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Appendix to Annex V to the Act concerning the conditions of accession of the Republic of Croatia 
and the adjustments to the Treaty on European Union, the Treaty on the Functioning of the 

European Union and the Treaty establishing the European Atomic Energy Community 

(2012/C 119 E/01) 

Appendix 

As referred to in Section 1, Free movement of goods, of Annex V ( 1 ) 

List, as provided by Croatia, of medicinal products for which a marketing authorisation issued under 
Croatian law prior to the date of accession shall remain valid until it is renewed in compliance with the 
Union acquis or until 30 June 2017, whichever is earlier. 

Inclusion on this list does not of itself indicate whether the medicinal product in question has a marketing 
authorisation in compliance with the Union acquis.

EN 24.4.2012 Official Journal of the European Union C 119 E/1 

( 1 ) For the text of Annex V, see OJ L 112, 24.4.2012, p. 67.
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1M potassium- 
chloride (7,45 %) 
concentrate 50 ml 

concentrate for 
intravenous after 
reconstitution 

Hrvatski zavod za trans
fuzijsku medicinu, Petrova 3, 
Zagreb, Republic of Croatia 

50 ml of solution in a glass 
injection bottle with a 
chlorobutyl stopper 
protected with an aluminium 
cap (40 bottles per box) 

YES YES 

1M sodium hydro
gencarbonate 
(8,4 %) solution for 
intravenous 
infusion, 100 ml 

solution for intra
venous infusion 

Hrvatski zavod za trans
fuzijsku medicinu, Petrova 3, 
Zagreb, Republic of Croatia 

100 ml of solution in a glass 
infusion bottle with rubber 
stopper protected by Al cap, 
20 bottles with plastic 
holders in a box 

YES YES 

A.T. 10 solution oral solution Merck KGaA, Frankfurter 
Straße 250, Darmstadt, 
Germany 

15 ml of solution in an 
amber glass bottle with 
plastic dropper attachment, 
supplied in a box 

YES YES 

Abaktal 400 mg 
film-coated tablets 

film-coated tablets Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

10 (1 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Abaktal 
400 mg/5 ml 
solution for 
injection 

solution for 
injection 

Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

10 ampoules each 
containing 5 ml of solution, 
supplied in a box 

YES YES 

Accupro 10 mg 
tablets 

film-coated tablets Gödecke GmbH, part of the 
Pfizer Group, Karlsruhe, 
Germany 

30 (3 × 10) tablets in a 
blister, supplied in a box 

YES YES
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Accupro 20 mg 
tablets 

film-coated tablets Gödecke GmbH, part of the 
Pfizer Group, Karlsruhe, 
Germany 

30 (3 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Accupro 5 mg 
tablets 

film-coated tablets Gödecke GmbH, part of the 
Pfizer Group, Karlsruhe, 
Germany 

30 (3 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Aclasta 5 mg 
solution for infusion 

solution for 
infusion 

Novartis Pharma Stein AG, 
Schaffhauserstrasse, Stein, 
Switzerland 

100 ml solution in a plastic 
bottle with rubber stopper, 
aluminum ring and plastic 
protective cap, 1 bottle in a 
box 

YES YES YES 

Act HIB, vaccine 
against Haemo
philus influenzae 
type B 

lyophilisate and 
solvent for prep
aration of injection 
solution 

Sanofi Pasteur S.A., 2 avenue 
Pont Pasteur, Lyon, France 

Bottle with 1 dose of 
lyophilised vaccine and 1 
glass syringe with solvent for 
preparation for injection 
(0,5 ml), supplied in a box 

YES YES 

Actilyse lyophilisate 
for injection 50 mg 

lyophilisate and 
solvent for prep
aration of solution 
for injection 

Boehringer Ingelheim 
Pharma GmbH & Co. KG, 
Birkendorfer Straße 65, 
Biberach an der Riss, 
Germany 

50 mg of lyophilisate in a 
bottle, 50 ml of solvent 
(water for injection) in a 
bottle and a transfer needle, 
supplied in a box 

YES YES 

Activelle film-coated tablets Novo Nordisk A/S, Novo 
Allé, DK 2880 Bagsværd, 
Denmark 

28 tablets in a plastic 
calendar dial pack (dispenser 
with marked days of the 
week), supplied in a box 

YES YES 

Actonel 30 mg 
tablets 

film-coated tablets Procter & Gamble Phar
maceuticals Germany GmbH, 
Weiterstadt, Germany 

28 (2 × 14) tablets in a 
blister, supplied in a box 

YES YES 

Actonel 35 mg 
tablets 

film-coated tablets Procter & Gamble Phar
maceuticals Germany GmbH, 
Weiterstadt, Germany 

4 (1 × 4) tablets in a blister, 
supplied in a box 

YES YES
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Actonel 5 mg 
tablets 

film-coated tablets Procter & Gamble Phar
maceuticals Germany GmbH, 
Weiterstadt, Germany 

28 (2 × 14) tablets in a 
blister, supplied in a box 

YES YES 

Actrapid HM 100 solution for 
injection (for s.c., 
i.m. and i.v. use) 

Novo Nordisk A/S, Novo 
Allé, DK-2880 Bagsværd, 
Denmark 

10 ml of solution in a glass 
bottle, supplied in a box 

YES YES 

Actrapid Penfill solution for subcu
taneous injection 

Novo Nordisk A/S, Novo 
Allé, Bagsværd, Denmark 
Novo Nordisk Production 
SAS, 45, Avenue d’Orléans, 
Chartres, France 

5 glass cartridges with 3 ml 
of solution in a blister, 
supplied in a box 

YES YES 

Adartrel 0,25 mg 
tablets 

film-coated tablets SmithKline Beecham Phar
maceuticals, Crawley, West 
Sussex, Great Britain 

12 (1 × 12) tablets in PVC/ 
PCTFE/Al blister, supplied in 
a box 

YES YES YES YES 

Adartrel 0,5 mg 
tablets 

film-coated tablets SmithKline Beecham Phar
maceuticals, Crawley, West 
Sussex, Great Britain 

28 (2 × 14) tablets in a 
PVC/PCTFE/Al blister, 
supplied in a box 

YES YES YES YES 

Adartrel 2 mg 
tablets 

film-coated tablets SmithKline Beecham Phar
maceuticals, Crawley, West 
Sussex, Great Britain 

28 (2 × 14) tablets in a 
PVC/PCTFE/Al blister, 
supplied in a box 

YES YES YES YES 

Adriblastina PFS 
10 mg injection 
(2 mg/ml) 

solution for 
injection 

Pfizer Italia S.r.l., Milano, 
Italy 

5 ml of solution for 
injection in a glass bottle, 
supplied in a box 

YES YES 

Adriblastina PFS 
50 mg injection 
(2 mg/ml) 

solution for 
injection 

Pfizer Italia S.r.l., Milano, 
Italy 

25 ml of solution for 
injection in a glass bottle, 
supplied in a box 

YES YES 

Advantan cream cream Intendis Manufacturing 
S.p.A., Segrate, Milano, Italy 

15 g of cream in an 
aluminum tube, supplied in 
a box 

YES YES
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Advantan ointment ointment Intendis Manufacturing 
S.p.A., Segrate, Milano, Italy 

15 g of ointment in an 
aluminum tube, supplied in 
a box 

YES YES 

Aerius syrup of 
0,5 mg/ml 

syrup Schering-Plough Labo N.V. 
Industriepark 30, Heist-op- 
den-Berg, Belgium 

60 ml of syrup in an amber 
glass bottle and a measuring 
spoon, supplied in a box 

YES YES 

Aerius 5 mg film- 
coated tablets 

film-coated tablets Schering-Plough Labo N.V. 
Industriepark 30, Heist-op- 
den-Berg, Belgium 

10 (1 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Afloderm cream cream Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

20 grams of cream in an 
aluminum tube with a 
plastic cap, supplied in a box 

YES YES 

Afloderm cream cream Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

40 g of cream in an 
aluminium tube with a 
plastic stopper, supplied in a 
box 

YES YES 

Afloderm ointment ointment Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

20 grams of ointment in an 
aluminum tube with a 
plastic cap, supplied in a box 

YES YES 

Afluria suspension 
for injection in pre- 
filled syringe, 
influenza vaccine 
(fragmented inacti
vated) 

suspension for 
injections 

CSL Limited, 45 Poplar 
Road, Parkville, Melbourne, 
Victoria 3052, Australia 

Box with 1 pre-filled syringe 
(glass, type I) with a needle, 
with 1 dose of vaccine 
(0,5 ml of suspension) 

YES YES
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Aggrastat 
concentrate of 
solution for infusion 

concentrate of 
solution for 
infusion 

Merck Sharp & Dohme B.V., 
Waarderweg 39, Postbus 
581, Haarlem, the Nether
lands 

50 ml of solution 
concentrate in a glass bottle, 
supplied in a box 

YES YES YES 

Aggrenox 
200/25 mg 
modified release 
capsules 

modified release 
capsules, hard 

Boehringer Ingelheim 
Pharma GmbH&Co.KG, 
Biberach an der Riss, 
Germany 

60 capsules in a white 
plastic (PP) container with a 
plastic (PE) tamper-evident 
stopper with a desiccant, 
supplied in a box 

YES YES 

Aglurab 1 000 film-coated tablets Weifa AS, Oslo, Norway 60 tablets in a plastic 
(HDPE) bottle with a plastic 
stopper (there is a bag in a 
bottle or a capsule in a 
stopper containing silicagel 
to attenuate the tablet odor) 

YES YES 

Aglurab 850 film-coated tablets Weifa AS, Oslo, Norway 36 tablets in a plastic 
(HDPE) bottle with a 
desiccant 

YES YES 

Agrippal vaccine 
against influenza 
(surface antigen, 
inactivated) 

suspension for 
intramuscular or 
subcutaneous 
administration 

Chiron S.r.l, Siena, Italy Pre-filled syringe with a 
needle (containing a single 
0,5 ml vaccine dose in the 
form of suspension) 

YES YES 

Agrippal suspension 
for injections in pre- 
filled syringe, 
influenza vaccine 
(surface antigens), 
inactivated 

suspension for 
injections in a pre- 
filled syringe 

Novartis Vaccines & Diag
nostics S.r.l., Siena, Italy 

A pre-filled syringe (glass 
type I) containing 0,5 ml of 
suspension, equipped with a 
needle (23G, 1″; or 25G, 1″; 
or 25G, 5/8″;) and a rubber 
plunger stopper, supplied in 
a box 

YES YES 

Akineton injection solution for 
injection 

Ebewe Pharma Ges. m.b.H. 
Nfg. KG, Mondseestraße 11, 
Unterach, Austria 

5 ampoules with 1 ml of 
solution for injection, 
supplied in a carton box 

YES YES 

Akineton tablets tablets Laboratorio Farmaceutico 
S.I.T. Srl, Via Cavour 70, 
Mede (PV), Italy 

50 tablets (5 × 10) in a 
PVC/Al blister, supplied in a 
box 

YES YES
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Aknet dermal solution Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

30 ml of solution in an 
amber glass bottle with a 
dropper and a plastic 
stopper, supplied in a box 

YES YES 

Aktivin H capsule capsules Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

30 (2 × 15) capsules in a 
PVC/PVDC/Al blister, 
supplied in a box 

YES YES YES 

Aktivin H capsules capsules Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

60 capsules in a poly
propylene bottle, supplied in 
a box 

YES YES YES 

Alamcin 
250 mg/5 ml 
powder for oral 
suspension 

powder for prep
aration of oral 
suspension 

Alkaloid AD - Skopje, 
Skopje, FYROM in 
cooperation with BILIM 
PHARMACEUTICALS A.S., 
Maslak Istanbul, Turkey 

Amber glass bottle with 
powder for preparation of 
100 ml of suspension with a 
polyethylene stopper and a 
plastic spoon, supplied in a 
box 

YES YES 

Albothyl solution solution Altana Pharma AG, Byk- 
Gulden Straße 2, Konstanz, 
Germany 

25 ml of solution in an 
amber glass bottle with 
black plastic cap, supplied in 
a box 

YES YES 

Albothyl pessaries pessaries Altana Pharma AG, Byk- 
Gulden Straße 2, Konstanz, 
Germany 

6 pessaries in a white non- 
transparent plastic foil 
(PVC/PE), supplied in a box 

YES YES 

Human albumin 
20 % solution for 
intravenous use 

solution for intra
venous use 

Imunološki zavod d.d., 
Rockefellerova 2, Zagreb, 
Republic of Croatia 

Glass bottle with 50 ml of 
solution, supplied in a box 

YES YES 

Human albumin 
20 % solution for 
i.v. use 

solution for intra
venous use 

Imunološki zavod d.d., 
Rockefellerova 2, Zagreb, 
Republic of Croatia 

Glass bottle with 100 ml of 
solution, supplied in a box 

YES YES
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Human albumin 
20 % solution for 
intravenous use 
(Albumini humani 
solutio), 200 g/l 

solution for 
infusion 

Imunološki zavod d.d., 
Rockefellerova 2, Zagreb, 
Republic of Croatia 

Glass bottle with 50 ml of 
solution, supplied in a box 

YES YES 

Human albumin 
20 % solution for 
intravenous use 
(Albumini humani 
solutio), 200 g/l of 
blood 

solution for 
infusion 

Imunološki zavod d.d., 
Rockefellerova 2, Zagreb, 
Republic of Croatia 

Glass bottle with 100 ml of 
solution, supplied in a box 

YES YES 

Human albumin 
5 % solution for 
intravenous use 

solution for intra
venous use 

Imunološki zavod d.d., 
Rockefellerova 2, Zagreb, 
Republic of Croatia 

One glass vial with 250 ml 
of solution, supplied in a 
box 

YES YES 

Aldactone 100 mg 
capsules 

capsules Roche Farma S.A., Madrid, 
Spain 

20 (2 × 10) capsules in 
PVC/Al blister, supplied in a 
box 

YES YES 

Aldactone 25 mg 
coated tablets 

coated tablets Roche Farma S.A., Madrid, 
Spain 

50 (5 × 10) coated tablets in 
a PVC/Al blister, supplied in 
a box 

YES YES 

Aldactone 50 mg 
coated tablets 

coated tablets Roche Farma S.A., Madrid, 
Spain 

20 (2 × 10) coated tablets in 
PVC/Al blister, supplied in a 
box 

YES YES 

Aldizem 60 mg tablets Alkaloid AD - Skopje, 
Bulevar Aleksandar Make
donski 12, Skopje, FYROM 

30 (3 × 10) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES 

Aldizem 90 mg tablets Alkaloid AD - Skopje, 
Bulevar Aleksandar Make
donski 12, Skopje, FYROM 

30 (3 × 10) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES 

Aldurazyme 100 
U/ml concentrate of 
solution for infusion 

concentrate of 
solution for 
infusion 

Genzyme Ltd., 37 Hollands 
Road, Haverhill, Suffolk CB9 
8PU, Great Britain 

One glass vial with 5 ml of 
solution concentrate, 
supplied in a box 

YES YES YES YES YES
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Aledox 70 mg 
tablets 

tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

4 (1 × 4) tablets in a PA/Al/ 
PVC//Al blister, supplied in a 
box 

YES YES 

Alendor 70 tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

4 (1 × 4) tablets in a blister 
(PVC/PE/PVDC//Al), supplied 
in a box 

YES YES 

Alendor tablets 
5 mg 

tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

28 (4 × 7) tablets in a blister, 
supplied in a box 

YES YES 

Alendor 
tablets10 mg 

tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

28 (4 × 7) tablets in a blister, 
supplied in a box 

YES YES 

Alfuzosin Pliva 
tablets 10 mg 

film-coated tablets 
with prolonged- 
release 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

30 (3 × 10) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES 

Alfuzosin Pliva 
tablets 5 mg 

prolonged-release 
film-coated tablets 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

20 (2 × 10) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES 

Alimta 500 mg 
powder for infusion 
solution concentrate 

powder for 
concentrate for 
infusion solution 

Lilly France S.A.S., rue du 
Colonel Lilly, Fegersheim, 
France 

Glass bottle, supplied in a 
box 

YES YES YES 

Alkagin 2,5 g/5 ml 
solution for 
injection 

solution for 
injection 

Alkaloid AD - Skopje, 
Bulevar Aleksandar Make
donski 12, Skopje, FYROM 

50 (5 × 10) ampoules each 
with 5 ml of solution in a 
protective container, 
supplied in a box 

YES YES 

Alkagin 500 mg 
tablets 

tablets Alkaloid AD - Skopje, 
Bulevar Aleksandar Make
donski 12, Skopje, FYROM 

10 (1 × 10) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES
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Almacin 500 mg 
capsules 

capsules Alkaloid AD - Skopje, 
Skopje, FYROM in 
cooperation with BILIM 
PHARMACEUTICALS A.S., 
Maslak Istanbul, Turkey 

16 capsules in a PVC/Al 
blister, supplied in a box 

YES YES 

Alomax 2 % dermal 
solution 

dermal solution Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

60 ml of solution in a white 
plastic bottle with a plastic 
stopper, a metering plastic 
pump and a spray 
attachment, in a protective 
bag, supplied in a box 

YES YES YES 

Alomax 5 % dermal 
solution 

dermal solution Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

60 ml of solution in a white 
plastic bottle with a plastic 
stopper, a metering plastic 
pump and a spray 
attachment, in a protective 
bag, supplied in a box 

YES YES YES 

Alomide 1 mg/ml 
eye drops 

eye drops Alcon-Couvreur s.a., 
Rijksweg 14, Puurs, Belgium 

5 ml of solution in a plastic 
bottle with a dropper, 
supplied in a carton box 

YES YES 

Alopurinol 100 mg 
tablets 

tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

100 tablets in a plastic 
bottle, supplied in a box 

YES YES 

Aloxi, solution for 
injection 

solution for 
injection 

Helsinn Birex Phar
maceuticals Ltd., 
Damastown, Mulhuddart, 
Dublin 15, Ireland 

One glass vial with 5 ml of 
solution, supplied in a box 

YES YES YES 

Alphagan eye drops eye drops Allergan Pharmaceuticals 
Ireland, Castlebar Road, 
Westport, Co Mayo, Ireland 

5 ml of solution in a plastic 
bottle with a dropper, 
supplied in a box 

YES YES 

Alvesco 160 Inhaler pressurized 
inhalant, solution 

Altana Pharma AG, Byk- 
Gulden Straße 2, Konstanz, 
Germany 

Al container with a metering 
valve, mouthpiece and 
stopper, 60 inhalations 

YES YES YES
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Alvesco 40 Inhaler pressurized 
inhalant, solution 

Altana Pharma AG, Byk- 
Gulden Straße 2, Konstanz, 
Germany 

Al container with a metering 
valve, mouthpiece and 
stopper, 60 inhalations 

YES YES YES 

Alvesco 80 Inhaler pressurized 
inhalant, solution 

Altana Pharma AG, Byk- 
Gulden Straße 2, Konstanz, 
Germany 

Al container with a metering 
valve, mouthpiece and 
stopper, 60 inhalations 

YES YES YES 

Amaryl 1,0 tablets Aventis Pharma S.p.A., S.S. 
17 KM 22, Scoppito, Italy 

30 (2 × 15) tablets in a 
blister, supplied in a box 

YES YES 

Amaryl 2,0 tablets Aventis Pharma S.p.A., S.S. 
17 KM 22, Scoppito, Italy 

30 (2 × 15) tablets in a 
blister, supplied in a box 

YES YES 

Amaryl 3,0 tablets Aventis Pharma S.p.A., S.S. 
17 KM 22, Scoppito, Italy 

30 (2 × 15) tablets in a 
blister, supplied in a box 

YES YES 

Amicor 10 tablets Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

30 (3 × 10) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES 

Amicor 20 tablets Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

30 (3 × 10) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES 

Amicor 5 tablets Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

20 (1 × 20) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES 

Amicor H 10 tablets Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

20 (1 × 20) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES 

Amicor H 10 tablets Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

30 (3 × 10) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES
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Amicor H 20 tablets Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

30 (3 × 10) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES 

Aminfluorid dental 
gel 

dental gel Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

Tube with 25 g of gel, 
supplied in a box 

YES YES YES 

Aminfluorid dental 
solution 

dental solution Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

50 ml of solution in a poly
ethylene bag with a dropper 
and a screw cap, supplied in 
a box 

YES YES YES 

Aminomix 2 
Novum 

solution for 
infusion (for 
parenteral nutri
tion) 

Fresenius Kabi Deutschland 
GmbH, Bad Homburg, 
Germany 

One plastic bag with two 
compartments (for solutions 
A and B), peel seam and two 
attachments connected to 
the compartments (with 
solutions for drug delivery 
and infusion) in an external 
protective bag inserted with 
bag with agent 

YES YES 

Aminomix 2 
Novum 

solution for 
infusion (for 
parenteral nutri
tion) 

Fresenius Kabi Deutschland 
GmbH, Bad Homburg, 
Germany 

One plastic bag with two 
compartments (for solutions 
A and B), peel seam and two 
attachments connected to 
the compartments (with 
solutions for drug delivery 
and infusion) in an external 
protective bag inserted with 
bag with agent 

YES YES 

Aminophyllinum 
Lek 100 mg tablets 

tablets Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

50 (5 × 10) tablets in a 
blister (PVC/Al), supplied in 
a carton box 

YES YES
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Aminophyllinum 
Lek 250 mg/10 ml 
solution for 
injection 

solution for 
injection 

Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

50 (5 × 10) ampoules with 
10 ml of solution for 
injection, supplied in a box 

YES YES 

Aminophyllinum 
Lek 350 mg 
prolonged-release 
tablets 

prolonged-release 
tablets 

Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

20 (2 × 10) tablets in a 
blister (PVC/Al), supplied in 
a carton box 

YES YES 

Aminoplasmal - 
10 % E 

solution for 
infusion 

B. Braun Melsungen AG, 
Carl-Braun-Straße 1, 
Melsungen, Germany 

500 ml of solution for 
infusion in a glass bottle, 10 
bottles in a box 

YES YES 

Aminoplasmal - 5 % 
E 

solution for 
infusion 

B. Braun Melsungen AG, 
Carl-Braun-Straße 1, 
Melsungen, Germany 

500 ml of solution for 
infusion in a glass bottle, 10 
bottles in a box 

YES YES 

Aminoplasmal Hepa 
- 10 % 

solution for 
infusion 

B. Braun Melsungen AG, 
Carl-Braun-Straße 1, 
Melsungen, Germany 

500 ml of solution for 
infusion in a glass bottle, 10 
bottles in a box 

YES YES 

Aminoven 10 % solution for 
infusion 

Fresenius Kabi Austria 
GmbH, Graz, Austria 

One glass bottle for infusion 
with 500 ml of solution 

YES YES YES 

Aminoven 5 % solution for 
infusion 

Fresenius Kabi Austria 
GmbH, Graz, Austria 

One glass bottle for infusion 
with 500 ml of solution 

YES YES YES 

Aminoven Infant 
10 % 

solution for 
infusion 

Fresenius Kabi Austria 
GmbH, Graz, Austria 

10 glass infusion bottles 
with 100 ml of solution, 
supplied in a carton box 

YES YES 

Aminoven Infant 
10 % 

solution for 
infusion 

Fresenius Kabi Austria 
GmbH, Graz, Austria 

10 glass infusion bottles 
with 250 ml of solution, 
supplied in a carton box 

YES YES 

Amiodaron 200 mg 
tablets 

tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

Box with 30 (2 × 15) tablets 
in a blister 

YES YES
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Amlodipin Cipla 
10 mg 

tablets Cipla Ltd., Verna Industrial 
Estate, Verna Goa, India 

30 (3 × 10) tablets in a 
brown PVC/Al blister, 
supplied in a box 

YES YES 

Amlodipin Cipla 
5 mg 

tablets Cipla Ltd., Verna Industrial 
Estate, Verna Goa, India 

30 (3 × 10) tablets in a 
brown PVC/Al blister, 
supplied in a box 

YES YES 

Amlopin 10 mg 
tablets 

tablets Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

20 (2 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Amlopin 5 mg 
tablets 

tablets Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

30 (3 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Amlopin 5 mg 
tablets 

tablets Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

20 (2 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Amoksicilin 375 mg 
capsules 

capsules Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

12 capsules in a bottle, 
supplied in a box 

YES YES 

Amoksicilin 500 mg 
capsules 

capsules Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

16 capsules in a blister, 
supplied in a box 

YES YES 

Amoksicilin powder 
for oral suspension 
250 mg/5 ml 

powder for oral 
suspension 

Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

Bottle with powder for 
preparation of 100 ml of 
suspension, supplied in a 
box 

YES YES 

Amonex 10 mg 
tablets 

tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

30 (1 × 30) tablets in a 
blister, supplied in a box 

YES YES
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Amonex 5 mg 
tablets 

tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

30 (1 × 30) tablets in a 
blister, supplied in a box 

YES YES 

Amoxil capsules 
500 mg 

capsules Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

16 (2 × 8) tablets in a blister, 
supplied in a box 

YES YES 

Amoxil syrup powder for prep
aration of oral 
suspension 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

Amber glass bottle with 
powder, supplied in a box 

YES YES 

Amphocil 100 mg powder for prep
aration of solution 
for infusion 

Torrex Chiesi Pharma GmbH, 
Gonzagagasse 16/16, Vienna, 
Austria 

Turbid glass bottle (with 
100 mg of dry matter) with 
a cap and Al ring, supplied 
in a box 

YES YES 

Amphocil 50 mg powder for prep
aration of solution 
for infusion 

Torrex Chiesi Pharma GmbH, 
Gonzagagasse 16/16, Vienna, 
Austria 

Turbid glass bottle (with 
50 mg of dry matter) with a 
cap and Al ring, supplied in 
a box 

YES YES 

Amphotericin B, 
powder for prep
aration of injections 

powder for prep
aration of injec
tions 

Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

One glass vial with powder 
for injection preparation, 
supplied in a box 

YES YES 

Ampril HD tablets 
5 mg/25 mg 

tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

30 (3 × 10) tablets in a 
OPA/Al/PVC//Al blister, 
supplied in a box 

YES YES YES YES 

Ampril HL tablets 
2,5 mg/12,5 mg 

tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

30 (3 × 10) tablets in a 
OPA/Al/PVC//Al blister, 
supplied in a box 

YES YES YES YES 

Ampril 1,25 mg 
tablets 

tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

30 (3 × 10) tablets in a 
OPA/Al/PVC//Al blister, 
supplied in a box 

YES YES YES YES



EN 
C 119 E/16 

O
fficial Journal of the European U

nion 
24.4.2012

 

NAME OF THE 
MEDICINAL 
PRODUCT 

PHARMACEUTICAL 
FORM MANUFACTURER NATURE AND CONTENTS OF 

CONTAINER Domestic Imported Proprietary Generic 
UDMP nCADREAC CP MRP OTC Herbal Immu

nological Blood Orphan 

Ampril 10 mg 
tablets 

tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

30 (3 × 10) tablets in a 
OPA/Al/PVC//Al blister, 
supplied in a box 

YES YES YES YES 

Ampril 2,5 mg 
tablets 

tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

30 (3 × 10) tablets in a 
OPA/Al/PVC//Al blister, 
supplied in a box 

YES YES YES YES 

Ampril 5 mg tablets tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

30 (3 × 10) tablets in a 
OPA/Al/PVC//Al blister, 
supplied in a box 

YES YES YES YES 

Amyzol 10 mg film- 
coated tablets 

film-coated tablets Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

100 (4 × 25) tablets in a 
blister, supplied in a box 

YES YES 

Amyzol 25 mg film- 
coated tablets 

film-coated tablets Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

30 (3 × 10) tablets in a 
blister, supplied in a box 

YES YES 

ANAFRANIL coated 
tablets 

coated tablets Pliva Croatia Ltd., Zagreb, 
Republic of Croatia and 
Novartis Pharma Services 
Inc., Basel, Switzerland 

30 (3 × 10) coated tablets in 
a PVC/Al blister, supplied in 
a box 

YES YES 

Analgin injections solution for 
injection 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

5 ml of solution for 
injection in an amber glass 
ampoule, 50 ampoules in a 
box 

YES YES 

Analgin tablets tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

10 (1 × 10) tablets in an 
orange blister (PVC/Al), 
supplied in a box 

YES YES 

Andol tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

20 (2 × 10) tablets in 
Al/PVC/PVDC blister, 
supplied in a box 

YES YES YES
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Andol 100 tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

20 (2 × 10) tablets in 
Al/PVC/PVDC blister, 
supplied in a box 

YES YES YES 

Andol C effervescent tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

10 tablets in a vial (cap with 
silicagel and protective ring) 

YES YES 

Androcur-10 tablets tablets Schering GmbH und Co. 
Produktions KG, Döbereiner
straße 20, Weimar, Germany 

45 (3 × 15) tablets in a 
blister, supplied in a box 

YES YES 

Androcur-50 tablets tablets Delpharm Lille S.A.S., Z.I. De 
Roubaix Est, rue de Toufflers, 
Lys-lez-Lannoy, France 

50 (5 × 10) tablets in a 
blister (PVC/Al), supplied in 
a box 

YES YES 

Androgel 50 mg, gel 
in bags 

gel Besins International Belgique, 
Drogenbos, Belgium 

5 g of gel in a bag (PET/ 
Al/PE), 30 bags in a carton 
box 

YES YES YES 

Anexate solution for 
injection or 
infusion 

F. Hoffmann-La Roche Ltd., 
Grenzacherstrasse 124, Basel, 
Switzerland 

5 ml of solution in a glass 
ampoule, 5 ampoules in a 
box 

YES YES 

Angal lozenges lozenges Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

20 (2 × 10) lozenges in 
PVC/Al blister, supplied in a 
box 

YES YES YES 

Angal S oral spray oromucosal spray Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

30 ml of solution in an 
amber glass bottle with a 
screw cap and automatic 
sprayer/spraying attachment, 
supplied in a box 

YES YES YES
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Angeliq film tablets film-coated tablets Schering AG, Müllerstraße 
170-178, Berlin, Germany 

28 (1 × 28) tablets in a 
blister (PVC/Al), supplied in 
a box 

YES YES YES 

Ansilan 10 mg 
capsules 

capsules Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

25 capsules in a glass bottle, 
supplied in a box 

YES YES 

Ansilan mite 5 mg 
capsules 

capsules Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

30 (3 × 10) capsules in a 
PVC/Al blister, supplied in a 
box 

YES YES 

Antithrombin III 
Immuno 1 000 IU 

lyophilized powder 
and solvent for 
preparation of 
solution for 
injection or 
infusion 

Baxter AG, Industriestraße 
67, A-1220 Vienna, Austria 

Vial with 1 000 IU anti
thrombin III, vial with 
solvent, portable needle, 
filter needle, vent needle, 
disposable needle, infusion 
kit, disposable syringe, 
supplied in a box 

YES YES 

Antithrombin III 
Immuno 500 IU 

lyophilized powder 
or solvent for 
preparation of 
solution for 
injection or 
infusion 

Baxter AG, Industriestraße 
67, A-1220 Vienna, Austria 

Vial with 500 IU anti
thrombin III, vial with 
solvent, portable needle, 
filter needle, vent needle, 
disposable needle, infusion 
kit, disposable syringe, 
supplied in a box 

YES YES 

Antitoxin (equine) 
against European 
viper venom 

solution for 
parenteral use 

Imunološki zavod d.d., 
Rockefellerova 2, Zagreb, 
Republic of Croatia 

Box with 1 bottle containing 
10 ml of preparation (1 
dose), with a sterile needle 
and a disposable syringe 

YES YES 

Apidra 100 IU/ml 
(10 ml glass vial) 

solution for 
injection (for s.c. 
use) 

Aventis Pharma Deutschland 
GmbH, Brüningstraße 50, 
Frankfurt am Main, Germany 

One glass vial with 10 ml of 
solution, supplied in a box 

YES YES YES
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Apidra 100 IU/ml 
(3 ml glass cartridge 
for use with 
OptiClik injector) 

solution for subcu
taneous injection 

Sanofi - Aventis Deutschland 
GmbH, Frankfurt am Main, 
Germany 

5 glass cartridges (for 
OptiClik) with 3 ml of 
solution, supplied in a box 

YES YES YES 

Apidra 100 IU/ml 
(3,0 ml glass 
cartridge) 

solution for subcu
taneous injection 

Aventis Pharma Deutschland 
GmbH, Brüningstraße 50, 
Frankfurt am Main, Germany 

5 glass cartridges with 3 ml 
of solution, supplied in a 
box 

YES YES YES 

Apidra 100 IU/ml 
OptiSet (injector 
with glass cartridge 
of 3 ml) 

solution for subcu
taneous injection 

Aventis Pharma Deutschland 
GmbH, Brüningstraße 50, 
Frankfurt am Main, Germany 

5 pens (injectors) with a 
glass cartridge containing 
3 ml of solution, supplied in 
a box 

YES YES YES 

Aprovel 150 mg film-coated tablets Sanofi Winthrop Industrie, 1 
rue de la Vierge, 33440 
Ambarès, France 

28 (2 × 14) tablets in a 
blister (PC/PVDC/Al), 
supplied in a box 

YES YES YES 

Aprovel 300 mg film-coated tablets Sanofi Winthrop Industrie, 1 
rue de la Vierge, 33440 
Ambarès, France 

28 (2 × 14) tablets in a 
blister (PC/PVDC/Al), 
supplied in a box 

YES YES YES 

Aprovel 75 mg film-coated tablets Sanofi Winthrop Industrie, 1 
rue de la Vierge, 33440 
Ambarès, France 

28 (2 × 14) tablets in a 
blister (PC/PVDC/Al), 
supplied in a box 

YES YES YES 

Aqua pro injectione solvent for prep
aration of 
parenteral solutions 

Hrvatski zavod za trans
fuzijsku medicinu, Petrova 3, 
Zagreb, Republic of Croatia 

500 ml of water for 
injection in a glass infusion 
bottle 

YES YES 

Aqua pro injectione solvent for prep
aration of 
parenteral solutions 

Hrvatski zavod za trans
fuzijsku medicinu, Petrova 3, 
Zagreb, Republic of Croatia 

1 000 ml of water for 
injection in a glass infusion 
bottle 

YES YES
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Aqua pro injectione solvent for prep
aration of 
parenteral solutions 

Hrvatski zavod za trans
fuzijsku medicinu, Petrova 3, 
Zagreb, Republic of Croatia 

100 ml of water for 
injection in a glass infusion 
bottle 

YES YES 

Aranesp 10 
micrograms of 
solution for 
injection in a pre- 
filled syringe 

solution for 
injection 

Amgen Europe B.V., 
Minervum 7061, Breda, the 
Netherlands 

One disposable glass syringe 
with needle containing 
0,4 ml of solution, in a 
protective container, 
supplied in a box 

YES YES YES YES 

Aranesp 100 
micrograms of 
solution for 
injection in a pre- 
filled pen 

solution for 
injection 

Amgen Europe B.V., 
Minervum 7061, Breda, the 
Netherlands 

A plastic pen with fitted 
glass syringe containing 
0,5 ml of solution in a 
protective container, 
supplied in a box 

YES YES YES YES 

Aranesp 100 
micrograms of 
solution for 
injection in a pre- 
filled syringe 

solution for 
injection 

Amgen Europe B.V., 
Minervum 7061, Breda, the 
Netherlands 

One disposable glass syringe 
with needle containing 
0,5 ml of solution, in a 
protective container, 
supplied in a box 

YES YES YES YES 

Aranesp 15 
micrograms of 
solution for 
injection in a pre- 
filled syringe 

solution for 
injection 

Amgen Europe B.V., 
Minervum 7061, Breda, the 
Netherlands 

One disposable glass syringe 
with needle containing 
0,375 ml of solution, in a 
protective container, 
supplied in a box 

YES YES YES YES 

Aranesp 150 
micrograms solution 
for injection in a 
pre-filled pen 

solution for 
injection 

Amgen Europe B.V., 
Minervum 7061, Breda, the 
Netherlands 

A plastic pen with fitted 
glass syringe containing 
0,3 ml of solution in a 
protective container, 
supplied in a box 

YES YES YES YES
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Aranesp 150 
micrograms of 
solution for 
injection in a pre- 
filled syringe 

solution for 
injection 

Amgen Europe B.V., 
Minervum 7061, Breda, the 
Netherlands 

One disposable glass syringe 
with needle containing 
0,3 ml of solution, in a 
protective container, 
supplied in a box 

YES YES YES YES 

Aranesp 20 
micrograms of 
solution for 
injection in a pre- 
filled pen 

solution for 
injection 

Amgen Europe B.V., 
Minervum 7061, Breda, the 
Netherlands 

A plastic pen with fitted 
glass syringe containing 
0,5 ml of solution in a 
protective container, 
supplied in a box 

YES YES YES YES 

Aranesp 20 
micrograms of 
solution for 
injection in a pre- 
filled syringe 

solution for 
injection 

Amgen Europe B.V., 
Minervum 7061, Breda, the 
Netherlands 

One disposable glass syringe 
with needle containing 
0,5 ml of solution, in a 
protective container, 
supplied in a box 

YES YES YES YES 

Aranesp 30 
micrograms of 
solution for 
injection in a pre- 
filled syringe 

solution for 
injection 

Amgen Europe B.V., 
Minervum 7061, Breda, the 
Netherlands 

One disposable glass syringe 
with needle containing 
0,3 ml of solution, in a 
protective container, 
supplied in a box 

YES YES YES YES 

Aranesp 300 
micrograms of 
solution for 
injection in a pre- 
filled pen 

solution for 
injection 

Amgen Europe B.V., 
Minervum 7061, Breda, the 
Netherlands 

A plastic pen with fitted 
glass syringe containing 
0,6 ml of solution in a 
protective container, 
supplied in a box 

YES YES YES YES 

Aranesp 300 
micrograms of 
solution for 
injection in a pre- 
filled syringe 

solution for 
injection 

Amgen Europe B.V., 
Minervum 7061, Breda, the 
Netherlands 

One disposable glass syringe 
with needle containing 
0,6 ml of solution, in a 
protective container, 
supplied in a box 

YES YES YES YES
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Aranesp 40 
micrograms of 
solution for 
injection in a pre- 
filled pen 

solution for 
injection 

Amgen Europe B.V., 
Minervum 7061, Breda, the 
Netherlands 

A plastic pen with fitted 
glass syringe containing 
0,4 ml of solution in a 
protective container, 
supplied in a box 

YES YES YES YES 

Aranesp 40 
micrograms of 
solution for 
injection in a pre- 
filled syringe 

solution for 
injection 

Amgen Europe B.V., 
Minervum 7061, Breda, the 
Netherlands 

One disposable glass syringe 
with needle containing 
0,4 ml of solution, in a 
protective container, 
supplied in a box 

YES YES YES YES 

Aranesp 50 
micrograms of 
solution for 
injection in a pre- 
filled syringe 

solution for 
injection 

Amgen Europe B.V., 
Minervum 7061, Breda, the 
Netherlands 

One disposable glass syringe 
with needle containing 
0,5 ml of solution, in a 
protective container, 
supplied in a box 

YES YES YES YES 

Aranesp 500 
micrograms of 
solution for 
injection in a pre- 
filled pen 

solution for 
injection 

Amgen Europe B.V., 
Minervum 7061, Breda, the 
Netherlands 

A plastic pen with fitted 
glass syringe containing 
1,0 ml of solution in a 
protective container, 
supplied in a box 

YES YES YES YES 

Aranesp 500 
micrograms of 
solution for 
injection in a pre- 
filled syringe 

solution for 
injection 

Amgen Europe B.V., 
Minervum 7061, Breda, the 
Netherlands 

One disposable glass syringe 
with needle containing 
1,0 ml of solution, in a 
protective container, 
supplied in a box 

YES YES YES YES 

Aranesp 60 
micrograms of 
solution for 
injection in a pre- 
filled pen 

solution for 
injection 

Amgen Europe B.V., 
Minervum 7061, Breda, the 
Netherlands 

A plastic pen with fitted 
glass syringe containing 
0,3 ml of solution in a 
protective container, 
supplied in a box 

YES YES YES YES
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Aranesp 60 
micrograms of 
solution for 
injection in a pre- 
filled syringe 

solution for 
injection 

Amgen Europe B.V., 
Minervum 7061, Breda, the 
Netherlands 

One disposable glass syringe 
with needle containing 
0,3 ml of solution, in a 
protective container, 
supplied in a box 

YES YES YES YES 

Aranesp 80 
micrograms of 
solution for 
injection in a pre- 
filled pen 

solution for 
injection 

Amgen Europe B.V., 
Minervum 7061, Breda, the 
Netherlands 

A plastic pen with fitted 
glass syringe containing 
0,4 ml of solution in a 
protective container, 
supplied in a box 

YES YES YES YES 

Aranesp 80 
micrograms of 
solution for 
injection in a pre- 
filled syringe 

solution for 
injection 

Amgen Europe B.V., 
Minervum 7061, Breda, the 
Netherlands 

One disposable glass syringe 
with needle containing 
0,4 ml of solution, in a 
protective container, 
supplied in a box 

YES YES YES YES 

Arava 10 mg tablets film-coated tablets Aventis Intercontinental, 
route de Choisy-au-Bac, 
Compiègne, Cedex, France 

Box with 30 tablets in a 
plastic bottle 

YES YES 

Arava 100 mg 
tablets 

film-coated tablets Aventis Intercontinental, 
route de Choisy-au-Bac, 
Compiègne, Cedex, France 

3 tablets in an aluminum 
blister, supplied in a box 

YES YES 

Arava 20 mg tablets film-coated tablets Aventis Intercontinental, 
route de Choisy-au-Bac, 
Compiègne, Cedex, France 

Box with 30 tablets in a 
plastic bottle 

YES YES 

Arcoxia 120 mg 
film-coated tablets 

film-coated tablets Merck Sharp & Dohme B.V., 
Waarderweg 39, Postbus 
581, Haarlem, the Nether
lands 

7 (1 × 7) film-coated tablets 
in an Al/Al blister, supplied 
in a box 

YES YES YES YES 

Arcoxia 60 mg film- 
coated tablets 

film-coated tablets Merck Sharp & Dohme B.V., 
Waarderweg 39, Postbus 
581, Haarlem, the Nether
lands 

14 (2 × 7) film-coated tablets 
in a A/Al blister, supplied in 
a box 

YES YES YES YES
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Arcoxia 90 mg film- 
coated tablets 

film-coated tablets Merck Sharp & Dohme B.V., 
Waarderweg 39, Postbus 
581, Haarlem, the Nether
lands 

14 (2 × 7) film-coated tablets 
in a A/Al blister, supplied in 
a box 

YES YES YES YES 

Aredia 15 mg powder and solvent 
for solution for 
infusion 

Novartis Pharma Stein AG, 
Schaffhauserstrasse, Stein, 
Switzerland 

4 colourless glass bottles 
with powder and 4 
ampoules with 5 ml of 
solvent (water for injection), 
supplied in a box 

YES YES 

Aredia 30 mg powder and solvent 
for solution for 
infusion 

Novartis Pharma Stein AG, 
Schaffhauserstrasse, Stein, 
Switzerland 

2 clear glass bottles 
containing powder and 2 
ampoules with 10 ml of 
solvent (water for injection), 
supplied in a box 

YES YES 

Arficin 150 mg 
capsules 

capsules Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

100 capsules in a brown 
plastic bottle, supplied in a 
box 

YES YES 

Arficin 150 mg 
capsules 

capsules Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

Plastic bottle with 100 
capsules, supplied in a box 

YES YES 

Arficin 300 mg 
capsules 

capsules Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

16 capsules in a white 
plastic bottle, supplied in a 
box 

YES YES 

Arilin rapid pessaries Dr. August Wolff GmbH & 
Co. Arzneimittel, Bielefeld, 
Germany 

2 pessaries in an Al/Al strip, 
supplied in a box 

YES YES 

Arimidex film-coated tablets AstraZeneca UK Limited, Silk 
Road Business Park, 
Macclesfield, Cheshire, Great 
Britain 

28 (2 × 14) tablets in a 
blister (PVC/Al), supplied in 
a box 

YES YES
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Arixtra 
2,5 mg/0,5 ml 
solution for 
injection (pre-filled 
syringe) 

solution for s.c. and 
i.v. injection 

Glaxo Wellcome Production, 
Notre-Dame-de-Bondeville, 
France 

10 glass syringes with 
0,5 ml of solution, supplied 
in a box 

YES YES YES YES 

Arixtra 
7,5 mg/0,6 ml 
solution for 
injection (pre-filled 
syringe) 

solution for s.c. and 
i.v. injection 

Glaxo Wellcome Production, 
Notre-Dame-de-Bondeville, 
France 

10 pre-filled glass syringes 
with 0,6 ml of solution, 
supplied in a box 

YES YES YES YES 

Artein 20 mg tablets tablets Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

20 (2 × 10) tablets in a 
blister (PVC/Al), supplied in 
a box 

YES YES 

Arvind 100 mg 
tablets 

tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

30 (2 × 15) tablets in a 
blister, supplied in a box 

YES YES 

Arvind 200 mg 
tablets 

tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

30 (1 × 30) tablets in a 
blister, supplied in a box 

YES YES 

Arvind 25 mg 
tablets 

tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

30 (1 × 30) tablets in a 
blister, supplied in a box 

YES YES 

Arvind 50 mg 
tablets 

tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

30 (1 × 30) tablets in a 
blister, supplied in a box 

YES YES 

Asacol 400 mg 
gastric-resistant 
tablets 

gastric-resistant 
tablets 

Lek farmacevtska družba 
d.d., Ljubljana, Republic of 
Slovenia in cooperation with 
Tillotts Pharma AG, Ziefen, 
Switzerland 

100 (10 × 10) gastro- 
resistant tablets PVC/Al 
blisters, supplied in a box 

YES YES
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Asacol 800 mg 
gastric-resistant 
tablets 

gastric-resistant 
tablets 

Lek farmacevtska družba 
d.d., Ljubljana, Republic of 
Slovenia in cooperation with 
Tillotts Pharma AG, Ziefen, 
Switzerland 

50 (5 × 10) gastro-resistant 
tablets in a PVC/Al blister, 
supplied in a box 

YES YES 

Asentra 100 mg 
film-coated tablets 

film-coated tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

28 (4 × 7) tablets in a blister, 
supplied in a box 

YES YES 

Asentra 50 mg film- 
coated tablets 

film-coated tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

28 (4 × 7) tablets in a blister, 
supplied in a box 

YES YES 

Aspirin 100 mg 
tablets 

tablets Bayer HealthCare AG, 51368 
Leverkusen, Germany 

20 (2 × 10) tablets in a 
blister, supplied in a box 

YES YES YES 

Aspirin 500 mg 
tablets 

tablets Bayer HealthCare AG, 51368 
Leverkusen, Germany 

20 (2 × 10) tablets in a 
blister, supplied in a box 

YES YES YES 

Aspirin direct chewing tablets Bayer HealthCare AG, 51368 
Leverkusen, Germany 

10 (5 × 2) tablets in a strip, 
supplied in a box 

YES YES YES 

Aspirin plus C effervescent tablets Bayer HealthCare AG, 51368 
Leverkusen, Germany 

10 (5 × 2) effervescent 
tablets in a strip, supplied in 
a box 

YES YES YES 

Aspirin protect 
100 mg gastric- 
resistant tablets 

gastric-resistant 
tablets 

Bayer HealthCare AG, 51368 
Leverkusen, Germany 

30 (3 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Aspirin protect 
300 mg gastric- 
resistant tablets 

gastric-resistant 
tablets 

Bayer HealthCare AG, 51368 
Leverkusen, Germany 

30 (3 × 10) tablets in a 
blister, supplied in a box 

YES YES
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Astax tablets 10 mg film-coated tablets Farmal d.d., Branitelja 
domovinskog rata 8, 
Ludbreg, Republic of Croatia 

20 (2 × 10) film-coated 
tablets in a (PVC/TE/ 
PVDC/Al) blister, supplied in 
a box 

YES YES 

Astax tablets 20 mg film-coated tablets Farmal d.d., Branitelja 
domovinskog rata 8, 
Ludbreg, Republic of Croatia 

20 (2 × 10) film-coated 
tablets in a (PVC/TE/ 
PVDC/Al) blister, supplied in 
a box 

YES YES 

Astax tablets 40 mg film-coated tablets Farmal d.d., Branitelja 
domovinskog rata 8, 
Ludbreg, Republic of Croatia 

20 (2 × 10) film-coated 
tablets in a (PVC/TE/ 
PVDC/Al) blister, supplied in 
a box 

YES YES 

Atacand 16 mg 
tablets 

tablets AstraZeneca AB, Södertälje, 
Sweden, AstraZeneca AB, 
Umeå, Sweden and Astra
Zeneca GmbH, Plankstadt, 
Germany 

28 (2 × 14) tablets in a 
blister (PVC/PVDC//Al), 
supplied in a box 

YES YES YES 

Atacand 32 mg 
tablets 

tablets AstraZeneca AB, Södertälje, 
Sweden, AstraZeneca AB, 
Umeå, Sweden and Astra
Zeneca GmbH, Plankstadt, 
Germany 

28 (2 × 14) tablets in a 
blister (PVC/PVDC//Al), 
supplied in a box 

YES YES YES 

Atacand 4 mg 
tablets 

tablets AstraZeneca AB, Södertälje, 
Sweden, AstraZeneca AB, 
Umeå, Sweden and Astra
Zeneca GmbH, Plankstadt, 
Germany 

28 (2 × 14) tablets in a 
blister (PVC/PVDC//Al), 
supplied in a box 

YES YES YES 

Atacand 8 mg 
tablets 

tablets AstraZeneca AB, Södertälje, 
Sweden, AstraZeneca AB, 
Umeå, Sweden and Astra
Zeneca GmbH, Plankstadt, 
Germany 

28 (2 × 14) tablets in a 
blister (PVC/PVDC//Al), 
supplied in a box 

YES YES YES
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Atacand Plus tablets AstraZeneca AB, Södertälje, 
Sweden, AstraZeneca AB, 
Umeå, Sweden and Astra
Zeneca GmbH, Plankstadt, 
Germany 

28 (2 × 14) tablets in a 
blister (PVC/PVDC//Al), 
supplied in a box 

YES YES YES 

Atenativ 1 000 IU lyophilisate and 
solvent for intra
venous solution 

Octapharma AB, Stockholm, 
Sweden 

Glass bottle with 50 ml of 
lyophilisate and a bottle with 
20 ml of solvent 

YES YES 

Atenativ 1 500 IU lyophilisate and 
solvent for intra
venous solution 

Octapharma AB, Stockholm, 
Sweden 

Glass bottle with 100 ml of 
lyophilisate and a bottle with 
30 ml of solvent 

YES YES 

Atenativ 500 IU lyophilisate and 
solvent for intra
venous solution 

Octapharma AB, Stockholm, 
Sweden 

Glass bottle with 50 ml of 
lyophilisate and a bottle with 
10 ml of solvent 

YES YES 

Atenolol Pliva 
100 mg 

tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

14 (1 × 14) tablets in a 
blister (PVC/PVDC/Al), 
supplied in a box 

YES YES 

Atenolol Pliva 
50 mg 

tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

30 (3 × 10) tablets in a 
PVC/PVDC/Al blister, 
supplied in a box 

YES YES 

ATG-Fresenius concentrate of 
solution for 
infusion 

Fresenius Biotech GmbH, 
Am Haag 6-7, Gräfelfing, 
Germany 

One glass bottle with 5 ml 
of concentrate, supplied in a 
box 

YES YES 

Athyrazol tablets Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

30 (3 × 10) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES
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Atoris tablets 10 mg film-coated tablets Krka d.d., Novo mesto, 
Republic of Slovenia or Krka- 
Farma d.o.o., Zagreb, 
Republic of Croatia 

60 (6 × 10) tablets in an 
OPA/Al/PVC//Al blister, 
supplied in a box 

YES YES 

Atoris 10 mg tablets film-coated tablets Krka d.d., Novo mesto, 
Republic of Slovenia; Krka 
Farma d.o.o., DPC Jastre
barsko, Republic of Croatia 

30 (3 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Atoris 20 mg tablets film-coated tablets Krka d.d., Novo mesto, 
Republic of Slovenia; Krka 
Farma d.o.o., DPC Jastre
barsko, Republic of Croatia 

30 (3 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Atoris tablets 20 mg film-coated tablets Krka d.d., Novo mesto, 
Republic of Slovenia or Krka- 
Farma d.o.o., Zagreb, 
Republic of Croatia 

60 (6 × 10) tablets in an 
OPA/Al/PVC//Al blister, 
supplied in a box 

YES YES 

Atoris tablets 40 mg film-coated tablets Krka d.d., Novo mesto, 
Republic of Slovenia or 
KRKA - FARMA d.o.o., DPC 
Jastrebarsko, Jastrebarsko, 
Republic of Croatia 

30 (3 × 10) tablets in a 
blister (OPA/Al/PVC-Al), 
supplied in a box 

YES YES 

Atorvox tablets 
10 mg 

film-coated tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

30 (3 × 10) film-coated 
tablets in a OPA/Al/PVC//Al 
blister, supplied in a box 

YES YES 

Atorvox tablets 
20 mg 

film-coated tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

30 (3 × 10) film-coated 
tablets in a OPA/Al/PVC//Al 
blister, supplied in a box 

YES YES
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Atorvox tablets 
40 mg 

film-coated tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

30 (3 × 10) film-coated 
tablets in a OPA/Al/PVC//Al 
blister, supplied in a box 

YES YES 

Atropini sulfas 
0,5 mg/ml injection 

solution for s.c., 
i.m. and i.v. 
injection 

Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

50 colourless glass ampoules 
each with 1 ml of solution, 
supplied in a box 

YES YES 

Atropini sulfas 
1 mg/ml injection 

solution for s.c., 
i.m. and i.v. 
injection 

Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

50 colourless glass ampoules 
each with 1 ml of solution, 
supplied in a box 

YES YES 

Atrovent 0,025 % 
inhalation solution 

inhalation solution Instituto de Angeli S.r.l., 
Regello (Firenze), Italy 

20 ml of solution in an 
amber glass bottle with a 
plastic (PE) dropper and a 
plastic (PP) cap, supplied in a 
box 

YES YES 

Atrovent N inha
lation aerosol 

aerosol Boehringer Ingelheim 
Pharma GmbH & Co. KG, 
Binger Straße 173, Ingelheim 
am Rhein, Germany 

200 inhalation doses in a 
metal container with 
metering valve and plastic 
mouthpiece, supplied in a 
box 

YES YES 

Augmentin injection 
1,2 g 

powder for 
solution for 
injection or 
infusion 

SmithKline Beecham Phar
maceuticals, Crawley, West 
Sussex, Great Britain 

5 glass bottles each with a 
dose of drug, supplied in a 
box 

YES YES 

Augmentin injection 
2,2 g 

powder for 
solution for 
injection or 
infusion 

SmithKline Beecham S.A., 
Heppignies, Belgium 

One glass vial containing 
one dose of medicinal 
product, supplied in a box 

YES YES
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Augmentin syrup 
457 mg/5 ml 

powder for prep
aration of oral 
suspension 

SmithKline Beecham Phar
maceuticals, Crawley, West 
Sussex, Great Britain 

Powder for preparation of 
70 ml of suspension (by the 
addition of 64 ml of water) 
in a glass bottle (with 
aluminium stopper), 
supplied in a box 

YES YES 

Augmentin tablets 
1 g 

film-coated tablets SmithKline Beecham Phar
maceuticals, Crawley, West 
Sussex, Great Britain 

14 (2 × 7) film-coated tablets 
in a PVC/PVDC//Al blister 
inserted in a protective 
aluminum bags (with desic
cant), supplied in a box 

YES YES 

Aulin 100 mg 
granules 

granules for oral 
suspension 

Helsinn Birex Phar
maceuticals Ltd., 
Damastown, Mulhuddart, 
Dublin 15, Ireland 

6 bags each with 2 g of 
granules for preparation of 
oral suspension, supplied in 
a box 

YES YES 

Aulin 100 mg 
tablets 

tablets Helsinn Birex Phar
maceuticals Ltd., 
Damastown, Mulhuddart, 
Dublin 15, Ireland 

6 (1 × 6) tablets in a blister 
(white non-transparent 
PVC/Al), supplied in a box 

YES YES 

Auropan film-coated 
tablets 3 mg 

film-coated tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

30 film-coated tablets in an 
amber glass bottle, supplied 
in a box 

YES YES 

Aurorix film-coated tablets F. Hoffmann-La Roche Ltd., 
Grenzacherstrasse 124, Basel, 
Switzerland 

30 (3 × 10) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES 

Avandamet 2 mg/ 
1 000 mg tablets 

film-coated tablets GlaxoWellcome S.A., 
Avenida de Extremadura 3, 
9400 Aranda de Duero, 
Burgos, Spain 

56 (4 × 14) film-coated 
tablets in a PVC/PVDC//Al 
blister, supplied in a carton 
box 

YES YES YES YES
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Avandamet 4 mg/ 
1 000 mg tablets 

film-coated tablets GlaxoWellcome S.A., 
Avenida de Extremadura 3, 
9400 Aranda de Duero, 
Burgos, Spain 

56 (4 × 14) film-coated 
tablets in a PVC/PVDC//Al 
blister, supplied in a carton 
box 

YES YES YES YES 

Avandia 2 mg film- 
tablets 

film-coated tablets Glaxo Wellcome Production, 
Mayenne, France 

56 (4 × 14) tablets in a 
blister, supplied in a box 

YES YES YES YES 

Avandia 4 mg film- 
tablets 

film-coated tablets Glaxo Wellcome Production, 
Mayenne, France 

28 (2 × 14) tablets in a 
blister, supplied in a box 

YES YES YES YES 

Avandia 8 mg film- 
tablets 

film-coated tablets Glaxo Wellcome Production, 
Mayenne, France 

28 (2 × 14) tablets in a 
blister, supplied in a box 

YES YES YES YES 

Avastin 25 mg/ml 
concentrate of 
solution for infusion 

concentrate of 
solution for 
infusion 

F. Hoffmann-La Roche Ltd., 
Grenzacherstrasse 124, Basel, 
Switzerland 

16 ml of infusion solution 
concentrate in a glass bottle, 
supplied in a box 

YES YES YES YES 

Avastin 25 mg/ml 
concentrate of 
solution for infusion 

concentrate of 
solution for 
infusion 

F. Hoffmann-La Roche Ltd., 
Grenzacherstrasse 124, Basel, 
Switzerland 

4 ml of concentrate of 
solution for infusion in a 
glass bottle, supplied in a 
box 

YES YES YES YES 

Avelox 400 mg 
film-coated tablets 

film-coated tablets Bayer HealthCare AG, 51368 
Leverkusen, Germany 

5 (1 × 5) film-coated tablets 
in a blister (PP/Al), supplied 
in a box 

YES YES YES 

Avelox 
400 mg/250 ml 
solution for infusion 

solution for 
infusion 

Bayer HealthCare AG, 51368 
Leverkusen, Germany 

One glass bottle with 
250 ml of infusion solution, 
supplied in a box 

YES YES 

AVODART 0,5 mg 
soft capsules 

soft capsules RP Scherer S.A., Beinheim, 
France (for GlaxoSmithKline) 

30 (3 × 10) capsules in a 
blister (PVC/PVDC/Al), 
supplied in a box 

YES YES YES
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AVONEX 30 μg 
powder and solvent 
for injection 

powder and solvent 
for solution for 
injection 

BIOGEN Idec BV, 2132 WX 
Hoofddorp, the Netherlands 

Box with 4 bottles with BIO 
SET reconstitution kit, 4 
syringes with solvent and 4 
needles (BIO SET kit) 

YES YES YES 

Azilect 1 mg tablets tablets Teva Pharmaceuticals Europe 
B.V., the Netherlands 

7 (1 × 7) tablets in a blister 
(Al/Al), supplied in a box 

YES YES YES YES 

Azilect 1 mg tablets tablets Teva Pharmaceuticals Europe 
B.V., the Netherlands 

30 tablets in a plastic 
(HDPE) bottle (desiccant in a 
plastic PP stopper), supplied 
in a box 

YES YES YES YES 

AZIMED capsules 
250 mg 

capsules Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

6 (1 × 6) capsules in a PVC/ 
PVDC//Al blister, supplied in 
a box 

YES YES 

AZIMED tablets 
500 mg 

film-coated tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

3 (1 × 3) tablets in a PVC/Al 
blister, supplied in a box 

YES YES 

Azitromicin Lek 
250 mg film-coated 
tablets 

film-coated tablets Sandoz S.R.L., Târgu Mureș, 
Mureș District, Romania 

6 (1 × 6) film-coated tablets 
in a blister (PVC/PVDC//Al), 
supplied in a box 

YES YES 

Azitromicin Lek 
500 mg film-coated 
tablets 

film-coated tablets Sandoz S.R.L., Târgu Mureș, 
Mureș District, Romania 

3 (1 × 3) film-coated tablets 
in a blister (PVC/PVDC//Al), 
supplied in a box 

YES YES 

Azopt eye drops eye drops Alcon-Couvreur s.a., 
Rijksweg 14, Puurs, Belgium 

Box with 5 ml of suspension 
in a plastic bottle with a 
dropper 

YES YES 

Baclofen 10 mg tablets Polpharma S.A., Poland 50 tablets in a poly
propylene bottle, supplied in 
a box 

YES YES
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Baclofen 25 mg tablets Polpharma S.A., Poland 50 tablets in a poly
propylene bottle, supplied in 
a box 

YES YES 

Balance 1,5 % 
glucose, 
1,25 mmol/l 
calcium 

solution for peri
toneal dialysis 

Fresenius Medical Care 
Deutschland GmbH, St. 
Wendel, Germany 

4 unit packs ("Stay Safe 
Balance system") each with 
2 000 ml of solution for 
peritoneal dialysis in a 
protective plastic bag, 
supplied in a carton box 

YES YES YES 

Balance 1,5 % 
glucose, 
1,25 mmol/l 
calcium 

solution for peri
toneal dialysis 

Fresenius Medical Care 
Deutschland GmbH, St. 
Wendel, Germany 

4 unit packs ('Stay Safe 
Balance system') each with 
2 500 ml of solution for 
peritoneal dialysis in a 
protective plastic bag, 
supplied in a carton box 

YES YES YES 

Balance 1,5 % 
glucose, 
1,75 mmol/l 
calcium 

solution for peri
toneal dialysis 

Fresenius Medical Care 
Deutschland GmbH, St. 
Wendel, Germany 

4 unit packs ('Stay Safe 
Balance system') each with 
2 500 ml of solution for 
peritoneal dialysis in a 
protective plastic bag, 
supplied in a carton box 

YES YES YES 

Balance 1,5 % 
glucose, 
1,75 mmol/l 
calcium 

solution for peri
toneal dialysis 

Fresenius Medical Care 
Deutschland GmbH, St. 
Wendel, Germany 

4 unit packs ('Stay Safe 
Balance system') each with 
2 000 ml of solution for 
peritoneal dialysis in a 
protective plastic bag, 
supplied in a carton box 

YES YES YES 

Balance 2,3 % 
glucose, 
1,25 mmol/l 
calcium 

solution for peri
toneal dialysis 

Fresenius Medical Care 
Deutschland GmbH, St. 
Wendel, Germany 

4 unit packs ('Stay Safe 
Balance system') each with 
2 500 ml of solution for 
peritoneal dialysis in a 
protective plastic bag, 
supplied in a carton box 

YES YES YES
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Balance 2,3 % 
glucose, 
1,25 mmol/l 
calcium 

solution for peri
toneal dialysis 

Fresenius Medical Care 
Deutschland GmbH, St. 
Wendel, Germany 

4 unit packs ('Stay Safe 
Balance system') each with 
2 000 ml of solution for 
peritoneal dialysis in a 
protective plastic bag, 
supplied in a carton box 

YES YES YES 

Balance 2,3 % 
glucose, 
1,75 mmol/l 
calcium 

solution for peri
toneal dialysis 

Fresenius Medical Care 
Deutschland GmbH, St. 
Wendel, Germany 

4 unit packs ('Stay Safe 
Balance system') each with 
2 500 ml of solution for 
peritoneal dialysis in a 
protective plastic bag, 
supplied in a carton box 

YES YES YES 

Balance 2,3 % 
glucose, 
1,75 mmol/l 
calcium 

solution for peri
toneal dialysis 

Fresenius Medical Care 
Deutschland GmbH, St. 
Wendel, Germany 

4 unit packs ('Stay Safe 
Balance system') each with 
2 000 ml of solution for 
peritoneal dialysis in a 
protective plastic bag, 
supplied in a carton box 

YES YES YES 

Balance 4,25 % 
glucose, 
1,25 mmol/l 
calcium 

solution for peri
toneal dialysis 

Fresenius Medical Care 
Deutschland GmbH, St. 
Wendel, Germany 

4 unit packs ('Stay Safe 
Balance system') each with 
2 500 ml of solution for 
peritoneal dialysis in a 
protective plastic bag, 
supplied in a carton box 

YES YES YES 

Balance 4,25 % 
glucose, 
1,25 mmol/l 
calcium 

solution for peri
toneal dialysis 

Fresenius Medical Care 
Deutschland GmbH, St. 
Wendel, Germany 

4 unit packs ('Stay Safe 
Balance system') each with 
2 000 ml of solution for 
peritoneal dialysis in a 
protective plastic bag, 
supplied in a carton box 

YES YES YES 

Balance 4,25 % 
glucose, 
1,75 mmol/l 
calcium 

solution for peri
toneal dialysis 

Fresenius Medical Care 
Deutschland GmbH, St. 
Wendel, Germany 

4 unit packs ('Stay Safe 
Balance system') each with 
2 500 ml of solution for 
peritoneal dialysis in a 
protective plastic bag, 
supplied in a carton box 

YES YES YES
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Balance 4,25 % 
glucose, 
1,75 mmol/l 
calcium 

solution for peri
toneal dialysis 

Fresenius Medical Care 
Deutschland GmbH, St. 
Wendel, Germany 

4 unit packs ('Stay Safe 
Balance system') each with 
2 000 ml of solution for 
peritoneal dialysis in a 
protective plastic bag, 
supplied in a carton box 

YES YES YES 

Baralgin M film tablets Aventis Pharma Deutschland 
GmbH, Brüningstraße 50, 
Frankfurt am Main, Germany 

20 (2 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Bazetham capsules 
0,4 mg 

modified release 
capsules, hard 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

30 (3 × 10) capsules in an 
orange blister (PVC/PE/ 
PVDC/Al), supplied in a box 

YES YES 

BCG VACCINE SSI, 
vaccine against 
tuberculosis - BCG 
SSI, 0,75 mg 

lyophilisate and 
solvent for prep
aration of 
suspension for 
injection 

Statens Serum Institut, Artil
lerivej, Copenhagen S, 
Denmark 

Box with 10 glass bottles 
each with 10 doses of 
lyophilised vaccine (0,75 mg) 
and a box with 10 glass 
bottles each with 1 ml of 
solvent Sauton SSI 

YES YES 

BCG VACCINE SSI, 
tuberculosis vaccine 
- BCG SSI, 1,5 mg 

lyophilisate and 
solvent for prep
aration of 
suspension for 
injection 

Statens Serum Institut, Artil
lerivej, Copenhagen S, 
Denmark 

Box with 10 glass bottles 
each containing 20 doses of 
lyophilised vaccine (1,5 mg) 
and a box with 10 glass 
bottles each containing 2 ml 
of solvent Sauton SSI 

YES YES 

B-COMPLEX 
granules 

granules Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

70 g of granules in a 
(PEPT/Al/PE) bag 

YES YES YES 

B-COMPLEX coated 
tablets 

coated tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

30 (2 × 15) capsules in a 
PVC- Al blister, supplied in a 
box 

YES YES YES
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Bekunis herbal tea herbal tea Roha Arzneimittel GmbH, 
Bremen, Germany 

80 g of tea in a round 
carton box closed with 
aluminium foil and a plastic 
lid 

YES YES YES 

Bekunis coated 
tablets 

coated tablets Roha Arzneimittel GmbH, 
Bremen, Germany 

45 coated tablets in a plastic 
tube with a plastic stopper, 
supplied in a box 

YES YES YES 

Belara film-coated tablets Grünenthal GmbH, Stolberg, 
Germany 

21 (1 × 21) tablets in a 
blister (PVC/PVDC//Al), 
supplied in a box 

YES YES YES 

Bellune 35 coated tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

63 (3 × 21) tablets in a 
transparent blister (PVC/Al) 
calendar dial pack, supplied 
in a box 

YES YES 

Beloderm cream cream Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

15 g of cream in a tube, 
supplied in a box 

YES YES 

Beloderm ointment ointment Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

15 g of ointment in a tube, 
supplied in a box 

YES YES 

Belodin tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

Box with 7 tablets (blister) YES YES 

Belodin 10 mg 
tablets 

tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

Box with 10 tablets (blister) YES YES
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Belogent cream cream Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

15 g of cream in a tube, 
supplied in a box 

YES YES 

Belogent ointment ointment Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

15 g of ointment in a tube, 
supplied in a box 

YES YES 

Belomet 200 mg 
tablets 

film-coated tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

10 (1 × 10) tablets in a 
blister, supplied in a box 

YES YES YES 

Belomet 
200 mg/2 ml 
injection 

solution for 
injection for intra
muscular and 
intravenous use 

Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

10 (2 × 5) ampoules each 
containing 2 ml of solution 
for injection, supplied in a 
box 

YES YES 

Belosalic lotion lotion Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

50 ml of lotion in a plastic 
bottle, supplied in a box 

YES YES 

Belosalic ointment ointment Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

30 g of ointment in a tube, 
supplied in a box 

YES YES 

Belosept solution oromucosal 
solution 

Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

200 ml of solution in an 
amber glass bottle with 
aluminum cap and a 10 ml 
graduated plastic cup, 
supplied in a box 

YES YES YES 

Benil 0,5 ‰ nasal 
drops 

nasal drops Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

10 ml of solution in a glass 
bottle with plastic dropper 
attachment, supplied in a 
box 

YES YES YES
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Benil nasal drops 
1,0 ‰ 

nasal drops Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

10 ml of solution in a glass 
bottle with plastic dropper 
attachment, supplied in a 
box 

YES YES YES 

Benzyl benzoate, 
Jadran 

skin emulsion Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

150 ml of emulsion in an 
amber glass bottle with a 
plastic cap, supplied in a box 

YES YES 

Beriate P 500 lyophilized prep
aration and diluent 

Aventis Behring GmbH, 
Emil-von-Behring Straße 76, 
Marburg, Germany 

Bottle with a lyophilized 
drug and a bottle with water 
for injection in a carton box 
also containing a leaflet, 
dissolution kit, and a filter 
needle 

YES YES 

Betadine 1 % 
solution 

gargling solution Alkaloid AD-Skopje, Skopje, 
FYROM in cooperation with 
Mundipharma AG, Basel, 
Switzerland 

100 ml of solution in a 
brown plastic bottle, 
supplied in a box 

YES YES YES 

Betadine 10 % 
ointment 

ointment Alkaloid AD-Skopje, Skopje, 
FYROM in cooperation with 
Mundipharma AG, Basel, 
Switzerland 

20 grams of ointment in an 
aluminum tube, supplied in 
a box 

YES YES 

Betadine 10 % 
solution 

solution Alkaloid AD-Skopje, Skopje, 
FYROM in cooperation with 
Mundipharma AG, Basel, 
Switzerland 

100 ml of solution in a 
brown plastic bottle, 
supplied in a box 

YES YES YES 

Betadine 200 mg 
pessaries 

pessaries Alkaloid AD-Skopje, Skopje, 
FYROM in cooperation with 
Mundipharma AG, Basel, 
Switzerland 

14 (2 × 7) pessaries in a 
PVC/PE foil, supplied in a 
box 

YES YES
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Betadine 7,5 % 
solution 

solution for 
cleansing and 
disinfection of skin 

Alkaloid AD-Skopje, Skopje, 
FYROM in cooperation with 
Mundipharma AG, Basel, 
Switzerland 

1 000 ml of solution in a 
white polyethylene bottle 

YES YES YES 

Betaferon lyophilisate and 
solvent for 
prepartion of 
solution for 
injection 

Boehringer Ingelheim 
Pharma KG, Biberach an der 
Riss, Germany and Chiron 
Corporation, Emeryville, 
USA for Schering AG, Berlin, 
Germany 

15 3 ml bottles with 
lyophilisate and 15 3 ml 
bottles with 2 ml of solvent 

YES YES YES 

Betaferon injection lyophilisate and 
solvent for prep
aration of solution 
for injection 

Boehringer Ingelheim 
Pharma KG, Biberach, 
Germany and Chiron 
Corporation, Emeryville, 
USA for Schering AG, Berlin, 
Germany 

15 lyophilisate bottles and 
15 syringes with 1,2 ml of 
solvent (0,54 % sodium 
chloride solution) 

YES YES YES 

Betaglid 1 mg 
tablets 

tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

30 (3 × 10) tablets in a 
PVC/PVDC/Al blister, 
supplied in a box 

YES YES 

Betaglid 2 mg 
tablets 

tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

30 (3 × 10) tablets in a 
PVC/PVDC/Al blister, 
supplied in a box 

YES YES 

Betaglid 3 mg 
tablets 

tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

30 (3 × 10) tablets in a 
PVC/PVDC/Al blister, 
supplied in a box 

YES YES 

Betaklav duo tablets tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

10 (5 × 2) tablets in an 
Al/PE//Al strip, supplied in a 
box 

YES YES



EN 
24.4.2012 

O
fficial Journal of the European U

nion 
C 119 E/41

 

NAME OF THE 
MEDICINAL 
PRODUCT 

PHARMACEUTICAL 
FORM MANUFACTURER NATURE AND CONTENTS OF 

CONTAINER Domestic Imported Proprietary Generic 
UDMP nCADREAC CP MRP OTC Herbal Immu

nological Blood Orphan 

Betaklav powder for 
solution for infusion 
2,2 

powder for 
solution for 
infusion 

Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

100 ml glass bottle 
containing 2,2 g of powder 
for solution for infusion, 
supplied in a box 

YES YES 

Betaklav powder for 
solution for 
injection 1,2 

powder for 
solution for 
injection 

Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

20 ml glass bottle containing 
1,2 g of powder for solution 
for injection, supplied in a 
box 

YES YES 

Betaserc 16 mg tablets Solvay Pharmaceuticals B.V., 
Weesp, the Netherlands and 
Solvay Pharmaceuticals, 
lieudit Maillard, Châtillon- 
sur-Chalaronne, France 

60 (3 × 20) tablets in a 
PVC/PVDC/Al blister, 
supplied in a box 

YES YES 

Betaserc 24 mg tablets Solvay Pharmaceuticals B.V., 
Weesp, the Netherlands and 
Solvay Pharmaceuticals, lieu- 
dit Maillard, Châtillon-sur- 
Chalaronne, France 

20 (1 × 20) tablets in a 
PVC/PVDC blister, supplied 
in a box 

YES YES 

Betaserc 8 mg tablets Solvay Pharmaceuticals B.V., 
Weesp, the Netherlands and 
Solvay Pharmaceuticals, 
lieudit Maillard, Châtillon- 
sur-Chalaronne, France 

100 (4 × 25) tablets in a 
PVC/PVDC/Al blister, 
supplied in a box 

YES YES 

Betazon cream cream Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

25 grams of cream in an 
aluminium tube, supplied in 
a box 

YES YES 

Betazon ointment ointment Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

25 grams of ointment in an 
aluminium tube, supplied in 
a box 

YES YES
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Betoptic 0,5 % eye 
drops 

eye drops Alcon-Couvreur s.a., 
Rijksweg 14, Puurs, Belgium 

5 ml of solution in a plastic 
bottle, supplied in a box 

YES YES 

Betrion ointment Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

Aluminium tube YES YES 

BiCNU injection 
100 mg 

powder and solvent 
for preparation of 
solution for 
infusion 

Bristol Myers-Squibb S.r.l., 
Sermoneta, Latina, Italy 

Vial with powder and vial 
with 3 ml of solvent, 
supplied in a box 

YES YES 

Bilobil forte capsules 
80 mg 

capsules Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

20 (2 × 10) capsules in a 
blister (PVC-Al), supplied in 
a box 

YES YES YES 

Bilobil capsules capsules Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

20 (2 × 10) capsules in a 
blister, supplied in a box 

YES YES YES 

Bisobel 10 mg 
tablets 

tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

30 (1 × 30) tablets in a 
blister (PVC/PVDC-Al), 
supplied in a box 

YES YES 

Bisobel 5 mg tablets tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

30 (1 × 30) tablets in a 
blister (PVC/PVDC-Al), 
supplied in a box 

YES YES 

Bisolex F tablets tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

20 (2 × 10) tablets in an 
orange blister (PVC/Al), 
supplied in a box 

YES YES YES
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Bisolex solution oral drops, solution Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

30 ml of solution in an 
amber glass bottle with a 
dropper and a plastic 6 ml 
measuring cup, supplied in a 
box 

YES YES YES 

Bisolex syrup syrup Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

200 ml of solution in an 
amber glass bottle with an 
aluminum cap and a 5 ml 
plastic measuring spoon, 
supplied in a box 

YES YES YES 

Bisolex tablets tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

20 (2 × 10) tablets in an 
orange blister (PVC/Al), 
supplied in a box 

YES YES YES 

Bisolvon 2 mg/ml 
solution 

oral and inhalation 
solution 

Instituto de Angeli, Regello 
(FI), Italy 

40 ml of solution in an 
amber glass bottle with a 
plastic dropper and a 
measuring graduated 
(1-6 ml) cup, supplied in a 
box 

YES YES YES 

Bisolvon syrup 
4 mg/5 ml 

syrup Boehringer Ingelheim France, 
12, rue André Huet, Reims, 
Cedex, France 

250 ml of syrup in an 
amber glass bottle, a plastic 
dispenser glass with 2,5 and 
5 ml printed graduation lines 
or plastic dispenser spoon 
with 2,5 an 5 ml graduation 
marks, supplied in a box 

YES YES YES 

Bisolvon 8 mg 
tablets 

tablets Boehringer Ingelheim France, 
12, rue André Huet, Reims, 
Cedex, France 

20 (2 × 10) tablets in a 
white blister (PVC/ 
PVDC//Al), supplied in a box 

YES YES YES
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Bisopromerck 10 film-coated tablets Merck KGaA, Frankfurter 
Straße 250, Darmstadt, 
Germany 

30 (3 × 10) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES 

Bisopromerck 5 film-coated tablets Merck KGaA, Frankfurter 
Straße 250, Darmstadt, 
Germany 

30 (3 × 10) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES 

Bivacyn eye and ear 
drops 

eye and ear drops Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

One amber glass bottle with 
powder, one glass bottle 
with 10 ml of diluent, and a 
plastic dropper attachment 
(in a protective package), 
supplied in a box 

YES YES 

Bivacyn ointment ointment Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

30 g of ointment in an 
aluminium tube, supplied in 
a box 

YES YES 

Bivacyn eye 
ointment 

eye ointment Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

3,5 g of ointment in an 
aluminum tube, supplied in 
a box 

YES YES 

Bivacyn dermal 
powder 

dermal powder Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

5 g of powder in a plastic 
bottle, supplied in a box 

YES YES 

Bivacyn dermato
logical spray, 
powder 

dermatological 
spray, powder 

Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

150 ml of spray (in a 
powder form) in an 
aluminum container with 
nebulizer, supplied in a box 

YES YES 

BLEOCIN - S powder for 
solution for 
injection 

Euro Nippon Kayaku GmbH, 
Frankfurt am Main, Germany 

10 ml clear glass bottle 
containing powder, supplied 
in a box 

YES YES 

Bloxan 100 mg 
tablets 

tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

30 (3 × 10) tablets in a 
blister, supplied in a box 

YES YES
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Bondronat 2 mg 
concentrate of 
solution for infusion 

concentrate of 
solution for 
infusion 

Roche Diagnostics GmbH, 
Sandhofer Straße 116, D- 
68305 Mannheim, Germany 

One glass vial with 2 ml of 
concentrate, supplied in a 
box 

YES YES YES YES 

Bondronat 50 mg 
film-coated tablets 

film-coated tablets F. Hoffmann-La Roche Ltd., 
Grenzacherstrasse 124, Basel, 
Switzerland 

28 (4 × 7) tablets in a blister 
(Al/Al), supplied in a box 

YES YES YES YES 

Bondronat 6 mg 
concentrate of 
solution for infusion 

concentrate of 
solution for 
infusion 

Roche Diagnostics GmbH, 
Sandhofer Straße 116, D- 
68305 Mannheim, Germany 

One glass vial with 6 ml of 
concentrate, supplied in a 
box 

YES YES YES YES 

Bonefos 400 mg 
capsules 

capsules Schering Oy, Turku, Finland 100 capsules in a plastic 
(HDPE) bottle, supplied in a 
box 

YES YES 

Bonefos 60 mg/ml 
concentrate of 
solution for infusion 

concentrate of 
solution for 
infusion 

Schering Oy, Turku, Finland 5 glass ampoules with 5 ml 
of solution concentrate, 
supplied in a box 

YES YES 

Bonefos 60 mg/ml 
concentrate of 
solution for infusion 

concentrate of 
solution for 
infusion 

Schering Oy, Turku, Finland 5 glass ampoules with 5 ml 
of solution concentrate, 
supplied in a box 

YES YES 

Bonefos 800 mg 
tablets 

film-coated tablets Schering Oy, Turku, Finland 60 tablets in a PVC/Al 
blister, supplied in a box 

YES YES 

Bonna 35 mg 
tablets 

film-coated tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

4 (1 × 4) tablets in a blister 
(PVC/PE/PVDC//Al), supplied 
in a box 

YES YES 

Bonna 5 mg tablets film-coated tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

28 (1 × 28) tablets in a 
PVC/PE/PVDC//Al blister, 
supplied in a box 

YES YES
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Bonviva 150 mg 
film-coated tablets 

film-coated tablets F. Hoffmann-La Roche Ltd., 
Grenzacherstrasse 124, Basel, 
Switzerland 

One film-coated tablet in a 
blister (Al/Al), supplied in a 
box 

YES YES YES YES 

Bonviva 3 mg 
solution for 
injection in a pre- 
filled syringe 

solution for 
injection (in pre- 
filled syringe) 

Roche Diagnostics GmbH, 
Sandhofer Straße 116, D- 
68305 Mannheim, Germany 

Pre-filled syringe containing 
3 ml of solution, supplied in 
a box 

YES YES YES YES 

Botox lyophilisate for 
preparation of 
injection for intra
muscular use 

Allergan Pharmaceuticals 
Ireland, Castlebar Road, 
Westport, Co Mayo, Ireland 

Glass bottle of 10 ml 
containing 1,4 mg of 
lyophilisate, supplied in a 
box 

YES YES 

Brinerdin coated 
tablets 

coated tablets Krka d.d., Novo mesto, 
Republic of Slovenia in 
cooperation with Novartis 
Pharma Ltd., Switzerland 

50 (5 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Brivuzost tablets Berlin-Chemie AG (Menarini 
Group), Glienicker Weg 125, 
Berlin, Germany 

7 tablets in a blister 
(PVC/Al), supplied in a 
carton box 

YES YES YES 

Bromergon 2,5 mg 
tablets 

tablets Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

30 tablets in an amber glass 
bottle, supplied in a box 

YES YES 

Brufen 400 film- 
coated tablets 

film-coated tablets Abbott GmbH & Co. KG, 
Ludwigshafen, Germany 

30 (3 × 10) tablets in a 
PVC/Al or PVC/PVDC/Al 
blister, supplied in a box 

YES YES 

Brufen 600 film- 
coated tablets 

film-coated tablets Abbott GmbH & Co. KG, 
Ludwigshafen, Germany 

30 (3 × 10) tablets in a 
PVC/Al or PVC/PVDC/Al 
blister, supplied in a box 

YES YES 

Bubil shampoo shampoo AD JAKA 80 Radoviš, 
Radoviš, FYROM 

60 ml of shampoo in an 
amber glass bottle with an 
aluminium stopper, supplied 
in a box 

YES YES YES
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Buscol dragee sugar-coated tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

Box with 20 (2 × 10) sugar- 
coated tablets in a blister 

YES YES 

Buscopan 10 mg 
coated tablets 

coated tablets Boehringer Ingelheim France, 
12, rue André Huet, Reims, 
Cedex, France 

20 (1 × 20) tablets in 
PVC/Al blister, supplied in a 
box 

YES YES YES 

Byol 10 mg film- 
coated tablets 

film-coated tablets Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

50 (5 × 10) tablets in a 
blister (PVC/PE/PVDC/Al), in 
an aluminium bag, supplied 
in a carton box 

YES YES 

Byol 10 mg film- 
coated tablets 

film-coated tablets Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

30 (3 × 10) tablets in a 
blister, in an aluminium bag, 
supplied in a box 

YES YES 

Byol 5 mg film- 
coated tablets 

film-coated tablets Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

50 (5 × 10) tablets in a 
blister (PVC/PE/PVDC/Al), in 
an aluminium bag, supplied 
in a carton box 

YES YES 

Byol 5 mg film- 
coated tablets 

film-coated tablets Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

30 (3 × 10) tablets in a 
blister, in an aluminium bag, 
supplied in a box 

YES YES 

Ca-C 500 Sandoz effervescent tablets Krka d.d., Novo mesto, 
Republic of Slovenia for 
Novartis Consumer Health 
S.A., Nyon, Switzerland 

10 effervescent tablets in an 
Al-foil in a vial, supplied in a 
box 

YES YES YES 

Caduet 
10 mg/10 mg 
tablets 

film-coated tablets Pfizer GmbH Arzneimit
telwerk Gödecke, Moos
waldallee 1, Freiburg, 
Germany 

30 (3 × 10) film-coated 
tablets in a blister 
(polyamide/ 
aluminum/PVC), supplied in 
a carton box 

YES YES YES YES
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Caduet 5 mg/10 mg 
tablets 

film-coated tablets Pfizer GmbH Arzneimit
telwerk Gödecke, Moos
waldallee 1, Freiburg, 
Germany 

30 (3 × 10) film-coated 
tablets in a blister 
(polyamide/ 
aluminum/PVC), supplied in 
a carton box 

YES YES YES YES 

Caffetin Cold film-coated tablets Alkaloid AD - Skopje, 
Bulevar Aleksandar Make
donski 12, Skopje, FYROM 

10 (1 × 10) tablets in a 
PVC/TE/PVDC-Al blister, 
supplied in a box 

YES YES YES 

Caffetin tablets tablets Alkaloid AD - Skopje, 
Bulevar Aleksandar Make
donski 12, Skopje, FYROM 

12 (2 × 6) tablets in Al/PE 
strip, supplied in a box 

YES YES YES 

'Droga' herbal 
laxative 

herbal laxative tea Droga Kolinska d.d., 
Ljubljana, Republic of 
Slovenia 

1,8 g of herbal tea in a filter 
bag wrapped in paper 
envelope, 20 filter bags in a 
box 

YES YES YES 

Calcium Sandoz 
10 % injection 

solution for 
injection for intra
muscular and 
intravenous use 

Novartis Pharma Stein AG, 
Schaffhauserstrasse, Stein, 
Switzerland 

10 ml of solution in a glass 
ampoule, 5 ampoules in a 
carton box 

YES YES 

Calciumvita C effer
vescent tablets 

effervescent tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

10 effervescent tablets 
wrapped in an Al-foil in a 
vial, supplied in a box 

YES YES YES 

Calgel gum gel gum gel GlaxoSmithKline Phar
maceuticals S.A., ul. Grun
waldzka 189, Poznań, 
Poland 

10 g of gel in aluminum 
tube, supplied in a box 

YES YES YES 

Calixta 15 mg 
tablets 

film-coated tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

30 (3 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Calixta 30 mg 
tablets 

film-coated tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

30 (3 × 10) tablets in a 
blister, supplied in a box 

YES YES
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Calixta 45 mg 
tablets 

film-coated tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

30 (3 × 10) tablets in a 
blister, supplied in a box 

YES YES 

CAMPTO 
100 mg/5 ml 

concentrate for 
preparation of 
solution for 
infusion 

Aventis Pharma Dagenham, 
Dagenham, Essex, Great 
Britain 

Amber glass bottle 
containing 5 ml of solution, 
supplied in a box 

YES YES 

CAMPTO 
40 mg/2 ml 

concentrate for 
preparation of 
solution for 
infusion 

Aventis Pharma Dagenham, 
Dagenham, Essex, Great 
Britain 

Amber glass bottle 
containing 2 ml of solution, 
supplied in a box 

YES YES 

CANCIDAS 50 mg 
powder for 
concentrate of 
solution for infusion 

powder for 
concentrate of 
solution for 
infusion 

Merck Sharp & Dohme B.V., 
Waarderweg 39, Postbus 
581, Haarlem, the Nether
lands 

10 ml glass bottle with 
powder, supplied in a box 

YES YES YES 

CANCIDAS 70 mg 
powder for 
concentrate of 
solution for infusion 

powder for 
concentrate of 
solution for 
infusion 

Merck Sharp & Dohme B.V., 
Waarderweg 39, Postbus 
581, Haarlem, the Nether
lands 

10 ml glass bottle with 
powder supplied ina box 

YES YES YES 

Canesten 1 vaginal 
tablet 0,5 g 

vaginal tablets Bayer HealthCare AG, 51368 
Leverkusen, Germany 

One vaginal tablet in a 
PA/Al/PVC/Al blister pack 
and one applicator, supplied 
in a box 

YES YES 

Canesten 1 vaginal 
tablet 0,5 g/ 
Canesten cream 

vaginal tablets and 
cream 

Bayer HealthCare AG, 51368 
Leverkusen, Germany 

One vaginal tablet in a 
PA/Al/PVC/Al blister pack, 
20 g of cream in an 
aluminum tube and appli
cator, supplied in a box 

YES YES
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Canesten 3 vaginal 
cream 

vaginal cream Bayer HealthCare AG, 51368 
Leverkusen, Germany 

20 grams of cream and 3 
applicators, supplied in a 
box 

YES YES 

Canesten 3 vaginal 
tablets 0,2 g 

vaginal tablets Bayer HealthCare AG, 51368 
Leverkusen, Germany 

3 (1 × 3) vaginal tablets in a 
blister (PA/Al/PVC/Al) and 
one applicator, supplied in a 
box 

YES YES 

Canesten 3 vaginal 
tablets 0,2 g / 
Canesten cream 

vaginal tablet and 
cream 

Bayer HealthCare AG, 51368 
Leverkusen, Germany 

3 vaginal tablets in a blister 
(PA/Al/PVC/Al), 20 g cream 
in aluminum tube and an 
applicator, supplied in a box 

YES YES 

Canesten cream cream Bayer HealthCare AG, 51368 
Leverkusen, Germany 

20 grams of cream in an 
aluminum tube, supplied in 
a box 

YES YES 

Canesten solution solution (for 
external use) 

Bayer HealthCare AG, 51368 
Leverkusen, Germany 

20 ml of solution in a plastic 
bottle with dropper 
attachment, supplied in a 
box 

YES YES 

Canesten dermal 
powder 

dermal powder Bayer HealthCare AG, 51368 
Leverkusen, Germany 

30 g of powder in a plastic 
bottle, supplied in a box 

YES YES 

Canesten dermato
logical spray, 
solution 

dermatological 
spray, solution 

Bayer HealthCare AG, 51368 
Leverkusen, Germany 

30 ml of solution in a plastic 
bottle with a spray 
attachment, supplied in a 
box 

YES YES
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Canifug 1 % 
solution 

dermal solution Dr. August Wolff GmbH & 
Co. Arzneimittel, Bielefeld, 
Germany 

30 ml of solution in an 
amber glass bottle with a 
spray applicator supplied in 
a box 

YES YES 

CAPD/DPCA 17 
sleep safe 

solution for peri
toneal dialysis 

Fresenius Medical Care 
Deutschland GmbH, St. 
Wendel, Germany 

One plastic bag with 
5 000 ml of solution, a 
feeding tube, a connector 
(with protective cap) to the 
dialysis machine ('sleep safe 
cycler') and drug adminis
tration attachment, two 
plastic bags with 5 000 ml 
of solution, supplied in a 
box 

YES YES 

CAPD/DPCA 17 
stay safe 

solution for peri
toneal dialysis 

Fresenius Medical Care 
Deutschland GmbH, St. 
Wendel, Germany 

One plastic bag with 
2 500 ml of solution, a 
feeding tube, a disc 
connector with housing and 
solution drain regulator, a 
catheter connector (with 
protective cap), a collecting 
bag with drain tube and 
attachments ('Injection Unit') 

YES YES 

CAPD/DPCA 17 
stay safe 

solution for peri
toneal dialysis 

Fresenius Medical Care 
Deutschland GmbH, St. 
Wendel, Germany 

4 plastic bags with 2 000 ml 
of solution and an empty 
collection bag, inserted in a 
protective plastic bag, 
supplied in a box 

YES YES YES 

CAPD/DPCA 17 
stay safe 

solution for peri
toneal dialysis 

Fresenius Medical Care 
Deutschland GmbH, St. 
Wendel, Germany 

One plastic bag with 
2 000 ml of solution, a 
feeding tube, a disc 
connector with housing and 
solution drain regulator, a 
catheter connector (with 
protective cap), a collecting 
bag with drain tube and 
attachments ('Injection Unit') 

YES YES
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CAPD/DPCA 17 
stay safe 

solution for peri
toneal dialysis 

Fresenius Medical Care 
Deutschland GmbH, St. 
Wendel, Germany 

4 plastic bags with 2 500 ml 
of solution and an empty 
collection bag, inserted in a 
protective plastic bag, 
supplied in a box 

YES YES YES 

CAPD/DPCA 18 
sleep safe 

solution for peri
toneal dialysis 

Fresenius Medical Care 
Deutschland GmbH, St. 
Wendel, Germany 

One plastic bag with 
5 000 ml of solution, a 
feeding tube, a connector 
(with protective cap) to the 
dialysis machine ('sleep safe 
cycler') and drug adminis
tration attachment, two 
plastic bags with 5 000 ml 
of solution, supplied in a 
box 

YES YES 

CAPD/DPCA 18 
stay safe 

solution for peri
toneal dialysis 

Fresenius Medical Care 
Deutschland GmbH, St. 
Wendel, Germany 

One plastic bag with 
2 500 ml of solution, a 
feeding tube, a disc 
connector with housing and 
solution drain regulator, a 
catheter connector (with 
protective cap), a collecting 
bag with drain tube and 
attachments ('Injection Unit') 

YES YES 

CAPD/DPCA 18 
stay safe 

solution for peri
toneal dialysis 

Fresenius Medical Care 
Deutschland GmbH, St. 
Wendel, Germany 

One plastic bag with 
2 000 ml of solution, a 
feeding tube, a disc 
connector with housing and 
solution drain regulator, a 
catheter connector (with 
protective cap), a collecting 
bag with drain tube and 
attachments ('Injection Unit') 

YES YES
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CAPD/DPCA 18 
stay safe 

solution for peri
toneal dialysis 

Fresenius Medical Care 
Deutschland GmbH, St. 
Wendel, Germany 

4 plastic bags with 2 500 ml 
of solution and an empty 
collection bag, inserted in a 
protective plastic bag, 
supplied in a box 

YES YES YES 

CAPD/DPCA 18 
stay safe 

solution for peri
toneal dialysis 

Fresenius Medical Care 
Deutschland GmbH, St. 
Wendel, Germany 

4 plastic bags with 2 000 ml 
of solution and an empty 
collection bag, inserted in a 
protective plastic bag, 
supplied in a box 

YES YES YES 

CAPD/DPCA 19 
sleep safe 

solution for peri
toneal dialysis 

Fresenius Medical Care 
Deutschland GmbH, St. 
Wendel, Germany 

One plastic bag with 
5 000 ml of solution, a 
feeding tube, a connector 
(with protective cap) to the 
dialysis machine ('sleep safe 
cycler') and drug adminis
tration attachment, two 
plastic bags with 5 000 ml 
of solution, supplied in a 
box 

YES YES 

CAPD/DPCA 19 
stay safe 

solution for peri
toneal dialysis 

Fresenius Medical Care 
Deutschland GmbH, St. 
Wendel, Germany 

4 plastic bags with 2 000 ml 
of solution and an empty 
collection bag, inserted in a 
protective plastic bag, 
supplied in a box 

YES YES YES 

CAPD/DPCA 19 
stay safe 

solution for peri
toneal dialysis 

Fresenius Medical Care 
Deutschland GmbH, St. 
Wendel, Germany 

4 plastic bags with 2 500 ml 
of solution and an empty 
collection bag, inserted in a 
protective plastic bag, 
supplied in a box 

YES YES YES
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CAPD/DPCA 19 
stay safe 

solution for peri
toneal dialysis 

Fresenius Medical Care 
Deutschland GmbH, St. 
Wendel, Germany 

One plastic bag with 
2 000 ml of solution, a 
feeding tube, a disc 
connector with casing and 
solution drain regulator, a 
catheter connector (with 
protective cap), a collecting 
bag with drain tube and 
attachments ('Injection Unit') 

YES YES 

CAPD/DPCA 19 
stay safe 

solution for peri
toneal dialysis 

Fresenius Medical Care 
Deutschland GmbH, St. 
Wendel, Germany 

One plastic bag with 
2 500 ml of solution, a 
feeding tube, a disc 
connector with housing and 
solution drain regulator, a 
catheter connector (with 
protective cap), a collecting 
bag with drain tube and 
attachments ('Injection Unit') 

YES YES 

CAPD/DPCA 2 sleep 
safe 

solution for peri
toneal dialysis 

Fresenius Medical Care 
Deutschland GmbH, St. 
Wendel, Germany 

One plastic bag with 
5 000 ml of solution, a 
feeding tube, a connector 
(with protective cap) to the 
dialysis machine ('sleep safe 
cycler') and drug adminis
tration attachment, two 
plastic bags with 5 000 ml 
of solution, supplied in a 
box 

YES YES 

CAPD/DPCA 2 stay 
safe 

solution for peri
toneal dialysis 

Fresenius Medical Care 
Deutschland GmbH, St. 
Wendel, Germany 

4 plastic bags with 2 000 ml 
of solution, inserted in a 
protective plastic bag, 
supplied in a box 

YES YES
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CAPD/DPCA 2 stay 
safe 

solution for peri
toneal dialysis 

Fresenius Medical Care 
Deutschland GmbH, St. 
Wendel, Germany 

One plastic bag with 
2 000 ml of solution, a 
feeding tube, a disc 
connector with housing and 
solution drain regulator, a 
catheter connector (with 
protective cap), a collecting 
bag with drain tube and 
attachments ('Injection Unit') 

YES YES 

CAPD/DPCA 3 sleep 
safe 

solution for peri
toneal dialysis 

Fresenius Medical Care 
Deutschland GmbH, St. 
Wendel, Germany 

One plastic bag with 
5 000 ml of solution, a 
feeding tube, a connector 
(with protective cap) to the 
dialysis machine ('sleep safe 
cycler') and drug adminis
tration attachment, two 
plastic bags with 5 000 ml 
of solution, supplied in a 
box 

YES YES 

CAPD/DPCA 3 stay 
safe 

solution for peri
toneal dialysis 

Fresenius Medical Care 
Deutschland GmbH, St. 
Wendel, Germany 

One plastic bag with 
2 000 ml of solution, a 
feeding tube, a disc 
connector with housing and 
solution drain regulator, a 
catheter connector (with 
protective cap), a collecting 
bag with drain tube and 
attachments ('Injection Unit') 

YES YES 

CAPD/DPCA 3 stay 
safe 

solution for peri
toneal dialysis 

Fresenius Medical Care 
Deutschland GmbH, St. 
Wendel, Germany 

4 plastic bags with 2 000 ml 
of solution, inserted in a 
protective plastic bag, 
supplied in a box 

YES YES
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CAPD/DPCA 4 sleep 
safe 

solution for peri
toneal dialysis 

Fresenius Medical Care 
Deutschland GmbH, St. 
Wendel, Germany 

One plastic bag with 
5 000 ml of solution, a 
feeding tube, a connector 
(with protective cap) to the 
dialysis machine ('sleep safe 
cycler') and drug adminis
tration attachment, two 
plastic bags with 5 000 ml 
of solution, supplied in a 
box 

YES YES 

CAPD/DPCA 4 stay 
safe 

solution for peri
toneal dialysis 

Fresenius Medical Care 
Deutschland GmbH, St. 
Wendel, Germany 

4 plastic bags with 2 000 ml 
of solution, inserted in a 
protective plastic bag 

YES YES 

CAPD/DPCA 4 stay 
safe 

solution for peri
toneal dialysis 

Fresenius Medical Care 
Deutschland GmbH, St. 
Wendel, Germany 

One plastic bag with 
2 000 ml of solution, a 
feeding tube, a disc 
connector with housing and 
solution drain regulator, a 
catheter connector (with 
protective cap), a collecting 
bag with drain tube and 
attachments ('Injection Unit') 

YES YES 

Carbomed granules granules Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

50 g of granules in an amber 
glass bottle, supplied in a 
box 

YES YES YES 

Carbomed tablets tablets Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

30 (3 × 10) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES YES
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CARBOPLATIN 
EBEWE 
150 mg/15 ml 

concentrate of 
solution for 
infusion 

Ebewe Pharma Ges. m.b.H. 
Nfg. KG, Mondseestraße 11, 
Unterach, Austria 

15 ml of solution 
concentrate in an amber 
glass bottle (with rubber 
stopper), supplied in a box 

YES YES 

CARBOPLATIN 
EBEWE 50 mg/5 ml 

concentrate of 
solution for 
infusion 

Ebewe Pharma Ges. m.b.H. 
Nfg. KG, Mondseestraße 11, 
Unterach, Austria 

5 ml of solution concentrate 
in an amber glass bottle 
(with a rubber stopper), 
supplied in a box 

YES YES 

Carboplatin Pliva 
150 

concentrate of 
solution for 
infusion 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

15 ml of concentrate in a 
glass bottle (amber orclear, 
with rubber stopper and 
aluminum cap with plastic 
lid), supplied in a box 

YES YES 

Carboplatin Pliva 50 concentrate of 
solution for 
infusion 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

5 ml of concentrate in a 
glass bottle (amber or 
colourless, with a rubber 
stopper and an Al cap with 
a plastic lid), supplied in a 
box 

YES YES 

Cardiopirin 100 mg 
gastric-resistant 
tablets 

gastric-resistant 
tablets 

Lannacher Heilmittel GmbH, 
Lannach, Austria 

30 (3 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Cardiopirin 50 mg 
gastric-resistant 
tablets 

gastric-resistant 
tablets 

Lannacher Heilmittel GmbH, 
Lannach, Austria 

30 (3 × 10) tablets in a 
blister, supplied in a box 

YES YES 

CARMOL drops drops, solution Dr. A.&L. Schmidgall, 
Vienna, Austria 

40 ml of solution in a glass 
bottle with a plastic dropper 
and a plastic stopper, 
supplied in a box 

YES YES YES
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Carvelol 12,5 mg 
tablets 

tablets Belupo, lijekovi i kozmetika, 
d.d., Koprivnica in 
cooperation with F. 
Hoffmann-La Roche Ltd, 
Basel, Switzerland 

28 tablets in a blister, 
supplied in a box 

YES YES 

Carvelol 25 mg 
tablets 

tablets Belupo, lijekovi i kozmetika, 
d.d., Koprivnica in 
cooperation with F. 
Hoffmann-La Roche Ltd, 
Basel, Switzerland 

28 tablets in a blister, 
supplied in a box 

YES YES 

Carvelol 3,125 mg 
tablets 

tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

30 (3 × 10) tablets in trans
parent PVC/PVDC/Al blister, 
supplied in a box 

YES YES 

Carvelol 6,25 mg 
tablets 

tablets Belupo, lijekovi i kozmetika, 
d.d., Koprivnica in 
cooperation with F. 
Hoffmann-La Roche Ltd, 
Basel, Switzerland 

28 tablets in a blister, 
supplied in a box 

YES YES 

CARVETREND 
tablets 12,5 mg 

each tablet contains 
12,5 mg of 
carvedilolum 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

28 (2 × 14) tablets in a 
PVC/PVDC//Al blister, 
supplied in a box 

YES YES 

CARVETREND 
tablets 25 mg 

each tablet contains 
25 mg of carvedi
lolum 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

28 (1 × 28) tablets in a 
PVC/PVDC//Al blister, 
supplied in a box 

YES YES 

CARVETREND 
tablets 3,125 mg 

each tablet contains 
3,125 mg of 
carvedilolum 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

28 (2 × 14) tablets in a 
PVC/PVDC//Al blister, 
supplied in a box 

YES YES 

CARVETREND 
tablets 6,25 mg 

each tablet contains 
6,25 mg of 
carvedilolum 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

28 (2 × 14) tablets in a 
PVC/PVDC//Al blister, 
supplied in a box 

YES YES
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Casodex tablets 
150 mg 

film-coated tablets AstraZeneca GmbH, Plank
stadt, Germany and Astra
Zeneca UK Limited, 
Macclesfield, Cheshire, Great 
Britain 

28 (2 × 14) tablets in a 
blister (PVC/Al), supplied in 
a box 

YES YES 

Casodex tablets 
50 mg 

film-coated tablets AstraZeneca GmbH, Plank
stadt, Germany; AstraZeneca 
UK Limited, Cheshire, Great 
Britain 

28 (2 × 14) tablets in a 
blister (PVC/Al foil), supplied 
in a carton box 

YES YES 

Cedax capsules 
400 mg 

capsules SIFI S.p.A., Aci S. Antonio, 
Catania, Italy 

5 capsules in a strip, 
supplied in a box 

YES YES 

Cedax powder for 
preparation of oral 
suspension 
180 mg/5 ml 

powder for prep
aration of oral 
suspension 

SIFI S.p.A., Aci S. Antonio, 
Catania, Italy 

15 grams of powder for 
preparation of 60 ml oral 
suspension 

YES YES 

Cefaleksin 500 mg 
capsules 

capsules Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

16 (1 × 16) capsules in a 
PVC/Al blister, supplied in a 
box 

YES YES 

Cefaleksin 
250 mg/5 ml 
powder for oral 
suspension 

powder for prep
aration of oral 
suspension 

Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

Amber glass bottle with an 
aluminium screw cap 

YES YES 

Cefalexin Alkaloid 
250 mg/5 ml 
powder for oral 
suspension 

powder for prep
aration of oral 
suspension 

Alkaloid AD - Skopje, 
Bulevar Aleksandar Make
donski 12, Skopje, FYROM 

Amber glass bottle with 
powder for preparation of 
100 ml of suspension with 
an aluminium stopper and a 
plastic measuring soon, 
supplied in a box 

YES YES 

Cefalexin Alkaloid 
500 mg capsules 

capsules Alkaloid AD - Skopje, 
Bulevar Aleksandar Make
donski 12, Skopje, FYROM 

16 (2 × 8) capsules in a 
PVC/Al blister, supplied in a 
carton box 

YES YES 

Cefalin capsules 
500 mg 

capsules Pliva Kraków, Kraków, 
Poland 

16 capsules (2 × 8) in a 
PVC/Al blister, supplied in a 
box 

YES YES
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Cefalin syrup 
250 mg/5 ml 

powder for oral 
suspension 

Pliva Kraków, Kraków, 
Poland 

Amber glass bottle of 
100 ml with a plastic 
stopper and ROPP cap 

YES YES 

Cefalin tablets 1 g film-coated tablets Pliva Kraków, Kraków, 
Poland 

16 tablets (2 × 8) in a 
PVC/Al blister, supplied in a 
box 

YES YES 

Cefixim suspension powder for prep
aration of oral 
suspension 

Alkaloid AD - Skopje, 
Bulevar Aleksandar Make
donski 12, Skopje, FYROM 

53 g of powder for prep
aration of 100 ml of 
suspension in an amber glass 
bottle, supplied in a box 

YES YES 

Cefixim tablets film-coated tablets Alkaloid AD - Skopje, 
Bulevar Aleksandar Make
donski 12, Skopje, FYROM 

10 tablets in an amber glass 
bottle, supplied in a box 

YES YES 

Cefotaksim injection 
1 g 

powder for prep
aration of injection 
solution 

Farmal d.d., Ludbreg, 
Branitelja domovinskog rata 
8, Republic of Croatia in 
cooperation with Lek d.d., 
Ljubljana, Verovškova 57, 
Republic of Slovenia 

One glass vial with 1,0 g of 
powder, supplied in a box 

YES YES 

Cefotaksim injection 
2 g 

powder for prep
aration of solution 
for injection 

Farmal d.d., Ludbreg, 
Branitelja domovinskog rata 
8, Republic of Croatia in 
cooperation with Lek d.d., 
Ljubljana, Verovškova 57, 
Republic of Slovenia 

One glass vial with 2,0 g of 
powder, supplied in a box 

YES YES
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Cefzil 250 mg/5 ml 
powder for oral 
suspension 

powder for prep
aration of oral 
suspension 

Jadran - Galenski laboratorij 
d.d., Rijeka, Republic of 
Croatia, in cooperation with 
Bristol-Myers Squibb S.p.A., 
Contrada Fontana del Ceraso, 
Anagni, Italy 

30 g of powder for oral 
suspension in a 60 ml plastic 
(HDPE) bottle with a plastic 
measuring spoon, supplied 
in a box 

YES YES 

Cefzil 500 mg film- 
tablets 

film-coated tablets Jadran - Galenski laboratorij 
d.d., Rijeka, Republic of 
Croatia, in cooperation with 
Bristol-Myers Squibb S.p.A., 
Contrada Fontana del Ceraso, 
Anagni, Italy 

10 (2 × 5) film-coated tablets 
in a PVC/PVDC//Al blister, 
supplied in a box 

YES YES 

Celebrex capsules 
200 mg 

capsules Pharmacia Limited, Whalton 
Road, Morpeth, North
umberland NE613YA, Great 
Britain 

10 capsules in a blister, 
supplied in a box 

YES YES 

CellCept 250 mg 
capsules 

capsules F. Hoffmann-La Roche Ltd., 
Grenzacherstrasse 124, Basel, 
Switzerland 

100 (10 × 10) capsules in a 
PVC/Al blister, supplied in a 
box 

YES YES YES YES 

CellCept 500 mg 
tablets 

film-coated tablets F. Hoffmann-La Roche Ltd., 
Grenzacherstrasse 124, Basel, 
Switzerland 

50 (5 × 10) tablets in a 
blister (PVC/Al), supplied in 
a box 

YES YES YES YES 

Cerezyme 200 U 
powder for 
concentrate of 
solution for infusion 

powder for 
concentrate of 
solution for 
infusion 

Genzyme Ltd., 37 Hollands 
Road, Haverhill, Suffolk CB9 
8PU, Great Britain 

One glass vial with powder 
for infusion solution 
concentrate supplied, in a 
carton box 

YES YES YES YES 

Cerezyme 400 U 
powder for 
concentrate of 
solution for infusion 

powder for 
concentrate of 
solution for 
infusion 

Genzyme Ltd., 37 Hollands 
Road, Haverhill, Suffolk CB9 
8PU, Great Britain 

One glass vial with powder 
for infusion solution 
concentrate supplied, in a 
carton box 

YES YES YES YES
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Cerson 5 mg tablets tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

10 (1 × 10) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES 

Certican 0,1 mg 
tablets for oral 
suspension 

tablets for oral 
susupension 

Novartis Pharma Stein AG, 
Schaffhauserstrasse, Stein, 
Switzerland 

60 (6 × 10) tablets in a 
blister (PA/Al/PVC//Al), 
supplied in a box 

YES YES YES 

Certican 0,25 mg 
tablets 

tablets Novartis Pharma Stein AG, 
Schaffhauserstrasse, Stein, 
Switzerland 

60 (6 × 10) tablets in a 
blister (PA/Al/PVC//Al), 
supplied in a box 

YES YES YES 

Certican 0,25 mg 
tablets for oral 
suspension 

tablets for oral 
susupension 

Novartis Pharma Stein AG, 
Schaffhauserstrasse, Stein, 
Switzerland 

60 (6 × 10) tablets in a 
blister (PA/Al/PVC//Al), 
supplied in a box 

YES YES YES 

Certican 0,5 mg 
tablets 

tablets Novartis Pharma Stein AG, 
Schaffhauserstrasse, Stein, 
Switzerland 

60 (6 × 10) tablets in a 
blister (PA/Al/PVC//Al), 
supplied in a box 

YES YES YES 

Certican 0,75 mg 
tablets 

tablets Novartis Pharma Stein AG, 
Schaffhauserstrasse, Stein, 
Switzerland 

60 (6 × 10) tablets in a 
blister (PA/Al/PVC//Al), 
supplied in a box 

YES YES YES 

Certican 1,0 mg 
tablets 

tablets Novartis Pharma Stein AG, 
Schaffhauserstrasse, Stein, 
Switzerland 

60 (6 × 10) tablets in a 
blister (PA/Al/PVC//Al), 
supplied in a box 

YES YES YES 

CETROTIDE 
0,25 mg 

powder and solvent 
for solution for 
injection 

Baxter Oncology GmbH, 
Kantstraße 2, Halle, Germany 

Vial with powder and 
syringe with solvent, 
supplied in a box 

YES YES 

CETROTIDE 3 mg powder and solvent 
for solution for 
injection 

Baxter Oncology GmbH, 
Kantstraße 2, Halle, Germany 

Vial with powder and 
syringe with solvent, 
supplied in a box 

YES YES
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Champix tablets 
0,5 mg/1 mg 

film-coated tablets Heinrich Mack Nachf. GmbH 
& Co., Illertissen, Germany 

Eleven 0,5 ml tablets in a 
blister (Aclar/PVC//Al) + 
fourteen 1 mg tablets in a 
blister (Aclar/PVC//Al), 
supplied in a carton box 

YES YES YES YES 

Champix tablets 
1 mg 

film-coated tablets Heinrich Mack Nachf. GmbH 
& Co., Illertissen, Germany 

28 (2 × 14) tablets in a 
blister (Aclar/PVC//Al) in a 
carton wrapping 

YES YES YES YES 

Chirocaine 
2,5 mg/ml solution 
for injection 

solution for 
injection/ 
concentrate for 
preparation of 
infusion solution 

Abbott S.p.A., Via Pontina 
52, 04010 Campoverde di 
Aprilia (Latina), Italy 

10 polypropylene ampoules 
each containing 10 ml of 
solution for injection, 
supplied in a box 

YES YES 

Chirocaine 5 mg/ml 
solution for 
injection 

solution for 
injection/ 
concentrate for 
preparation of 
infusion solution 

Abbott S.p.A., Via Pontina 
52, 04010 Campoverde di 
Aprilia (Latina), Italy 

10 polypropylene ampoules 
each containing 10 ml of 
solution for injection, 
supplied in a box 

YES YES 

Chirocaine 
7,5 mg/ml solution 
for injection 

solution for 
injection/ 
concentrate for 
preparation of 
infusion solution 

Abbott S.p.A., Via Pontina 
52, 04010 Campoverde di 
Aprilia (Latina), Italy 

10 polypropylene ampoules 
Each containing 10 ml of 
solution for injection, 
supplied in a box 

YES YES 

Chloramphenicol 
Krka eye ointment 

eye ointment Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

5 g of ointment in a tube, 
supplied in a box 

YES YES 

Cialis 10 mg tablets film-coated tablets Eli Lilly and Company 
Limited, Basingstoke, Hamp
shire, Great Britain 

4 tablets in a blister (PVC/ 
PE/Aclar/Al), supplied in a 
carton box 

YES YES YES
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Cialis 20 mg tablets film-coated tablets Eli Lilly and Company 
Limited, Basingstoke, Hamp
shire, Great Britain 

2 tablets in a blister (PVC/ 
PE/Aclar/Al), supplied in a 
carton box 

YES YES YES 

Cialis 20 mg tablets film-coated tablets Eli Lilly and Company 
Limited, Basingstoke, Hamp
shire, Great Britain 

4 tablets in a blister (PVC/ 
PE/Aclar/Al), supplied in a 
carton box 

YES YES YES 

Ciflox 250 mg 
tablets 

film-coated tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

10 (1 × 10) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES 

Ciflox 500 mg 
tablets 

film-coated tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

10 (1 × 10) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES 

Ciflox 750 mg 
tablets 

film-coated tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

10 (1 × 10) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES 

Cilazil 2,5 mg film tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

30 (3 × 10) film tablets in a 
blister, supplied in a box 

YES YES 

Cilazil 5 mg film tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

30 (3 × 10) film tablets in a 
blister, supplied in a box 

YES YES 

Cilazil plus film-coated tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

30 (3 × 10) film-coated 
tablets in a blister (OPA/Al/ 
PVC//Al), supplied in a box 

YES YES 

Cilazil tablets 1 mg film tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

30 (3 × 10) film tablets in a 
blister, supplied in a box 

YES YES
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Cilest tablets tablets Cilag AG, Schaffhausen, 
Switzerland 

21 (1 × 21) tablets in a 
blister (PVC/Al), supplied in 
a box 

YES YES 

CIMOLAN capsules capsules Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

30 (3 × 10) capsules in a 
blister (PVC/Al), supplied in 
a box 

YES YES YES 

CIMOLAN P syrup syrup Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

200 ml of syrup in an 
amber glass bottle with 
aluminum cap and a 5 ml 
plastic measuring spoon, 
supplied in a box 

YES YES YES 

CIMOLAN syrup syrup Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

200 ml of syrup in an 
amber glass bottle with 
aluminum cap and a 5 ml 
plastic measuring spoon, 
supplied in a box 

YES YES YES 

Cinarizin forte 
75 mg tablets 

tablets Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

Box with 50 tablets (blister, 
5 × 10 tablets) 

YES YES 

CINNABSIN tablets Deutsche Homöopathie - 
Union, DHU - Arzneimittel 
GmbH & Co.KG, Karlsruhe, 
Germany 

100 (5 × 20) tablets in 
PVC/Al blister, supplied in a 
box 

YES YES YES 

Cipralex 10 mg 
film-tablets 

film-coated tablets H. Lundbeck A/S, Ottilavej 9, 
2500 Valby, Denmark 

28 (2 × 14) tablets in a 
blister, supplied in a box 

YES YES 

Cipralex 5 mg film- 
tablets 

film-coated tablets H. Lundbeck A/S, Ottilavej 9, 
2500 Valby, Denmark 

28 (2 × 14) tablets in a 
blister, supplied in a box 

YES YES 

Cipralex, 10 mg 
film-tablets 

film tablets H. Lundbeck A/S, Ottilavej 9, 
2500 Valby, Denmark 

Box with 28 tablets (blister, 
2 × 14 tbl.) 

YES YES
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Cipralex, 5 mg film- 
tablets 

film tablets H. Lundbeck A/S, Ottilavej 9, 
2500 Valby, Denmark 

Box with 28 tablets (blister, 
2 × 14 tbl.) 

YES YES 

Ciprinol film-coated 
tablets 250 mg 

film-coated tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

10 (1 × 10) tablets in a 
PVC/PVDC//Al blister, 
supplied in a box 

YES YES 

Ciprinol film-coated 
tablets 500 mg 

film-coated tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

10 (1 × 10) tablets in a 
PVC/PVDC//Al blister, 
supplied in a box 

YES YES 

Ciprinol 
100 mg/10 ml 
concentrate of 
solution for infusion 

concentrate of 
solution for 
infusion 

Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

10 ml of infusion solution 
concentrate in a glass 
ampoule, 5 ampoules on a 
plastic tray, supplied in a 
box 

YES YES 

Ciprinol solution for 
infusion 
100 mg/50 ml 

solution for 
infusion 

Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

50 ml of solution for 
infusion in a glass bottle 
(with a rubber stopper, 
aluminium ring and a plastic 
flip off stopper), supplied in 
a carton box 

YES YES 

Ciprinol 
200 mg/100 ml 
solution for infusion 

solution for 
infusion 

Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

100 ml of infusion solution 
in a glass bottle (with rubber 
stopper and aluminum ring), 
supplied in a carton box 

YES YES 

Ciprinol solution for 
infusion 400 mg/ 
200 ml 

solution for 
infusion 

Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

200 ml of solution for 
infusion in a glass bottle 
(with rubber stopper, 
aluminum ring and plastic 
cap/flip off), supplied in a 
carton box 

YES YES 

Ciprobay 
200 mg/100 ml 
solution for infusion 

solution for 
infusion 

Bayer HealthCare AG, 51368 
Leverkusen, Germany 

100 ml of infusion solution 
in a plastic bottle, supplied 
in a box 

YES YES
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Ciprobay 250 mg 
film-coated tablets 

film-coated tablets Bayer HealthCare AG, 51368 
Leverkusen, Germany 

10 (1 × 10) film coated 
tablets in a PP/Al blister, 
supplied in a box 

YES YES 

Ciprobay 
400 mg/200 ml 
solution for infusion 

solution for 
infusion 

Bayer HealthCare AG, 51368 
Leverkusen, Germany 

200 ml of solution for 
infusion in a glass bottle, 
supplied in a box 

YES YES 

Ciprobay 500 mg 
film-coated tablets 

film-coated tablets Bayer HealthCare AG, 51368 
Leverkusen, Germany 

10 (1 × 10) film coated 
tablets in a PP/Al blister, 
supplied in a box 

YES YES 

Cipromed tablets 
250 mg 

film tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

Box with 10 tablets (blister) YES YES 

Cipromed tablets 
500 mg 

film tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

Box with 10 tablets (blister) YES YES 

Cipromed tablets 
750 mg 

film tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

Box with 10 tablets (blister) YES YES 

Cisplatin Pliva 10 concentrate of 
solution for 
infusion 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

Amber glass bottle with 
20 ml of concentrate (with a 
rubber stopper, and an 
aluminium cap with a plastic 
lid), 10 bottles in a box 

YES YES 

Cisplatin Pliva 10 concentrate of 
solution for 
infusion 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

10 amber glass vials each 
containing 20 ml of 
solution, supplied in a box 

YES YES 

Cisplatin Pliva 50 concentrate of 
solution for 
infusion 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

100 ml of solution in an 
amber glass bottle, supplied 
in a box 

YES YES
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Cisplatin Pliva 50 concentrate of 
solution for 
infusion 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

Amber glass bottle with 
100 ml of concentrate (with 
a rubber stopper, and 
aluminium cap with a plastic 
lid), supplied in a box 

YES YES 

Citalon 10 mg film- 
coated tablets 

film-coated tablets Sandoz Pharmaceuticals 
GmbH, Carl-Zeiss-Ring 3, 
Ismaning, Germany 

28 (2 × 14) tablets in a 
PVC/PVDC/Al blister, 
supplied in a carton box 

YES YES YES 

Citalon 20 mg film- 
coated tablets 

film-coated tablets Sandoz Pharmaceuticals 
GmbH, Carl-Zeiss-Ring 3, 
Ismaning, Germany 

28 (2 × 14) tablets in a 
PVC/PVDC/Al blister, 
supplied in a carton box 

YES YES YES 

Citalon 40 mg film- 
coated tablets 

film-coated tablets Sandoz Pharmaceuticals 
GmbH, Carl-Zeiss-Ring 3, 
Ismaning, Germany 

28 (2 × 14) tablets in a 
PVC/PVDC/Al blister, 
supplied in a carton box 

YES YES YES 

Citeral 
100 mg/10 ml 
concentrate of 
solution for infusion 

concentrate of 
solution for 
infusion 

Alkaloid AD - Skopje, 
Bulevar Aleksandar Make
donski 12, Skopje, FYROM 

5 ampoules with 10 ml of 
solution, supplied in a 
carton box 

YES YES 

Citeral 250 mg film- 
coated tablets 

film-coated tablets Alkaloid AD - Skopje, 
Bulevar Aleksandar Make
donski 12, Skopje, FYROM 

10 tablets in an amber glass 
bottle, supplied in a carton 
box 

YES YES 

Citeral 500 mg film- 
coated tablets 

film-coated tablets Alkaloid AD - Skopje, 
Bulevar Aleksandar Make
donski 12, Skopje, FYROM 

10 tablets in an amber glass 
bottle, supplied in a carton 
box 

YES YES 

Adsorbed diphtheria 
and tetanus vaccine 
for children (above 
the age of 7) and 
adults, 1 dose 

suspension for 
injection 

Imunološki zavod d.d., 
Rockefellerova 2, Zagreb, 
Republic of Croatia 

Box with 1 glass ampoule 
containing 1 dose of vaccine 
(0,5 ml of suspension) 

YES YES
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Adsorbed diphtheria 
and tetanus vaccine 
for children (above 
the age of 7) and 
adults, 10 doses 

suspension for 
injection 

Imunološki zavod d.d., 
Rockefellerova 2, Zagreb, 
Republic of Croatia 

Box with 1 glass bottle 
containing 10 doses of 
vaccine (5 ml of suspension) 

YES YES 

Adsorbed diphtheria 
and tetanus vaccine 
for children (above 
the age of 7) and 
adults, 20 doses 

suspension for 
injection 

Imunološki zavod d.d., 
Rockefellerova 2, Zagreb, 
Republic of Croatia 

Box with 1 glass bottle 
containing 20 doses of 
vaccine (10 ml of suspen
sion) 

YES YES 

Adsorbed diphtheria 
and tetanus vaccine, 
1 dose 

suspension for 
injection 

Imunološki zavod d.d., 
Rockefellerova 2, Zagreb, 
Republic of Croatia 

Box with 1 glass ampoule 
containing 1 dose of vaccine 
(0,5 ml of suspension) 

YES YES 

Adsorbed diphtheria 
and tetanus vaccine 
10 doses 

suspension for 
injection 

Imunološki zavod d.d., 
Rockefellerova 2, Zagreb, 
Republic of Croatia 

Box with 1 glass bottle 
containing 10 doses of 
vaccine (5 ml of suspension) 

YES YES 

Adsorbed diph
theria, tetanus and 
pertussis vaccine, 10 
doses 

suspension for 
injection 

Imunološki zavod d.d., 
Rockefellerova 2, Zagreb, 
Republic of Croatia 

Box with 50 glass bottles 
with 10 doses of vaccine 
(5 ml of suspension) 

YES YES 

Adsorbed diph
theria, tetanus and 
pertussis vaccine, 1 
dose 

suspension for 
injection 

Imunološki zavod d.d., 
Rockefellerova 2, Zagreb, 
Republic of Croatia 

Box with 1 glass ampoule 
containing 1 dose of vaccine 
(0,5 ml of suspension) 

YES YES 

Adsorbed diph
theria, tetanus and 
pertussis vaccine, 20 
doses 

suspension for 
injection 

Imunološki zavod d.d., 
Rockefellerova 2, Zagreb, 
Republic of Croatia 

Box with 1 glass bottle 
containing 20 doses of 
vaccine (10 ml of suspen
sion) 

YES YES
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Meningococcal 
group A and group 
C polysaccharide 
vaccine, lyophilized, 
1 dose 

lyophilisate and 
solvent for 
suspension for 
injection 

Imunološki zavod d.d., 
Rockefellerova 2, Zagreb, 
Republic of Croatia 

Amber glass lyophilisation 
bottle, volume of 3,5 ml 
with 0,5 ml of lyophilisate 
for one dose of vaccine + 
ampoule with the volume of 
2 ml with 0,5 ml of solvent 
for one dose of vaccine 

YES YES 

Meningococcal A 
and C polysac
charide vaccine, 
lyophilized, 10 
doses 

lyophilisate and 
solvent for 
suspension for 
injection 

Imunološki zavod d.d., 
Rockefellerova 2, Zagreb, 
Republic of Croatia 

Amber glass lyophilisation 
bottle, volume of 5,5 ml 
with 0,5 ml of lyophilisate 
for ten doses of vaccine + 
ampoule with 5 ml of 
solvent for ten doses of 
vaccine 

YES YES 

Live, lyophilized 
morbilli and rubella 
vaccine, Edmonston- 
Zagreb, HDS; RA 
27/3, HDS, 1 dose 

lyophilisate and 
solvent for 
suspension for 
injection 

Imunološki zavod d.d., 
Rockefellerova 2, Zagreb, 
Republic of Croatia 

Box with 1 glass bottle with 
1 dose of lyophilised vaccine 
(for 0,5 ml of reconstituted 
vaccine) + 1 ampoule with 
0,5 ml of solvent for vaccine 
against measles and rubella, 
sterile water for injection 

YES YES 

Live, lyophilzed 
morbilli and rubella 
vaccine, Edmonston- 
Zagreb, HDS; RA 
27/3, HDS, 10 
doses 

lyophilisate and 
solvent for 
suspension for 
injection 

Imunološki zavod d.d., 
Rockefellerova 2, Zagreb, 
Republic of Croatia 

Box with 50 glass bottles 
with 10 doses of lyophilised 
vaccine (for 5 ml of recon
stituted vaccine) + 50 
ampoules with 5 ml of 
solvent for vaccine against 
measles and rubella, sterile 
water for injection 

YES YES
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Live, lyophilzed 
morbilli and rubella 
vaccine, Edmonston- 
Zagreb, HDS; RA 
27/3, HDS, 5 doses 

lyophilisate and 
solvent for 
suspension for 
injection 

Imunološki zavod d.d., 
Rockefellerova 2, Zagreb, 
Republic of Croatia 

Box with 50 glass bottles 
with 5 doses of lyophilised 
vaccine (for 2,5 ml of 
reconstituted vaccine) + 50 
ampoules with 2,5 ml of 
solvent for vaccine against 
measles and rubella, sterile 
water for injection 

YES YES 

Live, lyophilized 
vaccine against 
morbilli, rubella, 
parotitis, 
Edmonston-Zagreb, 
HDS, RA 27/3, HDS 
i L-Zagreb, PF, 1 
dose 

lyophilisate and 
solvent for 
suspension for 
injection 

Imunološki zavod d.d., 
Rockefellerova 2, Zagreb, 
Republic of Croatia 

Box with 1 glass bottle 
containing 1 dose of 
lyophilised vaccine (for 
0,5 ml of reconstituted 
vaccine) and 1 ampoule with 
0,5 ml of solvent for vaccine 
against measles, rubella and 
parotitis, sterile water for 
injection 

YES YES 

Live, lyophilzed 
morbilli, rubella and 
parotitis vaccine, 
Edmonston-Zagreb, 
HDS; RA 27/3, 
HDS; L-Zagreb, PF, 
10 doses 

lyophilisate and 
solvent for 
suspension for 
injection 

Imunološki zavod d.d., 
Rockefellerova 2, Zagreb, 
Republic of Croatia 

Box with 50 glass bottles 
with 10 doses of lyophilised 
vaccine (for 5 ml of recon
stituted vaccine) + 50 
ampoules with 5 ml of 
solvent for vaccine against 
measles, rubella and 
parotitis, sterile water for 
injection 

YES YES 

Live, lyophilzed 
morbilli, rubella and 
parotitis vaccine, 
Edmonston-Zagreb, 
HDS; RA 27/3, 
HDS; L-Zagreb, PF, 
5 doses 

lyophilisate and 
solvent for 
suspension for 
injection 

Imunološki zavod d.d., 
Rockefellerova 2, Zagreb, 
Republic of Croatia 

Box with 50 glass bottles 
with 5 doses of lyophilised 
vaccine (for 2,5 ml of 
reconstituted vaccine) + 50 
ampoules with 2,5 ml of 
solvent for vaccine against 
measles, rubella and 
parotitis, sterile water for 
injection 

YES YES
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Live, lyophilized 
morbilli vaccine, 
Edmonston-Zagreb, 
HDS 1 dose 

lyophilisate and 
solvent for 
suspension for 
injection 

Imunološki zavod d.d., 
Rockefellerova 2, Zagreb, 
Republic of Croatia 

One glass vial with 1 dose of 
lyophilized vaccine (for 
0,5 ml of reconstituted 
vaccine) and one ampoule 
with 0,5 ml of solvent, 
sterile water for injection, 
supplied in a carton box 

YES YES 

Live, lyophilized 
morbilli vaccine, 
Edmonston-Zagreb, 
HDS, 5 doses 

lyophilisate and 
solvent for 
suspension for 
injection 

Imunološki zavod d.d., 
Rockefellerova 2, Zagreb, 
Republic of Croatia 

50 glass bottles with 5 doses 
of lyophilised vaccine (for 
2,5 ml of reconstituted 
vaccine), supplied in a carton 
box, and 50 ampoules with 
2,5 ml of solvent, sterile 
water for injection, supplied 
in a carton box 

YES YES 

Live, lyophilized 
morbilli vaccine, 
Edmonston-Zagreb, 
HDS, 10 doses 

lyophilisate and 
solvent for 
suspension for 
injection 

Imunološki zavod d.d., 
Rockefellerova 2, Zagreb, 
Republic of Croatia 

50 glass bottles with 10 
doses of lyophilised vaccine 
(for 5 ml of reconstituted 
solvent), supplied in a carton 
box, and 50 ampoules with 
5 ml of solvent, sterile water 
for injection, supplied in a 
carton box 

YES YES 

Live, lyophilized 
parotitis vaccine, 
L-Zagreb, PF, 1 dose 

lyophilisate and 
solvent for 
suspension for 
injection 

Imunološki zavod d.d., 
Rockefellerova 2, Zagreb, 
Republic of Croatia 

Box with a glass bottle with 
1 dose of lyophilised vaccine 
against parotitis (for 0,5 ml 
of reconstituted vaccine) + 1 
ampoule with 0,5 ml of 
solvent for vaccine against 
parotitis, sterile water for 
injection 

YES YES
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Live, lyophilized 
parotitis vaccine, 
L-Zagreb, PF, 10 
doses 

lyophilisate and 
solvent for 
suspension for 
injection 

Imunološki zavod d.d., 
Rockefellerova 2, Zagreb, 
Republic of Croatia 

Box with 50 glass bottles 
with 10 doses of lyophilised 
vaccine against parotitis (for 
5 ml of reconstituted 
vaccine) + 50 ampoules with 
5 ml of solvent for vaccine 
against parotitis, sterile water 
for injection 

YES YES 

Live, lyophilized 
rubella vaccine RA 
27/3, HDS, 1 dose 

lyophilisate and 
solvent for 
suspension for 
injection 

Imunološki zavod d.d., 
Rockefellerova 2, Zagreb, 
Republic of Croatia 

Box with 1 glass bottle 
containing 1 dose of 
lyophilised vaccine against 
rubella (for 0,5 ml of recon
stituted vaccine) + 1 
ampoule with 0,5 ml of 
solvent for vaccine against 
rubella, sterile water for 
injection 

YES YES 

Live, lyophilized 
rubella vaccine, RA 
27/3, HDS, 10 
doses 

lyophilisate and 
solvent for 
suspension for 
injection 

Imunološki zavod d.d., 
Rockefellerova 2, Zagreb, 
Republic of Croatia 

Box with 50 glass bottles 
with 10 doses of lyophilised 
vaccine against rubella (for 
5 ml of reconstituted 
vaccine) + 50 ampoules with 
5 ml of solvent for vaccine 
against rubella, sterile water 
for injection 

YES YES 

Live, lyophilized 
rubella vaccine, RA 
27/3, HDS, 5 doses 

lyophilisate and 
solvent for 
suspension for 
injection 

Imunološki zavod d.d., 
Rockefellerova 2, Zagreb, 
Republic of Croatia 

Box with 50 glass bottles 
with 5 doses of lyophilised 
vaccine against rubella (for 
2,5 ml of reconstituted 
vaccine) + 50 ampoules with 
2,5 ml of solvent for vaccine 
against rubella, sterile water 
for injection 

YES YES 

Anti-tetanus 
vaccine, adsorbed, 1 
dose 

suspension for 
injections 

Imunološki zavod d.d., 
Rockefellerova 2, Zagreb, 
Republic of Croatia 

Box with 1 glass ampoule 
containing 1 dose of tetanus 
vaccine (0,5 ml of suspen
sion) 

YES YES
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Anti-tetanus 
vaccine, adsorbed, 1 
dose 

suspension for 
injections 

Imunološki zavod d.d., 
Rockefellerova 2, Zagreb, 
Republic of Croatia 

Box with 1 glass bottle 
containing 10 doses of 
tetanus vaccine (5 ml of 
suspension) 

YES YES 

Anti-tetanus 
vaccine, adsorbed, 
20 doses 

suspension for 
injection 

Imunološki zavod d.d., 
Rockefellerova 2, Zagreb, 
Republic of Croatia 

Box with 1 glass bottle with 
20 doses of tetanus vaccine 
(5 ml of suspension) 

YES YES 

Calciumfolinat 
Ebewe 
100 mg/10 ml 

solution for 
injection 

Ebewe Pharma Ges. m.b.H. 
Nfg. KG, Mondseestraße 11, 
Unterach, Austria 

5 amber glass ampoules 
with 10 ml of solution, 
supplied in a box 

YES YES 

Calciumfolinat 
Ebewe 30 mg/3 ml 

solution for 
injection 

Ebewe Pharma Ges. m.b.H. 
Nfg. KG, Mondseestraße 11, 
Unterach, Austria 

5 amber glass ampoules 
with 3 ml of solution, 
supplied in a box 

YES YES 

Calciumfolinat 
Ebewe 50 mg/5 ml 

solution for 
injection 

Ebewe Pharma Ges. m.b.H. 
Nfg. KG, Mondseestraße 11, 
Unterach, Austria 

5 amber glass ampoules 
with 5 ml of solution, 
supplied in a box 

YES YES 

Clarexid tablets 
250 mg 

film-coated tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

14 tablets in PVC/Al blister, 
supplied in a box 

YES YES 

Clarexid tablets 
500 mg 

film-coated tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

14 tablets in PVC/Al blister, 
supplied in a box 

YES YES 

Clarinase 
5 mg/120 mg 
prolonged-release 
tablets 

prolonged release 
tablets 

Schering-Plough Labo N.V. 
Industriepark 30, Heist-op- 
den-Berg, Belgium 

10 tablets in a PVC/PE/ 
PCTFE//Al or PVC/PCTFE//Al 
blister, supplied in a box 

YES YES YES 

Claritine syrup 
1 mg/ml 

syrup Schering-Plough Labo N.V. 
Industriepark 30, Heist-op- 
den-Berg, Belgium 

120 ml of solution in an 
amber glass bottle, supplied 
in a box 

YES YES
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Claritine tablets 
10 mg 

tablets Schering-Plough Labo N.V. 
Industriepark 30, Heist-op- 
den-Berg, Belgium 

10 (1 × 10) tablets in a 
PVC/PVDC//Al or PVC/ 
PCTFE//Al blister, supplied in 
a box 

YES YES YES 

Clarosip 125 mg granules for oral 
suspension 

Grünenthal GmbH, Ziegler
straße 6, 
D-52078 Aachen, Germany 

White polypropylene tube 
with granules for oral 
suspension, closed with 
propylene cap on the top 
and regulator (porous 
structure) for the control of 
suspension flow at the 
bottom, in protective 
aluminum bag 

YES YES YES 

Clarosip 187,5 mg granules for oral 
suspension 

Grünenthal GmbH, Ziegler
straße 6, 
D-52078 Aachen, Germany 

White polypropylene tube 
with granules for oral 
suspension, closed with 
propylene cap on the top 
and regulator (porous 
structure) for the control of 
suspension flow at the 
bottom, in protective 
aluminum bag 

YES YES YES 

Clarosip 250 mg granules for oral 
suspension 

Grünenthal GmbH, Ziegler
straße 6, 
D-52078 Aachen, Germany 

White polypropylene tube 
with granules for oral 
suspension, closed with 
propylene cap on the top 
and regulator (porous 
structure) for the control of 
suspension flow at the 
bottom, in protective 
aluminum bag 

YES YES YES 

Clexane 10 000 IU 
anti-Xa/1,0 ml injec
tions 

solution for 
injection (for s.c. 
and i.v. use in 
haemodyalisis) 

Aventis Intercontinental, 
France and Aventis Pharma 
Le Trait, France 

2 glass syringes with needles 
(each containing 1,0 ml of 
solution) in a blister, 
supplied in a box 

YES YES
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Clexane 2 000 IU 
anti-xa/0,2 ml 
injection 

solution for 
injection (for s.c. 
and i.v. use in 
haemodyalisis) 

Aventis Intercontinental, 
Maisons Alfort, France; 
Aventis Pharma Le Trait, Le 
Trait, France 

2 glass syringes with needles 
(each containing 0,2 ml of 
solution) in a blister, 
supplied in a box 

YES YES 

Clexane 4 000 IU 
anti-xa/0,4 ml 
injection 

solution for 
injection (for s.c. 
and i.v. use in 
haemodyalisis) 

Aventis Intercontinental, 
Maisons Alfort, France; 
Aventis Pharma Le Trait, Le 
Trait, France 

2 glass syringes with needles 
(each containing 0,4 ml of 
solution) in a blister, 
supplied in a box 

YES YES 

Clexane 6 000 IU 
anti-Xa/0,6 ml 
injection 

solution for 
injection (for s.c. 
and i.v. use in 
haemodyalisis) 

Aventis Intercontinental, 
France and Aventis Pharma 
Le Trait, France 

2 glass syringes with needles 
(each containing 0,6 ml of 
solution) in a blister, 
supplied in a box 

YES YES 

Clexane 8 000 IU 
anti-Xa/0,8 ml 
injection 

solution for 
injection (for s.c. 
and i.v. use in 
haemodyalisis) 

Aventis Intercontinental, 
France and Aventis Pharma 
Le Trait, France 

2 glass syringes with needles 
(each containing 0,8 ml of 
solution) in a blister, 
supplied in a box 

YES YES 

Climen coated tablets Schering AG, Müllerstraße 
170-178, Berlin, Germany 

Coated tablets YES YES 

Clivarin 1432 solution for subcu
taneous injection 

Abbott GmbH & Co. KG, 
Ludwigshafen, Germany 

10 (2 × 5) glass syringes 
(with needle) each 
containing 0,25 ml of 
solution, in a protective 
container, supplied in a 
carton box 

YES YES 

Clivarin 1750 solution for subcu
taneous injection 

Abbott GmbH & Co. KG, 
Ludwigshafen, Germany 

10 (5 × 2) syringes with 
needles each containing 
0,25 ml of solution in a 
blister, supplied in a box 

YES YES
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Clivarin 3436 solution for subcu
taneous injection 

Abbott GmbH & Co. KG, 
Ludwigshafen, Germany 

10 (2 × 5) glass syringes 
(with needle) each 
containing 0,6 ml of 
solution, in a protective 
container, supplied in a 
carton box 

YES YES 

Clivarin 5153 solution for 
injection (for s.c. 
use) 

Abbott GmbH & Co. KG, 
Ludwigshafen, Germany 

10 (2 × 5) glass syringes 
(with needle) each 
containing 0,9 ml of 
solution, in a protective 
container, supplied in a box 

YES YES 

Clopixol acuphase 
50 mg/ml solution 
for injection 

solution for intra
muscular injection 

H. Lundbeck A/S, Ottilavej 9, 
2500 Valby, Denmark 

5 ampoules each with 1 ml 
of solution, supplied in a 
box 

YES YES 

Clopixol depot 
200 mg/ml solution 
for injection 

solution for 
injection for intra
muscular use 

H. Lundbeck A/S, Ottilavej 9, 
2500 Valby, Denmark 

10 ampoules each 
containing 1 ml of solution, 
supplied in a box 

YES YES 

Clopixol 10 mg 
tablets 

film-coated tablets H. Lundbeck A/S, Ottilavej 9, 
2500 Valby, Denmark 

50 tablets in a poly
propylene container with a 
specially designed stopper 
with a leaflet 

YES YES 

Clopixol 25 mg 
tablets 

film-coated tablets H. Lundbeck A/S, Ottilavej 9, 
2500 Valby, Denmark 

50 tablets in a poly
propylene container with a 
specially designed stopper 
with a leaflet 

YES YES 

Coaprovel 150 mg/ 
12,5 mg 

film-coated tablets Sanofi Winthrop Industrie, 1 
rue de la Vierge, 33440 
Ambarès, France 

28 (2 × 14) tablets in a 
blister (PVC/PVDC/Al), 
supplied in a box 

YES YES YES
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Coaprovel 300 mg/ 
12,5 mg 

film-coated tablets Sanofi Winthrop Industrie, 1 
rue de la Vierge, 33440 
Ambarès, France 

28 (2 × 14) tablets in a 
blister (PVC/PVDC/Al), 
supplied in a box 

YES YES YES 

Coaxil coated tablets Les Laboratoires Servier 
Industrie, 905 route de 
Saran, 45520 Gidy, France 

30 (1 × 30) tablets in a 
PVC/Al blister, supplied in a 
carton box 

YES YES 

Coaxil coated tablets Les Laboratoires Servier 
Industrie, 905 route de 
Saran, 45520 Gidy, France 

60 (2 × 30) tablets in a 
blister (PVC/Al), supplied in 
a box 

YES YES 

Codeini phosphatis 
Alkaloid 

tablets Alkaloid AD - Skopje, 
Bulevar Aleksandar Make
donski 12, Skopje, FYROM 

10 (1 × 10) tablets in an 
Al/PE//PE/Al strip, supplied 
in a box 

YES YES 

CO-Diovan film- 
tablets 160/12,5 mg 

film-coated tablets Novartis Pharma Stein AG, 
Schaffhauserstrasse, Stein, 
Switzerland 

28 (2 × 14) tablets in a 
blister, supplied in a box 

YES YES YES YES 

CO-Diovan film- 
tablets 160/25 mg 

film-coated tablets Novartis Pharma Stein AG, 
Schaffhauserstrasse, Stein, 
Switzerland 

28 (2 × 14) tablets in a 
blister, supplied in a box 

YES YES YES YES 

CO-Diovan film- 
tablets 80/12,5 mg 

film-coated tablets Novartis Pharma Produktions 
GmbH, Öflinger Straße 44, 
Wehr, Germany 

28 (2 × 14) tablets in a 
blister, supplied in a box 

YES YES YES YES
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Coldrex HotRem 
Blackcurrant 

powder for prep
aration of oral 
solution 

SmithKline Beecham S.A., 
Madrid, Spain 

5 bags with 5 g of powder, 
supplied in a box 

YES YES YES 

Coldrex Junior film-coated tablets Famar S.A., Athens, Greece 16 (2 × 8) tablets in a blister, 
supplied in a box 

YES YES YES 

COLDREX JUNIOR 
syrup 

oral solution Wrafton Laboratories Ltd., 
Wrafton, Braunton, North 
Devon, Great Britain 

160 ml of oral solution in 
an amber glass bottle with a 
plastic (PP) tamper-proof 
closure and 20 ml measuring 
glass, supplied in a box 

YES YES YES 

Coldrex MaxGrip 
Lemon 

powder for prep
aration of oral 
solution 

SmithKline Beecham S.A., 
Madrid, Spain 

5 bags with 6,4 g of 
powder, supplied in a box 

YES YES YES 

Coldrex tablets tablets GlaxoSmithKline Dungarvan 
Ltd., Knockbrack, 
Dungarvan, Co. Waterford, 
Ireland 

12 tablets in a blister, 
supplied in a box 

YES YES YES 

Combivir tablets film-coated tablets Glaxo Wellcome Operations, 
Greenford, Great Britain and 
GlaxoSmithKline Phar
maceuticals S.A., Poznań, 
Poland 

60 (6 × 10) film-coated 
tablets in a blister (PVC/Al), 
supplied in a box 

YES YES 

COMTAN 200 mg 
film-tablets 

film-coated tablets Novartis Pharmaceuticals UK 
Limited, Horsham, West 
Sussex, Great Britain 

30 film-coated tablets in an 
amber glass bottle with a 
plastic (HDPP) stopper, 
supplied in a box 

YES YES 

Concerta 18 mg prolonged-release 
tablets 

Janssen Pharmaceutica NV, 
Turnhoutseweg 30, Beerse, 
Belgium 

30 tablets in a plastic 
(HDPE) bottle with a tamper- 
evident stopper and 
desiccant, supplied in a box 

YES YES YES YES
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Concerta 36 mg prolonged-release 
tablets 

Janssen Pharmaceutica NV, 
Turnhoutseweg 30, Beerse, 
Belgium 

30 tablets in a plastic 
(HDPE) bottle with a tamper- 
evident stopper and 
desiccant, supplied in a box 

YES YES YES YES 

Concerta 54 mg prolonged-release 
tablets 

Janssen Pharmaceutica NV, 
Turnhoutseweg 30, Beerse, 
Belgium 

30 tablets in a plastic 
(HDPE) bottle with a tamper- 
evident stopper and 
desiccant, supplied in a box 

YES YES YES YES 

Concor 10 film-coated tablets Merck KGaA, Frankfurter 
Straße 250, Darmstadt, 
Germany 

30 (3 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Concor 5 film-coated tablets Merck KGaA, Frankfurter 
Straße 250, Darmstadt, 
Germany 

30 (3 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Concor Cor 
1,25 mg 

film tablets Merck KGaA, Frankfurter 
Straße 250, Darmstadt, 
Germany 

Box with 20 tablets (blister, 
2 × 10 tbl.) 

YES YES 

Concor Cor 2,5 mg film tablets Merck KGaA, Frankfurter 
Straße 250, Darmstadt, 
Germany 

Box with 30 tablets (blister, 
3 × 10 tbl.) 

YES YES 

Contractubex gel gel Merz Pharma GmbH & Co 
KGaA, Frankfurt am Main, 
Germany 

10 g of gel in aluminum 
tube, supplied in a box 

YES YES YES 

Contral tablets Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

Box with 10 tablets (blister) YES YES 

Controloc 20 mg 
tablets 

gastric-resistant 
tablets 

Altana Pharma Oranienburg 
GmBH, Oranienburg, 
Germany 

28 (2 × 14) gastric-resistant 
tablets in a blister (OPA/Al/ 
PE//Al), supplied in a box 

YES YES
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Controloc 40 mg 
tablets 

gastric-resistant 
tablets 

Altana Pharma Oranienburg 
GmbH, Oranienburg, 
Germany 

14 (1 × 14) gastric-resistant 
tablets in a blister (OPA/Al/ 
PE//Al), supplied in a box 

YES YES 

Controloc intra
venous 

powder for 
solution for 
injection 

Altana Pharma AG, Byk- 
Gulden Straße 2, Konstanz, 
Germany 

One glasss vial with 
lyophilisate, supplied in a 
box 

YES YES 

Copaxone 20 mg, 
powder and diluent 
for solution for 
injection 

powder and solvent 
for solution for 
injection 

Teva Pharmaceutical 
Industries Ltd., Kfar Saba, 
Israel 

28 (4 × 7) amber glass 
bottles with powder and 28 
(4 × 7) ampoules with 
solvent for solution for 
injection, supplied in a box 

YES YES YES YES 

Copaxone 20 mg/ml 
solution for 
injection 

solution for 
injection, pre-filled 
syringe 

Teva Pharmaceuticals Europe 
B.V., Mijadrecht, the Nether
lands 

Pre-filled syringe with 1 ml 
of solution for injection with 
a needle, in a blister, 28 
(4 × 7) pre-filled syringes 
supplied in a box 

YES YES 

Copegus 200 mg film-coated tablets F. Hoffmann-La Roche Ltd., 
Grenzacherstrasse 124, Basel, 
Switzerland 

42 film-coated tablets in a 
polyethylene bag, supplied in 
a box 

YES YES YES YES 

Cordarone 
150 mg/3 ml 
injection 

solution for 
injection 

Sanofi Winthrop Industrie, 1 
rue de la Vierge, 33440 
Ambarès, France 

6 ampoules each with 3 ml 
of solution for injection, 
supplied in a box 

YES YES 

Cordarone 200 mg 
tablets 

film-coated tablets Sanofi Winthrop Industrie, 1 
rue de la Vierge, 33440 
Ambarès, France 

30 (3 × 10) tablets in a 
blister (PVC/Al foil) supplied 
in a box 

YES YES 

Cordipin XL tablets 
40 mg 

modified release 
tablets 

Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

20 (2 × 10 tablets in PVC/ 
PVD/Al blister, supplied in a 
box 

YES YES
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Cordipin XL tablets 
40 mg 

modified release 
tablets 

Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

30 (3 × 10) tablets in a 
PVC/PVD/Al blister, supplied 
in a box 

YES YES 

Corlentor 5 mg 
film-coated tablets 

film-coated tablets Les Laboratoires Servier 
Industrie, 905 route de 
Saran, 45520 Gidy, France; 
Servier (Ireland) Industries 
Ltd., Gorey Road, Arklow, 
Co. Wicklow, Ireland; 
Przedsiębiorstwo Farmaceu
tyczne Anpharm S.A., ul. 
Annopol 6b, 03-236, 
Warszawa, Poland 

28 (2 × 14) film-coated 
tablets in a PVC/Al blister, 
supplied in a carton box 

YES YES YES YES 

Corlentor 7,5 mg 
film-coated tablets 

film-coated tablets Les Laboratoires Servier 
Industrie, 905 route de 
Saran, 45520 Gidy, France; 
Servier (Ireland) Industries 
Ltd., Gorey Road, Arklow, 
Co. Wicklow, Ireland; 
Przedsiębiorstwo Farmaceu
tyczne Anpharm S.A., ul. 
Annopol 6b, 03-236, 
Warszawa, Poland 

28 (2 × 14) film-coated 
tablets in a PVC/Al blister, 
supplied in a carton box 

YES YES YES YES 

CORTEF tablets 
10 mg 

tablets Pantheon YM Inc., Toronto, 
Canada and Pfizer Manufac
turing Belgium, Puurs, 
Belgium 

100 tablets in an amber 
glass bottle, supplied in a 
box 

YES YES 

Coryol tablets 
12,5 mg 

tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

28 (4 × 7) tablets in a OPA/ 
Al/PVC//Al blister, supplied 
in a box 

YES YES 

Coryol tablets 
25 mg 

tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

28 (4 × 7) tablets in a OPA/ 
Al/PVC//Al blister, supplied 
in a box 

YES YES 

Coryol tablets 
3,125 mg 

tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

28 (4 × 7) tablets in a OPA/ 
Al/PVC//Al blister, supplied 
in a box 

YES YES
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Coryol tablets 
6,25 mg 

tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

28 (4 × 7) tablets in a OPA/ 
Al/PVC//Al blister, supplied 
in a box 

YES YES 

Cosopt eye drops eye drops, solution Merck Sharp & Dohme B.V., 
Waarderweg 39, Postbus 
581, Haarlem, the Nether
lands 

5 ml of solution in a plastic 
container OCUMETER PLUS, 
supplied in a box 

YES YES 

Cozaar 100 mg 
film-coated tablets 

film-coated tablets Merck Sharp & Dohme B.V., 
Waarderweg 39, Postbus 
581, Haarlem, the Nether
lands 

28 (2 × 14) tablets in a 
blister, supplied in a box 

YES YES 

Cozaar 50 mg film- 
coated tablets 

film-coated tablets Merck Sharp & Dohme B.V., 
Waarderweg 39, Postbus 
581, Haarlem, the Nether
lands 

28 (2 × 14) tablets in a 
blister, supplied in a box 

YES YES 

Crestor 10 mg film-coated tablets AstraZeneca GmbH, Plank
stadt, Germany; AstraZeneca 
UK Limited, Silk Road 
Business Park, Macclesfield, 
Cheshire, Great Britain 

28 (2 × 14) film-coated 
tablets in a blister of 
aluminum laminate and 
aluminum foil, supplied in a 
carton box 

YES YES YES YES 

Crestor 20 mg film-coated tablets AstraZeneca GmbH, Plank
stadt, Germany; AstraZeneca 
UK Limited, Silk Road 
Business Park, Macclesfield, 
Cheshire, Great Britain 

28 (2 × 14) film-coated 
tablets in a blister of 
aluminum laminate and 
aluminum foil, supplied in a 
carton box 

YES YES YES YES 

Crestor 40 mg film-coated tablets AstraZeneca GmbH, Plank
stadt, Germany; AstraZeneca 
UK Limited, Silk Road 
Business Park, Macclesfield, 
Cheshire, Great Britain 

28 (4 × 7) film-coated tablets 
of aluminum laminate and 
aluminum foil, supplied in a 
carton box 

YES YES YES YES
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Crestor 5 mg film-coated tablets AstraZeneca GmbH, Plank
stadt, Germany; AstraZeneca 
UK Limited, Silk Road 
Business Park, Macclesfield, 
Cheshire, Great Britain 

28 (2 × 14) film-coated 
tablets in a blister of 
aluminum laminate and 
aluminum foil, supplied in a 
carton box 

YES YES YES YES 

CRINONE 8 % 
vaginal gel 

vaginal gel M.Y. Healthcare Packaging 
Limited, Bedfordshire, Great 
Britain 

1,45 g of gel in an 
applicator for single use, 
inserted in a protective bag 
(paper/Al/PE), 15 bags in a 
box 

YES YES 

CRIXIVAN 100 mg 
capsules 

capsules Merck Sharp & Dohme B.V., 
Waarderweg 39, Postbus 
581, Haarlem, the Nether
lands 

180 capsules in a poly
ethylene (HDPE) container 

YES YES YES 

Crixivan 200 mg 
capsules 

capsules Merck Sharp & Dohme B.V., 
Waarderweg 39, Postbus 
581, Haarlem, the Nether
lands 

360 capsules in a poly
ethylene (HDPE) container 

YES YES YES 

CRIXIVAN 333 mg 
capsules 

capsules Merck Sharp & Dohme B.V., 
Waarderweg 39, Postbus 
581, Haarlem, the Nether
lands 

135 capsules in a poly
ethylene (HDPE) container 

YES YES YES 

Crixivan 400 mg 
capsules 

capsules Merck Sharp & Dohme B.V., 
Waarderweg 39, Postbus 
581, Haarlem, the Nether
lands 

180 capsules in a poly
ethylene (HDPE) container 

YES YES YES 

Crystacillin powder for 
solution for 
injection 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

50 bottles with powder, 
supplied in a box 

YES YES 

Cymbalta 30 mg 
hard gastric-resistant 
capsules 

gastric-resistant 
capsules, hard 

Lilly, S.A., Avenida de la 
Industria 30, Alcobendas, 
Madrid, Spain 

28 (2 × 14) capsules in a 
blister (PVC/PE/PCTFE//Al), 
supplied in a box 

YES YES YES



EN 
24.4.2012 

O
fficial Journal of the European U

nion 
C 119 E/85

 

NAME OF THE 
MEDICINAL 
PRODUCT 

PHARMACEUTICAL 
FORM MANUFACTURER NATURE AND CONTENTS OF 

CONTAINER Domestic Imported Proprietary Generic 
UDMP nCADREAC CP MRP OTC Herbal Immu

nological Blood Orphan 

Cymbalta 60 mg 
hard gastric-resistant 
capsules 

gastric-resistant 
capsules, hard 

Lilly, S.A., Avenida de la 
Industria 30, Alcobendas, 
Madrid, Spain 

28 (2 × 14) capsules in a 
blister (PVC/PE/PCTFE//Al), 
supplied in a box 

YES YES YES 

Cymevene powder 
for solution for 
infusion 

powder for 
solution for 
infusion 

F. Hoffmann-La Roche Ltd., 
Grenzacherstrasse 124, Basel, 
Switzerland 

10 ml glass vial with powder 
(for multiple use) supplied in 
a box 

YES YES 

Dabroston 10 mg 
tablets 

film-coated tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

30 tablets in a blister, 
supplied in a box 

YES YES 

DACARBAZINE 
PLIVA 100 

lyophilisate for 
preparation of 
solution for 
injection or 
infusion 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

Lyophilisate in an amber 
glass bottle (with a rubber 
stopper and an aluminium 
cap with a plastic lid), 10 
bottles in a box 

YES YES 

DACARBAZINE 
PLIVA 200 

lyophilisate for 
preparation of 
solution for 
injection or 
infusion 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

Lyophilisate in an amber 
glass bottle (with a rubber 
stopper and an aluminium 
cap with a plastic lid), 10 
bottles in a box 

YES YES 

Daktarin cream cream Krka d.d., Novo mesto, 
Republic of Slovenia in 
cooperation with Janssen 
Pharmaceutica, Beerse, 
Belgium 

30 g of cream in a tube, 
supplied in a box 

YES YES 

Daktarin oral gel oral gel Krka d.d., Novo mesto, 
Republic of Slovenia in 
cooperation with Janssen 
Pharmaceutica, Beerse, 
Belgium 

40 g of gel in a tube with a 
measuring spoon, supplied 
in a box 

YES YES 

DALERON C 
granules for oral 
solution 

granules for oral 
solution 

Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

10 bags each containing 5 g 
of granules, supplied in a 
box 

YES YES YES
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DALERON C 
JUNIOR granules for 
oral solution 

granules for oral 
solution 

Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

10 bags each containing 5 g 
of granules, supplied in a 
box 

YES YES YES 

Dalsy syrup syrup Abbott S.p.A., Via Pontina 
52, 04010 Campoverde di 
Aprilia (Latina), Italy 

Brown polyethylene bottle 
with 100 ml of syrup, 
supplied in a box 

YES YES 

Dalsy syrup syrup Abbott S.p.A., Via Pontina 
52, 04010 Campoverde di 
Aprilia (Latina), Italy 

Brown polyethylene bottle 
with 200 ml of syrup, 
supplied in a box 

YES YES 

Danoptin 100 mg 
tablets 

tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

30 (3 × 10) tablets in a 
PVC/Aclar/Al blister, 
supplied in a box 

YES YES 

Danoptin 25 mg 
tablets 

tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

30 (3 × 10) tablets in a 
PVC/Aclar/Al blister, 
supplied in a box 

YES YES 

Danoptin tablets 
50 mg 

tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

30 (3 × 10) tablets in a 
PVC/Aclar/Al blister, 
supplied in a box 

YES YES 

Danoptin tablets for 
oral suspension 
5 mg 

tablets for oral 
solution 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

30 (3 × 10) tablets in a 
PVC/Aclar/Al blister, 
supplied in a box 

YES YES 

Danoval capsules 
100 mg 

capsules Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

100 capsules in a brown 
plastic bottle with aluminum 
cap, supplied in a carton box 

YES YES 

Darob tablets Abbott GmbH & Co. KG, 
Ludwigshafen, Germany 

50 (5 × 10) tablets in a 
blister, supplied in a box 

YES YES
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Darob mite tablets Abbott GmbH & Co. KG, 
Ludwigshafen, Germany 

50 (5 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Dartelin 400 mg 
tablets 

film-coated tablets Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

20 (2 × 10) tablets in a 
blister, supplied in a box 

YES YES 

DaTscan 74 MBq/ml 
solution for 
injection 

solution for 
injection 

Amersham Health BV, Den 
Dolech 2, Eindhoven, NL 
5612 AZ, the Netherlands 

10 ml glass vial with 5,0 ml 
of solution, supplied in a 
box 

YES YES YES 

DaTscan 74 MBq/ml 
solution for 
injection 

solution for 
injection 

Amersham Health BV, Den 
Dolech 2, Eindhoven, NL 
5612 AZ, the Netherlands 

10 ml glass vial with 2,5 ml 
of solution, supplied in a 
box 

YES YES YES 

Decapeptyl 0,1 mg solution for subcu
taneous injection 

Ferring GmbH, Wittland 1, 
Kiel, Germany; Ferring Inter
national Center SA, Chemin 
de la Vergognausaz, Swit
zerland 

7 syringes each with 1 ml of 
solution for injection in a 
blister, supplied in a box 

YES YES 

Decapeptyl CR micro-capsules for 
preparation of 
suspension for 
subcutaneous or 
intramuscular 
injection 

Ferring GmbH, Wittland 1, 
Kiel, Germany; Ferring Inter
national Center SA, Chemin 
de la Vergognausaz, Swit
zerland 

One syringe with 172 mg 
microcapsules, one syringe 
with 1 ml of suspending 
agent, one adapter and one 
needle, supplied in a box 

YES YES 

Decortin 20 tablets Merck KGaA, Frankfurter 
Straße 250, Darmstadt, 
Germany 

10 (1 × 10) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES 

Decortin 5 tablets Merck KGaA, Frankfurter 
Straße 250, Darmstadt, 
Germany 

20 (2 × 10) tablets in a 
blister (PVC/Al), supplied in 
a box 

YES YES
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Deep Freeze Cold 
gel 

gel The Mentholatum Company 
Ltd, 1 Redwood Avenue, Peel 
Park Campus, East Kilbride, 
Great Britain 

35 g of gel in an 
alumininum tube with a 
plastic (HDPE) stopper, 
supplied in a box 

YES YES YES 

Deep Freeze spray spray, solution The Mentholatum Company 
Ltd, 1 Redwood Avenue, Peel 
Park Campus, East Kilbride, 
Great Britain 

200 ml (135 g) of spray 
solution in a metal container 
(with PE tube and PP 
atmizer) with plastic (PP) cap 

YES YES YES 

Deep heat rub 
cream 

cream The Mentholatum Company 
Ltd, 1 Redwood Avenue, Peel 
Park Campus, East Kilbride, 
Great Britain 

15 g of cream in an 
aluminum tube with plastic 
(HDPE) cap, supplied in a 
box 

YES YES YES 

Deep Heat spray spray, solution The Mentholatum Company 
Ltd, 1 Redwood Avenue, Peel 
Park Campus, East Kilbride, 
Great Britain 

150 ml of sprey solution in 
a metal container (with PE 
tube and PP nebulizer) with 
plastic (HDPE) cap 

YES YES YES 

Deep relief gel gel The Mentholatum Company 
Ltd, 1 Redwood Avenue, Peel 
Park Campus, East Kilbride, 
Great Britain 

100 grams of gel in an 
aluminum tube, supplied in 
a box 

YES YES YES 

Dentinox N drops, oromucosal 
solution 

Dentinox Gesellschaft für 
pharmazeutische Präparate 
Lenk & Schuppan, Berlin, 
Germany 

10 g of solution in an amber 
glass bottle with plastic 
dropper and cap, supplied in 
a box 

YES YES 

Depakine Chrono 
300 mg 

film-coated 
modified-release 
tablets 

Sanofi Winthrop Industrie, 1 
rue de la Vierge, 33440 
Ambarès, France 

100 tablets (two plastic 
containers with 50 tablets 
each) supplied in a box 

YES YES 

Depakine Chrono 
500 mg 

modified release 
film-coated tablets 

Sanofi Winthrop Industrie, 1 
rue de la Vierge, 33440 
Ambarès, France 

30 tablets in a plastic 
container, supplied in a box 

YES YES
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DEPAKINE CHRO
NOSPHERE 100 mg 

prolonged-release 
granules 

Sanofi Winthrop Industrie, 
Amilly, France 

30 bags with granules, 
supplied in a box 

YES YES 

DEPAKINE CHRO
NOSPHERE 
1 000 mg 

prolonged-release 
granules 

Sanofi Winthrop Industrie, 
Amilly, France 

30 bags with granules, 
supplied in a box 

YES YES 

DEPAKINE CHRO
NOSPHERE 250 mg 

prolonged-release 
granules 

Sanofi Winthrop Industrie, 
Amilly, France 

30 bags with granules, 
supplied in a box 

YES YES 

DEPAKINE CHRO
NOSPHERE 500 mg 

prolonged-release 
granules 

Sanofi Winthrop Industrie, 
Amilly, France 

30 bags with granules, 
supplied in a box 

YES YES 

DEPAKINE CHRO
NOSPHERE 750 mg 

prolonged-release 
granules 

Sanofi Winthrop Industrie, 
Amilly, France 

30 bags with granules, 
supplied in a box 

YES YES 

Deprozel tablets 
20 mg 

film-coated tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

Box with 30 tablets (blister, 
3 × 10 tbl.) 

YES YES 

Deprozel tablets 
30 mg 

film-coated tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

Box with 30 tablets (blister, 
3 × 10 tbl.) 

YES YES 

Dercome Clear suspension for 
topical application 
to the skin 

Dr. August Wolff GmbH & 
Co. Arzneimittel, Bielefeld, 
Germany 

100 grams of suspension in 
a plastic tube, supplied in a 
box 

YES YES 

Detralex film-coated tablets Les Laboratoires Servier 
Industrie, 905 route de 
Saran, 45520 Gidy, France 

30 (2 × 15) film-coated 
tablets in a PVC/Al blister, 
supplied in a box 

YES YES 

Detrunorm coated 
tablets 15 mg 

coated tablets Apogepha Arzneimittel 
GmbH, Germany 

30 (3 × 10) coated tablets in 
a PVC/Al blister, supplied in 
a box 

YES YES
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Dexamethason Krka 
solution for 
injection 

solution for 
injection 

Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

25 ampoules (5 × 5) each 
containing 1 ml of solution 
in a blister, supplied in a 
box 

YES YES 

Dexamethason Krka 
tablets 

tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

10 tablets in a blister, 
supplied in a box 

YES YES 

Diane-35 sugar- 
coated tablets 

sugar-coated tablets Schering AG, Müllerstraße 
170-178, Berlin, Germany 

63 (3 × 21) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES 

Dianeal PD1 
solution for peri
toneal dialysis with 
1,36 % glucose and 
electrolytes 

solution for peri
toneal dialysis 

BAXTER Healthcare S.A., 
Moneen Road, Castlebar, 
County Mayo, Ireland 

5 × 1 plastic bags with 
2 000 ml of solution and 
5 × 1 empty bags (for 
draining of liquid), in a 
protective plastic bag; 
supplied in a carton box 

YES YES 

Dianeal PD1 
solution for peri
toneal dialysis with 
2,27 % glucose and 
electrolytes 

solution for peri
toneal dialysis 

BAXTER Healthcare S.A., 
Moneen Road, Castlebar, 
County Mayo, Ireland 

5 × 1 plastic bags with 
2 000 ml of solution and 
5 × 1 empty bags (for 
draining of liquid), in a 
protective plastic bag; 
supplied in a carton box 

YES YES 

Dianeal PD1 
solution for peri
toneal dialysis with 
3,86 % glucose and 
electrolytes 

solution for peri
toneal dialysis 

BAXTER Healthcare S.A., 
Moneen Road, Castlebar, 
County Mayo, Ireland 

5 × 1 plastic bags with 
2 000 ml of solution and 
5 × 1 empty bags (for 
draining of liquid), in a 
protective plastic bag; 
supplied in a carton box 

YES YES 

Dianeal PD4 
solution for peri
toneal dialysis with 
1,36 % glucose and 
electrolytes 

solution for peri
toneal dialysis 

BAXTER Healthcare S.A., 
Moneen Road, Castlebar, 
County Mayo, Ireland 

2 × 1 plastic bags containing 
5 000 ml of solution in a 
protective plastic bag, 
supplied in a box 

YES YES
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Dianeal PD4 
solution for peri
toneal dialysis with 
1,36 % glucose and 
electrolytes 

solution for peri
toneal dialysis 

BAXTER Healthcare S.A., 
Moneen Road, Castlebar, 
County Mayo, Ireland 

5 × 1 plastic bags with 
2 000 ml of solution with 
attachments and one empty 
bag (for draining of liquid), 
in a protective plastic bag; 
supplied in a box 

YES YES 

Dianeal PD4 
solution for peri
toneal dialysis with 
1,36 % glucose and 
electrolytes 

solution for peri
toneal dialysis 

BAXTER Healthcare S.A., 
Moneen Road, Castlebar, 
County Mayo, Ireland 

4 × 1 plastic bags with 
2 500 ml of solution with 
attachments and one empty 
bag (for draining of liquid), 
in a protective plastic bag, 
supplied in a box 

YES YES 

Dianeal PD4 
solution for peri
toneal dialysis with 
1,36 % glucose and 
electrolytes 

solution for peri
toneal dialysis 

BAXTER Healthcare S.A., 
Moneen Road, Castlebar, 
County Mayo, Ireland 

5 × 1 plastic bags with 
2 000 ml of solution in a 
protective plastic bag, 
supplied in a box 

YES YES 

Dianeal PD4 
solution for peri
toneal dialysis with 
2,27 % glucose and 
electrolytes 

solution for peri
toneal dialysis 

BAXTER Healthcare S.A., 
Moneen Road, Castlebar, 
County Mayo, Ireland 

5 × 1 plastic bags with 
2 000 ml of solution with 
attachments and one empty 
bag (for draining of liquid), 
in a protective plastic bag; 
supplied in a box 

YES YES 

Dianeal PD4 
solution for peri
toneal dialysis with 
2,27 % glucose and 
electrolytes 

solution for peri
toneal dialysis 

BAXTER Healthcare S.A., 
Moneen Road, Castlebar, 
County Mayo, Ireland 

5 × 1 plastic bags with 
2 000 ml of solution in a 
protective plastic bag, 
supplied in a box 

YES YES 

Dianeal PD4 
solution for peri
toneal dialysis with 
2,27 % glucose and 
electrolytes 

solution for peri
toneal dialysis 

BAXTER Healthcare S.A., 
Moneen Road, Castlebar, 
County Mayo, Ireland 

2 × 1 plastic bags containing 
5 000 ml of solution in a 
protective plastic bag, 
supplied in a box 

YES YES
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Dianeal PD4 
solution for peri
toneal dialysis with 
2,27 % glucose and 
electrolytes 

solution for peri
toneal dialysis 

BAXTER Healthcare S.A., 
Moneen Road, Castlebar, 
County Mayo, Ireland 

4 × 1 plastic bags with 
2 500 ml of solution with 
attachments and one empty 
bag (for draining of liquid), 
in a protective plastic bag, 
supplied in a box 

YES YES 

Dianeal PD4 
solution for peri
toneal dialysis with 
3,86 % glucose and 
electrolytes 

solution for peri
toneal dialysis 

BAXTER Healthcare S.A., 
Moneen Road, Castlebar, 
County Mayo, Ireland 

5 × 1 plastic bags with 
2 000 ml of solution in a 
protective plastic bag, 
supplied in a box 

YES YES 

Dianeal PD4 
solution for peri
toneal dialysis with 
3,86 % glucose and 
electrolytes 

solution for peri
toneal dialysis 

BAXTER Healthcare S.A., 
Moneen Road, Castlebar, 
County Mayo, Ireland 

4 × 1 plastic bags with 
2 500 ml of solution with 
attachments and one empty 
bag (for draining of liquid), 
in a protective plastic bag, 
supplied in a box 

YES YES 

Dianeal PD4 
solution for peri
toneal dialysis with 
3,86 % glucose and 
electrolytes 

solution for peri
toneal dialysis 

BAXTER Healthcare S.A., 
Moneen Road, Castlebar, 
County Mayo, Ireland 

2 × 1 plastic bags containing 
5 000 ml of solution in a 
protective plastic bag, 
supplied in a box 

YES YES 

Dianeal PD4 
solution for peri
toneal dialysis with 
3,86 % glucose and 
electrolytes 

solution for peri
toneal dialysis 

BAXTER Healthcare S.A., 
Moneen Road, Castlebar, 
County Mayo, Ireland 

5 × 1 plastic bags with 
2 000 ml of solution with 
attachments and one empty 
bag (for draining of liquid), 
in a protective plastic bag; 
supplied in a box 

YES YES 

Diaprel tablets Les Laboratoires Servier 
Industrie, 905 route de 
Saran, 45520 Gidy, France 

60 (3 × 20) tablets in a 
blister, supplied in a box 

YES YES
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Diaprel MR modified release 
tablets 

Les Laboratoires Servier 
Industrie, Gidy, France; 
Servier Ireland Industries 
Ltd., Arcklow, Co. Wicklow, 
Ireland 

60 (2 × 30) tablets in a 
blister (PVC/Al), supplied in 
a box 

YES YES 

Diazepam Alkaloid 
10 mg/2 ml solution 
for injection 

solution for 
injection 

Alkaloid AD - Skopje, 
Bulevar Aleksandar Make
donski 12, Skopje, FYROM 

10 amber glass ampoules 
each containing 2 ml of 
solution, supplied in a box 

YES YES 

Diazepam Alkaloid 
2 mg coated tablets 

coated tablets Alkaloid AD - Skopje, 
Bulevar Aleksandar Make
donski 12, Skopje, FYROM 

30 coated tablets in a 15 ml 
amber glass bottle, supplied 
in a box 

YES YES 

Diazepam Alkaloid 
5 mg coated tablets 

coated tablets Alkaloid AD - Skopje, 
Bulevar Aleksandar Make
donski 12, Skopje, FYROM 

30 coated tablets in a 15 ml 
amber glass bottle, supplied 
in a box 

YES YES 

Diazepam Desitin 
10 mg rectal 
solution 

rectal solution Desitin Arzneimittel GmbH, 
Hamburg, Germany 

5 (5 × 1) plastic containers 
each with 2,5 ml of solution 
(with applicator for rectal 
administration) in a 
protective bag, supplied in a 
box 

YES YES 

Diazepam Desitin 
5 mg rectal solution 

rectal solution Desitin Arzneimittel GmbH, 
Hamburg, Germany 

5 (5 × 1) plastic containers 
each with 2,5 ml of solution 
(with applicator for rectal 
administration) in a 
protective bag, supplied in a 
box 

YES YES
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Diazepam Jadran 
10 mg 

tablets Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

30 (3 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Diazepam Jadran 
2 mg 

tablets Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

30 (3 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Diazepam Jadran 
5 mg 

tablets Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

Box with 30 (3 × 10) tablets 
in a blister 

YES YES 

Diclo Duo capsules 
75 mg 

modified release 
capsules, hard 

Temmler Werke GmbH, 
München, Germany 

20 (2 × 10) capsules in a 
blister (PVC/PVDC/Al), 
supplied in a box 

YES YES 

Diclo Duo spray 
4 % 

dermatological 
spray, solution 

Pharbil Waltrop GmbH, Im 
Wirrigen 25, D-45731 
Waltrop, Germany 

15 ml amber glass bottle 
containing 12,5 g solution, 
with metering pump/ 
spraying attachment and 
protective cap, supplied in a 
carton box 

YES YES YES YES YES 

DICLORAPID 
75 mg 

gastric-resistant 
capsules, hard 

Astellas Pharma GmbH, 
München, Germany 

10 (1 × 10) capsules in a 
PVC/PVDC/Al blister, 
supplied in a box 

YES YES YES YES 

Diclorapid 75 mg gastric-resistant 
capsules, hard 

Astellas Pharma GmbH, 
München, Germany 

20 (2 × 10) capsules in a 
PVC/PVDC/Al blister, 
supplied in a box 

YES YES YES YES
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Dicynone 
250 mg/2 ml 
injection 

solution for 
injection for intra
muscular use and 
intravenous 
infusion 

Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

10 (2 × 5) ampoules each 
containing 2 ml of solution 
in a blister, supplied in a 
box 

YES YES 

DIFETOIN tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

100 (10 × 10) tablets in 
OPA/Al/PVC//Al blister, 
supplied in a box 

YES YES 

DIFLUCAN 100 mg 
capsules 

capsules Pfizer PGM, Pocé-sur-Cisse, 
France 

7 (1 × 7) capsules in 
(PVC/Al) blister, supplied in 
a box 

YES YES 

DIFLUCAN 150 mg 
capsules 

capsules Pfizer PGM, Pocé-sur-Cisse, 
France 

One (1 × 1) capsule in a 
blister (PVC/Al) supplied in a 
box 

YES YES 

DIFLUCAN 50 mg 
capsules 

capsules Pfizer PGM, Pocé-sur-Cisse, 
France 

7 (1 × 7) capsules in 
(PVC/Al) blister, supplied in 
a box 

YES YES 

DIFLUCAN solution 
for infusion 

solution for 
infusion 

Pfizer PGM, Pocé-sur-Cisse, 
France 

100 ml of solution in a glass 
bottle for infusion, supplied 
in a box 

YES YES 

DIFLUCAN powder 
for suspension 
50 mg/7 ml 

powder for oral 
suspension 

Pfizer PGM, Pocé-sur-Cisse, 
France 

Plastic (HDPE) bottle of 
60 ml (with a plastic, 
tamper-evident stopper) with 
powder for preparation of 
35 ml of suspension and a 
plastic measuring spoon (of 
5 ml), supplied in a box 

YES YES 

Diphtheria antitoxin 
(equine) 10 000 IU 

solution for 
parenteral use 

Imunološki zavod d.d., 
Rockefellerova 2, Zagreb, 
Republic of Croatia 

Box with 1 bottle containing 
10 000 IU of preparation 

YES YES
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Diphtheria antitoxin 
(equine) 10 000 IU 

solution for 
parenteral use 

Imunološki zavod d.d., 
Rockefellerova 2, Zagreb, 
Republic of Croatia 

Box with 50 bottles with 
10 000 IU of preparation 

YES YES 

Diglical tablets 
80 mg 

tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

60 (6 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Dihalar tablets tablets Krka d.d., Novo mesto, 
Republic of Slovenia in 
cooperation with Novartis 
Pharma Ltd., Switzerland 

30 (2 × 15) tablets in a 
blister, supplied in a box 

YES YES 

Diklofenak retard 
100 mg tablets 

prolonged-release 
tablets 

Farmal d.d., Branitelja 
domovinskog rata 8, 
Ludbreg, Republic of Croatia 

20 (2 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Diklonat P gel gel Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

60 g of gel in an aluminium 
tube, supplied in a box 

YES YES YES 

Diltiazem Pliva 
60 mg 

tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

30 (3 × 10) tablets in a 
PVC/Al blister, supplied in a 
carton box 

YES YES 

Diltiazem Pliva 
90 mg 

tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

30 (3 × 10) tablets in a 
PVC/Al blister, supplied in a 
carton box 

YES YES 

Dimidril tablets tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

30 (3 × 10) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES 

Dinamico tablets 
100 mg 

film tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

One (1 × 1) tablet in a blister 
supplied in a box 

YES YES
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Dinamico tablets 
25 mg 

film tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

One (1 × 1) tablet in a blister 
supplied in a box 

YES YES 

Dinamico tablets 
50 mg 

film tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

One (1 × 1) tablet in a blister 
supplied in a box 

YES YES 

Diovan 160 mg 
film-tablets 

film-coated tablets Novartis Pharma Produktions 
GmbH, Öflinger Straße 44, 
Wehr, Germany 

28 (2 × 14) tablets in a 
blister, supplied in a box 

YES YES YES YES 

Diovan 320 mg 
film-tablets 

film-coated tablets Novartis Pharma Produktions 
GmbH, Öflinger Straße 44, 
Wehr, Germany 

28 (2 × 14) tablets in a 
blister (PVC/PVDC//Al), 
supplied in a box 

YES YES YES YES 

Diovan 40 mg film- 
tablets 

film-coated tablets Novartis Pharma Produktions 
GmbH, Öflinger Straße 44, 
Wehr, Germany 

28 (2 × 14) tablets in a 
blister, supplied in a box 

YES YES YES YES 

Diovan 80 mg film- 
tablets 

film-coated tablets Novartis Pharma Produktions 
GmbH, Öflinger Straße 44, 
Wehr, Germany 

28 (2 × 14) tablets in a 
blister, supplied in a box 

YES YES YES YES 

Diprogenta cream cream Schering-Plough Labo N.V. 
Industriepark 30, Heist-op- 
den-Berg, Belgium 

15 g of cream in an 
aluminum tube, supplied in 
a box 

YES YES 

Diprogenta 
ointment 

ointment Schering-Plough Labo N.V. 
Industriepark 30, Heist-op- 
den-Berg, Belgium 

Aluminium tube with 15 g 
of ointment, supplied in a 
box 

YES YES 

Diprosalic losion lotion Schering-Plough Labo N.V., 
Heist-op-den-Berg, Belgium; 
Schering-Plough France, 
Hérouville-Saint-Clair, France 

30 ml of lotion in a plastic 
bottle, supplied in a box 

YES YES
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Diprosalic ointment ointment Schering-Plough Labo N.V. 
Industriepark 30, Heist-op- 
den-Berg, Belgium 

15 g of ointment in an 
aluminum tube, supplied in 
a box 

YES YES 

Disoprivan 1 % 
propofolum 

emulsion for 
infusion 

Fresenius Kabi AB, 
Stockholm, Sweden and 
AstraZeneca S.p.A., 
Caponago, Italy for Astra
Zeneca UK Ltd., Macclesfield, 
Cheshire, Great Britain 

Box with 5 ampoules 
containing 20 ml of 
emulsion 

YES YES 

Disopyramide 
JADRAN 

capsules Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

50 capsules in an amber 
glass bottle, supplied in a 
box 

YES YES 

Diuver 10 mg 
tablets 

tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

20 (2 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Diuver 5 mg tablets tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

20 (2 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Dobutamin Admeda 
250 

solution for 
infusion 

Wuelfing Pharma GmbH, 
Gronau, Germany 

50 ml of solution for 
infusion in a glass ampoule, 
1 ampoule in a box 

YES YES 

DOKSICIKLIN 
100 mg capsules 

capsules, hard Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

6 capsules in a white plastic 
(PP) bottle of 50 ml with a 
tamper-evident (PP/PE) 
stopper, supplied in a box 

YES YES 

Dolokain gel gel Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

25 grams of gel in an 
aluminum tube with plastic 
cap (in a protective bag), 
supplied in a carton box 

YES YES
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Dopamin Admeda 
200 

concentrate of 
solution for 
infusion 

Wuelfing Pharma GmbH 5 glass ampoules each with 
10,3 ml of solution for 
infusion concentrate, 
supplied in a box 

YES YES 

Dopamin Admeda 
50 

concentrate of 
solution for 
infusion 

Wuelfing Pharma GmbH 5 glass ampoules each with 
5,3 ml of solution for 
infusion concentrate, 
supplied in a box 

YES YES 

Dormicum 15 mg 
tablets 

film-coated tablets F. Hoffmann-La Roche Ltd., 
Grenzacherstrasse 124, Basel, 
Switzerland 

10 (1 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Dormicum 
15 mg/3 ml 
injection 

solution for 
injection 

F. Hoffmann-La Roche Ltd., 
Grenzacherstrasse 124, Basel, 
Switzerland 

5 ampoules with 3 ml of 
solution, supplied in a box 

YES YES 

Dormicum 
5 mg/1 ml injection 

solution for 
injection 

F. Hoffmann-La Roche Ltd., 
Grenzacherstrasse 124, Basel, 
Switzerland 

10 ampoules each 
containing 1 ml of solution, 
supplied in a box 

YES YES 

Dormicum 7,5 mg 
tablets 

film-coated tablets F. Hoffmann-La Roche Ltd., 
Grenzacherstrasse 124, Basel, 
Switzerland 

10 (1 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Dotarem 
0,5 mmol/ml 

solution for 
injection 

Guerbet, Roissy CdG Cedex, 
France 

20 ml of solution in a glass 
bottle with rubber stopper, 
supplied in a box 

YES YES YES 

Dotarem 
0,5 mmol/ml 

solution for 
injection 

Guerbet, Roissy CdG Cedex, 
France 

15 ml of solution in a glass 
bottle with rubber stopper, 
supplied in a box 

YES YES YES 

Doxazin 2 mg tablets Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

20 (2 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Doxazin 4 mg tablets Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

20 (2 × 10) tablets in a 
blister, supplied in a box 

YES YES
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DOXORUBICIN 
EBEWE 10 mg/ 
5 mg 

concentrate of 
solution for 
infusion 

Ebewe Pharma Ges. m.b.H. 
Nfg. KG, Mondseestraße 11, 
Unterach, Austria 

5 ml of solution concentrate 
in an amber glass bottle 
(with a rubber stopper), 
supplied in a box 

YES YES 

DOXORUBICIN 
EBEWE 50 mg/ 
25 mg 

concentrate of 
solution for 
infusion 

Ebewe Pharma Ges. m.b.H. 
Nfg. KG, Mondseestraße 11, 
Unterach, Austria 

25 ml of solution 
concentrate in an amber 
glass bottle (with rubber 
stopper), supplied in a box 

YES YES 

Doxorubicin Pliva 
injection 10 mg 

powder for 
solution for 
injection 

Pliva Lachema, Karásek 1, 
621 33 Brno, Czech 
Republic 

5 ml bottle containing 
10 mg of powder, with 
bromobutyl stopper and 
aluminum cap and ring, 
supplied in a box 

YES YES 

Doxorubicin Pliva 
injection 50 mg 

powder for 
solution for 
injection 

Pliva Lachema, Karásek 1, 
621 33 Brno, Czech 
Republic 

25 ml bottle containing 
50 mg of powder, with 
bromobutyl stopper and 
aluminum cap and ring, 
supplied in a box 

YES YES 

Doxorubicin-Teva 
2 mg/ml 

solution for 
injection 

Pharmachemie B.V., Haarlem, 
the Netherlands 

Colourless glass bottle (glass 
type I) with a rubber stopper 
(chlorobutyl) coated with 
fluoropolymer film, 
aluminium ring and poly
propylene lid containing 
5 ml of solution, supplied in 
a box 

YES YES YES YES 

Doxorubicin-Teva 
2 mg/ml 

solution for 
injection 

Pharmachemie B.V., Haarlem, 
the Netherlands 

Colourless glass bottle (glass 
type I) with a rubber stopper 
(chlorobutyl) coated with 
fluoropolymer film, 
aluminium ring and poly
propylene lid containing 
25 ml of solution, supplied 
in a box 

YES YES YES YES
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Dr. Theiss 
Mucoplant euca
lyptus balm against 
cold 

ointment Dr. Theiss Naturwaren 
GmbH, Homburg, Germany 

50 g of ointment in an 
amber glass bottle with a 
wide neck, supplied in a box 

YES YES YES 

Dramina tablets Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

10 tablets in an Al/PVC 
blister, supplied in a carton 
box 

YES YES YES 

Driptane tablets Laboratoires Fournier S.A., 
Fontaine-lès-Dijon, France 

60 (2 × 30) tablets in a 
blister (PVC/Al), supplied in 
a box 

YES YES 

Dulcolax supposi
tories 

suppositories Boehringer Ingelheim Italia 
S.p.A., Firenze, Italy 

6 suppositories in 
aluminium foil, supplied in a 
box 

YES YES YES 

Dulcolax coated 
tablets 

coated tablets Boehringer Ingelheim France, 
12, rue André Huet, Reims, 
Cedex, France 

30 (3 × 10) coated tablets in 
a PVC/PVDC-Al blister, 
supplied in a box 

YES YES YES 

Duodopa intestinal 
gel 

intestinal gel Solvay Pharmaceuticals 
GmbH, Justus-von-Liebig- 
Straße 33, Neustadt, 
Germany 

100 ml of intestinal gel in a 
PVC bag with a plastic tube 
and pump attachement, 
inside a hard plastic cassette, 
carton with 7 casettes 

YES YES YES YES 

Duphaston film-coated tablets Solvay Pharmaceuticals B.V., 
Weesp, the Netherlands 

42 (3 × 14) tablets in a 
blister (PVC/Al), supplied in 
a box 

YES YES 

Duphaston film-coated tablets Solvay Pharmaceuticals B.V., 
Weesp, the Netherlands 

20 (1 × 20) tablets in a 
blister (PVC/Al), supplied in 
a box 

YES YES
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DURACEF 250 mg 
capsules 

capsules Jadran - Galenski laboratorij 
d.d., Rijeka, Republic of 
Croatia, in cooperation with 
Bristol-Myers Squibb S.p.A., 
Contrada Fontana del Ceraso, 
Anagni, Italy 

12 capsules (2 × 6) in PVC/ 
PVDC//Al blister, supplied in 
a box 

YES YES 

DURACEF 500 mg 
capsules 

capsules Jadran - Galenski laboratorij 
d.d., Rijeka, Republic of 
Croatia, in cooperation with 
Bristol-Myers Squibb S.p.A., 
Contrada Fontana del Ceraso, 
Anagni, Italy 

12 capsules (2 × 6) in PVC/ 
PVDC//Al blister, supplied in 
a box 

YES YES 

Duracef powder for 
oral suspension 
250 mg/5 ml 

powder for prep
aration of oral 
suspension 

Jadran - Galenski laboratorij 
d.d., Rijeka, Republic of 
Croatia, in cooperation with 
Bristol-Myers Squibb S.p.A., 
Contrada Fontana del Ceraso, 
Anagni, Italy 

35 g of powder for oral 
suspension in a 60 ml plastic 
(HDPE) bottle with a plastic 
measuring spoon, supplied 
in a box 

YES YES 

Duracef 1 g 
dispersible tablets 

dispersible tablets Jadran - Galenski laboratorij 
d.d., Rijeka, Republic of 
Croatia, in cooperation with 
Bristol-Myers Squibb S.p.A., 
Contrada Fontana del Ceraso, 
Anagni, Italy 

10 (2 × 5) tablets in blisters, 
supplied in a box 

YES YES 

Durogesic trans
dermal patch 100 
μg/h 

transdermal patch Janssen Pharmaceutica NV, 
Turnhoutseweg 30, Beerse, 
Belgium 

5 transdermal patches (indi
vidually packed in a 
protective bag), supplied in a 
box 

YES YES 

Durogesic trans
dermal patch 
12 μg/h 

transdermal patch Janssen Pharmaceutica NV, 
Turnhoutseweg 30, Beerse, 
Belgium 

5 transdermal patches (indi
vidually packed in a 
protective bag), supplied in a 
box 

YES YES 

Durogesic trans
dermal patch 12 
microg/h 

transdermal patch Janssen Pharmaceutica NV, 
Turnhoutseweg 30, Beerse, 
Belgium 

5 transdermal patches (indi
vidually packed in a 
protective bag), supplied in a 
box 

YES YES
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Durogesic trans
dermal patch 25 
μg/h 

transdermal patch Janssen Pharmaceutica NV, 
Turnhoutseweg 30, Beerse, 
Belgium 

5 transdermal patches (indi
vidually packed in a 
protective bag), supplied in a 
box 

YES YES 

Durogesic trans
dermal patch 50 
μg/h 

transdermal patch Janssen Pharmaceutica NV, 
Turnhoutseweg 30, Beerse, 
Belgium 

5 transdermal patches (indi
vidually packed in a 
protective bag), supplied in a 
box 

YES YES 

Durogesic trans
dermal patch 
75 μg/h 

transdermal patch Janssen Pharmaceutica NV, 
Turnhoutseweg 30, Beerse, 
Belgium 

5 transdermal patches (indi
vidually packed in a 
protective bag), supplied in a 
box 

YES YES 

Nitric oxidul medical gas SOL S.p.A., Cremona, Italy 
and SOL S.p.A., Marcianise, 
Italy 

10 or 40 l of nitrogen 
oxidule in stainless steel 
bottles under pressure of 50 
bars 

YES YES 

Nitric oxidul medical gas Messer Croatia Plin d.o.o., 
Zaprešić, Industrijska 1, 
Republic of Croatia 

10 or 40 l of nitrogen 
oxidule in stainless steel 
bottles under pressure of 50 
bars 

YES YES 

Dysport lyophilisate for 
solution for 
injection 

IPSEN BIOPHARM LIMITED, 
Wrexham, Great Britain 

2 glass bottles of lyophilisate 
for preparation of injection, 
supplied in a box 

YES YES 

Dysport lyophilisate for 
preparation of 
solution for injec
tions 

IPSEN BIOPHARM LIMITED, 
Wrexham, Great Britain 

Glass vial with lyophilisate 
for preparation of injection, 
supplied in a box 

YES YES 

Ebixa 10 mg tablets film-coated tablets H. Lundbeck A/S, Ottilavej 9, 
2500 Valby, Denmark 

28 (2 × 14) tablets in a 
blister, supplied in a box 

YES YES 

Ebixa 10 mg/g oral 
drops 

solution for oral 
drops 

H. Lundbeck A/S, Ottilavej 9, 
2500 Valby, Denmark 

50 g of solution in an amber 
glass bottle with a dropper 
and a plastic stopper, 
supplied in a box 

YES YES
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Ebrantil 25 iv. solution for 
injection 

Altana Pharma AG, Byk- 
Gulden Straße 2, Konstanz, 
Germany 

5 ampoules each with 5 ml 
of solution, supplied in a 
box 

YES YES 

Ebrantil 30 capsules prolonged release 
capsules 

Altana Pharma Oranienburg 
GmbH, Oranienburg, 
Germany 

50 prolonged release 
capsules in a plastic bottle 
with a desiccant, supplied in 
a box 

YES YES 

Ebrantil 50 iv. solution for 
injection 

Altana Pharma AG, Byk- 
Gulden Straße 2, Konstanz, 
Germany 

5 ampoules each with 10 ml 
of solution, supplied in a 
box 

YES YES 

Ebrantil 60 capsules prolonged release 
capsules 

Altana Pharma Oranienburg 
GmbH, Oranienburg, 
Germany 

50 prolonged release 
capsules in a plastic bottle 
with a desiccant, supplied in 
a box 

YES YES 

Ebrantil 90 capsules prolonged release 
capsules 

Altana Pharma Oranienburg 
GmbH, Oranienburg, 
Germany 

50 prolonged release 
capsules in a plastic bottle 
with a desiccant, supplied in 
a box 

YES YES 

Edemid forte 
500 mg tablets 

tablets Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

20 tablets in an amber glass 
bottle, supplied in a carton 
box 

YES YES 

Edemid forte 
250 mg/10 ml 
injection 

solution for 
infusion (concen
trate) 

Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

5 ampoules with 10 ml of 
solution in a plastic 
container, supplied in a box 

YES YES 

Edicin 0,5 g 
injection for intra
venous infusion 

powder for 
injection 

Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

One glass vial with powder 
for injection, supplied in a 
box 

YES YES 

Edicin 1,0 g 
injection for intra
venous infusion 

powder for 
injection 

Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

One glass vial with powder 
for injection, supplied in a 
box 

YES YES
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EDRONAX tablets 
4 mg 

tablets Pfizer Italia S.r.l., Marino del 
Tronto, Ascoli Piceno, Italy 

60 (3 × 20) tablets in a 
blister, supplied in a box 

YES YES 

Efectin ER capsules 
150 mg 

prolonged release 
capsules 

Wyeth Medica Ireland, 
Newbridge, Ireland 

Box with 28 capsules 
(blister, 2 × 14 capsules) 

YES YES 

Efectin ER capsules 
37,5 mg 

prolonged-release 
capsules 

Wyeth Medica Ireland, 
Newbridge, Ireland 

Box with 30 capsules 
(blister, 3 × 10 capsules) 

YES YES 

Efectin ER capsules 
75 mg 

prolonged release 
capsules 

Wyeth Medica Ireland, 
Newbridge, Ireland 

Box with 28 capsules 
(blister, 2 × 14 capsules) 

YES YES 

Efferalgan 1 g effer
vescent tablets 

effervescent tablets Bristol-Myers Squibb, 304, 
avenue du Dr. Jean Bru, 
Agen, France; Bristol-Myers 
Squibb, 979 Avenue des 
Pyrénées, Le Passage, France 

8 effervescent tablets in a 
plastic tube, supplied in a 
box 

YES YES YES 

Efferalgan 150 mg 
suppositories 

suppositories Bristol-Myers Squibb, 304, 
avenue du Dr Jean Bru, 
Agen, France 

10 (2 × 5) suppositories in a 
PVC/PE strip, supplied in a 
box 

YES YES YES 

Efferalgan 300 mg 
suppositories 

suppositories Bristol-Myers Squibb, 304, 
avenue du Dr Jean Bru, 
Agen, France 

10 (2 × 5) suppositories in a 
PVC/PE strip, supplied in a 
box 

YES YES YES 

EFFERALGAN 
500 mg, effer
vescent tablets 

effervescent tablets Bristol-Myers Squibb, 304, 
avenue du Dr Jean Bru, 
Agen, France and Bristol- 
Myers Squibb, 979 Avenue 
des Pyrénées, Le Passage, 
France 

16 (4 × 4) effervescent 
tablets in a strip (Al/PE), 
supplied in a box 

YES YES YES 

Efferalgan 80 mg 
suppositories 

suppositories Bristol-Myers Squibb, 304, 
avenue du Dr Jean Bru, 
Agen, France 

10 (2 × 5) suppositories in a 
PVC/PE strip, supplied in a 
box 

YES YES YES
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Efferalgan solution 
for children 

solution for oral 
use 

Bristol-Myers Squibb, 304, 
avenue du Dr Jean Bru, 
Agen, France 

90 ml of solution in a 
brown plastic bottle with a 
tamper-evident stopper, 
supplied in a box 

YES YES YES 

EFFERALGAN plus 
vitamin C, effer
vescent tablets 

effervescent tablets Bristol-Myers Squibb, 304, 
avenue du Dr. Jean Bru, 
Agen, France; Bristol-Myers 
Squibb, 979 Avenue des 
Pyrénées, Le Passage, France 

10 effervescent tablets in a 
polypropylene tube, supplied 
in a box 

YES YES YES 

Efflumidex Liquifilm 
eye drops 

eye drops, 
suspension 

Allergan Pharmaceuticals 
Ireland, Castlebar Road, 
Westport, Co Mayo, Ireland 

5 ml of suspension in a 
plastic bottle with a dropper, 
supplied in a box 

YES YES 

EFOX tablets 
250 mg 

film-coated tablets Farmal d.d., Branitelja 
domovinskog rata 8, 
Ludbreg, Republic of Croatia 

10 (1 × 10) tablets in an 
Al/Al blister, supplied in a 
box 

YES YES 

Efox tablets 500 mg film-coated tablets Farmal d.d., Branitelja 
domovinskog rata 8, 
Ludbreg, Republic of Croatia 

10 (1 × 10) tablets in an 
Al/Al blister, supplied in a 
box 

YES YES 

Eglonyl 
100 mg/2 ml 
solution for 
injection 

solution for 
injection 

Alkaloid AD-Skopje, Skopje, 
FYROM in cooperation with 
Sanofi-Aventis, France 

30 colourless glass ampoules 
each containing 2 ml of 
solution, supplied in a box 

YES YES 

Eglonyl 25 mg/5 ml 
oral solution 

oral solution Alkaloid AD-Skopje, Skopje, 
FYROM in cooperation with 
Sanofi-Aventis, France 

120 ml of solution in an 
amber glass bottle with 
dispenser, supplied in a box 

YES YES 

Eglonyl 50 mg 
capsules 

capsules Alkaloid AD - Skopje, 
Bulevar Aleksandar Make
donski 12, Skopje, FYROM 

30 capsules in an amber 
glass bottle, supplied in a 
box 

YES YES
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Eglonyl forte tablets tablets Alkaloid AD-Skopje, Skopje, 
FYROM in cooperation with 
Sanofi-Aventis, France 

12 tablets in an amber glass 
bottle, supplied in a box 

YES YES 

Elaprase 2 mg/ml 
concentrate of 
solution for infusion 

concentrate of 
solution for 
infusion 

Shire Human Genetic 
Therapies AB, Danderyd, 
Sweden 

One 5 ml glass bottle with 
3 ml of concentrate supplied 
in a box 

YES YES YES YES 

Elaprase 2 mg/ml 
concentrate of 
solution for infusion 

concentrate of 
solution for 
infusion 

Shire Human Genetic 
Therapies AB, Danderyd, 
Sweden 

10 glass bottles (à 5 ml) 
with 3 ml of concentrate, 
supplied in a box 

YES YES YES YES 

Elaprase 2 mg/ml 
concentrate of 
solution for infusion 

concentrate of 
solution for 
infusion 

Shire Human Genetic 
Therapies AB, Danderyd, 
Sweden 

4 glass bottles (à 5 ml) with 
3 ml of concentrate, 
supplied in a box 

YES YES YES YES 

ELEVIT PRONATAL 
film-coated tablets 

film-coated tablets Rottendorf Pharma GmbH, 
Enningerloh, Germany 

30 (3 × 10) film-coated 
tablets in a blister (PVC/PE/ 
PVDC//Al), supplied in a box 

YES YES YES 

Elidel 1 % cream 
15 g 

cream Novartis Pharma Produktions 
GmbH, Öflinger Straße 44, 
Wehr, Germany 

15 g of cream in an 
aluminum tube, supplied in 
a box 

YES YES 

Elocom cream cream Schering-Plough Labo N.V. 
Industriepark 30, Heist-op- 
den-Berg, Belgium 

15 g of cream in an 
aluminum tube, supplied in 
a box 

YES YES 

Elocom lotion lotion Schering-Plough Labo N.V. 
Industriepark 30, Heist-op- 
den-Berg, Belgium 

20 ml of lotion in a plastic 
bottle with dropper 
attachment, supplied in a 
box 

YES YES 

Elocom ointment ointment Schering-Plough Labo N.V. 
Industriepark 30, Heist-op- 
den-Berg, Belgium 

15 g of ointment in an 
aluminum tube, supplied in 
a box 

YES YES
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Emadine eye drops eye drops Alcon-Couvreur s.a., 
Rijksweg 14, Puurs, Belgium 

Bottle-dropper with 5 ml of 
sterile solution, supplied in a 
box 

YES YES 

Emend 125 mg 
hard capsules 

capsules, hard Merck Sharp & Dohme B.V., 
Waarderweg 39, Postbus 
581, Haarlem, the Nether
lands 

One (1 × 1) capsule in a 
blister back (Al/Al) supplied 
in a carton box 

YES YES YES YES 

Emend 125 mg 
hard capsules / 
Emend 80 mg hard 
capsules 

hard capsules Merck Sharp & Dohme B.V., 
Waarderweg 39, Postbus 
581, Haarlem, the Nether
lands 

One 125 mg capsule in a 
blister (Al/Al) and two 
80 mg capsules in a blister 
(A/Al), supplied in a box 

YES YES YES YES 

Emend 40 mg hard 
capsules 

capsules, hard Merck Sharp & Dohme B.V., 
Waarderweg 39, Postbus 
581, Haarlem, the Nether
lands 

One capsule in a blister 
(Al/Al), supplied in a box 

YES YES YES YES 

Emend 80 mg hard 
capsules 

capsules, hard Merck Sharp & Dohme B.V., 
Waarderweg 39, Postbus 
581, Haarlem, the Nether
lands 

2 (1 × 2) capsules in a blister 
(Al/Al), supplied in a box 

YES YES YES YES 

Eminens 0,25 mg 
tablets 

film-coated tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

210 tablets in a white plastic 
(HDPE) bottle with tamper- 
proof closure and desiccant, 
supplied in a box 

YES YES 

Eminens 0,5 mg 
tablets 

film-coated tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

21 tablets in a white (HDPE) 
plastic bottle with tamper- 
proof closure and desiccant, 
supplied in a box 

YES YES 

Eminens 1 mg 
tablets 

film-coated tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

21 tablets in a white (HDPE) 
plastic bottle with tamper- 
proof closure and desiccant, 
supplied in a box 

YES YES
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Eminens 2 mg 
tablets 

film-coated tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

21 tablets in a white (HDPE) 
plastic bottle with tamper- 
proof closure and desiccant, 
supplied in a box 

YES YES 

Eminens 5 mg 
tablets 

film-coated tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

21 tablets in a white (HDPE) 
plastic bottle with tamper- 
proof closure and desiccant, 
supplied in a box 

YES YES 

Emselex 15 mg prolonged-release 
tablets 

Novartis Pharma Stein AG, 
Schaffhauserstrasse, Stein, 
Switzerland 

28 (4 × 7) tablets in a blister 
(PVC/PVDC//Al), supplied in 
a box 

YES YES YES 

Emselex 7,5 mg prolonged-release 
tablets 

Novartis Pharma Stein AG, 
Schaffhauserstrasse, Stein, 
Switzerland 

28 (4 × 7) tablets in a blister 
(PVC/PVDC//Al), supplied in 
a box 

YES YES YES 

Enap-H tablets tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

20 (2 × 10) tablets in a 
blister (OPA/Al/PVC//Al), 
supplied in a box 

YES YES 

Enap HL tablets tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

20 (2 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Enap tablets 10 mg tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

20 (2 × 10) tablets in a 
blister (OPA/Al/PVC//Al), 
supplied in a box 

YES YES 

Enap tablets 20 mg tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

20 (2 × 10) tablets in a 
blister (OPA/Al/PVC//Al), 
supplied in a box 

YES YES 

Enap tablets 5 mg tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

20 (2 × 10) tablets in a 
blister (OPA/Al/PVC//Al), 
supplied in a box 

YES YES 

Enap-HL 20 tablets tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

60 (6 × 10) tablets in a 
blister, supplied in a box 

YES YES
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Enap-HL 20 tablets tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

20 (2 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Enazil 10 tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

20 (2 × 10) tablets in a 
blister (OPA/Al/PVC//Al), 
supplied in a box 

YES YES 

Enazil 20 tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

20 (2 × 10) tablets in a 
blister (OPA/Al/PVC//Al), 
supplied in a box 

YES YES 

ENAZIL 5 tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

20 (2 × 10) tablets in a 
blister (OPA/Al/PVC//Al), 
supplied in a box 

YES YES 

Enbrel 25 mg 
powder and solvent 
for solution for 
injection 

powder and solvent 
for solution for 
injection 

Wyeth Pharmaceuticals, New 
Lane, Havant, Hampshire 
P092NG, Great Britain 

Box with 4 glass bottles 
containing 25 mg of 
lyophilised powder, 4 
syringes with needle filled 
with solvent (water for 
injection), 4 needles with 
protection, 3 bottle adapters 
and 8 alcohol impregnated 
pads 

YES YES 

Enbrel 25 mg 
powder and solvent 
for solution for 
injection 

powder and solvent 
for solution for 
injection 

Wyeth Pharmaceuticals, New 
Lane, Havant, Hampshire 
P092NG, Great Britain 

Box with 4 glass bottles 
containing 25 mg of 
lyophilised powder, 4 
syringes with needle filled 
with solvent (water for 
injection) and 8 alcohol 
impregnated pads 

YES YES 

Enbrel 25 mg 
powder for solution 
for injection 

powder for 
solution for 
injection 

Wyeth Pharmaceuticals, New 
Lane, Havant, Hampshire 
P092NG, Great Britain 

Box with 4 glass bottles 
containing 25 mg of 
lyophilised powder and 8 
alcohol impregnated pads 

YES YES
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ENCEPUR for 
children, vaccine 
against viral Central 
European tick-borne 
meningoencephalitis 
(inactivated, 
adsorbed) 

intramuscular 
suspension 

Chiron Behring GmbH & Co, 
Marburg, Germany 

Box with 1 pre-filled syringe 
with a needle with 1 dose of 
vaccine (0,25 ml of suspen
sion) 

YES YES 

ENCEPUR Adult, 
vaccine against viral 
Central European 
tick-borne meningo
encephalitis (inacti
vated, adsorbed) 

intramuscular 
suspension 

Chiron Behring GmbH & Co, 
Marburg, Germany 

Box with 1 pre-filled syringe 
with a needle with 1 dose of 
vaccine (0,5 ml of suspen
sion) 

YES YES 

Endoxan coated 
tablets 50 mg 

coated tablets Baxter Oncology GmbH, 
Kantstraße 2, Halle, Germany 

50 (5 × 10) coated tablets in 
a blister (PVC/PVDC/Al), 
supplied in a box 

YES YES 

Endoxan 1 g 
powder for solution 
for injection 

powder for 
injection solution 
(for intravenous 
use) 

Baxter Oncology GmbH, 
Kantstraße 2, Halle, Germany 

Powder for solution for 
injection in a glass bottle, 
supplied in a box 

YES YES 

Endoxan 200 mg 
powder for solution 
for injection 

powder for 
solution for intra
venous injection 

Baxter Oncology GmbH, 
Kantstraße 2, Halle, Germany 

Powder for solution for 
injection in a glass bottle, 
supplied in a box 

YES YES 

Endoxan powder for 
injection solution 
500 mg 

powder for 
solution for intra
venous injection 

Baxter Oncology GmbH, 
Kantstraße 2, Halle, Germany 

Powder for solution for 
injection in a glass bottle, 
supplied in a box 

YES YES 

Engerix-B Dosis 
Adulta; recombinant 
hepatitis B vaccine 
for adults 

intramuscular 
suspension 

GlaxoSmithKline Biologicals 
s.a., rue de l’Institut 89, 
Rixensart, Belgium 

Box with one pre-filled 
syringe with 1 ml of vaccine, 
needle and needle protection 

YES YES
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Engerix-B Dosis 
Adulta; recombinant 
hepatitis B vaccine 
for adults 

intramuscular 
suspension 

GlaxoSmithKline Biologicals 
s.a., rue de l’Institut 89, 
Rixensart, Belgium 

Box with 25 glass bottles 
with 1 ml of vaccine 

YES YES 

Engerix-B Dosis 
Paediatrica; recom
binant hepatitis B 
vaccine for children 

intramuscular 
suspension 

GlaxoSmithKline Biologicals 
s.a., rue de l’Institut 89, 
Rixensart, Belgium 

Box with 25 glass bottles 
with 0,5 ml of vaccine 

YES YES 

Engerix-B Dosis 
Paediatrica; recom
binant hepatitis B 
vaccine for children 

intramuscular 
suspension 

GlaxoSmithKline Biologicals 
s.a., rue de l’Institut 89, 
Rixensart, Belgium 

Box with one pre-filled 
syringe with 0,5 ml of 
vaccine, needle and needle 
protection 

YES YES 

Epiramat tablets 
100 mg 

film-coated tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

60 (6 × 10) tablets in an 
OPA/Al/PVC//Al blister, 
supplied in a box 

YES YES 

Epiramat tablets 
200 mg 

film-coated tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

60 (6 × 10) tablets in an 
OPA/Al/PVC//Al blister, 
supplied in a box 

YES YES 

Epiramat tablets 
25 mg 

film-coated tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

60 (6 × 10) tablets in an 
OPA/Al/PVC//Al blister, 
supplied in a box 

YES YES 

Epiramat tablets 
50 mg 

film-coated tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

60 (6 × 10) tablets in an 
OPA/Al/PVC//Al blister, 
supplied in a box 

YES YES 

Epirubicin Ebewe 
10 mg/5 ml 

concentrate of 
solution for 
infusion 

Ebewe Pharma Ges. m.b.H. 
Nfg. KG, Mondseestraße 11, 
Unterach, Austria 

5 ml of solution for infusion 
concentrate in a glass bottle 
(with a rubber stopper), 
supplied in a box 

YES YES
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Epirubicin Ebewe 
100 mg/50 ml 

concentrate of 
solution for 
infusion 

Ebewe Pharma Ges. m.b.H. 
Nfg. KG, Mondseestraße 11, 
Unterach, Austria 

50 ml of solution for 
infusion concentrate in a 
glass bottle (with a rubber 
stopper), supplied in a box 

YES YES 

Epirubicin Ebewe 
50 mg/25 ml 

concentrate of 
solution for 
infusion 

Ebewe Pharma Ges. m.b.H. 
Nfg. KG, Mondseestraße 11, 
Unterach, Austria 

25 ml of infusion solution 
concentrate in a glass bottle 
(with rubber stopper), 
supplied in a box 

YES YES 

Epivir tablets 
150 mg 

film-coated tablets Glaxo Wellcome Operations, 
Greenford, Great Britain 

60 tablets in a polyethylene 
bottle, supplied in a box 

YES YES 

Epoetal injection 
2 000 IU/ml 

solution for 
injection 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

One ampoule in a box YES YES 

Epoetal injection 
4 000 IU/ml 

solution for 
injection 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

One ampoule in a box YES YES 

Eprex 10 000 
injection 

solution for 
injection 

Cilag AG, Schaffhausen, 
Switzerland 

6 bottles with rubber 
stoppers containing 1,0 ml 
of solution for injection, in 
protective packaging, 
supplied in a box 

YES YES YES YES 

Eprex 10 000 
injection 

solution for 
injection 

Cilag AG, Schaffhausen, 
Switzerland 

6 syringes with a needle 
(disposable) with 1,0 ml of 
solution, in protective pack
aging, supplied in a box 

YES YES YES YES 

Eprex 2 000 
injection 

solution for 
injection 

Cilag AG, Schaffhausen, 
Switzerland 

6 syringes with a needle 
(disposable) with 0,5 ml of 
solution, in protective pack
aging, supplied in a box 

YES YES YES YES
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Eprex 20 000 
injection 

solution for 
injection 

Cilag AG, Schaffhausen, 
Switzerland 

Pre-filled disposable syringe 
containing 0,5 ml of 
solution for injection in a 
protective container, 
supplied in a box 

YES YES YES YES 

Eprex 3 000 
injection 

solution for 
injection 

Cilag AG, Schaffhausen, 
Switzerland 

6 syringes with a needle 
(disposable) with 0,3 ml of 
solution, in protective pack
aging, supplied in a box 

YES YES YES YES 

Eprex 4 000 
injection 

solution for 
injection 

Cilag AG, Schaffhausen, 
Switzerland 

6 syringes with a needle 
(disposable) with 0,4 ml of 
solution, in protective pack
aging, supplied in a box 

YES YES YES YES 

Eprex 40 000 
injection 

solution for 
injection 

Cilag AG, Schaffhausen, 
Switzerland 

Vial containing 1 ml of 
solution for injection, with 
rubber stopper, in a 
protective container, 
supplied in a box 

YES YES YES YES 

Eprex 40 000 
injection 

solution for 
injection 

Cilag AG, Schaffhausen, 
Switzerland 

Pre-filled disposable syringe 
containing 1,0 ml of 
solution for injection in a 
protective container, 
supplied in a box 

YES YES YES YES 

Equoral 100 mg soft capsules IVAX-Pharmaceuticals s.r.o., 
Ostravská 29, Opava- 
Komárov, Czech Republic 

50 (5 × 10) capsules in an 
Al/Al blister, supplied in a 
carton box 

YES YES 

Equoral 25 mg soft capsules IVAX-Pharmaceuticals s.r.o., 
Ostravská 29, Opava- 
Komárov, Czech Republic 

50 (5 × 10) capsules in an 
Al/Al blister, supplied in a 
carton box 

YES YES
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Equoral 50 mg soft capsules IVAX-Pharmaceuticals s.r.o., 
Ostravská 29, Opava- 
Komárov, Czech Republic 

50 (5 × 10) capsules in an 
Al/Al blister, supplied in a 
carton box 

YES YES 

Equoral solution oral solution IVAX-Pharmaceuticals s.r.o., 
Ostravská 29, Opava- 
Komárov, Czech Republic 

50 ml of solution in an 
amber glass bottle in a 
protective container, 1 
plastic syringe of 4 ml, 1 
plastic pipe for extraction of 
bottle content in a protective 
plastic container and 1 
plastic tamper-evident screw 
cap, supplied in a carton box 

YES YES 

ERAZON capsules 
10 mg 

capsules, hard Farmal d.d., Ludbreg, 
Republic of Croatia in 
cooperation with Krka d.d., 
Novo mesto, Republic of 
Slovenia 

20 (2 × 10) capsules in a 
blister (PVC -Al), supplied in 
a box 

YES YES 

ERAZON capsules 
20 mg 

capsules, hard Farmal d.d., Ludbreg, 
Republic of Croatia in 
cooperation with Krka d.d., 
Novo mesto, Republic of 
Slovenia 

20 (2 × 10) capsules in a 
blister (PVC -Al), supplied in 
a box 

YES YES 

ERAZON supposi
tories 

suppositories Farmal d.d., Ludbreg, 
Republic of Croatia in 
cooperation with Krka d.d., 
Novo mesto, Republic of 
Slovenia 

10 (2 × 5) suppositories in a 
strip, supplied in a box 

YES YES 

Erbitux 2 mg/ml 
solution for infusion 

solution for 
infusion 

Merck KGaA, Frankfurter 
Straße 250, Darmstadt, 
Germany 

50 ml of solution in a glass 
bottle, supplied in a box 

YES YES YES



EN 
C 119 E/116 

O
fficial Journal of the European U

nion 
24.4.2012

 

NAME OF THE 
MEDICINAL 
PRODUCT 

PHARMACEUTICAL 
FORM MANUFACTURER NATURE AND CONTENTS OF 

CONTAINER Domestic Imported Proprietary Generic 
UDMP nCADREAC CP MRP OTC Herbal Immu

nological Blood Orphan 

Ergometrin Lek 
0,2 mg film-coated 
tablets 

film-coated tablets Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

20 film-coated tablets in an 
amber glass bottle, supplied 
in a box 

YES YES 

Ergometrin Lek 
0,2 mg/ml solution 
for injection 

solution for 
injection 

Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

50 ampoules with 1 ml of 
solution, supplied in a 
carton box 

YES YES 

Eritromicin 250 mg 
capsules 

capsules Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

16 (1 × 16) capsules in a 
blister, supplied in a box 

YES YES 

Esberitox N tablets tablets Schaper & Brümmer GmbH 
& Co. KG, Salzgitter, 
Germany 

50 (5 × 10) tablets in a 
blister (PVC/PVDC/Al), 
supplied in a box 

YES YES YES 

Esmeron solution for 
injection (for intra
venous use) 

N.V. Organon, Oss, the 
Netherlands 

10 ml of solution for 
injection in a glass bottle 
with rubber stopper, 10 
glass bottles in a box 

YES YES 

Esmeron solution for 
injection (for intra
venous use) 

N.V. Organon, Oss, the 
Netherlands; ORGANON 
S.A., Usine Saint-Charles, 
France 

5 ml of solution for 
injection in a glass bottle 
with a rubber stopper, 12 
glass bottles in a box 

YES YES 

Espumisan capsules, soft Berlin-Chemie AG (Menarini 
Group), Glienicker Weg 125, 
Berlin, Germany 

25 (1 × 25) capsules in a 
PVC/Al blister, supplied in a 
box 

YES YES YES
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Estracomb TTS transdermal patch Novartis Pharma Stein AG, 
Schaffhauserstrasse, Stein, 
Switzerland 

4 transdermal patches 
Estraderm TTS 50 and 4 
transdermal patches 
Estragest TTS 250/50 (indi
vidually packed in a 
protective Surlyn/Al bag), 
supplied in a box 

YES YES 

Estracyt capsules Pliva Croatia Ltd., Zagreb, 
Republic of Croatia in 
cooperation with Pharmacia 
& Upjohn S.p.A., Milano, 
Italy 

40 capsules in an amber 
glass bottle, supplied in a 
box 

YES YES 

Estraderm TTS 100 transdermal patch Novartis Pharma Stein AG, 
Schaffhauserstrasse, Stein, 
Switzerland 

6 (3 × 2) transdermal 
patches (individually packed 
in a protective Surlyn/Al 
bag), supplied in a box 

YES YES 

Estraderm TTS 25 patch Novartis Pharma Stein AG, 
Schaffhauserstrasse, Stein, 
Switzerland 

6 (3 × 2) transdermal 
patches (individually packed 
in a protective Surlyn/Al 
bag), supplied in a box 

YES YES 

Estraderm TTS 50 transdermal patch Novartis Pharma Stein AG, 
Schaffhauserstrasse, Stein, 
Switzerland 

6 (3 × 2) transdermal 
patches (individually packed 
in a protective Surlyn/Al 
bag), supplied in a box 

YES YES 

Estrofem 1 mg film-coated tablets Novo Nordisk A/S, Novo 
Allé, DK-2880 Bagsværd, 
Denmark 

28 tablets in a plastic 
calendar pack (dispenser 
with marked days of the 
week), supplied in a box 

YES YES YES 

Estrofem 2 mg film-coated tablets Novo Nordisk A/S, Novo 
Allé, DK-2880 Bagsværd, 
Denmark 

28 tablets in a plastic 
calendar dial pack (dispenser 
with marked days of the 
week), supplied in a box 

YES YES YES
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Etambutol 400 mg 
tablets 

tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

100 tablets in an amber 
glass bottle, supplied in a 
box 

YES YES 

Etambutol Alkaloid tablets Alkaloid AD - Skopje, 
Bulevar Aleksandar Make
donski 12, Skopje, FYROM 

100 tablets in an amber 
glass bottle, supplied in a 
box 

YES YES 

ETOPOSIDE EBEWE 
100 mg/5 ml 

concentrate of 
solution for 
infusion 

Ebewe Pharma Ges. m.b.H. 
Nfg. KG, Mondseestraße 11, 
Unterach, Austria 

5 ml of solution concentrate 
in an amber glass bottle 
(with a rubber stopper), 
supplied in a carton box 

YES YES 

ETOPOSIDE EBEWE 
1 000 mg/50 ml 

concentrate of 
solution for 
infusion 

Ebewe Pharma Ges. m.b.H. 
Nfg. KG, Mondseestraße 11, 
Unterach, Austria 

50 ml of solution 
concentrate in an amber 
glass bottle (with a rubber 
stopper), supplied in a 
carton box 

YES YES 

ETOPOSIDE EBEWE 
200 mg/10 ml 

concentrate of 
solution for 
infusion 

Ebewe Pharma Ges. m.b.H. 
Nfg. KG, Mondseestraße 11, 
Unterach, Austria 

10 ml of concentrate in an 
amber glass bottle (with 
rubber stopper), supplied in 
a carton box 

YES YES 

ETOPOSIDE EBEWE 
50 mg/2,5 ml 

concentrate of 
solution for 
infusion 

Ebewe Pharma Ges. m.b.H. 
Nfg. KG, Mondseestraße 11, 
Unterach, Austria 

2,5 ml of solution 
concentrate in an amber 
glass bottle (with rubber 
stopper), supplied in a 
carton box 

YES YES 

EURAX emulsion emulsion for appli
cation on skin 

Novartis Consumer Health 
S.A., route de l’Étraz, Nyon, 
Switzerland 

50 ml of emulsion in an 
amber glass bottle with a 
plastic measuring insert and 
a plastic stopper, supplied in 
a box 

YES YES YES
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EURAX cream cream Novartis Consumer Health 
S.A., route de l’Étraz, Nyon, 
Switzerland 

20 grams of cream in an 
aluminum tube with plastic 
cap, supplied in a box 

YES YES YES 

Euthyrox 100 
tablets 

tablets Merck KGaA, Frankfurter 
Straße 250, Darmstadt, 
Germany 

100 (4 × 25) tablets in a 
blister, supplied in a box 

YES YES 

Euthyrox 150 
tablets 

tablets Merck KGaA, Frankfurter 
Straße 250, Darmstadt, 
Germany 

100 (4 × 25) tablets in a 
blister, supplied in a box 

YES YES 

Euthyrox 25 tablets tablets Merck KGaA, Frankfurter 
Straße 250, Darmstadt, 
Germany 

100 (4 × 25) tablets in a 
blister, supplied in a box 

YES YES 

Euthyrox 50 tablets tablets Merck KGaA, Frankfurter 
Straße 250, Darmstadt, 
Germany 

100 (4 × 25) tablets in a 
blister, supplied in a box 

YES YES 

Evista 60 mg film- 
coated tablets 

film-coated tablets Lilly, S.A., Avenida de la 
Industria 30, Alcobendas, 
Madrid, Spain 

28 (2 × 14) film-coated 
tablets in a blister (PVC/PE/ 
Aclar//Al), supplied in a box 

YES YES YES 

Evra transdermal 
patch 

transdermal patch Janssen Pharmaceutica NV, 
Turnhoutseweg 30, Beerse, 
Belgium 

9 patches individually 
packaged in protective 
sachets (paper/LDPE/Al-foil/ 
LDPE), wrapped à 3 in a 
transparent plastic bag, 
supplied in a box 

YES YES 

Evra transdermal 
patch 

transdermal patch Janssen Pharmaceutica NV, 
Turnhoutseweg 30, Beerse, 
Belgium 

3 patches individually 
packaged in protective bags 
(paper/LDPE/Al-foil/LDPE) 
inserted in a common 
transparent plastic bag, 
supplied in a box 

YES YES
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Exforge 
5 mg/160 mg film- 
coated tablets 

film-coated tablets Novartis Pharma Stein AG, 
Schaffhauserstrasse, Stein, 
Switzerland 

28 (2 × 14) tablets in a 
blister (PVC/PVDC//Al), 
supplied in a box 

YES YES YES YES 

Exforge 5 mg/80 mg 
film-coated tablets 

film-coated tablets Novartis Pharma Stein AG, 
Schaffhauserstrasse, Stein, 
Switzerland 

28 (2 × 14) tablets in a 
blister (PVC/PVDC//Al), 
supplied in a box 

YES YES YES YES 

EXJADE 125 mg 
tablets for oral 
suspension 

tablets for oral 
suspension 

Novartis Pharma Stein AG, 
Schaffhauserstrasse, Stein, 
Switzerland 

28 (4 × 7) tablets in a blister 
(PVC/PE/PVDC//Al), supplied 
in a box 

YES YES YES YES 

EXJADE 250 mg 
tablets for oral 
suspension 

tablets for oral 
suspension 

Novartis Pharma Stein AG, 
Schaffhauserstrasse, Stein, 
Switzerland 

28 (4 × 7) tablets in a blister 
(PVC/PE/PVDC//Al), supplied 
in a box 

YES YES YES YES 

EXJADE 500 mg 
tablets for oral 
suspension 

tablets for oral 
suspension 

Novartis Pharma Stein AG, 
Schaffhauserstrasse, Stein, 
Switzerland 

28 (4 × 7) tablets in a blister 
(PVC/PE/PVDC//Al), supplied 
in a box 

YES YES YES YES 

Extraneal solution for peri
toneal dialysis 

BAXTER Healthcare S.A., 
Moneen Road, Castlebar, 
County Mayo, Ireland 

4 plastic (PVC) Viaflex bags 
with 2 500 ml of solution, a 
supply/drain pipe (PVC), a 
connector with a protective 
cap, an attachment for drug 
administration, and a 
collective plastic Viaflex bag 
(individual packaging in a 
protective plastic bag), 
supplied in a box 

YES YES YES
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Extraneal solution for peri
toneal dialysis 

BAXTER Healthcare S.A., 
Moneen Road, Castlebar, 
County Mayo, Ireland 

5 plastic (PVC) Viaflex bags 
with 2 000 ml of solution, a 
supply/drain pipe (PVC), a 
connector with a safety cap, 
a dispensing unit and a 
collective plastic Viaflex bag 
(individual packaging in a 
protective plastic bag), 
supplied in a box 

YES YES YES 

Extraneal solution for peri
toneal dialysis 

BAXTER Healthcare S.A., 
Moneen Road, Castlebar, 
County Mayo, Ireland 

5 plastic (PVC) Viaflex bags 
with 2 000 ml of solution, 
with a connector with a 
safety cap and a dispensing 
unit (individual packaging in 
a protective plastic bag), 
supplied in a box 

YES YES YES 

Ezetrol 10 mg tablets Merck Sharp & Dohme B.V., 
Waarderweg 39, Postbus 
581, Haarlem, the Nether
lands 

28 (2 × 14) tablets in an 
Aclar/PVC/Al blister, 
supplied in a box 

YES YES YES 

Fabrazyme 35 mg powder for 
concentrate of 
solution for 
infusion 

Genzyme Ltd., 37 Hollands 
Road, Haverhill, Suffolk CB9 
8PU, Great Britain 

One glass vial containing 
powder for concentrate, 
supplied in a box 

YES YES YES YES 

Fabrazyme 5 mg powder for 
concentrate of 
solution for 
infusion 

Genzyme Ltd., 37 Hollands 
Road, Haverhill, Suffolk CB9 
8PU, Great Britain 

One glass vial containing 
powder for concentrate, 
supplied in a box 

YES YES YES YES 

Faktu suppositories suppositories Altana Pharma AG, Byk- 
Gulden-Straße 2, Konstanz, 
Germany 

10 (2 × 5) suppositories in a 
PVC/PE strip, supplied in a 
box 

YES YES
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Faktu ointment ointment Altana Pharma AG, Byk- 
Gulden-Straße 2, Konstanz, 
Germany 

20 grams of ointment in an 
aluminum tube and an 
applicator for rectal use, 
supplied in a box 

YES YES 

Famosan 20 mg film-coated tablets Alkaloid AD - Skopje, 
Bulevar Aleksandar Make
donski 12, Skopje, FYROM 

20 (1 × 20) tablets in a 
blister, supplied in a box 

YES YES 

Famosan 40 mg film-coated tablets Alkaloid AD - Skopje, 
Bulevar Aleksandar Make
donski 12, Skopje, FYROM 

10 (1 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Farmorubicin PFS 
10 mg injection 
(2 mg/ml) 

solution for intra
venous or intra
vesical use 

Pfizer Italia S.r.l., Viale 
Pasteur 10, Nerviano, 
Milano, Italy 

Box with a bottle with 5 ml 
of solution 

YES YES 

Farmorubicin PFS 
50 mg injection 
(2 mg/ml) 

solution for intra
venous or intra
vesical use 

Pfizer Italia S.r.l., Viale 
Pasteur 10, Nerviano, 
Milano, Italy 

Box with a bottle with 
25 ml of solution 

YES YES 

Faslodex 
250 mg/5 ml 
solution for 
injection 

solution for 
injection (in a pre- 
filled syringe) 

AstraZeneca UK Limited, Silk 
Road Business Park, 
Macclesfield, Cheshire, Great 
Britain 

One glass syringe with 5 ml 
of solution, with child 
resistant closure, in a plastic 
container, supplied in a box 

YES YES YES YES 

Fastum Gel gel A. Menarini Manufacturing 
Logistic and Services S.r.l., 
Firenze, Italy 

20 grams of gel in an 
aluminum tube with plastic 
cap, supplied in a box 

YES YES YES
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Favora Eusin drops drops, solution Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

Amber glass bottle (10 ml) 
with a plastic screw cap and 
a dropper, supplied in a box 

YES YES YES 

Favora Fitolax 
powder 

powder Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

200 grams of powder in a 
PP vessel with PE cap and 
measuring spoon, supplied 
in a box 

YES YES YES 

Favora Orasept 
lozenges 

lozenges Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

30 (3 × 10) lozenges in a 
blister, supplied in a box 

YES YES YES 

Favora Urosal 
capsules 

capsules Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

50 (2 × 25) capsules in a 
blister, supplied in a box 

YES YES YES 

Feiba TIM 4 
immuno 1 000 FJ 

lyophilisate for 
preparation of 
intravenous 
solutions 

Baxter AG, Industriestraße 
67, A-1220 Vienna, Austria 

Box with a bottle with 
lyophilisate, bottle with 
20 ml of water for injection 
and dissolution and injection 
kit 

YES YES 

Feiba TIM 4 
immuno 500 FJ 

lyophilisate for 
preparation of 
intravenous 
solutions 

Baxter AG, Industriestraße 
67, A-1220 Vienna, Austria 

Box with a bottle with 
lyophilisate, bottle with 
20 ml of water for injection 
and dissolution and injection 
kit 

YES YES 

Femara 2,5 mg film- 
tablets 

film-coated tablets Novartis Pharma Stein AG, 
Schaffhauserstrasse, Stein, 
Switzerland 

30 (3 × 10) tablets in a 
PVC/PE/PVDC/Al blister, 
supplied in a box 

YES YES YES
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Femoston 1/10 film-coated tablets Solvay Pharmaceuticals B.V., 
Veerweg 12, 8121 AA Olst, 
the Netherlands 

28 (1 × 28) tablets (14 white 
and 14 grey) in a blister, 
supplied in a box 

YES YES 

Femoston 2/10 film-coated tablets Solvay Pharmaceuticals B.V., 
Veerweg 12, 8121 AA Olst, 
the Netherlands 

28 (1 × 28) tablets (14 pink 
and 14 yellow) in a blister, 
supplied in a box 

YES YES 

Femoston Conti 1/5 film-coated tablets Solvay Pharmaceuticals B.V., 
Veerweg 12, 8121 AA Olst, 
the Netherlands 

28 (1 × 28) tablets in a 
blister, supplied in a box 

YES YES 

Fenistil 0,1 % oral 
drops 

oral drops (sol
ution) 

Novartis Consumer Health 
S.A., route de l’Étraz, Nyon, 
Switzerland 

20 ml of solution in an 
amber glass bottle with a 
polyethylene dropper and a 
polypropylene cap, supplied 
in a box 

YES YES 

Fenistil gel gel Novartis Consumer Health 
S.A., route de l’Étraz, Nyon, 
Switzerland 

Al tube with 30 g of gel 
with a polyethylene cap, 
supplied in a box 

YES YES 

Fentanil M Lek 100 
transdermal patch 

transdermal patch Hexal AG, Holzkirchen, 
Germany 

One transdermal patch in a 
protective bag (PE/Al/ 
PE/paper foil), 5 patches in a 
box 

YES YES 

Fentanil M Lek 25 
transdermal patch 

transdermal patch Hexal AG, Holzkirchen, 
Germany 

One transdermal patch in a 
protective bag (PE/Al/ 
PE/paper foil), 5 patches in a 
box 

YES YES 

Fentanil M Lek 50 
transdermal patch 

transdermal patch Hexal AG, Holzkirchen, 
Germany 

One transdermal patch in a 
protective bag (PE/Al/ 
PE/paper foil), 5 patches in a 
box 

YES YES 

Fentanil R Lek 100 
transdermal patch 

transdermal patch Hexal AG, Holzkirchen, 
Germany 

One transdermal patch in a 
protective bag (PE/Al/ 
PE/paper foil), 5 patches in a 
box 

YES YES
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Fentanil R Lek 25 
transdermal patch 

transdermal patch Hexal AG, Holzkirchen, 
Germany 

One transdermal patch in a 
protective bag (PE/Al/ 
PE/paper foil), 5 patches in a 
box 

YES YES 

Fentanil R Lek 50 
transdermal patch 

transdermal patch Hexal AG, Holzkirchen, 
Germany 

One transdermal patch in a 
protective bag (PE/Al/ 
PE/paper foil), 5 patches in a 
box 

YES YES 

FENTANYL 
injection 

solution for intra
venous injection 

Janssen Pharmaceutica NV, 
Turnhoutseweg 30, Beerse, 
Belgium 

50 ampoules with 10 ml of 
solution for injection, 
supplied in a box 

YES YES 

FENTANYL 
injection 

solution for intra
venous injection 

Janssen Pharmaceutica NV, 
Turnhoutseweg 30, Beerse, 
Belgium 

50 ampoules with 2 ml of 
solution for injection, 
supplied in a box 

YES YES 

Ferrum Lek 100 mg 
chewing tablets 

chewing tablets Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

30 (3 × 10) chewable tablets 
in a strip, supplied in a box 

YES YES 

Ferrum Lek 
50 mg/5 ml syrup 

syrup Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

100 ml of syrup in an 
amber glass bottle and a 
measuring spoon (5 ml), 
supplied in a box 

YES YES 

FERVEX granules for oral 
solution 

Bristol-Myers Squibb, 304, 
avenue du Dr Jean Bru, 
Agen, France; Bristol-Myers 
Squibb, 979 Avenue des 
Pyrénées, Le Passage, France 

8 bags each with 13,100 g 
of granules, supplied in a 
box 

YES YES YES 

FERVEX sugar-free granules for oral 
solution 

Bristol-Myers Squibb, 304, 
avenue du Dr Jean Bru, 
Agen, France; Bristol-Myers 
Squibb, 979 Avenue des 
Pyrénées, Le Passage, France 

8 bags each with 4,950 g of 
granules, supplied in a box 

YES YES YES
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FERVEX for children granules for oral 
solution 

Bristol-Myers Squibb, 304, 
avenue du Dr Jean Bru, 
Agen, France; Bristol-Myers 
Squibb, 979 Avenue des 
Pyrénées, Le Passage, France 

8 bags each with 3,0 g of 
granules, supplied in a box 

YES YES YES 

Fevarin film-coated tablets Solvay Pharmaceuticals B.V., 
Weesp, the Netherlands 
Solvay Pharmaceuticals 
S.A.S., Châtillon-sur-Chala
ronne, France 

15 (1 × 15) film-coated 
tablets in PVC/PVDC/Al 
blister, supplied in a box 

YES YES 

FINCAR 5 mg film-coated tablets Cipla Ltd, Bangalore, India 28 (2 × 14) tablets in a 
blister (PVC/PVDC/Al), 
supplied in a box 

YES YES 

Flixonase nasal 
spray 

water suspension Glaxo Wellcome S.A., 
Aranda de Duero, Burgos, 
Spain 

120 doses of suspension in a 
glass bottle with plastic 
dispenser, supplied in a box 

YES YES 

Flixotide 100 Diskus inhalation powder Glaxo Wellcome Operations, 
Greenford, Great Britain; 
Glaxo Wellcome Production, 
Évreux, France 

60 doses of powder in an 
aluminium blister, in a 
plastic housing, supplied in a 
box 

YES YES 

Flixotide 125 
Inhaler 

inhalation aerosol GlaxoSmithKline Phar
maceuticals SA, Poznań, 
Poland; Glaxo Wellcome 
Production, Évreux, France 

Aluminium container with a 
plastic mouthpiece 
containing 60 doses 

YES YES 

Flixotide 250 Diskus inhalation powder Glaxo Wellcome Operations, 
Greenford, Great Britain; 
Glaxo Wellcome Production, 
Évreux, France 

60 doses of powder in an 
aluminium blister, in a 
plastic housing, supplied in a 
box 

YES YES 

Flixotide 250 
Inhaler 

inhalation aerosol GlaxoSmithKline Phar
maceuticals SA, Poznań, 
Poland; Glaxo Wellcome 
Production, Évreux, France 

Aluminium container with a 
plastic mouthpiece 
containing 60 doses 

YES YES
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Flixotide 50 Inhaler inhalation aerosol GlaxoSmithKline Phar
maceuticals S.A., ul. Grun
waldzka 189, Poznań, 
Poland 

120 doses (not less than 
10,0 g of suspension) in an 
aluminum container with 
metering valve in a plastic 
nebulizer, supplied in a box 

YES YES 

Flixotide 500 Diskus inhalation powder Glaxo Wellcome Operations, 
Greenford, Great Britain; 
Glaxo Wellcome Production, 
Évreux, France 

60 doses of powder in an 
aluminium blister, in a 
plastic housing, supplied in a 
box 

YES YES 

Flonidan 10 mg 
tablets 

tablets Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

10 (1 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Flonidan 5 mg/5 ml 
suspension 

oral suspension Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

120 ml of solution in an 
amber glass bottle and 
plastic spoon, supplied in a 
box 

YES YES 

Flosteron 
suspension for 
injections 

suspension for 
injection 

Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

5 ampoules each with 1 ml 
of suspension, supplied in a 
box 

YES YES 

Fluacet gel gel Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

30 g of gel in an aluminium 
tube, supplied in a box 

YES YES 

Fluad MF59C.1 
adjuvanted vaccine 
against influenza in 
ready-to-use syringe, 
inactivated (surface 
antigens) 

suspension for 
injection in pre- 
filled syringe 

Novartis Vaccines & Diag
nostics S.r.l., Siena, Italy and 
Imunološki zavod d.d., 
Zagreb, Republic of Croatia 

Pre-filled syringe with a 
needle containing 0,5 ml of 
suspension, supplied in a 
box 

YES YES 

Fluarix vaccine 
against influenza, 
inactivated, frag
mented (without 
preservative) 

suspension for 
injections 

Sächsisches Serumwerk 
Dresden NL der SmithKline 
Beecham Pharma GmbH & 
Co. KG, Germany 

Box with 1 glass syringe 
with a needle containing 1 
dose of vaccine of 0,5 ml 

YES YES
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Flucinom tablets 
250 mg 

tablets Schering-Plough Labo N.V. 
Industriepark 30, Heist-op- 
den-Berg, Belgium 

100 (10 × 10) tablets in an 
orange (PVC/Al) blister, 
supplied in a box 

YES YES 

Fluconax 100 mg 
capsules 

capsules Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

7 (1 × 7) capsules in (PVC/ 
PVDC/Al) blister, supplied in 
a box 

YES YES 

Fluconax 150 mg 
capsules 

capsules Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

One capsule in a PVC/ 
PVDC/Al blister, supplied in 
a box 

YES YES 

Fluconax 200 mg 
capsules 

capsules Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

7 (1 × 7) capsules in (PVC/ 
PVDC/Al) blister, supplied in 
a box 

YES YES 

Fluconax 2 mg/1 ml 
solution for intra
venous infusion 

solution for intra
venous infusion 

Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

100 ml of solution in a glass 
bottle for infusion and a 
plastic bottle holder, 
supplied in a box 

YES YES 

Fluconax 50 mg 
capsules 

capsules Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

7 (1 × 7) capsules in (PVC/ 
PVDC/Al) blister, supplied in 
a box 

YES YES 

Fludara powder for 
solution for 
injection or 
infusion 

Schering AG, Müllerstraße 
170-178, Berlin, Germany 

5 glass bottles with powder, 
supplied in a box 

YES YES 

Fludara oral 10 mg 
film-coated tablets 

film-coated tablets Schering AG, Müllerstraße 
170-178, Berlin, Germany 

20 (4 × 5) tablets in a blister 
(PA/Al/PP//Al) in a 150 ml 
plastic (HDPE) bottle with a 
plastic child resistant closure 

YES YES YES
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Fluimukan 100 mg 
granules for oral 
solution 

granules for oral 
solution 

Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

30 bags each containing 5 g 
of granules, supplied in a 
box 

YES YES YES 

Fluimukan 200 mg 
granules for oral 
solution 

granules for oral 
solution 

Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

20 bags with à 5 grams of 
granules, supplied in a box 

YES YES YES 

FLUIMUN, vaccine 
against influenza 
(surface antigen, 
inactivated) 

suspension for 
injection 

Imunološki zavod d.d., 
Rockefellerova 2, Zagreb, 
Republic of Croatia 

Glass vial containing 0,5 ml 
of suspension for injection, 
plastic syringe, needle for 
drawing suspension from the 
bottle (21G × 1″; inch) and 
one needle for drug admin
istration (23G × 1 inch or 
25G × 1 inch or 25G × 5/8 
inch), supplied in a box 

YES YES 

FLUONATRIL 
0,25 mg tablets 

tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

400 tablets in a plastic (PP) 
bottle with a stopper, 
supplied in a box 

YES YES 

FLUONATRIL 1 mg 
tablets 

tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

250 tablets in a plastic (PP) 
bottle with a cap, supplied in 
a box 

YES YES 

Fluorouracil Pliva 
injection 
250 mg/5 ml 

solution for 
injection 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

10 glass vials each 
containing 5 ml of solution, 
supplied in a box 

YES YES 

Fluorouracil Pliva 
injection 
500 mg/10 ml 

solution for 
injection 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

One glass vial with 10 ml of 
solution, supplied in a box 

YES YES 

Fluval capsules 
20 mg 

capsules Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

14 (2 × 7) capsules in a 
blister (PVC/PVDC//Al), 
supplied in a box 

YES YES
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Fluzepam capsules 
15 mg 

capsules Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

10 (1 × 10) capsules in a 
blister, supplied in a box 

YES YES 

Fluzepam capsules 
30 mg 

capsules Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

10 (1 × 10) capsules in a 
blister, supplied in a box 

YES YES 

Folacin tablets Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

20 tablets in a PE vial, 
supplied in a carton box 

YES YES 

Forane inhalation liquid Abbott Laboratories Ltd, 
Queenborough, Great Britain 

Box with 100 ml of liquid in 
an amber glass bottle 

YES YES 

Forteo 20 micro
grams/80 micro
litres, solution for 
injection in a pre- 
filled pen-injector 

solution for 
injection 

Lilly France S.A.S., rue du 
Colonel Lilly, Fegersheim, 
France 

Pen-injector containing 3 ml 
of solution (750 μg teri
paratide) in a glass cartridge 

YES YES 

Fortral solution for 
injection 
30 mg/1 ml 

solution for 
injection 

Krka d.d., Novo mesto, 
Republic of Slovenia in 
cooperation with Sanofi, 
France 

10 ampoules each 
containing 1 ml of solution, 
supplied in a box 

YES YES 

Fortral tablets 
50 mg 

tablets Krka d.d., Novo mesto, 
Republic of Slovenia in 
cooperation with Sanofi, 
France 

100 tablets in an amber 
glass bottle, supplied in a 
box 

YES YES 

Fortrans powder for 
oral solution 

powder for oral 
solution 

Beaufour Ipsen Industrie, 
Dreux, France 

4 bags (LDPE/Al/paper) each 
with 73,69 g of powder for 
oral solution, supplied in a 
box 

YES YES 

Fortzaar film-coated tablets Merck Sharp & Dohme B.V., 
Waarderweg 39, Postbus 
581, Haarlem, the Nether
lands 

28 (2 × 14) film-coated 
tablets in a blister, supplied 
in a carton box 

YES YES
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Fosamax T tablets Merck Sharp & Dohme B.V., 
Waarderweg 39, Postbus 
581, Haarlem, the Nether
lands 

Box with 4 tablets (blister, 
1 × 4 tbl.) 

YES YES YES 

Fosavance tablets tablets Merck Sharp & Dohme B.V., 
Waarderweg 39, Postbus 
581, Haarlem, the Nether
lands 

4 (1 × 4) tablets in a blister 
(Al/Al) in a carton casing 
(with a leaflet), supplied in a 
box 

YES YES YES 

Fraxiparine 2 850 
IU AXa/0,3 ml 
injection 

subcutaneous 
injection 

Glaxo Wellcome Production, 
Notre-Dame-de-Bondeville, 
France 

Box with 10 syringes with a 
needle containing 0,3 ml of 
solution 

YES YES 

Fraxiparine 3 800 
IU AXa/0,4 ml 
injection 

subcutaneous 
injection 

Glaxo Wellcome Production, 
Notre-Dame-de-Bondeville, 
France 

Box with 10 syringes with a 
needle containing 0,4 ml of 
solution 

YES YES 

Fraxiparine 5 700 
IU AXa/0,6 ml 
injection 

subcutaneous 
injection 

Glaxo Wellcome Production, 
Notre-Dame-de-Bondeville, 
France 

Box with 10 syringes with a 
needle containing 0,6 ml of 
solution 

YES YES 

Fraxiparine 7 600 
IU AXa/0,8 ml 
injection 

subcutaneous 
injection 

Glaxo Wellcome Production, 
Notre-Dame-de-Bondeville, 
France 

Box with 10 syringes with a 
needle containing 0,8 ml of 
solution 

YES YES 

Fraxiparine 9 500 
IU AXa/1 ml 
injection 

subcutaneous 
injection 

Glaxo Wellcome Production, 
Notre-Dame-de-Bondeville, 
France 

Box with 10 syringes with a 
needle containing 1 ml of 
solution 

YES YES 

Fromilid 250 tablets film-coated tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

14 tablets (2 × 7) in 
Al/PVC/PVDC blister, 
supplied in a box 

YES YES
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Fromilid 500 tablets film-coated tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

14 tablets (2 × 7) in 
Al/PVC/PVDC blister, 
supplied in a box 

YES YES 

Fromilid 
125 mg/5 ml 
granules for oral 
suspension 

granules for oral 
suspension 

Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

25 grams of granules for the 
preparation of 60 ml of oral 
suspension in a glass bottle 
and a 5 ml plastic syringe 
for oral dose delivery, 
supplied in a box 

YES YES 

Fromilid uno 
prolonged-release 
tablets 500 mg 

prolonged-release 
tablets 

Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

14 (2 × 7) tablets in a PVC/ 
PVDC//Al blister, supplied in 
a box 

YES YES 

Fromilid uno 
500 mg tablets with 
prolonged release 

prolonged release 
tablets 

Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

5 (1 × 5) tablets in a PVC/ 
PVDC//Al blister, supplied in 
a box 

YES YES 

FSME Immun inject, 
inactivated vaccine 
against viral tick- 
borne meningoen
cephalitis 

intramuscular 
suspension 

Baxter AG, Industriestraße 
67, A-1220 Vienna, Austria 

Box with 1 pre-filled syringe 
with 1 dose of vaccine 
(0,5 ml susp), with a needle 

YES YES 

FSME-IMMUN 
0,25 ml Junior 

suspension for 
injection 

Baxter AG, Industriestraße 
67, A-1220 Vienna, Austria 

Pre-filled syringe with needle 
containing one 0,25 ml of 
vaccine dose, supplied in a 
box 

YES YES 

Funzol capsules 
100 mg 

capsules Bosnalijek d.d., Jukićeva 53, 
Sarajevo, Bosnia and Herze
govina 

7 (1 × 7) capsules in (PVC/ 
PVDC/Al) blister, supplied in 
a box 

YES YES 

Funzol capsules 
150 mg 

capsules Bosnalijek d.d., Jukićeva 53, 
Sarajevo, Bosnia and Herze
govina 

One (1 × 1) capsule in a 
PVC/PVDC/Al blister 
supplied in a box 

YES YES 

Funzol capsules 
50 mg 

capsules Bosnalijek d.d., Jukićeva 53, 
Sarajevo, Bosnia and Herze
govina 

7 (1 × 7) capsules in (PVC/ 
PVDC/Al) blister, supplied in 
a box 

YES YES
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Fursemid 
20 mg/2 ml 
injection 

solution for 
injection 

Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

5 ampoules each with 2 ml 
of solution in a plastic 
holder, supplied in a box 

YES YES 

Fursemid 40 mg 
tablets 

tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

12 (1 × 12) tablets in a 
blister, supplied in a box 

YES YES 

Fursemid 40 mg 
tablets 

tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

20 (1 × 20) tablets in a 
blister, supplied in a box 

YES YES 

Fursemid forte 
500 mg tablets 

tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

20 (2 × 10) tablets in 
PVC/Al blister, supplied in a 
box 

YES YES 

Gabalept capsules 
100 mg 

capsules Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

20 (2 × 10) capsules in a 
blister, supplied in a box 

YES YES 

Gabalept capsules 
300 mg 

capsules Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

50 (5 × 10) capsules in a 
blister, supplied in a box 

YES YES 

Gabalept capsules 
400 mg 

capsules Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

50 (5 × 10) capsules in a 
blister, supplied in a box 

YES YES 

Gadovist 
1,0 mmol/ml 
injection 

solution for 
injection 

Schering AG, Müllerstraße 
170-178, Berlin, Germany 

7,5 ml of solution in a glass 
syringe, 5 syringes indi
vidually packed in a blister, 
supplied in a box 

YES YES YES
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Gadovist 
1,0 mmol/ml 
solution for 
injection 

solution for 
injection 

Schering AG, Müllerstraße 
170-178, Berlin, Germany 

15 ml of solution in a glass 
bottle, 10 bottles in a box 

YES YES YES 

Gammagard S/D 
10 g 

lyophilisate and 
solvent for prep
aration of solution 
for intravenous 
infusion 

Baxter S.A, Hyland Immuno, 
Lessines, Belgium 

Bottle with lyophilisate, 
bottle with 192 ml of 
solvent, sterile set for 
lyophilisate dissolution, and 
sterile application kit used 
with a filter, supplied in a 
box 

YES YES 

Gammagard S/D 
2,5 g 

lyophilisate and 
solvent for prep
aration of solution 
for intravenous 
infusion 

Baxter S.A, Hyland Immuno, 
Lessines, Belgium 

Bottle with lyophilisate, 
bottle with 50 ml of solvent, 
sterile kit for lyophilisate 
reconstitution, and one 
sterile kit for use with filter, 
supplied in a box 

YES YES 

Gammagard S/D 5 g lyophilisate and 
solvent for prep
aration of solution 
for intravenous 
infusion 

Baxter S.A, Hyland Immuno, 
Lessines, Belgium 

Botle with lyophilisate, 
bottle with 96 ml of solvent, 
sterile kit for lyophilisate 
reconstitution, and sterile kit 
for use with filter, supplied 
in a box 

YES YES 

GANFORT eye 
drops 

eye drops, solution Allergan Pharmaceuticals 
Ireland, Castlebar Road, 
Westport, Co Mayo, Ireland 

3 ml of solution in a 5 ml 
plastic (LDPE) bottle with 
dropper attachment and 
plastic (HDPE) tamper-proof 
closure, 1 bottle in a box 

YES YES YES 

Garasone eye/ear 
drops 

eye/ear drops Schering-Plough Labo N.V. 
Industriepark 30, Heist-op- 
den-Berg, Belgium 

5 ml of solution in a plastic 
(10 ml) bottle with a 
dropper 

YES YES
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GARDASIL, 
suspension for 
injections in a pre- 
filled syringe, 
vaccine against 
human papillo
mavirus [type 6, 11, 
16, 18] (recom
binant, adsorbed) 

suspension for 
injections in a pre- 
filled syringe 

Merck Sharp & Dohme B.V., 
Waarderweg 39, Postbus 
581, Haarlem, the Nether
lands 

Pre-filled glass syringe (glass 
type I) with 0,5 ml of 
suspension for injection, a 
needle with protective 
mechanism, and two 
needles, supplied in a box 

YES YES YES YES YES 

GARDASIL, 
suspension for 
injection, human 
papillomavirus 
vaccine [types 6, 11, 
16, 18] (recom
binant, adsorbed) 

suspension for 
injection 

Merck Sharp & Dohme B.V., 
Waarderweg 39, Postbus 
581, Haarlem, the Nether
lands 

Tyle 1 glass ampoule 
containing 0,5 ml of 
suspension, supplied in a 
box 

YES YES YES YES YES 

Gastal tablets 
peppermint 

tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

24 (4 × 6) tablets in a blister, 
supplied in a box 

YES YES YES 

Gastal tablets 
spearmint 

tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

24 (4 × 6) tablets in a blister, 
supplied in a box 

YES YES YES 

Gastal tablets, sour 
cherry 

tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

24 (4 × 6) tablets in a blister, 
supplied in a box 

YES YES YES 

Gastrografin 
solution 

solution Berlimed S.A., Madrid, Spain 100 ml of solution in an 
amber glass bottle with 
plastic cap, supplied in a box 

YES YES 

Gemzar 1 g powder 
for solution for 
infusion 

powder for 
solution for 
infusion 

Lilly France S.A.S., rue du 
Colonel Lilly, Fegersheim, 
France 

One glasss vial with 
lyophilisate, supplied in a 
box 

YES YES
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Gemzar 200 mg 
powder for solution 
for infusion 

powder for 
solution for 
infusion 

Lilly France S.A.S., rue du 
Colonel Lilly, Fegersheim, 
France 

One glasss vial with 
lyophilisate, supplied in a 
box 

YES YES 

Genotropin 5,3 mg powder and solvent 
for solution for 
subcutaneous 
injection 

Pfizer Health AB, Stockholm, 
Sweden 

5 two-part glass cartridges 
with lyophilisate (front part 
(I) and solvent (rear part (II)) 
in a plastic container, 
supplied in a box 

YES YES 

Gentamicin 
120 mg/2 ml 
injection 

solution for 
injection 

Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

10 ampoules each 
containing 2 ml of solution, 
supplied in a box 

YES YES 

Gentamicin 
20 mg/2 ml 
injection 

solution for 
injection 

Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

10 ampoules each 
containing 2 ml of solution, 
supplied in a box 

YES YES 

Gentamicin 
40 mg/2 ml 
injection 

solution for 
injection 

Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

10 ampoules each 
containing 2 ml of solution, 
supplied in a box 

YES YES 

Gentamicin 
80 mg/2 ml 
injection 

solution for 
injection 

Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

10 ampoules each 
containing 2 ml of solution, 
supplied in a box 

YES YES 

Gentamicin 
injection 120 mg 

solution for 
injection 

Bosnalijek d.d., Jukićeva 53, 
Sarajevo, Bosnia and Herze
govina 

50 amber glass ampoules 
each with 2 ml of solution, 
supplied in a box 

YES YES 

Gentamicin 
injection 
120 mg/2 ml 

solution for 
injection 

Farmal d.d., Ludbreg, 
Republic of Croatia in 
cooperation with Lek d.d., 
Ljubljana, Republic of 
Slovenia 

10 ampoules each 
containing 2 ml of solution, 
supplied in a box 

YES YES
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Gentamicin 
injection 40 mg 

solution for 
injection 

Bosnalijek d.d., Jukićeva 53, 
Sarajevo, Bosnia and Herze
govina 

50 amber glass ampoules 
each with 2 ml of solution, 
supplied in a box 

YES YES 

Gentamicin 
injection 
40 mg/2 ml 

solution for 
injection 

Farmal d.d., Ludbreg, 
Republic of Croatia in 
cooperation with Lek d.d., 
Ljubljana, Republic of 
Slovenia 

10 ampoules each 
containing 2 ml of solution, 
supplied in a box 

YES YES 

Gentamicin 
injection 80 mg 

solution for 
injection 

Bosnalijek d.d., Jukićeva 53, 
Sarajevo, Bosnia and Herze
govina 

50 amber glass ampoules 
each with 2 ml of solution, 
supplied in a box 

YES YES 

Gentamicin 
injection 
80 mg/2 ml 

solution for 
injection 

Farmal d.d., Ludbreg, 
Republic of Croatia in 
cooperation with Lek d.d., 
Ljubljana, Republic of 
Slovenia 

10 ampoules each 
containing 2 ml of solution, 
supplied in a box 

YES YES 

Gentamicin Jadran 
120 

solution for 
injection 

Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

10 amber glass ampoules 
each containing 2 ml of 
solution, supplied in a box 

YES YES 

Gentamicin Jadran 
40 

solution for 
injection 

Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

10 amber glass ampoules 
each containing 2 ml of 
solution, supplied in a box 

YES YES 

Gentamicin Jadran 
80 

solution for 
injection 

Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

10 amber glass ampoules 
each containing 2 ml of 
solution, supplied in a box 

YES YES
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Geokorton ointment 
20 g 

ointment Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

Aluminium tube with 20 g 
of ointment, supplied in a 
box 

YES YES 

Geomycin capsules Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

16 (2 × 8) capsules in a 
PVC/Al blister, supplied in a 
box 

YES YES 

Geonistin vaginal tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

6 (2 × 3) tablets in a blister 
(PVC/Al), supplied in a box 

YES YES 

Ginkgo film-tablets film-coated tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

30 (1 × 30) tablets in a 
blister, supplied in a box 

YES YES YES 

Glibenclamid 
Genericon 3,5 mg 
tablets 

tablets Genericon Pharma 
Ges.m.b.H, Lannach, Austria 

30 (3 × 10) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES 

Glibenclamid 
Genericon 3,5 mg 
tablets 

tablets Genericon Pharma 
Ges.m.b.H, Lannach, Austria 

120 (12 × 10) tablets in a 
blister (PVC/Al), supplied in 
a box 

YES YES 

Glivec 100 mg film- 
coated tablets 

film-coated tablets Novartis Pharma GmbH, 
Nurnberg, Germany 

60 (6 × 10) tablets in a 
blister (PVC/Al), supplied in 
a box 

YES YES YES YES
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Glivec 100 mg 
capsules 

hard capsules Novartis Pharma Stein AG, 
Schaffhauserstrasse, Stein, 
Switzerland 

120 (10 × 12) capsules in a 
blister (PVC/Al), supplied in 
a box 

YES YES YES YES 

Glivec 100 mg 
capsules 

capsules Novartis Pharma A.G., Basel, 
Switzerland 

120 (10 × 12) capsules in a 
blister, supplied in a box 

YES YES YES YES 

Glivec 400 mg film- 
coated tablets 

film-coated tablets Novartis Pharma GmbH, 
Nurnberg, Germany 

30 (3 × 10) tablets in a 
PVC/PE/PVDC/Al blister, 
supplied in a box 

YES YES YES YES 

Glivec 50 mg 
capsules 

capsules Novartis Pharma A.G., Basel, 
Switzerland 

30 (3 × 10) capsules in a 
blister, supplied in a box 

YES YES YES YES 

Glivec 50 mg 
capsules 

hard capsules Novartis Pharma Stein AG, 
Schaffhauserstrasse, Stein, 
Switzerland 

30 (3 × 10) capsules in a 
blister (PVC/Al), supplied in 
a box 

YES YES YES YES 

GlucaGen HypoKit powder and solvent 
for solution for 
injection 

Novo Nordisk A/S, Novo 
Allé, DK-2880 Bagsværd, 
Denmark 

One glass vial with 
lyophilisate and one glass 
syringe with needle (1 ml of 
solvent), in a plastic 
container 

YES YES 

Glucobay 100 mg 
tablets 

tablets Bayer HealthCare AG, 51368 
Leverkusen, Germany 

30 tablets (2 × 15) in a 
blister (polypropylene/Al), 
supplied in a box 

YES YES 

Glucobay 50 mg 
tablets 

tablets Bayer HealthCare AG, 51368 
Leverkusen, Germany 

30 (2 × 15) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES
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Glucomerck 
1 000 mg film- 
coated tablets 

film-coated tablets Merck SANTE s.a.s., Centre 
de Production de Semoy, 2 
rue du Pressoir Vert - 45400 
Semoy, France; Merck KGcA, 
Frankfurter Straße 250, 
64293 Darmstadt, Germany 

60 (4 × 15) film-coated 
tablets in a transparent 
blister (PVC/Al), supplied in 
a box 

YES YES 

Glucomerck 500 mg 
film-coated tablets 

film-coated tablets Merck SANTE s.a.s., Centre 
de Production de Semoy, 2 
rue du Pressoir Vert - 45400 
Semoy, France; Merck KGcA, 
Frankfurter Straße 250, 
64293 Darmstadt, Germany 

100 (5 × 20) film-coated 
tablets in transparent blister 
(PVC/Al), supplied in a box 

YES YES 

Glucomerck 850 mg 
film-coated tablets 

film-coated tablets Merck SANTE s.a.s., Centre 
de Production de Semoy, 2 
rue du Pressoir Vert - 45400 
Semoy, France; Merck KGcA, 
Frankfurter Straße 250, 
64293 Darmstadt, Germany 

30 (2 × 15) film-coated 
tablets in a transparent 
PVC/Al blister, supplied in a 
box 

YES YES 

Glucophage 
1 000 mg film- 
coated tablets 

film-coated tablets Merck SANTE s.a.s./Centre de 
Production de Semoy, France 
Merck KGaA, Germany 

30 (3 × 10) film-coated 
tablets in a transparent 
blister (PVC/Al), supplied in 
a box 

YES YES YES YES 

Glucophage 500 mg 
film-coated tablets 

film-coated tablets Merck SANTE s.a.s./Centre de 
Production de Semoy, France 
Merck KGaA, Germany 

50 (5 × 10) film-coated 
tablets in a transparent 
blister (PVC/Al), supplied in 
a box 

YES YES YES YES 

Glucophage 850 mg 
tablets 

film-coated tablets Merck SANTE s.a.s., Lyon 
CEDEX 08, France 

30 (2 × 15) tablets in a 
blister, supplied in a box 

YES YES YES YES 

Glucovance 
500 mg/ 2,5 mg 
tablets 

film-coated tablets Merck SANTE s.a.s., 2 rue du 
Pressoir Vert - 45400 
Semoy, France 

30 (2 × 15) tablets in a 
blister (PVC/Al), supplied in 
a box 

YES YES
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Glucovance 
500 mg/ 5 mg 
tablets 

film-coated tablets Merck SANTE s.a.s., 2 rue du 
Pressoir Vert - 45400 
Semoy, France 

30 (2 × 15) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES 

Gluformin 850 mg 
tablets 

film-coated tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

30 (3 × 10) tablets in a 
PVC/PVDC/Al blister, 
supplied in a box 

YES YES 

Gluformin tablets 
1 g 

film-coated tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

30 (2 × 15) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES 

Glukosalina I 
solution for intra
venous infusion, 
100 ml 

solution for intra
venous infusion 

Hrvatski zavod za trans
fuzijsku medicinu, Petrova 3, 
Zagreb, Republic of Croatia 

100 ml of solution in an 
infusion bottle with rubber 
stopper protected by Al cap 
and plastic lid, 10 bottles 
with holders in a carton box 

YES YES 

Glukosalina I 
solution for intra
venous infusion, 
250 ml 

solution for intra
venous infusion 

Hrvatski zavod za trans
fuzijsku medicinu, Petrova 3, 
Zagreb, Republic of Croatia 

250 ml of solution in an 
infusion bottle with rubber 
stopper and protective Al 
cap with plastic lid (10 
bottles with holders, 
supplied in a carton box) 

YES YES 

Glukosalina I 
solution for intra
venous infusion, 
500 ml 

solution for intra
venous infusion 

Hrvatski zavod za trans
fuzijsku medicinu, Petrova 3, 
Zagreb, Republic of Croatia 

500 ml of solution in an 
infusion bottle with a rubber 
stopper and an aluminium 
cap with a plastic lid (10 
bottles with holders, 
supplied in a carton box) 

YES YES
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Glukosalina III 
solution for intra
venous infusion 

solution for intra
venous infusion 

Hrvatski zavod za trans
fuzijsku medicinu, Petrova 3, 
Zagreb, Republic of Croatia 

500 ml of solution in an 
infusion bottle with a rubber 
stopper and an aluminium 
cap with a plastic lid (10 
bottles with holders, 
supplied in a carton box) 

YES YES 

Glucose 10 % Braun solution for 
infusion 

B. Braun Melsungen AG, 
Carl-Braun-Straße 1, 
Melsungen, Germany 

500 ml of solution for 
infusion in a plastic bottle 
(10 bottles in a box) 

YES YES 

Glucose 10 % Braun solution for 
infusion 

B. Braun Melsungen AG, 
Carl-Braun-Straße 1, 
Melsungen, Germany 

1 000 ml of infusion 
solution in a plastic bottle 
(10 bottles in a box) 

YES YES 

Glucose 10 % 
solution for intra
venous infusion, 
100 ml 

solution for 
infusion 

Hrvatski zavod za trans
fuzijsku medicinu, Petrova 3, 
Zagreb, Republic of Croatia 

100 ml of solution in a glass 
bottle 

YES YES 

Glucose 10 % 
solution for intra
venous infusion, 
250 ml 

solution for 
infusion 

Hrvatski zavod za trans
fuzijsku medicinu, Petrova 3, 
Zagreb, Republic of Croatia 

250 ml of solution in a glass 
bottle 

YES YES 

Glucose 10 % 
solution for intra
venous infusion, 
500 ml 

solution for 
infusion 

Hrvatski zavod za trans
fuzijsku medicinu, Petrova 3, 
Zagreb, Republic of Croatia 

500 ml of solution in a glass 
bottle 

YES YES 

Glucose 10 % Pliva 
solution for infusion 

solution for intra
venous infusion 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

12 PVC bags with 500 ml of 
solution, supplied in a box 

YES YES
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Glucose 10 % Pliva 
solution for infusion 
250 ml 

solution for intra
venous infusion 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

250 ml of solution in a glass 
infusion bottle with rubber 
stopper and combi-cap (10 
bottles with polyethylene 
holder supplied in a box) 

YES YES 

Glucose 10 % Pliva 
solution for infusion 
500 ml 

solution for intra
venous infusion 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

10 glass vials with 500 ml 
of solution, supplied in a 
box 

YES YES 

Glucose 5 %, Viaflo solution for 
infusion 

Baxter S.A., Belgium; Baxter 
Healthcare Ltd, Great Britain; 
Bieffe Medital Sabinanigo, 
Spain; Baxter Healthcare S.A., 
Ireland 

30 plastic Viaflo bags with 
250 ml of solution for 
infusion in a protective bag, 
supplied in a box 

YES YES 

Glucose 5 % Viaflo solution for 
infusion 

Baxter S.A., Belgium; Baxter 
Healthcare Ltd, Great Britain; 
Bieffe Medital Sabinanigo, 
Spain; Baxter Healthcare S.A., 
Ireland 

10 plastic Viaflo bags with 
1 000 ml of infusion 
solution, in a protective bag, 
supplied in a box 

YES YES 

Glukose 5 %, Viaflo solution for 
infusion 

Baxter S.A., Belgium; Baxter 
Healthcare Ltd, Great Britain; 
Bieffe Medital Sabinanigo, 
Spain; Baxter Healthcare S.A., 
Ireland 

50 plastic Viaflo bags with 
50 ml of solution for 
infusion in a protective bag, 
supplied in a box 

YES YES 

Glucose 5 %, Viaflo solution for 
infusion 

Baxter S.A., Belgium; Baxter 
Healthcare Ltd, Great Britain; 
Bieffe Medital Sabinanigo, 
Spain; Baxter Healthcare S.A., 
Ireland 

50 plastic bags Viaflo with 
100 ml of solution for 
infusion, in a protective bag, 
supplied in a box 

YES YES
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Glucose 5 % Viaflo solution for 
infusion 

Baxter S.A., Belgium; Baxter 
Healthcare Ltd, Great Britain; 
Bieffe Medital Sabinanigo, 
Spain; Baxter Healthcare S.A., 
Ireland 

20 plastic Viaflo bags with 
500 ml of infusion solution, 
in a protective bag, supplied 
in a box 

YES YES 

Glucose 5 % solution for 
infusion 

Hrvatski zavod za trans
fuzijsku medicinu, Petrova 3, 
Zagreb, Republic of Croatia 

500 ml of solution in a glass 
bottle 

YES YES 

Glucose 5 % solution for 
infusion 

Hrvatski zavod za trans
fuzijsku medicinu, Petrova 3, 
Zagreb, Republic of Croatia 

100 ml of solution in a glass 
bottle 

YES YES 

Glucose 5 % solution for 
infusion 

Hrvatski zavod za trans
fuzijsku medicinu, Petrova 3, 
Zagreb, Republic of Croatia 

250 ml of solution in a glass 
bottle 

YES YES 

Glucose 5 % Braun solution for 
infusion 

B. Braun Melsungen AG, 
Carl-Braun-Straße 1, 
Melsungen, Germany 

1 000 ml of infusion 
solution in a plastic bottle 
(10 bottles in a box) 

YES YES 

Glucose 5 % Braun solution for 
infusion 

B. Braun Melsungen AG, 
Carl-Braun-Straße 1, 
Melsungen, Germany 

250 ml of solution for 
infusion in a plastic bottle 
(10 bottles in a box) 

YES YES 

Glucose 5 % Braun solution for 
infusion 

B. Braun Melsungen AG, 
Carl-Braun-Straße 1, 
Melsungen, Germany 

500 ml of solution for 
infusion in a plastic bottle 
(10 bottles in a box) 

YES YES
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Glucose 5 % Braun solution for 
infusion 

B. Braun Melsungen AG, 
Carl-Braun-Straße 1, 
Melsungen, Germany 

100 ml of infusion solution 
in a plastic bottle (20 bottles 
in a box) 

YES YES 

Glucose 5 % Pliva solution for 
infusion 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

500 ml of solution in a PVC 
bag, with a draining 
attachment (closed with 
combiflack stopper) and an 
application attachment, 12 
bags in a box 

YES YES 

Glucose 5 % Pliva solution for 
infusion 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

500 ml of solution in a glass 
infusion bottle with a rubber 
stopper and a protective cap, 
10 bottles in a box 

YES YES 

Glurenorm 30 mg 
tablets 

tablets Boehringer Ingelheim Ellas 
A.E., Athens, Greece 

60 (6 × 10) tablets in a 
white blister (PVC/ 
PVDC//Al), supplied in a box 

YES YES 

GONAL-f 1 050 
IU/1,75 ml 

powder and solvent 
(in a syringe) for 
solution for 
injection 

Industria Farmaceutica 
Serono S.p.A., Bari, Italy 

Vial with powder and 
syringe with 2 ml of solvent, 
supplied in a box 

YES YES YES 

GONAL-f 300 
IU/0,5 ml 

solution for 
injection in pen 
syringe 

Industria Farmaceutica 
Serono S.p.A., Bari, Italy 

Pen-syringe with 0,5 ml of 
solution (in a 3 ml glass 
cartridge) and 5 needles in a 
plastic container, supplied in 
a box 

YES YES YES 

GONAL-f 450 
IU/0,75 ml 

powder and solvent 
(in a syringe) for 
solution for 
injection 

Industria Farmaceutica 
Serono S.p.A., Bari, Italy 

Vial with powder and 
syringe with 1 ml of solvent, 
supplied in a box 

YES YES YES



EN 
C 119 E/146 

O
fficial Journal of the European U

nion 
24.4.2012

 

NAME OF THE 
MEDICINAL 
PRODUCT 

PHARMACEUTICAL 
FORM MANUFACTURER NATURE AND CONTENTS OF 

CONTAINER Domestic Imported Proprietary Generic 
UDMP nCADREAC CP MRP OTC Herbal Immu

nological Blood Orphan 

GONAL-f 450 
IU/0,75 ml 

solution for 
injection in pen 
syringe 

Industria Farmaceutica 
Serono S.p.A., Bari, Italy 

Pen-syringe with 0,75 ml of 
solution (in a 3 ml glass 
cartridge) and 7 needles in a 
plastic container, supplied in 
a box 

YES YES YES 

GONAL-f 75 IU powder and solvent 
(in a syringe) for 
solution for 
injection 

Industria Farmaceutica 
Serono S.p.A., Bari, Italy 

Vial with powder and 
syringe with 1 ml of solvent 
in a plastic container, 
supplied in a box 

YES YES YES 

GONAL-f 900 
IU/1,5 ml 

solution for 
injection in pen 
syringe 

Industria Farmaceutica 
Serono S.p.A., Bari, Italy 

Pen syringe with 1,5 ml of 
solution (in a 3 ml glass 
cartridge) and 14 needles in 
a plastic container, supplied 
in a box 

YES YES YES 

Gopten 0,5 mg 
capsules 

capsules Abbott GmbH & Co. KG, 
Ludwigshafen, Germany 

50 (5 × 10) capsules in a 
blister, supplied in a box 

YES YES 

Gopten 2 mg 
capsules 

capsules Abbott GmbH & Co. KG, 
Ludwigshafen, Germany 

28 (2 × 14) capsules in a 
blister, supplied in a box 

YES YES 

Gopten 4 mg 
capsules 

capsules Abbott GmbH & Co. KG, 
Ludwigshafen, Germany 

28 (2 × 14) capsules in a 
blister, supplied in a box 

YES YES 

Grippostad C capsules STADA Arzneimittel AG, 
Stadtstraße 2-18, Bad Vilbel, 
Germany 

20 (2 × 10) capsules in a 
blister (PVC/PVDC-Al), 
supplied in a box 

YES YES YES 

Grippostad Good 
Night syrup 

syrup STADA Arzneimittel AG, 
Stadtstraße 2-18, Bad Vilbel, 
Germany 

90 ml of syrup in a glass 
bottle with a plastic tamper- 
evident stopper (white 
PP/PE), supplied in a box 

YES YES YES
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Grippostad hot 
drink 

effervescent powder STADA Arzneimittel AG, 
Stadtstraße 2-18, Bad Vilbel, 
Germany 

10 bags (Al/paper/PE) each 
containing 5,0 g of powder, 
supplied in a box 

YES YES YES 

Haemate P 500 powder and solvent 
for solution for 
injection/infusion 

ZLB Behring GmbH, Emil- 
von-Behring Str. 76, 
Marburg, Germany 

Glass vial with powder, glass 
vial with 10 ml of water for 
injection, transfer kit, and 
disposable filter, supplied in 
a box 

YES YES 

Haldol depo 
solution for 
injection 
50 mg/1 ml 

oily solution for 
intramuscular 
injection 

Krka d.d., Novo mesto, 
Republic of Slovenia in 
cooperation with Janssen 
Pharmaceutica, Beerse, 
Belgium 

5 brown ampoules (in a 
blister) each with 1 ml of 
solution, supplied in a box 

YES YES 

Haldol 10 mg/1 ml 
oral drops 

oral drops Krka d.d., Novo mesto, 
Republic of Slovenia in 
cooperation with Janssen 
Pharmaceutica, Beerse, 
Belgium 

30 ml of solution in an 
amber glass bottle, supplied 
in a box 

YES YES 

Haldol oral drops 
2 mg/1 ml 

oral drops Krka d.d., Novo mesto, 
Republic of Slovenia in 
cooperation with Janssen 
Pharmaceutica, Beerse, 
Belgium 

10 ml of solution in an 
amber glass bottle, supplied 
in a box 

YES YES 

Haldol solution for 
injection 5 mg/1 ml 

solution for 
injection for intra
muscular and 
intravenous use 

Krka d.d., Novo mesto, R. 
Republic of Slovenia in 
cooperation with Janssen 
Pharmaceutica, Beerse, 
Belgium 

10 (2 × 5) ampoules each 
containing 1 ml solution in 
a blister, supplied in a box 

YES YES 

Haldol 10 mg 
tablets 

tablets Krka d.d., Novo mesto, 
Republic of Slovenia in 
cooperation with Janssen 
Pharmaceutica, Beerse, 
Belgium 

30 tablets in an amber glass 
bottle, supplied in a box 

YES YES



EN 
C 119 E/148 

O
fficial Journal of the European U

nion 
24.4.2012

 

NAME OF THE 
MEDICINAL 
PRODUCT 

PHARMACEUTICAL 
FORM MANUFACTURER NATURE AND CONTENTS OF 

CONTAINER Domestic Imported Proprietary Generic 
UDMP nCADREAC CP MRP OTC Herbal Immu

nological Blood Orphan 

Haldol tablets 2 mg tablets Krka d.d., Novo mesto, 
Republic of Slovenia in 
cooperation with Janssen 
Pharmaceutica, Beerse, 
Belgium 

25 tablets in an amber glass 
bottle, supplied in a carton 
box 

YES YES 

Halea 100 mg 
tablets 

film-coated tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

30 (2 × 15) tablets in a 
blister, supplied in a box 

YES YES 

Halea 50 mg tablets film-coated tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

30 (2 × 15) tablets in a 
blister, supplied in a box 

YES YES 

Heferol capsules Alkaloid AD - Skopje, 
Bulevar Aleksandar Make
donski 12, Skopje, FYROM 

30 capsules in a bottle, 
supplied in a box 

YES YES 

Helicobacter test 
INFAI for infrared 
spectroscopy 

oral powder INFAI Institut für Biomedi
zinische Analytik & NMR 
Imaging GmbH, Bochum, 
Germany 

75 mg of 13 C-urea in a 
polystyrene container with a 
closed polyethylene "snap" 
stopper; equipment for 
sampling and transfer of 
samples of expired air 
(4 glass "vacutainer" test 
tubes or plastic "vacuette" of 
10 ml and 1 flexible straw), 
inserted in a box 

YES YES YES
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Helicobacter test 
INFAI for infrared 
spectroscopy 

powder for prep
aration of oral 
solution 

INFAI Institut für Biomedi
zinische Analytik & NMR 
Imaging GmbH, Bochum, 
Germany 

50 polystyrene jars with 
polyethylene snap cap 
containing 75 mg 13C-urea 
powder for oral solution, 
with a kit for sampling and 
transporting of breath 
samples, 50 × 2 bags with 
plastic attachments, and 
50 × 1 bendable plastic 
straws, supplied in a box 

YES YES YES 

Helicobacter test 
INFAI for mass 
spectrometry 

powder for oral 
solution 

INFAI Institut für Biomedi
zinische Analytik & NMR 
Imaging GmbH, Bochum, 
Germany 

75 mg of 13 C-urea in a 
polystyrene container with a 
closed polyethylene "snap" 
stopper; equipment for 
sampling and transfer of 
samples of expired air 
(4 glass "vacutainer" test 
tubes or plastic "vacuette" of 
10 ml and 1 flexible straw), 
inserted in a box 

YES YES YES 

Hemofil M 250 IU 
human coagulation 
factor VIII, mono
clonally purified 

lyophilisate and 
solvent for prep
aration of intra
venous solution 
(injection/infusion) 

Baxter S.A., Hyland Immuno, 
Lessines, Belgium 

Glass bottle with lyophilisate 
and a glass bottle with 10 m 
of solvent, sterile double 
dissolution needle, sterile 
filter needle, sterile mini 
infusion kit, sterile 
disposable syringe of 10 ml, 
supplied in a box 

YES YES 

Hemofil M 500 IU 
human coagulation 
factor VIII, mono
clonally purified 

lyophilisate and 
solvent for prep
aration of intra
venous solution 
(injection/infusion) 

Baxter S.A., Hyland Immuno, 
Lessines, Belgium 

Glass bottle with lyophilisate 
and a glass bottle with 10 m 
of solvent, sterile double 
dissolution needle, sterile 
filter needle, sterile mini 
infusion kit, sterile 
disposable syringe of 10 ml, 
supplied in a box 

YES YES
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Hemofil M 500 IU 
human coagulation 
factor VIII, mono
clonally purified 

lyophilisate and 
solvent for prep
aration of intra
venous solution 
(injection/infusion) 

Baxter S.A., Hyland Immuno, 
Lessines, Belgium 

Glass bottle with lyophilisate 
and a glass bottle with 10 m 
of solvent, sterile double 
dissolution needle, sterile 
filter needle, sterile mini 
infusion kit, sterile 
disposable syringe of 10 ml, 
supplied in a box 

YES YES 

Hepan gel gel Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

Box with 50 g of gel in an 
Al tube 

YES YES YES 

Hepan cream cream Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

Box with 50 g of cream in 
an Al tube 

YES YES YES 

HEPARIN injection solution for 
injection (for s.c. 
and i.v. use) 

Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

5 ml of solution in a glass 
bottle (with a rubber stopper 
and an Al cap), 10 bottles in 
a box 

YES YES 

Heptanon injection solution for intra
muscular and 
subcutaneous 
injection 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

50 ampoules with 1 ml of 
solution, supplied in a box 

YES YES 

Heptanon drops oral drops, solution Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

10 ml of solution in an 
amber glass bottle with 
plastic dropper attachment, 
supplied in a box 

YES YES 

Heptanon solution oral solution Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

100 ml of solution in a 
125 ml brown plastic bottle 
with aluminum cap, supplied 
in a box 

YES YES
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Heptanon tablets tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

20 (2 × 10) tablets in a 
blister, supplied in a box 

YES YES 

HERCEPTIN 150 mg 
powder for 
concentrate of 
solution for infusion 

powder for 
concentrate of 
solution for 
infusion 

F. Hoffmann-La Roche Ltd., 
Grenzacherstrasse 124, Basel, 
Switzerland 

One glass vial with powder, 
supplied in a box 

YES YES YES YES 

Hermes Cevitt 
lemon 

effervescent powder Hermes Arzneimittel GmbH, 
München, Germany 

20 effervescent tablets in a 
polypropylene tube 

YES YES YES 

Hermes Cevitt 
orange 

effervescent powder Hermes Arzneimittel GmbH, 
München, Germany 

20 effervescent tablets in a 
polypropylene tube 

YES YES YES 

Herplex 400 mg 
tablets 

film-coated tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

35 (7 × 5) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES 

Herplex 400 mg 
tablets 

film-coated tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

35 (7 × 5) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES 

Herplex cream cream Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

2 grams of cream in a tube, 
supplied in a box 

YES YES YES 

Hiberix vaccine 
against Haemo
philus influenzae 
type B, glycocon
jugated 

lyophilisate GlaxoSmithKline Biologicals 
s.a., rue de l’Institut 89, 
Rixensart, Belgium 

Box with one bottle wtih 1 
dose of lyophilised vaccine 
and 1 syringe with solvent 
and 2 needles 

YES YES
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Hiramicin capsules Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

5 (1 × 5) capsules in a 
blister, supplied in a box 

YES YES 

Holyplant Purgal 
tablets 

tablets Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

20 (2 × 10) tablets in a 
blister, supplied in a box 

YES YES YES 

Holyplant Sena tea herbal tea Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

50 g of tea in a poly
propylene transparent bag, 
supplied in a box 

YES YES YES 

Holyplant Septogal 
oriblettes 

oriblettes Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

30 (3 × 10) oriblettes in a 
PVC/Al blister, supplied in a 
box 

YES YES YES 

Humaject M3 
(30/70) 100 IU/ml 
(3,0 ml) 

suspension for 
subcutanous 
injection 

Lilly France S.A.S., rue du 
Colonel Lilly, Fegersheim, 
France 

5 disposable injectors with 
glass cartridges each with 
3 ml of solution, supplied in 
a box 

YES YES 

Humaject N 100 
IU/ml (3,0 ml) 

suspension for 
subcutanous 
injection 

Lilly France S.A.S., rue du 
Colonel Lilly, Fegersheim, 
France 

5 disposable injectors with 
glass cartridges each with 
3 ml of solution, supplied in 
a box 

YES YES
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Humaject R 100 
IU/ml (3,0 ml) 

suspension for 
subcutaneous 
injection 

Lilly France S.A.S., rue du 
Colonel Lilly, Fegersheim, 
France 

5 disposable injectors with 
glass cartridges each with 
3 ml of solution, supplied in 
a box 

YES YES 

Humalog 100 IU/ml 
cartridge (3,0 ml) 

solution for 
injection 

Lilly France S.A.S., rue du 
Colonel Lilly, Fegersheim, 
France 

5 cartridges with 3 ml of 
solution in a blister, supplied 
in a box 

YES YES 

Humalog Mix 
25 100 IU/ml (sus
pension in cartridge 
3,0 ml) 

suspension for 
injection 

Lilly France S.A.S., Feger
sheim, France and Lilly S.A., 
Alcobendas-Madrid, Spain 

5 glass cartridges with 
3,0 ml of suspension to be 
administered with a pen 
injector, in protective pack
aging, supplied in a box 

YES YES YES 

Humalog Mix25 Pen 
100 IU/ml 

suspension for 
injection 

Lilly France S.A.S., rue du 
Colonel Lilly, Fegersheim, 
France 

5 injectors with a glass 
cartridge with 3,0 ml of 
suspension, supplied in a 
box 

YES YES YES 

Humalog Mix 
50 100 IU/ml (sus
pension in cartridge 
3,0 ml) 

suspension for 
injection 

Lilly France S.A.S., Feger
sheim, France and Lilly S.A., 
Alcobendas-Madrid, Spain 

5 glass cartridges with 
3,0 ml of sspension to be 
administered with a pen 
injector, in protective pack
aging, supplied in a box 

YES YES YES 

Humalog Mix50 Pen 
100 IU/ml 

suspension for 
injections 

Lilly France S.A.S., rue du 
Colonel Lilly, Fegersheim, 
France 

5 injectors with a glass 
cartridge each with 3,0 ml of 
suspension, supplied in a 
box 

YES YES YES 

Humalog Pen 100 
IU/ml (3 ml) 

solution for 
injection 

Lilly France S.A.S., rue du 
Colonel Lilly, Fegersheim, 
France 

5 injectors with a glass 
cartridge with 3 ml of 
solution, supplied in a 
carton box 

YES YES YES
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Human albumin 
20 % immuno 
50 ml 

solution for intra
venous use 

Baxter AG, Industriestraße 
67, A-1220 Vienna, Austria 

Box with 1 bottle containing 
50 ml of solution 

YES YES 

Human albumin 
20 % Octapharma 
100 ml 

solution for 
infusion 

Octapharma Pharmazeutika 
Produktionsges.m.b.H., 
Vienna, Austria and 
Octapharma SA, Lingol
sheim, France 

One glass vial with 100 ml 
of solution for infusion, 
supplied in a box 

YES YES 

Human albumin 
20 % Octapharma 
100 ml 

intravenous 
solution 

Octapharma Pharmazeutika 
Produktionsges.m.b.H., 
Vienna, Austria 

Paper box with 1 glass bottle 
with human albumin 
solution à 100 ml 

YES YES 

Human albumin 
20 % Octapharma 
50 ml 

solution for 
infusion 

Octapharma Pharmazeutika 
Produktionsges.m.b.H., 
Vienna, Austria and 
Octapharma SA, Lingol
sheim, France 

One glass vial containing 
50 ml of solution for 
infusion, supplied in a box 

YES YES 

Human albumin 
20 % Octapharma 
50 ml 

intravenous 
solution 

Octapharma Pharmazeutika 
Produktionsges.m.b.H., 
Vienna, Austria 

Paper box with 1 glass bottle 
with human albumin 
solution à 50 ml 

YES YES 

Human albumin 
5 % immuno 
250 ml 

solution for intra
venous use 

Baxter AG, Industriestraße 
67, A-1220 Vienna, Austria 

Box with 1 bottle containing 
250 ml of solution 

YES YES 

Human albumin 
5 % Octapharma 
100 ml 

intravenous 
solution 

Octapharma Pharmazeutika 
Produktionsges.m.b.H., 
Vienna, Austria 

Paper box with 1 glass bottle 
with human albumin 
solution à 100 ml 

YES YES 

Human albumin 
5 % Octapharma 
100 ml 

solution for 
infusion 

Octapharma Pharmazeutika 
Produktionsges.m.b.H., 
Vienna, Austria 

One glass vial with 100 ml 
of solution for infusion, 
supplied in a box 

YES YES
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Human albumin 
5 % Octapharma 
250 ml 

intravenous 
solution 

Octapharma Pharmazeutika 
Produktionsges.m.b.H., 
Vienna, Austria 

Paper box with 1 glass bottle 
with human albumin 
solution à 250 ml 

YES YES 

Human albumin 
5 % Octapharma 
250 ml 

solution for 
infusion 

Octapharma Pharmazeutika 
Produktionsges.m.b.H., 
Vienna, Austria 

One glass vial with 250 ml 
of solution for infusion, 
supplied in a box 

YES YES 

Humatrope 12 mg lyophilisate for 
injection 

Lilly France S.A.S., rue du 
Colonel Lilly, Fegersheim, 
France 

One cartridge with lyophil
isate, a syringe with 3,15 ml 
of solvent and a solvent feed 
line, supplied in a box 

YES YES 

Humatrope 6 mg lyophilisate and 
solvent for solution 
for injection 

Lilly France S.A.S., rue du 
Colonel Lilly, Fegersheim, 
France 

One cartridge with lyophil
isate, a syringe with solvent, 
and a needle with protective 
plastic cap, supplied in a box 

YES YES 

Humira solution for 
injection 

solution for 
injection 

Abbott Biotehnology 
Deutschland GmbH, Max- 
Planck-Ring 2, Wiesbaden, 
Germany 

Pre-filled glass syringe 
containing 0,8 ml of 
solution and one alcohol 
drenched cotton wool roll in 
a blister 

YES YES 

Humulin M3 
(30/70) 100 IU/ml 
(3,0 ml cartridge) 

suspension for 
subcutanous 
injection 

Lilly France S.A.S., rue du 
Colonel Lilly, Fegersheim, 
France 

5 (1 × 5) cartridges with 
3 ml of suspension per 
blister, supplied in a box 

YES YES 

Humulin M3 Pen 
100 IU/ml 

suspension for 
subcutaneous 
injection 

Lilly France S.A.S., rue du 
Colonel Lilly, Fegersheim, 
France 

5 injectors with a glass 
cartridge each with 3 ml of 
suspension, supplied in a 
carton box 

YES YES YES 

Humulin N 100 
IU/ml (3,0 ml 
cartridge) 

suspension for 
subcutanous 
injection 

Lilly France S.A.S., rue du 
Colonel Lilly, Fegersheim, 
France 

5 (1 × 5) cartridges with 
3 ml of suspension per 
blister, supplied in a box 

YES YES
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Humulin N Pen 100 
IU/ml 

solution for subcu
taneous injection 

Lilly France S.A.S., rue du 
Colonel Lilly, Fegersheim, 
France 

5 injectors with a glass 
cartridge each with 3 ml of 
suspension, supplied in a 
carton box 

YES YES YES 

Humulin R 100 
IU/ml (cartridge 
3,0 ml) 

solution for subcu
taneous injection 

Lilly France S.A.S., rue du 
Colonel Lilly, Fegersheim, 
France 

5 (1 × 5) cartridges with 
3 ml of solution per blister, 
supplied in a box 

YES YES 

HUSTAGIL oral solution Dentinox Gesellschaft für 
pharmazeutische Präparate 
Lenk & Schuppan, Berlin, 
Germany 

150 ml of solution an amber 
glass bottle with Al cap, 
supplied in a box 

YES YES YES 

Hycamtin lyophilisate for 
preparation of 
infusion 

SmithKline Beecham Phar
maceuticals, West Sussex, 
Great Britain and Glaxo
SmithKline Manufacturing 
S.p.A., Parma, Italy 

5 glass bottles of 5 ml with 
lyophilisate, supplied in a 
box 

YES YES 

Hydrocyclin ointment Galenika a.d., Beograd - 
Zemun, Serbia 

5 g of ointment in an 
aluminium tube, supplied in 
a box 

YES YES 

Hyperici Aktiv 
granules 

granules Cedevita d.o.o., Zagreb, 
Republic of Croatia 

15 bags (paper/Al/PE) 
containing 5 g, supplied in a 
box 

YES YES YES 

HYPNOMIDATE solution for 
injection 

Janssen Pharmaceutica NV, 
Turnhoutseweg 30, Beerse, 
Belgium 

5 ampoules with 10 ml of 
solution, supplied in a box 

YES YES 

Hyzaar film-coated tablets Merck Sharp & Dohme B.V., 
Waarderweg 39, Postbus 
581, Haarlem, the Nether
lands 

28 (2 × 14) film-coated 
tablets in a blister, supplied 
in a carton box 

YES YES 

Ibuprofen 
100 mg/5 ml oral 
suspension 

oral suspension Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

100 ml of suspension in an 
amber glass bottle, supplied 
in a box 

YES YES
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Ibuprofen 400 mg 
tablets 

film-coated tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

30 (3 × 10) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES 

Ibuprofen 600 mg 
tablets 

film-coated tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

30 (3 × 10) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES 

Ibuprofen 800 mg 
tablets 

film-coated tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

30 tablets in a white poly
ethylene (PE) bottle, with a 
PE screw cap, supplied in a 
box 

YES YES 

Ibuprofen gel gel The Mentholatum Company 
Ltd, 1 Redwood Avenue, Peel 
Park Campus, East Kilbride, 
Great Britain 

50 g of gel in an aluminium 
tube with a plastic stopper, 
supplied in a box 

YES YES YES 

Ibuprofen 200 mg 
coated tablets 

coated tablets Farmal d.d., Ludbreg, 
Republic of Croatia in 
cooperation with Lek d.d., 
Ljubljana, Republic of 
Slovenia 

30 (3 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Ibuprofen 400 mg 
coated tablets 

coated tablets Farmal d.d., Ludbreg, 
Republic of Croatia in 
cooperation with Lek d.d., 
Ljubljana, Republic of 
Slovenia 

30 (3 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Ibuprofen retard 
800 mg tablets 

prolonged release 
tablets 

Farmal d.d., Ludbreg, 
Republic of Croatia, in 
cooperation with Valpharma 
Int. s.a., San Marino 

Box with 30 tablets (blister, 
3 × 10 tbl.) 

YES YES 

Imacort cream cream Spirig Pharma AG, Egerk
ingen, Switzerland 

20 grams of cream in an 
aluminum tube, supplied in 
a box 

YES YES 

Imazol cream-paste paste Spirig Pharma AG, Egerk
ingen, Switzerland 

30 g of paste in an 
aluminium tube 

YES YES
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Imazol Plus cream Spirig Pharma AG, Egerk
ingen, Switzerland 

30 g of cream in an 
aluminium tube, supplied in 
a box 

YES YES 

Imigran nasal spray 
of 20 mg 

nasal spray GlaxoSmithKline S.p.A., 
Parma, Italy 

Two plastic measuring 
devices (for nasal spray) in a 
blister, supplied in a box 

YES YES 

Imigran tablets 
50 mg 

film-coated tablets Glaxo Wellcome Operations, 
Greenford, Middlesex, Great 
Britain and GlaxoSmithKline 
Pharmaceuticals S.A., 
ul. Grunwaldzka 189, 
Poznań, Poland 

2 tablets in aluminum blister 
(Al/Al), supplied in a carton 
box 

YES YES 

ImmuCyst, BCG 
Immunotherapeutic 
agent 

lyophilisate and 
solvent for intra
vesical instillation 

Sanofi Pasteur Limited, 
Toronto, Ontario, Canada 

One glass vial with BCG 
81 g (lyophilisate) and one 
glass bottle with 3 ml of 
solvent, supplied in a box 

YES YES 

Immunate 1 000 IU lyophilisate and 
solvent for prep
aration of solution 
for intravenous use 

Baxter AG, Industriestraße 
67, A-1220 Vienna, Austria 

Bottle with lyophilisate, 
bottle with 5 ml of solvent, 
and set for dissolution and 
injection of medicinal 
product, supplied in a box 

YES YES 

Immunate 250 IU lyophilisate and 
solvent for prep
aration of solution 
for intravenous use 

Baxter AG, Industriestraße 
67, A-1220 Vienna, Austria 

Bottle with lyophilisate, 
bottle with 5 ml of solvent, 
and set for dissolution and 
injection of medicinal 
product, supplied in a box 

YES YES 

Immunate 500 IU lyophilisate and 
solvent for prep
aration of solution 
for intravenous use 

Baxter AG, Industriestraße 
67, A-1220 Vienna, Austria 

Bottle with lyophilisate, 
bottle with 5 ml of solvent, 
and set for dissolution and 
injection of medicinal 
product, supplied in a box 

YES YES
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Immunine 1 200 IU lyophilisate and 
solvent for prep
aration of solution 
for i.v. injection/in
fusion 

Baxter AG, Industriestraße 
67, A-1220 Vienna, Austria 

Lyophilisate in a glass bottle, 
10 ml of solvent in a glass 
bottle and dissolution and 
injection kit, supplied in a 
box 

YES YES 

Immunine 200 IU lyophilisate and 
solvent for prep
aration of solution 
for i.v. injection/in
fusion 

Baxter AG, Industriestraße 
67, A-1220 Vienna, Austria 

Lyophilisate in a glass bottle, 
5 ml of solvent in a glass 
bottle and dissolution and 
injection kit, supplied in a 
box 

YES YES 

Immunine 600 IU lyophilisate and 
solvent for prep
aration of solution 
for i.v. injection/in
fusion 

Baxter AG, Industriestraße 
67, A-1220 Vienna, Austria 

Lyophilisate in a glass bottle, 
5 ml of solvent in a glass 
bottle and dissolution and 
injection kit, supplied in a 
box 

YES YES 

IMOVAX POLIO 
inactivated poliomy
elitis vaccine 

suspension for 
intramuscular or 
subcutaneous 
injection 

Sanofi Pasteur S.A., 2 avenue 
Pont Pasteur, Lyon, France 

0,5 ml of suspension in a 
glass syring, supplied in a 
box 

YES YES 

Human rabies 
immunoglobulin 

solution for intra
muscular use 

Imunološki zavod d.d., 
Rockefellerova 2, Zagreb, 
Republic of Croatia 

Bottle with 5 ml of prep
aration (not less than 500 
IU), supplied in a box 

YES YES 

Human rabies 
immunoglobulin 

solution for intra
muscular use 

Imunološki zavod d.d., 
Rockefellerova 2, Zagreb, 
Republic of Croatia 

Bottle with 2 ml of prep
aration (not less than 200 
IU), supplied in a box 

YES YES 

Human hepatitis B 
immunoglobulin, 
250 IU 

solution for 
injection 

Imunološki zavod d.d., 
Rockefellerova 2, Zagreb, 
Republic of Croatia 

One glass vial with 
250 IU of immunoglobulin, 
supplied in a carton box 

YES YES 

Human hepatitis B 
immunoglobulin, 
500 IU 

solution for 
injection 

Imunološki zavod d.d., 
Rockefellerova 2, Zagreb, 
Republic of Croatia 

One glass vial with 
500 IU of immunoglobulin, 
supplied in a carton box 

YES YES
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Human tetanus 
immunoglobulin 

solution for intra
muscular use 

Imunološki zavod d.d., 
Rockefellerova 2, Zagreb, 
Republic of Croatia 

Box containing 1 ampoule 
of preparation - 250 
IU/ampoule 

YES YES 

Human immunog
lobulin for intra
venous use 

solution for intra
venous use 

Imunološki zavod d.d., 
Rockefellerova 2, Zagreb, 
Republic of Croatia 

Glass bottle with 50 ml of 
solution and an infusion kit, 
supplied in a box 

YES YES 

Human immunog
lobulin for intra
venous use 

solution for intra
venous use 

Imunološki zavod d.d., 
Rockefellerova 2, Zagreb, 
Republic of Croatia 

Glass bottle with 100 ml of 
solution and an infusion kit, 
supplied in a box 

YES YES 

Human immunog
lobulin for intra
venous use 

solution for intra
venous use 

Imunološki zavod d.d., 
Rockefellerova 2, Zagreb, 
Republic of Croatia 

Glass bottle with 10 ml of 
solution with a needle and a 
filter, supplied in a box 

YES YES 

Imuran tablets film-coated tablets Heumann PCS GmbH, 
Feucht, Germany 

100 (4 × 25) tablets in 
PVC/Al blister, supplied in a 
box 

YES YES 

Indamid SR tablets prolonged-release 
tablets 

Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

30 (1 × 30) tablets in a 
white PVC/Al blister, 
supplied in a box 

YES YES 

INDAP capsules Pro. Med.CS Praha a.s., 
Prague, Czech Republic 

30 (3 × 10) capsules in a 
blister (PVC/Al), supplied in 
a box 

YES YES 

Indap capsules Pro. Med.CS Praha a.s., 
Prague, Czech Republic 

30 (3 × 10) capsules in a 
blister, supplied in a box 

YES YES 

Indapamid SR Pliva 
tablets 

prolonged-release 
tablets 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

30 (3 × 10) tablets in a 
white PVC/Al blister, 
supplied in a box 

YES YES
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Indometacin 
100 mg supposi
tories 

suppositories Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

10 (2 × 5) suppositories in a 
strip, supplied in a box 

YES YES 

Indometacin 25 mg 
capsules 

capsules Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

30 (2 × 15) capsules in a 
blister, supplied in a box 

YES YES 

Indometacin 75 mg 
retard capsules 

prolonged-release 
capsules 

Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

30 (2 × 15) capsules in a 
PVC/Al blister, supplied in a 
box 

YES YES 

Inegy 10 mg/10 mg tablets Merck Sharp & Dohme B.V., 
Waarderweg 39, Postbus 
581, Haarlem, the Nether
lands 

28 (2 × 14) tablets in a 
blister (Al/Al), supplied in a 
box 

YES YES YES 

Inegy 10 mg/20 mg tablets Merck Sharp & Dohme B.V., 
Waarderweg 39, Postbus 
581, Haarlem, the Nether
lands 

28 (2 × 14) tablets in a 
blister (PVC/Aclar/Al), 
supplied in a box 

YES YES YES 

Inegy 10 mg/40 mg tablets Merck Sharp & Dohme B.V., 
Waarderweg 39, Postbus 
581, Haarlem, the Nether
lands 

28 (4 × 7) tablets in a blister 
(PVC/Aclar/Al), supplied in a 
box 

YES YES YES 

Inegy 10 mg/80 mg tablets Merck Sharp & Dohme B.V., 
Waarderweg 39, Postbus 
581, Haarlem, the Nether
lands 

28 (4 × 7) tablets in a blister 
(PVC/Aclar/Al), supplied in a 
box 

YES YES YES
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Infanrix diphtheria, 
tetanus and 
pertussis (acellular) 
vaccine, adsorbed 

intramuscular 
suspension 

GlaxoSmithKline Biologicals 
s.a., rue de l’Institut 89, 
Rixensart, Belgium 

Box with one glass syringe 
containing 1 dose of vaccine 
(0,5 ml), needle and needle 
protection 

YES YES 

Infanrix Hexa lyophilisate and 
suspension for 
parenteral use 

GlaxoSmithKline Biologicals 
s.a., rue de l’Institut 89, 
Rixensart, Belgium 

One glass syringe with 
0,5 ml of liquid vaccine 
component (DTP-HBV-IPV), 
one glass bottle with Hib 
lyophilisate and two needles 
with protective caps, 
supplied in a box 

YES YES 

INFANRIX-IPV+Hib, 
Combined Diph
theria, Tetanus, 
acellular Pertussis, 
inactivated Polio 
adsorbed and 
Haemophilus 
influenzae type B 
conjugate Vaccine 

powder and 
suspension for 
preparation of 
suspension for 
injection 

GlaxoSmithKline Biologicals 
s.a., rue de l’Institut 89, 
Rixensart, Belgium 

Box with 1 glass syringe 
containing 0,5 ml of 
suspension (component 
Infanrix IPV), 1 glass bottle 
with powder (component 
Hib) and 2 needles with 
protection 

YES YES 

Influvac (inactivated 
influenza vaccine, 
surface antigen) 

suspension for 
injection 

Solvay Pharmaceuticals B.V., 
Veerweg 12, 8121 AA Olst, 
the Netherlands 

Box with 1 pre-filled syringe 
(glass, type I) with 1 dose of 
vaccine (0,5 ml of suspen
sion) 

YES YES 

Infusol (solution for 
infusion) 

solution for intra
venous infusion 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

10 glass vials with 500 ml 
of solution, supplied in a 
box 

YES YES 

Inspra 25 mg tablets film-coated tablets Pharmacia Limited, Whalton 
Road, Morpeth, North
umberland NE613YA, Great 
Britain 

30 (3 × 10) film-coated 
tablets in a nontransparent 
PVC/Al blister, supplied in a 
carton box 

YES YES YES YES 

Inspra 50 mg tablets film-coated tablets Pharmacia Limited, Whalton 
Road, Morpeth, North
umberland NE613YA, Great 
Britain 

30 (3 × 10) film-coated 
tablets in a nontransparent 
PVC/Al blister, supplied in a 
carton box 

YES YES YES YES
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Instillagel 11 ml gel Almed GmbH, Motzener Str. 
41, Berlin, Germany 

10 syringes each containing 
11 ml of gel in a blister, 
supplied in a box 

YES YES 

Instillagel 6 ml gel Almed GmbH, Motzener Str. 
41, Berlin, Germany 

10 syringes each containing 
6 ml of gel in a blister, 
supplied in a box 

YES YES 

Insulatard HM 100 solution for 
injection (for s.c. 
use) 

Novo Nordisk A/S, Novo 
Allé, DK-2880 Bagsværd, 
Denmark 

10 ml of suspension in a 
glass bottle, supplied in a 
box 

YES YES 

Insulatard Penfill suspension for 
subcutaneous 
injection 

Novo Nordisk A/S, Novo 
Allé, Bagsværd, Denmark 
Novo Nordisk Production 
SAS, 45, Avenue d’Orléans, 
Chartres, France 

5 glass cartridges with 3 ml 
of suspension in a blister, 
supplied in a box 

YES YES 

Integrilin solution 
for infusion 
0,75 mg/ml 

solution for 
infusion 

Schering-Plough Labo N.V., 
Heist-op-den-Berg, Belgium 
and Glaxo Operations UK 
Ltd., Great Britain 

One glass vial with 10 ml of 
solution, supplied in a box 

YES YES YES YES 

Integrilin solution 
for injection 
2 mg/ml 

solution for 
injection 

Schering-Plough Labo N.V., 
Heist-op-den-Berg, Belgium 
and Glaxo Operations UK 
Ltd., Great Britain 

One glass vial with 10 ml of 
solution, supplied in a box 

YES YES YES YES 

Intralipid 10 % emulsion for 
infusion 

Fresenius Kabi Austria 
GmbH, Graz, Austria and 
Fresenius Kabi AB, Uppsala, 
Sweden 

Glass infusion bottle 
containing 500 ml of 
emulsion, 10 bottles in a 
carton box 

YES YES
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Intralipid 10 % emulsion for 
infusion 

Fresenius Kabi AB, Uppsala, 
Sweden 

Plastic bag ("Excel") 
containing 500 ml of 
emulsion for infusion with 
two attachments for drug 
administration and for 
infusion, one small bag 
containing oxygen absorber, 
and one bag with solution 
for packaging airtightness 
control ("Oxalert") 

YES YES 

Intralipid 10 % emulsion for 
infusion 

Fresenius Kabi Austria 
GmbH, Graz, Austria and 
Fresenius Kabi AB, Uppsala, 
Sweden 

Glass infusion bottle 
containing 100 ml of 
emulsion, 10 bottles in a 
carton box 

YES YES 

Intralipid 10 % emulsion for 
infusion 

Fresenius Kabi AB, Uppsala, 
Sweden 

Plastic bag ("Excel") 
containing 100 ml of 
emulsion for infusion with 
two attachments for drug 
administration and for 
infusion, one small bag 
containing oxygen absorber, 
and one bag with solution 
for packaging airtightness 
control ("Oxalert") 

YES YES 

Intralipid 20 % emulsion for 
infusion 

Fresenius Kabi AB, Uppsala, 
Sweden 

Plastic bag ("Excel") 
containing 100 ml of 
emulsion for infusion with 
two attachments for drug 
administration and for 
infusion, one small bag 
containing oxygen absorber, 
and one bag with solution 
for packaging airtightness 
control ("Oxalert") 

YES YES 

Intralipid 20 % emulsion for 
infusion 

Fresenius Kabi Austria 
GmbH, Graz, Austria and 
Fresenius Kabi AB, Uppsala, 
Sweden 

Glass infusion bottle 
containing 500 ml of 
emulsion, 10 bottles in a 
carton box 

YES YES
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Intralipid 20 % emulsion for 
infusion 

Fresenius Kabi Austria 
GmbH, Graz, Austria and 
Fresenius Kabi AB, Uppsala, 
Sweden 

Glass infusion bottle 
containing 100 ml of 
emulsion, 10 bottles in a 
carton box 

YES YES 

Intralipid 20 % emulsion for 
infusion 

Fresenius Kabi AB, Uppsala, 
Sweden 

Plastic bag ("Excel") 
containing 500 ml of 
emulsion for infusion with 
two attachments for drug 
administration and for 
infusion, one small bag 
containing oxygen absorber, 
and one bag with solution 
for packaging airtightness 
control ("Oxalert") 

YES YES 

Intron A 18 million 
IU solution for 
injection, multi-dose 
pen 

solution for 
injection 

Schering-Plough (Brinny) 
Company, Innishannon, 
County Cork, Ireland 

One multi-dose pen with a 
cartridge containing 1,2 of 
solution, 12 needles and 12 
cotton wool rolls, supplied 
in a box 

YES YES YES 

Intron A 30 million 
IU solution for 
injection, multi-dose 
pen 

solution for 
injection 

Schering-Plough (Brinny) 
Company, Innishannon, 
County Cork, Ireland 

One multi-dose pen with a 
cartridge containing 1,2 ml 
of solution, 12 needles and 
12 cotton wool rolls, 
supplied in a box 

YES YES YES 

Intron A 18 million 
IU solution for 
injection, multi-dose 
injector 

solution for subcu
taneous adminis
tration 

Schering-Plough (Brinny) 
Company, Innishannon, 
County Cork, Ireland 

Box with 1 pen injection 
device with a glass cartridge 
containing 1,2 ml of 
solution, 6 Novofine needles 
and 6 gauze pads 

YES YES YES 

Intron A 30 million 
IU solution for 
injection, multi-dose 
injector 

solution for subcu
taneous adminis
tration 

Schering-Plough (Brinny) 
Company, Innishannon, 
County Cork, Ireland 

Box with 1 pen injection 
device with a glass cartridge 
containing 1,2 ml of 
solution, 6 Novofine needles 
and 6 gauze pads 

YES YES YES
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Invanz 1 g powder 
for concentrate of 
solution for infusion 

powder for 
concentrate of 
solution for 
infusion 

Merck Sharp & Dohme B.V., 
Waarderweg 39, Postbus 
581, Haarlem, the Nether
lands 

20 ml glass bottle with 
powder supplied in a box 

YES YES YES 

Iopamiro 300 
solution for 
injection 

solution for 
injection 

Bracco S.p.A., Via Egidio 
Folli 50, Milano, Italy and 
Patheon Italia S.p.A., Via 
Morolense 87, Ferentino, 
Italy 

30 ml of solution in a glass 
bottle, supplied in a box 

YES YES 

Iopamiro 300 
solution for 
injection 

solution for 
injection 

Bracco S.p.A., Via Egidio 
Folli 50, Milano, Italy and 
Patheon Italia S.p.A., Via 
Morolense 87, Ferentino, 
Italy 

100 ml of solution in a glass 
bottle, supplied in a box 

YES YES 

Iopamiro 300 
solution for 
injection 

solution for 
injection 

Bracco S.p.A., Via Egidio 
Folli 50, Milano, Italy and 
Patheon Italia S.p.A., Via 
Morolense 87, Ferentino, 
Italy 

50 ml of solution in a glass 
bottle, supplied in a box 

YES YES 

Iopamiro 370 
solution for 
injection 

solution for 
injection 

Bracco S.p.A., Via Egidio 
Folli 50, Milano, Italy and 
Patheon Italia S.p.A., Via 
Morolense 87, Ferentino, 
Italy 

100 ml of solution in a glass 
bottle, supplied in a box 

YES YES 

Iopamiro 370 
solution for 
injection 

solution for 
injection 

Bracco S.p.A., Via Egidio 
Folli 50, Milano, Italy and 
Patheon Italia S.p.A., Via 
Morolense 87, Ferentino, 
Italy 

30 ml of solution in a glass 
bottle, supplied in a box 

YES YES 

Iopamiro 370 
solution for 
injection 

solution for 
injection 

Bracco S.p.A., Via Egidio 
Folli 50, Milano, Italy and 
Patheon Italia S.p.A., Via 
Morolense 87, Ferentino, 
Italy 

50 ml of solution in a glass 
bottle, supplied in a box 

YES YES
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Iopamiro 370 
solution for 
injection 

solution for 
injection 

Bracco S.p.A., Via Egidio 
Folli 50, Milano, Italy and 
Patheon Italia S.p.A., Via 
Morolense 87, Ferentino, 
Italy 

200 ml of solution in a glass 
bottle, supplied in a box 

YES YES 

IRUMED 10 mg 
tablets 

tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

60 (2 × 30) tablets in a 
blister (PVC/PVDC-Al foil), 
supplied in a box 

YES YES 

Irumed 2,5 mg 
tablets 

tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

30 (1 × 30) tablets in a 
blister (PVC/PVDC-Al foil), 
supplied in a box 

YES YES 

Irumed 20 mg 
tablets 

tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

30 (1 × 30) tablets in a 
blister (PVC/PVDC-Al foil), 
supplied in a box 

YES YES 

Irumed 5 mg tablets tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

30 (1 × 30) tablets in a 
blister (PVC/PVDC-Al foil), 
supplied in a box 

YES YES 

Iruzid 10/12,5 mg 
tablets 

tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

30 (1 × 30) tablets in a 
transparent blister 
(PVC/PVDC-Al foil), supplied 
in a box 

YES YES 

Iruzid 20/12,5 mg 
tablets 

tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

30 (1 × 30) tablets in a 
transparent blister 
(PVC/PVDC-Al foil), supplied 
in a box 

YES YES 

Iruzid 20/25 mg 
tablets 

tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

30 (1 × 30) tablets in a 
transparent blister 
(PVC/PVDC-Al foil), supplied 
in a box 

YES YES
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ISMN Genericon 
20 mg tablets 

tablets Genericon Pharma 
Ges.m.b.H, Lannach, Austria 

20 (2 × 10) tablets in 
PVC/Al blister, supplied in a 
box 

YES YES 

ISMN Genericon 
40 mg tablets 

tablets Genericon Pharma 
Ges.m.b.H, Lannach, Austria 

20 (2 × 10) tablets in 
PVC/Al blister, supplied in a 
box 

YES YES 

ISMN Jadran 20 tablets Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

60 (6 × 10) tablets in a 
blister, supplied in a box 

YES YES 

ISMN Jadran 40 tablets Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

60 (6 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Isoptin 120 tablets film-coated tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

20 (2 × 10) film-coated 
tablets in PVC/Al blister, 
supplied in a box 

YES YES 

Isoptin 40 tablets film-coated tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

30 (3 × 10) film-coated 
tablets in a PVC/Al blister, 
supplied in a box 

YES YES 

Isoptin 80 tablets film-coated tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

50 (5 × 10) film-coated 
tablets in a blister (PVC/Al), 
supplied in a box 

YES YES 

Isoptin injection solution for 
injection 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

2 ml of solution in a glass 
ampoule, 50 (5 × 10) 
ampoules in a plastic holder, 
supplied in a box 

YES YES 

ISOPTIN RR tablets prolonged-release 
tablets 

Pliva Croatia Ltd., Zagreb, 
Republic of Croatia and 
Abbott GmbH and Co. KG, 
Ludwigshafen, Germany 

20 (2 × 10) prolonged- 
release tablets in PVC/ 
PVDC//Al blister, supplied in 
a box 

YES YES
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ISOPTO TEARS eye 
drops 

eye drops Alcon-Couvreur s.a., 
Rijksweg 14, Puurs, Belgium 

15 ml of solution in a plastic 
bottle with dropper 
attachment, supplied in a 
box 

YES YES YES 

ITRAC 3 capsules capsules, hard Belupo, lijekovi i kozmetika, 
d.d., Koprivnica, Republic of 
Croatia in cooperation with 
Janssen Pharmaceutica, 
Beerse, Belgium 

4 capsules in a blister (PVC/ 
PE/PVDC/Al), supplied in a 
box 

YES YES 

Izosorbid MN retard 
40 mg tablets 

prolonged release 
tablets (film-coated) 

Farmal d.d., Branitelja 
domovinskog rata 8, 
Ludbreg, Republic of Croatia 

Box with 50 tablets (blister, 
5 × 10 tablets) 

YES YES 

Izosorbid MN retard 
60 mg tablets 

prolonged release 
tablets (film-coated) 

Farmal d.d., Branitelja 
domovinskog rata 8, 
Ludbreg, Republic of Croatia 

Box with 50 tablets (blister, 
5 × 10 tablets) 

YES YES 

Isotonic solution of 
sodium chloride 
0,9 % Braun 

solution for 
infusion 

B. Braun Melsungen AG, 
Carl-Braun-Straße 1, 
Melsungen, Germany 

500 ml of solution for 
infusion in a plastic bottle 
(10 bottles in a box) 

YES YES 

Sodium chloride 
isotonic solution 
0,9 % Braun 

solution for 
infusion 

B. Braun Melsungen AG, 
Carl-Braun-Straße 1, 
Melsungen, Germany 

1 000 ml of infusion 
solution in a plastic bottle 
(10 bottles in a box) 

YES YES 

Sodium chloride 
isotonic solution 
0,9 % Braun 

solution for 
infusion 

B. Braun Melsungen AG, 
Carl-Braun-Straße 1, 
Melsungen, Germany 

250 ml of solution for 
infusion in a plastic bottle 
(10 bottles in a box) 

YES YES 

Sodium chloride 
isotonic solution 
0,9 % Braun 

solution for 
infusion 

B. Braun Melsungen AG, 
Carl-Braun-Straße 1, 
Melsungen, Germany 

100 ml of infusion solution 
in a plastic bottle (20 bottles 
in a box) 

YES YES
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Jeanine film tablets film-coated tablets Jenapharm GmbH & Co KG, 
Jena, Germany 

3 × 21 tablets in a blister, 
supplied in a box 

YES YES 

Jeanine film tablets film-coated tablets Jenapharm GmbH & Co KG, 
Jena, Germany 

1 × 21 tablets in a blister, 
supplied in a box 

YES YES 

Jumex 5 mg tablets CHINOIN Pharmaceutical 
and Chemical Works Co. 
Ltd., Budapest, Hungary, and 
CHINOIN Pharmaceutical 
and Chemical Works Co. 
Ltd.,Veresegyhaz, Hungary 

50 (5 × 10) tablets in an 
Al/OPAl/PVC/Al blister, 
supplied in a box 

YES YES 

Kabiven emulsion for 
infusion 

Fresenius Kabi AB, Uppsala, 
Sweden 

Plastic bag for 1 540 ml of 
blend (in three separate 
compartments) in a plastic 
protective casing, 4 bags in a 
box 

YES YES YES 

Kabiven emulsion for 
infusion 

Fresenius Kabi AB, Uppsala, 
Sweden 

Plastic bag for 1 026 ml of 
blend (in three separate 
compartments) in a plastic 
protective casing, 4 bags in a 
box 

YES YES YES 

Kabiven emulsion for 
infusion 

Fresenius Kabi AB, Uppsala, 
Sweden 

Plastic bag for 2 053 ml of 
blend (in three separate 
compartments) in a plastic 
protective casing, 2 bags in a 
box 

YES YES YES 

Kabiven emulsion for 
infusion 

Fresenius Kabi AB, Uppsala, 
Sweden 

Plastic bag for 2 566 ml of 
blend (in three separate 
compartments) in a plastic 
protective casing, 2 bags in a 
box 

YES YES YES
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Kabiven Peripheral emulsion for 
infusion 

Fresenius Kabi AB, Uppsala, 
Sweden 

Plastic bag for 1 440 ml of 
blend (in three separate 
compartments) in a plastic 
protective casing, 4 bags in a 
box 

YES YES YES 

Kabiven Peripheral emulsion for 
infusion 

Fresenius Kabi AB, Uppsala, 
Sweden 

Plastic bag for 1 920 ml of 
blend (in three separate 
compartments) in a plastic 
protective casing, 2 bags in a 
box 

YES YES YES 

Calcium folinate 
Pliva injection 
200 mg/20 ml 

solution for 
injection 

Pliva Lachema, Karásek 1, 
621 33 Brno, Czech 
Republic 

20 ml bottle containing 
solution, with bromobutyl 
stopper and aluminum cap, 
supplied in a box 

YES YES 

Calcium folinate 
Pliva injection 
500 mg/50 ml 

solution for 
injection 

Pliva Lachema, Karásek 1, 
621 33 Brno, Czech 
Republic 

50 ml bottle with solution, 
closed bromobutyl stopper 
and aluminum cap, supplied 
in a box 

YES YES 

Calcium Folinate 
Pliva injection 
100 mg/10 ml 

solution for 
injection 

Pliva Lachema, Karásek 1, 
621 33 Brno, Czech 
Republic 

10 ml bottle containing 
solution, with bromobutyl 
stopper and aluminum cap, 
supplied in a box 

YES YES 

Calcium carbonate 
Krka 1 g tablets 

tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

50 tablets in a bottle, 
supplied in a box 

YES YES 

KALETRA 
133,3 mg/33,3 mg 
soft capsules 

capsules, soft Abbott Laboratories Ltd., 
Kent, Great Britain, Abbott 
S.p.A., Campoverde di 
Aprilia, Italy 

2 plastic (HDPE) bottles each 
containing 90 capsules, 
supplied in a box 

YES YES YES YES
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KALETRA 
200 mg/50 mg film- 
tablets 

film-coated tablets Abbott Laboratories Ltd, 
Kent, Great Britain, Abbott 
GmbH&Co. KG, Ludwig
shafen, Germany 

120 tablets in a plastic 
(HDPE) bottle, supplied in a 
box 

YES YES YES YES 

Kaletra 80 mg 
+ 20 mg/ml oral 
solution 

oral solution Abbott Laboratories Ltd., 
Kent, Great Britain, Abbott 
S.p.A., Campoverde di 
Aprilia, Italy 

5 plastic (PET) brown bottles 
for multiple use with 60 ml 
of solution, supplied in a 
box 

YES YES YES YES 

Kaletra capsules capsules Abbott Laboratories Ltd, 
Queenborough, Great Britain 

Box with 2 plastic bottles 
each containing 90 capsules 

YES YES YES YES 

Kaletra oral solution oral solution Abbott Laboratories Ltd, 
Queenborough, Great Britain 

Box with 5 plastic bottles 
each with 60 ml of solution 
and 5 filling syringes of 5 ml 

YES YES YES YES 

POTASSIUM 
CHLORIDE 
JADRAN 500 mg 
tablets for oral 
solution 

tablets for oral 
solution 

Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

20 (2 × 10) tablets for oral 
solution in a blister 
(PVC/Al), supplied in a box 

YES YES 

Kalinor effervescent 
tablets 

effervescent tablets Nordmark Arzneimittel 
GmbH & Co. KG, 
Pinnauallee 4, Uetersen, 
Germany 

Plastic tube with 15 effer
vescent tablets, supplied in a 
box 

YES YES 

KAMIREN tablets 
1 mg 

tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

20 (2 × 10) tablets in PVC/ 
PVDC/Al blister, supplied in 
a box 

YES YES 

KAMIREN tablets 
2 mg 

tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

20 (2 × 10) tablets in PVC/ 
PVDC/Al blister, supplied in 
a box 

YES YES
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KAMIREN tablets 
4 mg 

tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

20 (2 × 10) tablets in PVC/ 
PVDC/Al blister, supplied in 
a box 

YES YES 

Kamiren XL modified release 
tablets 

Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

60 (6 × 10) tablets in an 
OPA/Al/PVC//Al blister, 
supplied in a box 

YES YES 

Kamiren XL modified release 
tablets 

Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

30 (3 × 10) tablets in a 
OPA/Al/PVC//Al blister, 
supplied in a box 

YES YES 

Katena 100 mg 
capsules 

capsules Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

20 (2 × 10) capsules in a 
blister, supplied in a box 

YES YES 

Katena 300 mg 
capsules 

capsules Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

50 (5 × 10) capsules in a 
blister, supplied in a box 

YES YES 

Katena 400 mg 
capsules 

capsules Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

50 (5 × 10) capsules in a 
blister, supplied in a box 

YES YES 

Kenalog 40 mg/1 ml 
suspension for 
injection 

suspension for 
injection 

Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

5 ampoules (each with 1 ml 
of suspension) in a blister, 
supplied in a box 

YES YES 

Keppra 100 mg/ml 
oral solution 

oral solution NextPharma SAS, Limay, 
France 

300 ml of solution in an 
amber glass bottle with a 
plastic tamper-evident 
stopper, supplied in a box 

YES YES YES YES
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Keppra 1 000 mg 
film-coated tablets 

film-coated tablets UCB S.A., Braine l’Alleud, 
Belgium 

60 (6 × 10) tablets in a 
blister (PVC/Al), supplied in 
a box 

YES YES YES YES 

Keppra 250 mg 
film-coated tablets 

film-coated tablets UCB S.A., Braine l’Alleud, 
Belgium 

60 (6 × 10) tablets in a 
blister (PVC/Al), supplied in 
a box 

YES YES YES YES 

Keppra 500 mg 
film-coated tablets 

film-coated tablets UCB S.A., Braine l’Alleud, 
Belgium 

60 (6 × 10) tablets in a 
blister (PVC/Al), supplied in 
a box 

YES YES YES YES 

KERASAL ointment ointment Spirig Pharma AG, Egerk
ingen, Switzerland 

50 g of ointment in an 
aluminium tube with a 
plastic stopper, supplied in a 
box 

YES YES YES 

Ketek 400 mg film-coated tablets Aventis Pharma S.p.A., S.S. 
17 KM 22, Scoppito, Italy 

10 (1 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Ketocef injection 
1,5 g 

powder for 
solution for 
injection 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

5 glass bottles with powder, 
supplied in a box 

YES YES 

Ketocef injection 
250 mg 

powder for 
solution for 
injection 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

5 glass bottles with powder, 
supplied in a box 

YES YES 

Ketocef injection 
750 mg 

powder for 
solution for 
injection 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

5 glass bottles with powder, 
supplied in a box 

YES YES
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KetoGel 2,5 % gel gel Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

50 g of gel in an aluminium 
tube, supplied in a box 

YES YES YES 

Ketonal 100 mg 
suppositories 

suppositories Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

12 suppositories in a strip 
(Al/PE), supplied in a box 

YES YES 

Ketonal 
100 mg/2 ml 
injection 

solution for 
injection 

Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

2 ml of solution for 
injection in a glass ampoule, 
10 ampoules in a box 

YES YES 

Ketonal 150 mg 
prolonged-release 
tablets 

prolonged-release 
tablets 

Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

20 prolonged-release tablets 
in an amber glass bottle with 
plastic cap, supplied in a box 

YES YES 

Ketonal 5 % cream cream Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

30 g of cream in an 
aluminium tube, supplied in 
a box 

YES YES YES 

Ketonal 50 mg 
capsules 

capsules, hard Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

25 capsules in an amber 
glass bottle with plastic cap, 
supplied in a box 

YES YES
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Ketonal DUO 
150 mg capsules 

modified release 
capsules, hard 

Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

20 (2 × 10) capsules in a 
blister (PVC/TE/PVDC// 
PVC/Al), supplied in a box 

YES YES 

Ketonal forte 
100 mg tablets 

film-coated tablets Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

20 film-coated tablets in an 
amber glass bottle with 
plastic cap, supplied in a box 

YES YES 

KLAVAX BID 
1 000 mg tablets 

film-coated tablets Farmal d.d., Ludbreg, 
Republic of Croatia in 
cooperation with Bilim 
Pharmaceuticals Inc., Turkey 

14 tablets in a A/Al blister, 
supplied in a box 

YES YES 

KLAVAX BID syrup 
400/57 mg 

powder for prep
aration of oral 
suspension 

Farmal d.d., Ludbreg, 
Republic of Croatia in 
cooperation with Bilim 
Pharmaceuticals Inc., Turkey 

Glass bottle of 100 ml with 
a polyethylene cap, supplied 
in a box 

YES YES 

Klavocin bid syrup powder for prep
aration of oral 
suspension 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

Powder for preparation of 
70 ml of suspension (by the 
addition of 59 ml of water) 
in an amber glass bottle with 
a plastic stopper (high 
density polyethylene) and a 
5 ml measuring syringe 
(polystyrene/polyethylene 
low density), supplied in a 
box 

YES YES
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Klavocin bid syrup powder for prep
aration of oral 
suspension 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

Powder for preparation of 
140 ml of suspension (by 
the addition of 118 ml of 
water) in an amber glass 
bottle with a plastic stopper 
(high density polyethylene) 
and a 5 ml measuring 
syringe (polystyrene), 
supplied in a box 

YES YES 

Klavocin bid syrup powder for prep
aration of oral 
suspension 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

Powder for preparation of 
35 ml of suspension (by the 
addition of 29,5 ml of 
water) in an amber glass 
bottle with a plastic stopper 
(high density polyethylene) 
and a 5 ml measuring 
syringe (polystyrene/poly
ethylene low density), 
supplied in a box 

YES YES 

Klavocin bid tablets 
1 g 

film-coated tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

10 (2 × 5) film-coated tablets 
in an Al/Al blister, supplied 
in a box 

YES YES 

Klavocin 1,2 g 
injection 

powder for 
injection solution 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

5 bottles (glass of hydrolytic 
group I) with a rubber 
stopper and a protective flip- 
off Al cap, supplied in a box 

YES YES 

Klavocin injection 
600 mg 

powder for 
solution for 
injection 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

5 bottles (glass of hydrolytic 
group I) with a rubber 
stopper and a protective flip- 
off Al cap, supplied in a box 

YES YES 

Klimicin 150 mg 
capsules 

capsules Lek farmacevtska družba 
d.d., Ljubljana, Republic of 
Slovenia 

16 capsules in an amber 
glass bottle, supplied in a 
box 

YES YES
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Klimicin 300 mg 
capsules 

capsules Lek farmacevtska družba 
d.d., Ljubljana, Republic of 
Slovenia 

16 capsules in an amber 
glass bottle, supplied in a 
box 

YES YES 

Klimicin 
300 mg/2 ml 
injection 

solution for intra
muscular and 
intravenous 
injection 

Lek farmacevtska družba 
d.d., Ljubljana, Republic of 
Slovenia 

10 glass ampoules each 
containing 2 ml of solution, 
supplied in a box 

YES YES 

Klimicin 
600 mg/4 ml 
injection 

solution for intra
muscular and 
intravenous 
injection 

Lek farmacevtska družba 
d.d., Ljubljana, Republic of 
Slovenia 

10 glass bottles with à 4 ml 
of solution, supplied in a 
box 

YES YES 

Klimicin T 1 % gel gel Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

30 g of gel in a tube, 
supplied in a box 

YES YES 

Klimicin T 1 % 
dermal solution 

dermal solution Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

30 ml of solution in a plastic 
bottle, supplied in a box 

YES YES 

Klimicin V 2 % 
vaginal cream 

vaginal cream Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

40 g of cream in a tube with 
7 plastic applicators, 
supplied in a box 

YES YES 

Kliogest film-coated tablets Novo Nordisk A/S, Novo 
Allé, DK-2880 Bagsværd, 
Denmark 

28 film-coated tablets in a 
plastic container (dispenser 
with marked days of the 
week), supplied in a box 

YES YES 

Klomifen 50 mg 
tablets 

tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

10 (1 × 10) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES
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Klosterfrau Sedinal 
sugar-coated tablets 

sugar-coated tablets M.C.M. Klosterfrau Vertriebs 
GmbH, Germany 

60 (2 × 30) sugar coated 
tablets in a blister, supplied 
in a box 

YES YES YES 

Knavon 100 mg 
suppositories 

suppositories Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

12 (2 × 6) suppositories in a 
strip, supplied in a box 

YES YES 

Knavon 
100 mg/2 mg 
injection 

intramuscular 
injection 

Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

10 glass ampoules with á 
2 ml of solution in a plastic 
container, supplied in a box 

YES YES 

Knavon 50 mg 
capsules 

capsules Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

25 (1 × 25) capsules in a 
blister, supplied in a box 

YES YES 

Knavon forte 
100 mg tablets 

film-coated tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

20 tablets in an amber glass 
bottle with Al cap, supplied 
in a carton box 

YES YES 

Knavon retard 
150 mg tablets 

prolonged-release 
tablets 

Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

20 tablets in an amber glass 
bottle, supplied in a carton 
box 

YES YES 

Kofan tablets tablets Bosnalijek d.d., Jukićeva 53, 
Sarajevo, Bosnia and Herze
govina 

20 (2 × 10) tablets in 
PVC/Al blister, supplied in a 
box 

YES YES YES 

Kogenate Bayer 
1 000 IU powder 
and solvent for 
injection solution 

powder and solvent 
for solution for 
injection 

Bayer Biologicals S.r.l., Torri- 
Sovicille, Italy 

Vial with Bio-set device 
containing powder, pre-filled 
syringe with solvent, 
separate plunger, veni
puncture set, two disposable 
sterile cotton pads drenched 
in alcohol, two dry cotton 
pads and two plasters, 
supplied in a box 

YES YES YES YES YES
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Kogenate Bayer 250 
IU powder and 
solvent for injection 
solution 

powder and solvent 
for solution for 
injection 

Bayer Biologicals S.r.l., Torri- 
Sovicille, Italy 

Vial with Bio-set device 
containing powder, pre-filled 
syringe with solvent, 
separate plunger, veni
puncture set, two disposable 
sterile cotton pads drenched 
in alcohol, two dry cotton 
pads and two plasters, 
supplied in a box 

YES YES YES YES YES 

Kogenate Bayer 500 
IU powder and 
solvent for injection 
solution 

powder and solvent 
for solution for 
injection 

Bayer Biologicals S.r.l., Torri- 
Sovicille, Italy 

Vial with Bio-set device 
containing powder, pre-filled 
syringe with solvent, 
separate plunger, veni
puncture set, two disposable 
sterile cotton pads drenched 
in alcohol, two dry cotton 
pads and two plasters, 
supplied in a box 

YES YES YES YES YES 

Kompensan tablets Alkaloid AD - Skopje, 
Bulevar Aleksandar Make
donski 12, Skopje, FYROM 

20 (2 × 10) tablets in 
PVC/Al blister, supplied in a 
box 

YES YES YES 

Konakion MM 
injection 
10 mg/1 ml 

solution for intra
venous injection 

F. Hoffmann-La Roche Ltd., 
Grenzacherstrasse 124, Basel, 
Switzerland 

5 ampoules (amber glass) 
with 1 ml of solution, 
supplied in a box 

YES YES 

Konakion MM 
2 mg/0,2 ml, paedi
atric 

solution for 
peroral, intra
muscular and 
intravenous 
injection 

F. Hoffmann-La Roche Ltd., 
Grenzacherstrasse 124, Basel, 
Switzerland 

5 ampoules (amber glass) 
with 0,2 ml of solution and 
5 plastic measuring devices, 
supplied in a box 

YES YES 

Kreon 10 000 capsules filled with 
gastric-resistant 
granules 

Solvay Pharmaceuticals 
GmbH, Hannover, Germany 

20 tablets in a plastic bottle YES YES
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Kreon 10 000 capsules filled with 
gastric-resistant 
granules 

Solvay Pharmaceuticals 
GmbH, Hannover, Germany 

100 capsules in a plastic 
bottle 

YES YES 

Kreon 25 000 capsules filled with 
gastric-resistant 
granules 

Solvay Pharmaceuticals 
GmbH, Hannover, Germany 

100 capsules in a plastic 
bottle 

YES YES 

KREON 40 000 hard capsules with 
gastric-resistant 
granules 

Solvay Pharmaceuticals 
GmbH, Neustadt, Germany 

50 capsules in a plastic 
(HDPE) container, supplied 
in a box 

YES YES 

Kromoglicin STADA 
eye drops 

eye drops, solution STADA Arzneimittel AG, 
Stadtstraße 2-18, Bad Vilbel, 
Germany 

10 ml of solution in a poly
ethylene bottle with dropper 
attachment and cap, 
supplied in a box 

YES YES YES 

Kromoglicin STADA 
nasal spray 

nasal spray, 
solution 

STADA Arzneimittel AG, 
Stadtstraße 2-18, Bad Vilbel, 
Germany 

15 ml of solution in a poly
ethylene bottle with 
nebulizer, supplied in a box 

YES YES YES 

Kuterid 0,05 % 
cream 

cream Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

20 grams of cream in an 
aluminum tube, supplied in 
a box 

YES YES 

Kuterid 0,05 % 
ointment 

ointment Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

20 grams of ointment in an 
aluminum tube, supplied in 
a box 

YES YES 

Kybernin P 500 powder for 
solution for 
injection or 
infusion 

CSL Behring GmbH, 
Marburg, Germany 

One glass vial with powder, 
one glass vial with 10 ml of 
solvent and one transfer 
spike, supplied in a box 

YES YES
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Kytril 1 mg/1 ml 
concentrate of 
solution for infusion 

concentrate of 
solution for 
infusion (for intra
venous use) 

F. Hoffmann-La Roche Ltd., 
Grenzacherstrasse 124, Basel, 
Switzerland 

5 ampoules with 1 ml of 
solution, supplied in a box 

YES YES 

Kytril 3 mg/3 ml 
concentrate of 
solution for infusion 

concentrate of 
solution for intra
venous infusion 

F. Hoffmann-La Roche Ltd., 
Grenzacherstrasse 124, Basel, 
Switzerland 

5 ampoules with 3 ml of 
solution, supplied in a box 

YES YES 

Kytril film-coated 
tablets 

film-coated tablets F. Hoffmann-La Roche Ltd., 
Grenzacherstrasse 124, Basel, 
Switzerland 

10 tablets in a PVC/Al 
blister, supplied in a box 

YES YES 

Laaven HD tablets tablets KRKA FARMA d.o.o., DPC 
Jastrebarsko, Cvetkovići bb, 
Jastrebarsko, Republic of 
Croatia 

60 (6 × 10) tablets in a 
PVC/PVDC//Al blister, 
supplied in a box 

YES YES 

Laaven HD tablets tablets KRKA FARMA d.o.o., DPC 
Jastrebarsko, Cvetkovići bb, 
Jastrebarsko, Republic of 
Croatia 

30 (3 × 10) tablets in a 
PVC/PVDC//Al blister, 
supplied in a box 

YES YES 

Laaven HL 20 
tablets 

tablets KRKA FARMA d.o.o., DPC 
Jastrebarsko, Cvetkovići bb, 
Jastrebarsko, Republic of 
Croatia 

30 (3 × 10) tablets in a 
PVC/PVDC//Al blister, 
supplied in a box 

YES YES 

Laaven HL tablets tablets KRKA FARMA d.o.o., DPC 
Jastrebarsko, Cvetkovići bb, 
Jastrebarsko, Republic of 
Croatia 

30 (3 × 10) in a blister 
(PVC/PVDC/Al), supplied in 
a box 

YES YES 

Laaven tablets 
10 mg 

tablets KRKA FARMA d.o.o., DPC 
Jastrebarsko, Cvetkovići bb, 
Jastrebarsko, Republic of 
Croatia 

30 (3 × 10) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES
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Laaven tablets 
10 mg 

tablets KRKA FARMA d.o.o., DPC 
Jastrebarsko, Cvetkovići bb, 
Jastrebarsko, Republic of 
Croatia 

90 (9 × 10) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES 

Laaven tablets 
2,5 mg 

tablets KRKA FARMA d.o.o., DPC 
Jastrebarsko, Cvetkovići bb, 
Jastrebarsko, Republic of 
Croatia 

90 (9 × 10) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES 

Laaven tablets 
20 mg 

tablets KRKA FARMA d.o.o., DPC 
Jastrebarsko, Cvetkovići bb, 
Jastrebarsko, Republic of 
Croatia 

30 (3 × 10) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES 

Laaven tablets 5 mg tablets KRKA FARMA d.o.o., DPC 
Jastrebarsko, Cvetkovići bb, 
Jastrebarsko, Republic of 
Croatia 

30 (3 × 10) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES 

LACIDIPIN PLIVA 
tablets 4 mg 

film-coated tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

28 (4 × 7) film-coated tablets 
in a blister (PA/Al/PVC// 
PE/Al), supplied in a box 

YES YES 

Lacipil tablets 4 mg film-coated tablets Glaxo Wellcome S.A., 
Burgos, Aranda de Duero, 
Spain and GlaxoSmithKline 
Pharmaceuticals S.A., 
Poznań, Poland 

28 (4 × 7) tablets in a blister, 
supplied in a box 

YES YES 

Lacipil tablets 6 mg film-coated tablets Glaxo Wellcome S.A., 
Aranda de Duero, Burgos, 
Spain 

28 (4 × 7) tablets in a blister 
(OPA/Al/PVC//Al), supplied 
in a box 

YES YES 

Lakea 50 mg film- 
coated tablets 

film-coated tablets Lek farmacevtska družba 
d.d., Ljubljana, Republic of 
Slovenia 

30 (3 × 10) tablets in a 
OPA/Al/PVC//Al blister, 
supplied in a box 

YES YES
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Lamal 100 mg 
tablets 

tablets Alkaloid AD - Skopje, 
Bulevar Aleksandar Make
donski 12, Skopje, FYROM 

30 (2 × 15) capsules in a 
PVC/Al blister, supplied in a 
box 

YES YES 

Lamal 200 mg 
tablets 

tablets Alkaloid AD - Skopje, 
Bulevar Aleksandar Make
donski 12, Skopje, FYROM 

30 (2 × 15) capsules in a 
PVC/Al blister, supplied in a 
box 

YES YES 

Lamal 25 mg tablets tablets Alkaloid AD - Skopje, 
Bulevar Aleksandar Make
donski 12, Skopje, FYROM 

30 (3 × 10) tablets in a 
blister (PVC/Al), supplied in 
a box 

YES YES 

Lamal 50 mg tablets tablets Alkaloid AD - Skopje, 
Bulevar Aleksandar Make
donski 12, Skopje, FYROM 

30 (3 × 10) tablets in a 
blister (PVC/Al), supplied in 
a box 

YES YES 

Lameptil 100 mg 
dispersible tablets 

dispersible tablets Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

30 (3 × 10) dispersible 
tablets in a blister (PVC/PE/ 
PVDC//Al), supplied in a box 

YES YES YES 

Lameptil 200 mg 
dispersible tablets 

dispersible tablets Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

30 (3 × 10) dispersible 
tablets in a blister (PVC/PE/ 
PVDC//Al), supplied in a box 

YES YES YES 

Lameptil 25 mg 
dispersible tablets 

dispersible tablets Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

30 (3 × 10) dispersible 
tablets in a blister (PVC/PE/ 
PVDC//Al), supplied in a box 

YES YES YES
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Lameptil 50 mg 
dispersible tablets 

dispersible tablets Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

30 (3 × 10) dispersible 
tablets in a blister (PVC/PE/ 
PVDC//Al), supplied in a box 

YES YES YES 

Lamictal 100 mg 
tablets 

tablets Glaxo Wellcome Operations, 
Greenford, Great Britain 

30 (3 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Lamictal 25 mg 
tablets 

tablets Glaxo Wellcome Operations, 
Greenford, Great Britain 

30 (3 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Lamictal 50 mg 
tablets 

tablets Glaxo Wellcome Operations, 
Greenford, Great Britain 

30 (3 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Lamictal 5 mg 
chewing tablets / 
tablets for oral 
suspension 5 mg 

chewing tablets/ 
tablets for oral 
suspension 

Glaxo Operations UK 
Limited, Ware, Hertfordshire, 
Great Britain (Glaxo 
Wellcome Operations, 
Greenford, Great Britain), 
GlaxoSmithKline Phar
maceuticals, Poznań, Poland 

30 (3 × 10) tablets in a 
blister (PVC/PVDC//Al), 
inserted in a carton box 

YES YES 

LAMISIL 1 % 
aerosol for external 
use 

aerosol for external 
use, solution 

Novartis Pharma S.A.S., 
Huningue Cedex, France 

30 ml of solution in a plastic 
bottle with a spray 
attachment, supplied in a 
box 

YES YES
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LAMISIL 1 % cream cream Novartis Pharma Produktions 
GmbH, Wehr, Germany and 
Novartis Consumer Health 
SA, Nyon, Switzerland 

15 g of cream in an 
aluminum tube, supplied in 
a box 

YES YES 

Lamisil 250 mg 
tablets 

tablets Novartis Pharmaceuticals UK 
Limited, Horsham, West 
Sussex, Great Britain 

14 (1 × 14) tablets in a 
blister (PVC/Al), supplied in 
a box 

YES YES 

Lamisil DermGel 
1 % gel 

gel Novartis Pharma Produktions 
GmbH, Wehr, Germany and 
Novartis Consumer Health 
SA, Nyon, Switzerland 

5 g of gel in an aluminium 
tube with a propylene 
stopper, supplied in a box 

YES YES 

Lamisil once 1 % 
dermal solution 

dermal solution Novartis Consumer Health 
S.A., route de l’Étraz, Nyon, 
Switzerland 

4 g of solution in an 
aluminium (PE/Al/PE) tube 
with a plastic stopper, 
supplied in a protective 
plastic box 

YES YES YES 

Lanicor tablets tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

20 (2 × 10) tablets in a 
blister (PVC/Al), supplied in 
a box 

YES YES 

Lanitop injection solution for 
injection 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

10 ampoules (2 ml) supplied 
in a box 

YES YES 

Lanitop tablets tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

50 (5 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Lantus 100 IU/ml 
(3 ml cartridge for 
OptiClik) 

solution for subcu
taneous injection 

Sanofi - Aventis Deutschland 
GmbH, Frankfurt am Main, 
Germany 

5 glass cartridges with 3 ml 
of solution (with an inte
grated plastic injector 
holder), supplied in a box 

YES YES YES
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Lantus 100 IU/ml 
(3 ml glass 
cartridge) 

solution for subcu
taneous injection 

Aventis Pharma Deutschland 
GmbH, Brüningstraße 50, 
Frankfurt am Main, Germany 

Box with 5 glass cartridges 
each with 3 ml of solution 
(in a blister) 

YES YES 

Lantus 100 IU/ml 
OptiSet (injector 
with glass cartridge 
of 3 ml) 

solution for 
injection in a 
cartridge 

Aventis Pharma Deutschland 
GmbH, Brüningstraße 50, 
Frankfurt am Main, Germany 

5 injectors with cartridges 
each with 3 ml of solution, 
supplied in a box 

YES YES 

Lanzul capsules 
30 mg 

capsules Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

14 (2 × 7) capsules in a 
PVC/PE/PVDC-Al blister, 
supplied in a box 

YES YES 

LARONA 15 mg gastric-resistant 
capsules, hard 

Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

28 capsules in a plastic 
(HDPE) bottle with PP 
closure (with desiccant), 
supplied in a box 

YES YES 

LARONA 30 mg gastric-resistant 
capsules, hard 

Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

28 capsules in a plastic 
(HDPE) bottle with PP 
closure (with desiccant), 
supplied in a box 

YES YES 

Lazid tablets 80 mg tablets CP Pharmaceuticals Ltd, 
Wrexham, Great Britain 

60 (3 × 20) tablets in a 
blister (PVC/Al), supplied in 
a box 

YES YES 

LAZOL 15 mg 
capsules 

gastric-resistant 
capsules, hard 

Farmal d.d., Branitelja 
domovinskog rata 8, 
Ludbreg, Republic of Croatia 

28 (4 × 7) capsules in a 
blister (OPA/Al/PVC//Al), 
supplied in a box 

YES YES 

LAZOL 30 mg 
capsules 

gastric-resistant 
capsules, hard 

Farmal d.d., Branitelja 
domovinskog rata 8, 
Ludbreg, Republic of Croatia 

14 (2 × 7) capsules in a 
blister (OPA/Al/PVC//Al), 
supplied in a box 

YES YES
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Legofer oral solution Alkaloid AD, Skopje, Bulevar 
A. Makedonski 12, FYROM 
in cooperation-under the 
licence (concession) 
Italfarmaco S.p.A., Milano, 
Italy 

150 ml of solution in an 
amber glass bottle with 
plastic cap and measuring 
vessel, supplied in a box 

YES YES 

Lekadol 500 mg 
film-coated tablets 

film-coated tablets Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

18 (3 × 6) tablets in a blister, 
supplied in a box 

YES YES YES 

Lekadol direkt 
500 mg tablets 

orodispersible 
tablets 

Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

12 (2 × 6) dispersible tablets 
in PA/Al/PVC-Al blister, 
supplied in a box 

YES YES YES 

Lekadol plus C 
granules 

granules for prep
aration of 
suspension 

Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

10 bags each containing 5 g 
of granules, supplied in a 
box 

YES YES YES 

Lekadol tablets tablets Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

20 (2 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Lekoklar 250 mg 
tablets 

tablets Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

14 (2 × 7) tablets in an 
Al/PVC blister, supplied in a 
box 

YES YES 

Lekoklar 500 mg 
tablets 

tablets Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

14 (2 × 7) tablets in an 
Al/PVC blister, supplied in a 
box 

YES YES 

Lekoklar XL 500 mg 
film-coated tablets 
with modified 
release 

modified-release 
film-coated tablets 

Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

5 (1 × 5) tablets in an Al/Al 
blister, supplied in a box 

YES YES 

Lekotam 1,5 mg 
tablets 

tablets Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

30 (3 × 10) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES
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Lekotam 3 mg 
tablets 

tablets Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

30 (3 × 10) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES 

Lekotam 6 mg 
tablets 

tablets Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

20 (2 × 10) tablets in 
PVC/Al blister, supplied in a 
box 

YES YES 

Lendacin 1 g power 
for injection 
solution 

powder for prep
aration of injection 
for i.v. and i.m. 
solution 

Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

10 glass bottles with 
powder, supplied in a box 

YES YES 

Lendacin 2 g 
powder for solution 
for infusion 

powder for 
solution for 
infusion 

Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

5 glass bottles with powder 
for solution for infusion, 
supplied in a box 

YES YES 

Leponex 100 mg 
tablets 

tablets Novartis Pharmaceuticals UK 
Limited, Horsham, West 
Sussex, Great Britain 

50 (5 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Leponex 25 mg 
tablets 

tablets Novartis Pharmaceuticals UK 
Limited, Horsham, West 
Sussex, Great Britain 

50 (5 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Lercanil film-coated tablets Berlin-Chemie AG (Menarini 
Group), Berlin, Germany; 
Recordati Industria Chimica 
e Farmaceutica S.p.A., 
Milano, Italy 

7 (1 × 7) tablets in a blister 
(non-transparent PVC/Al), 
supplied in a box 

YES YES 

Lescol 40 mg 
capsules 

capsules Novartis Farmacéutica S.A., 
Ronda Santa María 158, 
Barcelona, Spain 

28 (4 × 7) capsules in a 
blister, supplied in a box 

YES YES
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Lescol XL 80 mg 
prolonged-release 
tablets 

prolonged-release 
tablets 

Novartis Farmacéutica S.A., 
Ronda Santa María 158, 
Barcelona, Spain 

28 (2 × 14) tablets in a 
blister, supplied in a box 

YES YES 

Letizen film-coated 
tablets 10 mg 

film-coated tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

20 (2 × 10) film-coated 
tablets in a (PVC/Al) blister, 
supplied in a box 

YES YES 

Letizen oral solution 
1 mg/1 ml 

oral solution Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

120 ml of solution in an 
amber glass botlle with 
plastic cap, supplied in a box 

YES YES 

Letizen S 10 mg 
film-coated tablets 

film-coated tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

10 (1 × 10) film coated 
tablets in a PVC/Al) blister, 
supplied in a box 

YES YES YES 

Letrox 100 tablets Berlin-Chemie AG (Menarini 
Group), Glienicker Weg 125, 
Berlin, Germany 

50 (2 × 25) tablets in a 
white non-transparent 
(PVDC/PVC//Al) blister, 
supplied in a box 

YES YES 

Letrox 150 tablets Berlin-Chemie AG (Menarini 
Group), Glienicker Weg 125, 
Berlin, Germany 

50 (2 × 25) tablets in a 
white non-transparent 
(PVDC/PVC//Al) blister, 
supplied in a box 

YES YES 

Letrox 50 tablets Berlin-Chemie AG (Menarini 
Group), Glienicker Weg 125, 
Berlin, Germany 

50 (2 × 25) tablets in a 
white non-transparent 
(PVDC/PVC//Al) blister, 
supplied in a box 

YES YES 

Levemir FlexPen solution for 
injection in 
cartridge for 
subcutaneous use 

Novo Nordisk A/S, Novo 
Allé, DK-2880 Bagsværd, 
Denmark 

5 pens with a FlexPen glass 
cartridge containing 3 ml of 
solution, supplied in a 
carton box 

YES YES YES 

Levemir Penfill solution for 
injection in 
cartridge for 
subcutaneous use 

Novo Nordisk A/S, Novo 
Allé, DK-2880 Bagsværd, 
Denmark 

5 Penfill glass cartridges with 
3 ml of solution, supplied in 
a carton box 

YES YES YES
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Levitra 10 mg film- 
coated tablets 

film-coated tablets Bayer HealthCare AG, 51368 
Leverkusen, Germany 

2 tablets in a PP/Al blister, 
supplied in a box 

YES YES 

Levitra 20 mg film- 
coated tablets 

film-coated tablets Bayer HealthCare AG, 51368 
Leverkusen, Germany 

2 tablets in a PP/Al blister, 
supplied in a box 

YES YES 

Levitra 5 mg film- 
coated tablets 

film-coated tablets Bayer HealthCare AG, 51368 
Leverkusen, Germany 

2 tablets in a PP/Al blister, 
supplied in a box 

YES YES 

Lexaurin tablets 
1,5 mg 

tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

30 (2 × 15) tablets in a 
blister, supplied in a box 

YES YES 

Lexaurin tablets 
3 mg 

tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

30 (2 × 15) tablets in a 
blister, supplied in a box 

YES YES 

Lexaurin tablets 
6 mg 

tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

30 (2 × 15) tablets in a 
blister, supplied in a box 

YES YES 

Lexilium 1,5 mg 
tablets 

tablets Alkaloid AD, Skopje, 
FYROM in cooperation with 
F. Hoffmann-La Roche Ltd, 
Basel, Switzerland 

30 (3 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Lexilium 3 mg 
tablets 

tablets Alkaloid AD, Skopje, 
FYROM in cooperation with 
F. Hoffmann-La Roche Ltd, 
Basel, Switzerland 

30 (3 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Lexilium 6 mg 
tablets 

tablets Alkaloid AD, Skopje, 
FYROM in cooperation with 
F. Hoffmann-La Roche Ltd, 
Basel, Switzerland 

30 (3 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Lidacef injection 1 g powder for prep
aration of solution 
for i.v. and i.m. 
injection 

Pliva Kraków, Kraków, 
Poland 

Glass bottle (10 ml) with 
powder, supplied in a box 

YES YES
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Lidacef injection 2 g powder for prep
aration of solution 
for i.v. infusion 

Pliva Kraków, Kraków, 
Poland 

Glass bottle (20 ml) with 
powder, supplied in a box 

YES YES 

LINOLA FETT 
ÖLBAD 

bath additive, 
solution 

Dr. August Wolff GmbH & 
Co. Arzneimittel, Bielefeld, 
Germany 

200 ml of solution, dropper, 
cap, and measuring 20 ml 
cup, supplied in a box 

YES YES YES 

LINOLA UREA cream Dr. August Wolff GmbH & 
Co. Arzneimittel, Bielefeld, 
Germany 

75 g of cream in an 
aluminium tube, supplied in 
a box 

YES YES YES 

Linoladiol vaginal cream Dr. August Wolff GmbH & 
Co. Arzneimittel, Bielefeld, 
Germany 

100 grams of cream in an 
aluminum tube and a plastic 
vaginal applicator in a 
protective bag, supplied in a 
box 

YES YES 

Linoladiol vaginal cream Dr. August Wolff GmbH & 
Co. Arzneimittel, Bielefeld, 
Germany 

50 g of cream in an 
aluminium tube and a plastic 
vaginal applicator in a 
protective bag, supplied in a 
box 

YES YES 

Linola-fett oily cream 
(water/oil emulsion) 

Dr. August Wolff GmbH & 
Co. Arzneimittel, Bielefeld, 
Germany 

Box with 75 g of cream in 
an Al tube 

YES YES YES 

Lioresal 10 mg 
tablets 

tablets Novartis Farma S.p.A., Torre 
Annunziata (Napoli), Italy 

50 (5 × 10) tablets in a 
blister (PVC/Al), supplied in 
a box 

YES YES 

Lioresal 25 mg 
tablets 

tablets Novartis Farmacéutica S.A., 
Ronda Santa María 158, 
Barcelona, Spain 

50 (5 × 10) tablets in a 
blister (PVC/PE/PVDC//Al), 
supplied in a box 

YES YES 

Lipex 10 mg film- 
coated tablets 

film-coated tablets Merck Sharp & Dohme B.V., 
Waarderweg 39, Postbus 
581, Haarlem, the Nether
lands 

20 (2 × 10) tablets in a 
blister, supplied in a box 

YES YES
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Lipex 20 mg film- 
coated tablets 

film-coated tablets Merck Sharp & Dohme B.V., 
Waarderweg 39, Postbus 
581, Haarlem, the Nether
lands 

20 (2 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Lipex 40 mg film- 
coated tablets 

film-coated tablets Merck Sharp & Dohme B.V., 
Waarderweg 39, Postbus 
581, Haarlem, the Nether
lands 

28 (2 × 14) tablets in a 
blister, supplied in a box 

YES YES 

Lipex 80 mg film- 
coated tablets 

film-coated tablets Merck Sharp & Dohme B.V., 
Waarderweg 39, Postbus 
581, Haarlem, the Nether
lands 

30 (2 × 14) film-coated 
tablets in a blister, supplied 
in a box 

YES YES 

Lipidil 145 mg film-coated tablets Laboratoires Fournier S.A., 
Fontaine-lès-Dijon, France 

30 (3 × 10) film-coated 
tablets in a blister (PVC/PE/ 
PVDC/Al), supplied in a box 

YES YES YES YES 

Lipidil 160 mg film-coated tablets Laboratoires Fournier S.A., 
Fontaine-lès-Dijon, France 

30 (3 × 10) film-coated 
tablets in a blister (PVC/PE/ 
PVDC/Al), supplied in a box 

YES YES YES YES 

LIPIDIL 200 M capsules, hard Laboratoires Fournier S.A., 
Fontaine-lès-Dijon, France 

30 (3 × 10) capsules in a 
blister (PVC/Al), supplied in 
a box 

YES YES YES 

Lipofundin 
MCT/LCT 10 % 

emulsion for 
infusion 

B. Braun Melsungen AG, 
Carl-Braun-Straße 1, 
Melsungen, Germany 

500 ml of emulsion for 
infusion in a glass bottle, 10 
bottles per box 

YES YES 

Lipofundin 
MCT/LCT 10 % 

emulsion for 
infusion 

B. Braun Melsungen AG, 
Carl-Braun-Straße 1, 
Melsungen, Germany 

100 ml of emulsion in a 
glass bottle, 10 bottles in a 
box 

YES YES 

Lipofundin 
MCT/LCT 20 % 

emulsion for 
infusion 

B. Braun Melsungen AG, 
Carl-Braun-Straße 1, 
Melsungen, Germany 

500 ml of emulsion for 
infusion in a glass bottle, 10 
bottles per box 

YES YES 

Lipofundin 
MCT/LCT 20 % 

emulsion for 
infusion 

B. Braun Melsungen AG, 
Carl-Braun-Straße 1, 
Melsungen, Germany 

100 ml of emulsion for 
infusion in a glass bottle, 10 
bottles in a box 

YES YES
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LISINOLEX 10 mg tablets Galex d.d., Murska Sobota, 
Republic of Slovenia 

30 (3 × 10) tablets in a 
PVC/PVDC/Al blister, 
supplied in a box 

YES YES 

LISINOLEX 20 mg tablets Galex d.d., Murska Sobota, 
Republic of Slovenia 

30 (3 × 10) tablets in a 
PVC/PVDC/Al blister, 
supplied in a box 

YES YES 

LISINOLEX 5 mg tablets Galex d.d., Murska Sobota, 
Republic of Slovenia 

30 (3 × 10) tablets in a 
PVC/PVDC/Al blister, 
supplied in a box 

YES YES 

Litak 2 mg/ml 
solution for 
injection 

solution for 
injection 

Lipomed AG, Arlesheim, 
Switzerland 

Clear type I glass vial, 
containing 5 ml of solution, 
with a rubber bromobutyl 
stopper and protective 
aluminum ring, supplied in a 
box 

YES YES YES YES 

Litak 2 mg/ml 
solution for 
injection 

solution for 
injection 

Lipomed AG, Arlesheim, 
Switzerland 

5 colourless glass bottles 
(glass type I) with a rubber 
bromobutyl stopper and a 
protective aluminium ring 
containing 5 ml of solution, 
supplied in a box 

YES YES YES YES 

Litalir capsules capsules Bristol Myers-Squibb S.r.l., 
Sermoneta, Latina, Italy 

100 capsules in a brown 
plastic bottle, supplied in a 
box 

YES YES 

LITIJ KARBONAT 
JADRAN 300 mg 
tablets 

tablets Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

100 tablets in an amber 
glass bottle, supplied in a 
box 

YES YES 

Livial 2,5 mg tablets tablets N.V. Organon, Oss, the 
Netherlands; Organon 
Ireland Ltd., Co. Dublin, 
Ireland 

28 tablets in a blister, 
supplied in a box 

YES YES
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Lizinopril 10 mg 
tablets 

tablets Farmal d.d., Branitelja 
domovinskog rata 8, 
Ludbreg, Republic of Croatia 

30 tablets in a blister, 
supplied in a box 

YES YES 

Lizinopril 20 mg 
tablets 

tablets Farmal d.d., Branitelja 
domovinskog rata 8, 
Ludbreg, Republic of Croatia 

30 tablets in a blister, 
supplied in a box 

YES YES 

Lizinopril 5 mg 
tablets 

tablets Farmal d.d., Branitelja 
domovinskog rata 8, 
Ludbreg, Republic of Croatia 

30 tablets in a blister, 
supplied in a box 

YES YES 

LIZINOPRIL H 
10 mg/12,5 mg 
tablets 

tablets Farmal d.d., Ludbreg, 
Republic of Croatia in 
cooperation with Actavis hf., 
Hafnarfjordur, Iceland 

30 (3 × 10) tablets, supplied 
in a box 

YES YES 

LIZINOPRIL H 
20 mg/12,5 mg 
tablets 

tablets Farmal d.d., Branitelja 
domovinskog rata 8, 
Ludbreg, Republic of Croatia 

30 (3 × 10) tablets, supplied 
in a box 

YES YES 

Lizinopril Lek 
10 mg tablets 

tablets Salutas Pharma GmbH, 
Dieselstraße 5, Gerlingen, 
Germany 

30 (3 × 10) tablets in a 
blister (PVC/Al), supplied in 
a box 

YES YES YES 

Lizinopril Lek 
2,5 mg tablets 

tablets Salutas Pharma GmbH, 
Dieselstraße 5, Gerlingen, 
Germany 

30 (3 × 10) tablets in a 
blister (PVC/Al), supplied in 
a box 

YES YES YES 

Lizinopril Lek 
20 mg tablets 

tablets Salutas Pharma GmbH, 
Dieselstraße 5, Gerlingen, 
Germany 

30 (3 × 10) tablets in a 
blister (PVC/Al), supplied in 
a box 

YES YES YES
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Lizinopril Lek 5 mg 
tablets 

tablets Salutas Pharma GmbH, 
Dieselstraße 5, Gerlingen, 
Germany 

30 (3 × 10) tablets in a 
blister (PVC/Al), supplied in 
a box 

YES YES YES 

Lodoz 10 mg/ 
6,25 mg film-coated 
tablets 

film-coated tablets Merck KGaA, Frankfurter 
Straße 250, Darmstadt, 
Germany; Merck SANTE 
s.a.s., 2, rue du Pressoir Vert, 
Semoy, France 

30 (3 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Lodoz 2,5 mg/ 
6,25 mg film-coated 
tablets 

film-coated tablets Merck KGaA, Frankfurter 
Straße 250, Darmstadt, 
Germany; Merck SANTE 
s.a.s., 2, rue du Pressoir Vert, 
Semoy, France 

30 (3 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Lodoz 5 mg/ 
6,25 mg film-coated 
tablets 

film-coated tablets Merck KGaA, Frankfurter 
Straße 250, Darmstadt, 
Germany; Merck SANTE 
s.a.s., 2, rue du Pressoir Vert, 
Semoy, France 

30 (3 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Logest coated tablets coated tablets Schering S.A., Lys-lez- 
Lannoy, France 

Box with 21 coated tablets 
in a blister 

YES YES 

Lopin tablets 10 mg tablets Farmal d.d., Branitelja 
domovinskog rata 8, 
Ludbreg, Republic of Croatia 

30 (3 × 10) tablets in a 
PVC/PVDC//Al blister, 
supplied in a box 

YES YES 

Lopin tablets 5 mg tablets Farmal d.d., Branitelja 
domovinskog rata 8, 
Ludbreg, Republic of Croatia 

30 (3 × 10) tablets in a 
PVC/PVDC//Al blister, 
supplied in a box 

YES YES 

Lorista 50 mg film- 
coated tablets 

film-coated tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

28 (4 × 7) tablets in a PVC/ 
PVDC/Al blister, supplied in 
a box 

YES YES 

Lorista H film-coated tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

28 (4 × 7) film-coated tablets 
in a PVC/PVDC//Al blister, 
supplied in a box 

YES YES YES YES
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Lorsilan 1 mg 
tablets 

tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

30 (1 × 30) tablets in a 
blister (PVC/Al), supplied in 
a carton box 

YES YES 

Lorsilan 2,5 mg 
tablets 

tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

20 (1 × 20) tablets in a 
blister (PVC/Al), supplied in 
a carton box 

YES YES 

Losartic Plus tablets film-coated tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

28 (2 × 14) tablets in a 
blister, supplied in a box 

YES YES 

Losartic tablets 
25 mg 

film-coated tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

28 (2 × 14) tablets in a 
blister, supplied in a box 

YES YES 

Losartic tablets 
50 mg 

film-coated tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

28 (2 × 14) tablets in a 
blister, supplied in a box 

YES YES 

Loseprazol 20 mg capsules Pro. Med.CS Praha a.s., 
Prague, Czech Republic 

14 (2 × 7) capsules in a 
OPA/Al/PVC//Al blister, 
supplied in a box 

YES YES 

Loseprazol 20 mg capsules Pro. Med.CS Praha a.s., 
Prague, Czech Republic 

14 (2 × 7) capsules in a 
blister, supplied in a box 

YES YES 

Lotriderm cream cream Schering-Plough Labo N.V. 
Industriepark 30, Heist-op- 
den-Berg, Belgium 

15 g of cream in an 
aluminum tube, supplied in 
a box 

YES YES 

Lubor 10 mg 
capsules 

capsules Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

20 (1 × 20) tablets in a 
blister (PVC/Al), supplied in 
a box 

YES YES 

Lubor 20 mg 
suppositories 

suppositories Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

10 (2 × 5) suppositories in 
an Al/PE strip, supplied in a 
box 

YES YES
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Lubor 20 mg 
capsules 

capsules Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

20 (1 × 20) tablets in a 
blister (PVC/Al), supplied in 
a box 

YES YES 

Luboreta cream cream Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

50 g of cream in an 
aluminium tube with a 
polyethylene stopper, 
supplied in a box 

YES YES YES 

Lucentis 10 mg/ml 
solution for 
injection 

solution for 
injection 

Novartis Pharma Stein AG, 
Schaffhauserstrasse, Stein, 
Switzerland 

One glass bottle with 0,3 ml 
of solution, supplied in a 
box 

YES YES YES YES 

Lumidol 
100 mg/2 ml injec
tions 

solution for 
injection (i.v., i.m. 
and s.c.) 

Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

5 glass ampoules with 2 ml 
of solution, supplied in a 
box 

YES YES 

LUMIDOL 
100 mg/ml oral 
drops 

oral drops, solution Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

10 ml of solution in an 
amber glass bottle with fitted 
plastic dropper and plastic 
cap, supplied in a box 

YES YES 

LUMIDOL 50 mg 
capsules 

capsules, hard Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

20 capsules in a 50 ml 
plastic brown bottle with 
tamper-proof closure, 
supplied in a box 

YES YES 

Lumidol 50 mg/ml 
injection 

solution for 
injection (i.v., i.m. 
and s.c.) 

Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

5 glass ampoules with 1 ml 
of solution, supplied in a 
box 

YES YES 

Lumigan 0,3 mg/ml 
eye drops 

eye drops, solution Allergan Pharmaceuticals 
Ireland, Castlebar Road, 
Westport, Co Mayo, Ireland 

3 ml solution in a plastic 
bottle, supplied in a box 

YES YES YES
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LUPOCET 250 mg 
suppositories 

suppositories Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

10 (2 × 5) suppositories in 
an Al/PE strip foil, supplied 
in a box 

YES YES YES 

Lupocet 500 mg 
tablets 

tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

10 (1 × 10) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES YES 

Lupocet BABY 
120 mg supposi
tories 

suppositories Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

10 (2 × 5) suppositories in a 
PE/Al strip, supplied in a 
box 

YES YES YES 

Lupocet flu effervescent tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

10 effervescent tablets in a 
plastic tube, supplied in a 
box 

YES YES YES 

Lupocet JUNIOR 
syrup 

syrup Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

100 ml of syrup in an 
amber glass bottle, supplied 
in a box 

YES YES YES 

Lupocet TEEN 
300 mg capsules 

capsules Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

20 (2 × 10) capsules in a 
(PVC/Al) blister, supplied in 
a box 

YES YES YES 

Luveris 75 IU powder and solvent 
for preparation of 
solution for 
injection (for 
subcutaneous use) 

Industria Farmaceutica 
Serono S.p.A., Bari, Italy 

Vial with powder and vial 
with solvent, in a protective 
container, supplied in a box 

YES YES YES 

Luxeta tablets 
100 mg 

film tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

28 tablets in a blister, 
supplied in a box 

YES YES
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Luxeta tablets 
50 mg 

film tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

28 tablets in a blister, 
supplied in a box 

YES YES 

Lyrica 100 mg 
capsules 

capsules, hard Pfizer GmbH Arzneimit
telwerk Gödecke, Moos
waldallee 1, Freiburg, 
Germany 

84 (4 × 21) capsules in a 
blister (PVC/Al), supplied in 
a box 

YES YES YES 

Lyrica 150 mg 
capsules 

capsules, hard Pfizer GmbH Arzneimit
telwerk Gödecke, Moos
waldallee 1, Freiburg, 
Germany 

56 (4 × 14) capsules in a 
blister (PVC/Al), supplied in 
a box 

YES YES YES 

Lyrica 200 mg 
capsules 

capsules, hard Pfizer GmbH Arzneimit
telwerk Gödecke, Moos
waldallee 1, Freiburg, 
Germany 

84 (4 × 21) capsules in a 
blister (PVC/Al), supplied in 
a box 

YES YES YES 

Lyrica 25 mg 
capsules 

capsules, hard Pfizer GmbH Arzneimit
telwerk Gödecke, Moos
waldallee 1, Freiburg, 
Germany 

56 (4 × 14) capsules in a 
blister (PVC/Al), supplied in 
a box 

YES YES YES 

Lyrica 300 mg 
capsules 

capsules, hard Pfizer GmbH Arzneimit
telwerk Gödecke, Moos
waldallee 1, Freiburg, 
Germany 

56 (4 × 14) capsules in a 
blister (PVC/Al), supplied in 
a box 

YES YES YES 

Lyrica 50 mg 
capsules 

capsules, hard Pfizer GmbH Arzneimit
telwerk Gödecke, Moos
waldallee 1, Freiburg, 
Germany 

56 (4 × 14) capsules in a 
blister (PVC/Al), supplied in 
a box 

YES YES YES 

Lyrica 75 mg 
capsules 

capsules, hard Pfizer GmbH Arzneimit
telwerk Gödecke, Moos
waldallee 1, Freiburg, 
Germany 

56 (4 × 14) capsules in a 
blister (PVC/Al), supplied in 
a box 

YES YES YES 

LYSOBACT orib
lettes 

tablets for oral 
cavity oral (orib
lettes) 

Bosnalijek d.d., Jukićeva 53, 
Sarajevo, Bosnia and Herze
govina 

30 (3 × 10) tablets in a 
blister, supplied in a box 

YES YES YES
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MabCampath 
30 mg/ml 
concentrate of 
solution for infusion 

concentrate of 
solution for 
infusion 

Schering AG, Müllerstraße 
170-178, Berlin, Germany 

3 × 1 glass bottles with 1 ml 
of concentrate of solution 
for infusion, supplied in a 
box 

YES YES YES 

MabThera 100 mg 
concentrate of 
solution for infusion 

concentrate of 
solution for 
infusion 

F. Hoffmann-La Roche Ltd., 
Grenzacherstrasse 124, Basel, 
Switzerland 

10 ml of infusion solution 
concentrate in a glass bottle, 
2 bottles in a box 

YES YES YES YES 

MabThera 500 mg 
concentrate of 
solution for infusion 

concentrate of 
solution for 
infusion 

F. Hoffmann-La Roche Ltd., 
Grenzacherstrasse 124, Basel, 
Switzerland 

50 ml of solution for 
infusion concentrate in a 
glass bottle, supplied in a 
box 

YES YES YES YES 

Macugen 0,3 mg solution for 
injection 

Pfizer Health AB, Stockholm, 
Sweden 

One glass pre-filled syringe 
with needle, in a protective 
bag, supplied in a box 

YES YES YES YES 

Madopar 125 
tablets 

tablets F. Hoffmann-La Roche Ltd., 
Grenzacherstrasse 124, Basel, 
Switzerland 

100 tablets in an amber 
glass bottle (with desiccant), 
supplied in a box 

YES YES 

Madopar HBS 125 
capsules 

capsules F. Hoffmann-La Roche Ltd., 
Grenzacherstrasse 124, Basel, 
Switzerland 

30 capsules in an amber 
glass bottle (with a desic
cant), supplied in a box 

YES YES 

Madopar LIQ 125 
tablets for oral 
suspension 

tablets for oral 
suspension 

F. Hoffmann-La Roche Ltd., 
Grenzacherstrasse 124, Basel, 
Switzerland 

100 tablets in an amber 
glass bottle (with dessicant), 
supplied in a box 

YES YES 

Magnevist solution 
for injection 

solution for 
injection 

Schering AG, Müllerstraße 
170-178, Berlin, Germany 

20 ml of solution in a glass 
bottle with rubber stopper, 
supplied in a box 

YES YES 

Magnevist solution 
for injection 

solution for 
injection 

Schering AG, Müllerstraße 
170-178, Berlin, Germany 

10 ml of solution in a glass 
bottle with rubber stopper, 
supplied in a box 

YES YES
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Makcin 500 mg 
tablets 

film-coated tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

14 (1 × 14) tablets in a 
blister, supplied in a box 

YES YES 

MANIT 10 % solution for 
infusion 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

500 ml of solution in a glass 
infusion bottle with a rubber 
stopper and a protective cap, 
10 bottles in a box 

YES YES 

MANIT 20 % solution for 
infusion 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

250 ml of solution in a glass 
bottle for infusion with 
rubber stopper and 
protective cap, 10 bottles in 
a box 

YES YES 

Marivarin 3 mg 
tablets 

tablets Krka d.d., Novo mesto, 
Republic of Slovenia in 
cooperation with Orion 
Corporation, Espoo, Finland 

50 tablets in an amber glass 
bottle with an aluminium 
stopper 

YES YES 

Materna with 
selenium 

film-coated tablets Wyeth Lederle S.p.A., 
Catania, Italy 

30 tablets in a HDPE bottle, 
supplied in a box 

YES YES YES 

MAXALT RPD 
10 mg oral lyophil
isates 

oral lyophilisate Merck Sharp & Dohme B.V., 
Waarderweg 39, Postbus 
581, Haarlem, the Nether
lands 

2 (2 × 1) oral lyophilisate in 
a blister (PVC/PVDC//Al) and 
protective bag (paper/PE/Al), 
in a plastic box, supplied in 
a carton box 

YES YES YES 

MAXALT RPD 5 mg 
oral lyophilisates 

oral lyophilisate Merck Sharp & Dohme B.V., 
Waarderweg 39, Postbus 
581, Haarlem, the Nether
lands 

2 (2 × 1) oral lyophilisate in 
a blister (PVC/PVDC//Al) and 
protective bag (paper/PE/Al), 
in a plastic box, supplied in 
a carton box 

YES YES YES
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MAXFLU lemon 
flavour 

effervescent tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

10 effervescent tablets with 
or without an Al foil, in a 
polypropylene tube with a 
cap (PE) with silicagel and 
tamper-proof ring, supplied 
in a box 

YES YES YES 

Maxidex 1 mg/g eye 
ointment 

eye ointment Alcon-Couvreur s.a., 
Rijksweg 14, Puurs, Belgium 

3,5 g of ointment in an 
aluminum tube, supplied in 
a box 

YES YES 

Maxidex 1 mg/ml 
eye drops, 
suspension 

eye drops, 
suspension 

Alcon-Couvreur s.a., 
Rijksweg 14, Puurs, Belgium 

5 ml of suspension in a 
polyethylene bottle with a 
dropper, supplied in a box 

YES YES 

Maxipime 1 g powder for prep
aration of i.m. and 
i.v. injections 

Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

Glass bottle with powder, 
supplied in a box 

YES YES 

Maxipime 2 g powder for prep
aration of i.m. and 
i.v. injections 

Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

Glass bottle with powder, 
supplied in a box 

YES YES 

Maxipime 500 mg powder for prep
aration of i.m. and 
i.v. injections 

Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

Glass bottle with powder, 
supplied in a box 

YES YES 

Maxitrol eye drops, 
suspension 

eye drops, 
suspension 

Alcon-Couvreur s.a., 
Rijksweg 14, Puurs, Belgium 

Polyethylene bottle with 
5 ml of drops, supplied in a 
box 

YES YES 

Maxitrol eye 
ointment 

eye ointment Alcon-Couvreur s.a., 
Rijksweg 14, Puurs, Belgium 

3,5 g of ointment in an 
aluminum tube, supplied in 
a box 

YES YES 

Medazol 0,5 % 
solution for infusion 

solution for 
infusion 

Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

100 ml of solution in a glass 
bottle for infusion, supplied 
in a box 

YES YES
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Medazol 250 mg 
tablets 

tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

20 tablets in a plastic (poly
propylene) bottles, supplied 
in a box 

YES YES 

Medazol 400 mg 
tablets 

tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

10 (1 × 10) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES 

Medazol 500 mg 
vaginal tablets 

vaginal tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

10 (1 × 10) vaginal tablets in 
a PVC/Al blister, supplied in 
a box 

YES YES 

Medical oxygen, O 2 
medical 

medical gas Messer Croatia Plin d.o.o., 
Zaprešić, Industrijska 1, 
Republic of Croatia 

Pressurized steel bottles (150 
or 200 bar) with 2, 3, 5, 10, 
20, 27, 30, 40 or 50 litres 
of gaseous medical oxygen 

YES YES 

MEDROL tablets 
16 mg 

tablets Pfizer Italia S.r.l., Marino del 
Tronto, Ascoli Piceno, Italy 

50 (5 × 10) tablets in a 
blister (PVC/Al), supplied in 
a box 

YES YES 

MEDROL tablets 
32 mg 

tablets Pfizer Italia S.r.l., Marino del 
Tronto, Ascoli Piceno, Italy 

20 (2 × 10) tablets in a 
blister (PVC/Al), supplied in 
a box 

YES YES 

MEDROL 4 mg 
tablets 

tablets Pfizer Italia S.r.l., Marino del 
Tronto, Ascoli Piceno, Italy 

30 tablets in an amber glass 
bottle with a plastic stopper, 
supplied in a box 

YES YES 

Megace tablets 
160 mg 

tablets Haupt Pharma Regensburg 
GmbH, Regensburg, 
Germany for Bristol-Myers 
Squibb 

100 tablets in a plastic 
(HDPE) bottle, supplied in a 
box 

YES YES 

Meglimid 1 mg 
tablets 

tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

30 (3 × 10) tablets in trans
parent PVC//Al blister, 
supplied in a box 

YES YES YES YES
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Meglimid 2 mg 
tablets 

tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

30 (3 × 10) tablets in trans
parent PVC//Al blister, 
supplied in a box 

YES YES YES YES 

Meglimid 3 mg 
tablets 

tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

30 (3 × 10) tablets in trans
parent PVC//Al blister, 
supplied in a box 

YES YES YES YES 

MEGOSTAT oral 
suspension 

oral suspension Bristol-Myers Squibb, 
Épernon, France 

240 ml suspension in a 
plastic (HDPE) bottle with 
child resistant closure, 20 ml 
plastic measuring glass, 
supplied in a box 

YES YES 

Mendilex tablets Alkaloid AD - Skopje, 
Bulevar Aleksandar Make
donski 12, Skopje, FYROM 

50 (5 × 10) tablets in a 
blister (PVC/Al), supplied in 
a box 

YES YES 

Menopur lyophilisate and 
solvent for prep
aration of solution 
for injection 

Ferring GmbH, Wittland 1, 
Kiel, Germany 

10 bottles with lyophilisate 
and 10 ampoules with 
solvent, supplied in a carton 
box 

YES YES YES 

Menopur lyophilisate and 
solvent for prep
aration of solution 
for injection 

Ferring GmbH, Wittland 1, 
Kiel, Germany 

5 bottles with lyophilisate 
and 5 ampoules with 
solvent, supplied in a box 

YES YES YES 

MERIEUX 
INACTIVATED 
RABIES VACCINE 

lyophilisate for 
preparation of 
intramuscular 
injection 

Sanofi Pasteur S.A., 2 avenue 
Pont Pasteur, Lyon, France 

Box with 1 bottle with 1 
dose of lyophilised vaccine, 
1 pre-filled syringe 
containing 1 ml of water for 
injection and a needle 

YES YES 

Meronem i.v. 1 g powder for prep
aration of i.v. 
injection 

AstraZeneca UK Limited, Silk 
Road Business Park, 
Macclesfield, Cheshire, Great 
Britain 

10 bottles with powder, 
supplied in a box 

YES YES
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Meronem i.v. 
500 mg 

powder for prep
aration of i.v. 
injection 

AstraZeneca UK Limited, Silk 
Road Business Park, 
Macclesfield, Cheshire, Great 
Britain 

10 bottles with powder, 
supplied in a box 

YES YES 

METHOTREXATE 
PLIVA injection 
1 000 

solution for 
infusion 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

10 glass bottles with à 
20 ml of solution for 
injection (with rubber 
stopper, aluminum cap and 
plastic cover), supplied in a 
box 

YES YES 

METHOTREXATE 
PLIVA injection 20 

solution for 
injection 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

10 glass bottles with à 2 ml 
of solution for injection 
(with rubber stopper, 
aluminum cap and plastic 
cover), supplied in a box 

YES YES 

METHOTREXATE 
PLIVA injection 5 

solution for 
injection 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

10 glass bottles with à 2 ml 
of solution for injection 
(with rubber stopper, 
aluminum cap and plastic 
cover), supplied in a box 

YES YES 

METHOTREXATE 
PLIVA injection 50 

solution for 
injection 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

10 glass bottles with à 5 ml 
of solution for injection 
(with rubber stopper, 
aluminum cap and plastic 
cover), supplied in a box 

YES YES 

Metopran tablets Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

40 (4 × 10) tablets in a 
blister (PVC/Al), supplied in 
a box 

YES YES 

Metronidazol 
Genericon 0,5 % 
solution for infusion 

solution for 
infusion 

Genericon Pharma 
Ges.m.b.H., Hafnerstraße 
211, Graz, Austria 

10 (10 × 1) glass bottles 
with 100 ml of infusion 
solution, supplied in a box 

YES YES



EN 
24.4.2012 

O
fficial Journal of the European U

nion 
C 119 E/207

 

NAME OF THE 
MEDICINAL 
PRODUCT 

PHARMACEUTICAL 
FORM MANUFACTURER NATURE AND CONTENTS OF 

CONTAINER Domestic Imported Proprietary Generic 
UDMP nCADREAC CP MRP OTC Herbal Immu

nological Blood Orphan 

Mexitil 200 mg 
capsules 

capsules Boehringer Ingelheim 
Pharma GmbH & Co. KG, 
Birkendorfer Straße 65, 
Biberach an der Riss, 
Germany 

50 (5 × 10) capsules in a 
blister, supplied in a box 

YES YES 

Miacalcic 100 IU 
injection 

solution for 
injection 

Novartis Pharma Stein AG, 
Schaffhauserstrasse, Stein, 
Switzerland 

5 ampoules with 1 ml of 
solution, supplied in a box 

YES YES 

Miacalcic 200 IU 
aerosol 

nasal spray, 
solution 

Novartis Pharma S.A.S., 
Huningue Cedex, France 

Solution in a glass bottle 
with spray (for nasal use), 
supplied in a box 

YES YES 

Micardis 40 mg 
tablets 

tablets Boehringer Ingelheim 
Pharma GmbH & Co. KG, 
Binger Straße 173, Ingelheim 
am Rhein, Germany 

28 (4 × 7) tablets in a blister 
(PA/Al/PVC/Al), supplied in 
a box 

YES YES YES 

Micardis 80 mg 
tablets 

tablets Boehringer Ingelheim 
Pharma GmbH & Co. KG, 
Binger Straße 173, Ingelheim 
am Rhein, Germany 

28 (4 × 7) tablets in a blister 
(PA/Al/PVC/Al), supplied in 
a box 

YES YES YES 

MicardisPlus 
40/12,5 mg tablets 

tablets Boehringer Ingelheim 
Pharma GmbH & Co. KG, 
Binger Straße 173, Ingelheim 
am Rhein, Germany 

28 (4 × 7) tablets in a blister 
(PA/Al/PVC/Al), supplied in 
a box 

YES YES YES 

MicardisPlus 
80/12,5 mg tablets 

tablets Boehringer Ingelheim 
Pharma GmbH & Co. KG, 
Binger Straße 173, Ingelheim 
am Rhein, Germany 

28 (4 × 7) tablets in a blister 
(PA/Al/PVC/Al), supplied in 
a box 

YES YES YES 

MIDAZOLAM 
TORREX 
15 mg/3 ml 

solution for 
injection 

Torrex Chiesi Pharma GmbH, 
Gonzagagasse 16/16, Vienna, 
Austria 

10 (2 × 5) ampoules with 
3 ml of solution, on a plastic 
tray, supplied in a box 

YES YES
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MIDAZOLAM 
TORREX 2 mg/2 ml 

solution for 
injection 

Torrex Chiesi Pharma GmbH, 
Gonzagagasse 16/16, Vienna, 
Austria 

10 (2 × 5) ampoules with 
2 ml of solution, on a plastic 
tray, supplied in a box 

YES YES 

MIDAZOLAM 
TORREX 5 mg/5 ml 

solution for 
injection 

Torrex Chiesi Pharma GmbH, 
Gonzagagasse 16/16, Vienna, 
Austria 

10 (2 × 5) ampoules with 
5 ml of solution, on a plastic 
tray, supplied in a box 

YES YES 

MIDAZOLAM 
TORREX 5 mg/ml 

solution for 
injection 

Torrex Chiesi Pharma GmbH, 
Gonzagagasse 16/16, Vienna, 
Austria 

10 (2 × 5) ampoules with 
1 ml of solution, on a plastic 
tray, supplied in a box 

YES YES 

MIDAZOLAM 
TORREX 
50 mg/10 ml 

solution for 
injection 

Torrex Chiesi Pharma GmbH, 
Gonzagagasse 16/16, Vienna, 
Austria 

10 (2 × 5) ampoules with 
10 ml of solution, on a 
plastic tray, supplied in a 
box 

YES YES 

Minerva sugar- 
coated tablets 

sugar-coated tablets Schering AG, Müllerstraße 
170-178, Berlin, Germany 

63 (3 × 21) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES 

Minirin Melt 120 μg oral lyophilisate Ferring AB, Limhamn, 
Sweden 

30 (3 × 10) oral lyophilisate 
in a blister (Al/Al), supplied 
in a box 

YES YES 

Minirin Melt 60 μg oral lyophilisate Ferring AB, Limhamn, 
Sweden 

30 (3 × 10) oral lyophilisate 
in a blister (Al/Al), supplied 
in a box 

YES YES 

Minirin nasal spray nasal spray (sol
ution) 

Ferring AB, Limhamn, 
Sweden; Ferring International 
Center SA, Chemin de la 
Vergognausaz, Switzerland 

5 ml of solution (50 doses à 
10 μg) in an amber glass 
bottle with a spray 
attachment and a plastic 
attachment for nasal use, 
supplied in a box 

YES YES
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Minirin 0,2 mg 
tablets 

tablets Ferring AB, Limhamn, 
Sweden; Ferring International 
Center SA, Chemin de la 
Vergognausaz, Switzerland 

30 tablets in a plastic bottle, 
supplied in a box 

YES YES 

Mirapexin tablets 
0,25 mg 

tablets Boehringer Ingelheim 
Pharma GmbH & Co. KG, 
Binger Straße 173, Ingelheim 
am Rhein, Germany 

30 (3 × 10) tablets in a 
PA/Al/PVC-Al blister, 
supplied in a box 

YES YES YES 

Mirapexin tablets 
1 mg 

tablets Boehringer Ingelheim 
Pharma GmbH & Co. KG, 
Binger Straße 173, Ingelheim 
am Rhein, Germany 

30 (3 × 10) tablets in a 
PA/Al/PVC-Al blister, 
supplied in a box 

YES YES YES 

Mirena intrauterine 
system 

intrauterine system 
(20 mcg/24 h 
release of active 
substance) with 
integrated appli
cator 

Schering Oy, Turku, Finland Intrauterine system with 
integrated applicator in a 
blister (APET/Tyvek), 
supplied in a box 

YES YES 

Mirocef injection 
1 g 

powder for 
solution for 
injection 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

5 glass bottles with powder, 
supplied in a box 

YES YES 

Mirocef injection 
500 mg 

powder for 
solution for 
injection 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

5 glass bottles with powder, 
supplied in a box 

YES YES 

Mirzaten 30 mg 
film-coated tablets 

film-coated tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

30 tablets (3 × 10) in a 
PVC/PVDC/Al blister, 
supplied in a box 

YES YES
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Mirzaten 45 mg 
film-coated tablets 

film-coated tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

30 tablets (3 × 10) in a 
PVC/PVDC/Al blister, 
supplied in a box 

YES YES 

Misar 0,25 mg 
tablets 

tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

30 (1 × 30) tablets in a 
blister, supplied in a box 

YES YES 

Misar 0,5 mg tablets tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

30 (1 × 30) tablets in a 
blister, supplied in a box 

YES YES 

Misar 1 mg tablets tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

30 (1 × 30) tablets in a 
blister, supplied in a box 

YES YES 

Misar SR 0,5 mg 
tablets 

prolonged-release 
tablets 

Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

30 (2 × 15) tablets in a 
blister, supplied in a box 

YES YES 

Misar SR 1 mg 
tablets 

prolonged-release 
tablets 

Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

30 (2 × 15) tablets in a 
blister, supplied in a box 

YES YES 

Mitoxantrone Pliva concentrate of 
solution for 
infusion 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

Colourless glass bottle with 
15 ml of concentrate of 
solution for infusion, closed 
with a rubber stopper and 
an aluminium cap with a 
plastic lid, supplied in a box 

YES YES
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Mixtard 30 Penfill 
3 ml 

suspension for 
subcutaneous 
injection 

Novo Nordisk A/S, Novo 
Allé, Bagsværd, Denmark 
Novo Nordisk Production 
SAS, 45, Avenue d’Orléans, 
Chartres, France 

5 glass cartridges with 3 ml 
of suspension in a blister, 
supplied in a box 

YES YES 

Mixtard 40 Penfill 
3 ml 

suspension for 
subcutaneous 
injection 

Novo Nordisk A/S, Novo 
Allé, DK-2880 Bagsværd, 
Denmark 

5 glass cartridges with 3 ml 
of suspension in a blister, 
supplied in a box 

YES YES 

Mixtard 50 Penfill 
3 ml 

suspension for 
subcutaneous 
injection 

Novo Nordisk A/S, Novo 
Allé, DK-2880 Bagsværd, 
Denmark 

5 glass cartridges with 3 ml 
of suspension in a blister, 
supplied in a box 

YES YES 

Moditen depo 
injections 
25 mg/1 ml 

oily solution for 
intramuscular 
injection 

Krka d.d., Novo mesto, 
Republic of Slovenia in 
cooperation with Bristol- 
Myers Squibb, New York, 
USA 

5 amber glass ampoules 
each with 1 ml of solution, 
supplied in a carton box 

YES YES 

Moditen coated 
tablets 1 mg 

coated tablets Krka d.d., Novo mesto, 
Republic of Slovenia in 
cooperation with Bristol- 
Myers Squibb, NY, USA 

25 tablets in an amber glass 
bottle, supplied in a box 

YES YES 

Moditen coated 
tablets 2,5 mg 

coated tablets Krka d.d., Novo mesto, 
Republic of Slovenia in 
cooperation with Bristol- 
Myers Squibb, NY, USA 

100 tablets in an amber 
glass bottle, supplied in a 
carton box 

YES YES
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Moditen coated 
tablets 5 mg 

coated tablets Krka d.d., Novo mesto, 
Republic of Slovenia in 
cooperation with Bristol- 
Myers Squibb, NY, USA 

100 tablets in an amber 
glass bottle, supplied in a 
carton box 

YES YES 

Moduretic tablets tablets Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

40 tablets in an amber glass 
bottle, supplied in a box 

YES YES 

Monopril 10 mg tablets Jadran - Galenski laboratorij 
d.d., Rijeka, Republic of 
Croatia, in cooperation with 
Bristol-Myers Squibb S.p.A., 
Contrada Fontana del Ceraso, 
Anagni, Italy 

28 (2 × 14) tablets in a 
blister (white PVC/ 
PVDC//Al), supplied in a box 

YES YES 

Monopril 20 mg tablets Jadran - Galenski laboratorij 
d.d., Rijeka, Republic of 
Croatia, in cooperation with 
Bristol-Myers Squibb S.p.A., 
Contrada Fontana del Ceraso, 
Anagni, Italy 

28 (2 × 14) tablets in a 
blister (white PVC/ 
PVDC//Al), supplied in a box 

YES YES 

Monopril plus 
20/12,5 

tablets Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

28 (2 × 14) tablets in a 
nontransparent PVC/ 
PVDC/Al blister, supplied in 
a box 

YES YES 

Monsalic ointment ointment Schering-Plough Farma, Lda, 
Casal do Colaride, Agualva 
Cacem, Portugal 

25 grams of ointment in a 
white enamel tube with 
white polypropylene screw 
cap, supplied in a carton box 

YES YES YES YES
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ALKALOID 
Morphine hydro
chloride 20 mg/1 ml 

solution for 
injection 

Alkaloid AD - Skopje, 
Bulevar Aleksandar Make
donski 12, Skopje, FYROM 

10 amber glass ampoules 
each containing 1 ml of 
solution, supplied in a box 

YES YES 

ALKALOID 
Morphine hydro
chloride 4 mg/1 ml 

solution for 
injection 

Alkaloid AD - Skopje, 
Bulevar Aleksandar Make
donski 12, Skopje, FYROM 

10 amber glass ampoules 
each containing 1 ml of 
solution, supplied in a box 

YES YES 

Mostrafin tablets film-coated tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

28 (4 × 7) tablets in a blister, 
supplied in a box 

YES YES 

Mostrafin tablets film-coated tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

28 (2 × 14) tablets in a 
blister, supplied in a box 

YES YES 

Movalis 15 mg 
tablets 

tablets Boehringer Ingelheim 
Pharma GmbH & Co. KG, 
Binger Straße 173, Ingelheim 
am Rhein, Germany 

20 (1 × 20) tablets in a 
PVC/PVDC/Al blister, 
supplied in a box 

YES YES 

Movalis 
15 mg/1,5 ml 
injection 

solution for 
injection 

Boehringer Ingelheim 
Espana, S.A., Sant Cugat del 
Valles (Barcelona), Spain 

5 ampoules with 1,5 ml of 
solution, supplied in a box 

YES YES 

Movalis 7,5 mg 
tablets 

tablets Boehringer Ingelheim 
Pharma GmbH & Co. KG, 
Binger Straße 173, Ingelheim 
am Rhein, Germany 

20 (1 × 20) tablets in a 
PVC/PVDC/Al blister, 
supplied in a box 

YES YES
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MST CONTINUS 
10 mg 

prolonged-release 
film-coated tablets 

Bard Pharmaceuticals Ltd., 
Cambridge, Great Britain, 
Mundipharma Gm.b.H., 
Limburg, Germany, 
Mundipharma Ges.m.b.H, 
Vienna, Austria 

30 (3 × 10) tablets in a 
blister (PVDC/PVC/Al), 
supplied in a box 

YES YES 

MST Continus 
10 mg 

film-coated tablets 
with prolonged- 
release 

Bard Pharmaceuticals 
Limited, Cambridge, Great 
Britain, Mundipharma 
Gm.b.H., Limburg, Germany, 
Mundipharma Ges.m.b.H, 
Vienna, Austria 

60 (2 × 30) tablets in a 
blister (PVC/PVDC-Al), 
supplied in a box 

YES YES 

MST Continus 
100 mg 

film-coated tablets 
with prolonged- 
release 

Bard Pharmaceuticals 
Limited, Cambridge, Great 
Britain, Mundipharma 
Gm.b.H., Limburg, Germany, 
Mundipharma Ges.m.b.H, 
Vienna, Austria 

60 (2 × 30) tablets in a 
blister (PVC/PVDC-Al), 
supplied in a box 

YES YES 

MST CONTINUS 
100 mg 

prolonged-release 
film-coated tablets 

Bard Pharmaceuticals Ltd., 
Cambridge,Great Britain, 
Mundipharma Gm.b.H., 
Limburg, Germany, 
Mundipharma Ges.m.b.H, 
Vienna, Austria 

30 (3 × 10) tablets in a 
blister (PVDC/PVC/Al), 
supplied in a box 

YES YES 

MST Continus 
30 mg 

film-coated tablets 
with prolonged- 
release 

Bard Pharmaceuticals 
Limited, Cambridge, Great 
Britain, Mundipharma 
Gm.b.H., Limburg, Germany, 
Mundipharma Ges.m.b.H, 
Vienna, Austria 

60 (2 × 30) tablets in a 
blister (PVDC/PVC-Al), 
supplied in a box 

YES YES 

MST CONTINUS 
30 mg 

prolonged-release 
film-coated tablets 

Bard Pharmaceuticals Ltd., 
Cambridge, Great Britain, 
Mundipharma Gm.b.H., 
Limburg, Germany, 
Mundipharma Ges.m.b.H, 
Vienna, Austria 

30 (3 × 10) tablets in ablister 
(PVDC/PVC/Al), supplied in 
a box 

YES YES
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MST CONTINUS 
60 mg 

prolonged-release 
film-coated tablets 

Bard Pharmaceuticals Ltd., 
Cambridge, Great Britain, 
Mundipharma Gm.b.H., 
Limburg, Germany, 
Mundipharma Ges.m.b.H, 
Vienna, Austria 

30 (3 × 10) tablets in a 
blister (PVDC/PVC/Al), 
supplied in a box 

YES YES 

MST Continus 
60 mg 

film-coated tablets 
with prolonged- 
release 

Bard Pharmaceuticals 
Limited, Cambridge, Great 
Britain, Mundipharma 
Gm.b.H., Limburg, Germany, 
Mundipharma Ges.m.b.H, 
Vienna, Austria 

60 (2 × 30) tablets in a 
blister (PVC/PVDC-Al), 
supplied in a box 

YES YES 

Mukolen coated 
tablets 50 mg 

coated tablets Krka d.d., Novo mesto, 
Republic of Slovenia in 
cooperation with E Pharma, 
France 

20 (2 × 10) coated tablets in 
PVC/Al blister, supplied in a 
box 

YES YES 

MULTIBIONTA 
FORTE N capsules 

capsules, soft Merck Selbstmedikation 
GmbH, Darmstadt, Germany 

20 (2 × 10) capsules in 
PVC/PVDC-Al blister, 
supplied in a box 

YES YES YES 

Myfortic 180 mg 
tablets 

gastric-resistant 
tablets 

Novartis Pharma Stein AG, 
Schaffhauserstrasse, Stein, 
Switzerland 

120 (12 × 10) tablets in a 
PA/Al/PVC-Al blister, 
supplied in a box 

YES YES YES 

Myfortic 360 mg 
tablets 

gastric-resistant 
tablets 

Novartis Pharma Stein AG, 
Schaffhauserstrasse, Stein, 
Switzerland 

120 (12 × 10) tablets in a 
PA/Al/PVC-Al blister, 
supplied in a box 

YES YES YES 

Myoflex tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

20 (2 × 10) tablets in a 
blister (PVC/Al), supplied in 
a box 

YES YES 

Naclof eye drops, solution EXCELVISION, Annonay, 
France 

5 ml of solution in a white 
plastic (LDPE) bottle with a 
dropper and a plastic (HDPE) 
stopper with a safety ring, 
supplied in a box 

YES YES
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NAGLAZYME 5 ml 
concentrate of 
solution for infusion 

concentrate of 
solution for 
infusion 

Cardinal Health, Northamp
tonshire, Great Britain; 
Cardinal Health, West
houghton, Bolton, Great 
Britain 

One glass vial with 5 ml of 
concentrate, supplied in a 
box 

YES YES YES YES 

Naklofen supposi
tories 50 mg 

suppositories Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

10 (2 × 5) suppositories in 
an Al/PE//PE/Al strip, 
supplied in a carton box 

YES YES 

Naklofen duo 
capsules 75 mg 

hard capsules Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

20 (2 × 10) hard capsules in 
a blister (PVC/PE/PVDC/PE/ 
PVC//Al), supplied in a box 

YES YES 

Naklofen gel gel Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

60 g of gel in an aluminium 
tube, supplied in a carton 
box 

YES YES YES 

Naklofen solution 
for injection 
75 mg/3 ml 

solution for 
injection 

Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

3 ml solution for injectionin 
a glass ampoule, 5 ampoules 
in a box 

YES YES 

Naklofen SR prolonged-release 
tablets 

Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

20 (2 × 10) prolonged- 
release tablets in PVC/Al 
blister, supplied in a box 

YES YES 

Naklofen gastric- 
resistant tablets 
50 mg 

gastric-resistant 
tablets 

Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

20 (2 × 10) gastric-resistant 
tablets in PVC/Al blister, 
supplied in a box 

YES YES 

Nakom 250 mg / 
25 mg tablets 

tablets Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

100 (10 × 10) tablets in 
PVC/Al blister, supplied in a 
box 

YES YES
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Nalgesin forte 
550 mg film-coated 
tablets 

film-coated tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

10 (1 × 10) film-coated 
tablets in a PVC/Al blister, 
supplied in a box 

YES YES 

Nalgesin S 275 mg 
film-coated tablets 

film-coated tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

10 (1 × 10) film-coated 
tablets in a PVC/Al blister, 
supplied in a box 

YES YES 

Nanotiv 1 000 IU powder and solvent 
for solution for 
injection 

Octapharma AB, Stockholm, 
Sweden 

Box with powder and a box 
with a bottle containing 
10 ml of water for injection, 
application kit, supplied in a 
box 

YES YES 

Nanotiv 500 IU powder and solvent 
for solution for 
injection 

Octapharma AB, Stockholm, 
Sweden 

Box with powder and a box 
with a bottle containing 
5 ml of water for injection, 
application kit, supplied in a 
box 

YES YES 

Nasivin 0,05 % 
nasal spray 

nasal spray, 
solution 

Merck KGaA, Frankfurter 
Straße 250, Darmstadt, 
Germany 

10 ml of solution in a whilte 
plastic bottle with a plastic 
attachment (with internal 
atomizing tube) and plastic 
cap, supplied in a box 

YES YES YES 

Nasivin 0,05 % 
nasal spray without 
preservative 

nasal spray, 
solution 

Merck KGaA, Frankfurter 
Straße 250, Darmstadt, 
Germany 

10 ml of solution in a white 
plastic bottle with a 3K 
system and protective cap, 
supplied in a box 

YES YES YES 

Nasivin D 0,05 % 
nasal spray 

nasal spray, 
solution 

Merck KGaA, Frankfurter 
Straße 250, Darmstadt, 
Germany 

10 ml of solution in an 
amber glass bottle with a 
plastic atomizer pump and 
protective cap, supplied in a 
box 

YES YES YES
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Nasivin K 0,01 % 
nasal drops 

nasal drops, 
solution 

Merck KGaA, Frankfurter 
Straße 250, Darmstadt, 
Germany 

5 ml of solution in an amber 
glass bottle with a plastic 
stopper and a glass dropper 
with a rubber pump, 
supplied in a box 

YES YES YES 

Nasivin K 0,025 % 
nasal drops 

nasal drops, 
solution 

Merck KGaA, Frankfurter 
Straße 250, Darmstadt, 
Germany 

10 ml of solution in an 
amber glass bottle with a 
yellow plastic cap and glass 
dropper with rubber bulb, 
supplied in a box 

YES YES YES 

Nasivin K 0,05 % 
nasal drops 

nasal drops, 
solution 

Merck KGaA, Frankfurter 
Straße 250, Darmstadt, 
Germany 

10 ml of solution in an 
amber glass bottle with 
while plastic cap and glass 
dropper with rubber bulb, 
supplied in a box 

YES YES YES 

Nasonex nasal spray nasal spray, 
suspension 

Schering-Plough Labo N.V. 
Industriepark 30, Heist-op- 
den-Berg, Belgium 

Plastic bottle with an 
attachment for nasal admin
istration containing 120 
doses, supplied in a box 

YES YES 

Natrii chloridi 
infundibile 
compositum Pliva 

solution for 
infusion 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

500 ml of solution for 
infusion in a glass bottle 
with a rubber stopper and 
an aluminium cap with a 
plastic lid, 10 bottles in a 
box 

YES YES 

Natrii chloridi 
infundibile solution 
for intravenous 
infusion, 100 ml 

solution for intra
venous infusion 

Hrvatski zavod za trans
fuzijsku medicinu, Petrova 3, 
Zagreb, Republic of Croatia 

100 ml in a glass infusion 
bottle, (10 bottles with 
plastic holders in a box) 

YES YES 

Natrii chloridi 
infundibile solution 
for intravenous 
infusion, 1 000 ml 

solution for intra
venous infusion 

Hrvatski zavod za trans
fuzijsku medicinu, Petrova 3, 
Zagreb, Republic of Croatia 

1 000 ml in a glass infusion 
bottle (10 bottles with 
plastic holders in a box) 

YES YES
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Natrii chloridi 
infundibile solution 
for intravenous 
infusion, 250 ml 

solution for intra
venous infusion 

Hrvatski zavod za trans
fuzijsku medicinu, Petrova 3, 
Zagreb, Republic of Croatia 

250 ml in a glass infusion 
bottle, (10 bottles with 
plastic hoders, supplied in a 
box) 

YES YES 

Natrii chloridi 
infundibile solution 
for intravenous 
infusion, 500 ml 

solution for intra
venous infusion 

Hrvatski zavod za trans
fuzijsku medicinu, Petrova 3, 
Zagreb, Republic of Croatia 

500 ml in a glass infusion 
bottle (10 bottles with 
plastic holders, supplied in a 
box) 

YES YES 

Natrii chloridi 
infundibile Pliva 

solution for 
infusion 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

6 bags with 2 000 ml of 
solution, supplied in a box 

YES YES 

Natrii chloridi 
infundibile Pliva 

solution for 
infusion 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

12 bags with 1 000 ml of 
solution, supplied in a box 

YES YES 

Natrii chloridi 
infundibile Pliva 

solution for 
infusion 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

12 bags with 500 ml of 
solution, supplied in a box 

YES YES 

Natrii chloridi 
infundibile Pliva 

solution for 
infusion 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

10 glass vials with 250 ml 
of solution, supplied in a 
box 

YES YES 

Natrii chloridi 
infundibile Pliva 

solution for 
infusion 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

10 glass vials with 500 ml 
of solution, supplied in a 
box 

YES YES
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SODIUM 
HYDROGEN 
CARBONATE 1- 
molar solution 
PLIVA 

solution for 
infusion 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

20 ml of infusion solution in 
a glass ampoule (clear glass, 
colourbreak), 
10 ampoules in a box 

YES YES 

Sodium chloride 
0,9 % Viaflo 

solution for 
infusion 

Baxter S.A., Belgium; Baxter 
Healthcare Ltd, Great Britain; 
Bieffe Medital Sabinanigo, 
Spain; Baxter Healthcare S.A., 
Ireland 

10 plastic Viaflo bags with 
1 000 ml of infusion 
solution, in a protective bag, 
supplied in a box 

YES YES 

Sodium chloride 
0,9 %, Viaflo 

solution for 
infusion 

Baxter S.A., Belgium; Baxter 
Healthcare Ltd, Great Britain; 
Bieffe Medital Sabinanigo, 
Spain; Baxter Healthcare S.A., 
Ireland 

50 plastic Viaflo bags with 
100 ml of solution for 
infusion in a protective bag, 
supplied in a box 

YES YES 

Sodium chloride 
0,9 % Viaflo 

solution for 
infusion 

Baxter S.A., Belgium; Baxter 
Healthcare Ltd, Great Britain; 
Bieffe Medital Sabinanigo, 
Spain; Baxter Healthcare S.A., 
Ireland 

20 plastic Viaflo bags with 
500 ml of infusion solution, 
in a protective bag, supplied 
in a box 

YES YES 

Sodium chloride 
0,9 %, Viaflo 

solution for 
infusion 

Baxter S.A., Belgium; Baxter 
Healthcare Ltd, Great Britain; 
Bieffe Medital Sabinanigo, 
Spain; Baxter Healthcare S.A., 
Ireland 

30 plastic Viaflo bags with 
250 ml of solution for 
infusion in a protective bag, 
supplied in a box 

YES YES 

Sodium chloride 
0,9 %, Viaflo 

solution for 
infusion 

Baxter S.A., Belgium; Baxter 
Healthcare Ltd, Great Britain; 
Bieffe Medital Sabinanigo, 
Spain; Baxter Healthcare S.A., 
Ireland 

50 plastic Viaflo bags with 
50 ml of solution for 
infusion in a protective bag, 
supplied in a box 

YES YES
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Sodium chloride 
10 % electrolytes 
concentrate, 50 ml 

concentrate for 
intravenous use 
after reconstitution 

Hrvatski zavod za trans
fuzijsku medicinu, Petrova 3, 
Zagreb, Republic of Croatia 

50 ml in a glass injection 
bottle (40 bottles per bag) 

YES YES 

Natural Wealth 
Ginkgo Forte 

film-coated tablets NBTY Inc., New York, USA 48 (2 × 24) film-coated 
tablets in a blister (PVC/Al), 
supplied in a box 

YES YES YES 

Natural Wealth 
Vitamin E-200 IU, 
capsules 

capsules NBTY Inc. New York, USA 100 capsules in a brown 
plastic bottle, supplied in a 
box 

YES YES 

Navoban injection 
5 mg/5 ml 

solution for 
injection and 
infusion, oral 
solution 

Novartis Pharma Stein AG, 
Schaffhauserstrasse, Stein, 
Switzerland 

5 ml of solution in a glass 
ampoule, 10 ampoules in a 
box 

YES YES 

Navoban capsules 
5 mg 

capsules, hard Novartis Farmacéutica S.A., 
Ronda Santa María 158, 
Barcelona, Spain 

5 (1 × 5) capsules in a blister 
(PVC/PVDC//Al), supplied in 
a box 

YES YES 

Nazol 0,05 % nasal 
drops, solution 

nasal drops, 
solution 

Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

10 ml of nasal drops in a 
clear plastic (PE) bottle with 
a dropper attachment, 
supplied in a box 

YES YES YES 

Nazol 0,1 % nasal 
drops, solution 

nasal drops, 
solution 

Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

10 ml of nasal drops in a 
clear plastic (PE) bottle with 
a dropper attachment, 
supplied in a box 

YES YES YES 

Nebido 
1 000 mg/4 ml 
solution for 
injection 

solution for 
injection 

Schering AG, Müllerstraße 
170-178, Berlin, Germany 

4 ml of solution in an amber 
glass ampoule, 
1 ampoule in a box 

YES YES YES YES
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Nebilet tablets Berlin-Chemie AG (Menarini 
Group), Glienicker Weg 125, 
Berlin, Germany 

14 (2 × 7) tablets in a 
PVC/Al blister, supplied in a 
carton box 

YES YES YES YES 

Nebilet tablets Berlin-Chemie AG (Menarini 
Group), Glienicker Weg 125, 
Berlin, Germany 

14 (1 × 14) tablets in a 
PVC/Al blister, supplied in a 
carton box 

YES YES YES YES 

Neloren 300 mg/ml 
injection 

solution for 
injection for intra
muscular use and 
intravenous 
infusion 

Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

10 ampoules each 
containing 1 ml of solution, 
supplied in a box 

YES YES 

Neloren 
600 mg/2 ml 
injection 

solution for 
injection for intra
muscular use and 
intravenous 
infusion 

Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

10 ampoules each 
containing 2 ml of solution, 
supplied in a box 

YES YES 

Neo-angin sugar- 
free lozenges 

lozenges DIVAPHARMA GmbH, 
Motzener Straße 41, Berlin, 
Germany 

24 (2 × 12) lozenges in a 
PVC/PE/PVDC-Al blister, 
supplied in a box 

YES YES YES 

Neo-angin lozenges lozenges DIVAPHARMA GmbH, 
Motzener Straße 41, Berlin, 
Germany 

24 (2 × 12) lozenges in a 
PVC/PVDC-Al blister, 
supplied in a box 

YES YES YES 

Neodolpasse solution for 
infusion 

Fresenius Kabi Austria 
GmbH, Graz, Austria 

Box with 10 glass bottles 
with 250 ml of solution 

YES YES 

Neofen 200 mg 
tablets 

film-coated tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

20 (2 × 10) tablets in a 
blister (PVC/Al), supplied in 
a box 

YES YES YES
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Neofen forte film-coated tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

10 (1 × 10) tablets in a 
PVC/Al blister, supplied in a 
carton box 

YES YES YES 

NeoRecormon 
10 000 IU solution 
for in ajection in a 
pre-filled syringe 

solution for 
injection 

Roche Diagnostics GmbH, 
Sandhofer Straße 116, D- 
68305 Mannheim, Germany 

6 (2 × 3) glass syringes (with 
a needle) each with 0,6 ml 
of solution, in protective 
packaging, supplied in a 
carton box 

YES YES YES 

NeoRecormon 
1 000 IU solution 
for injection in a 
pre-filled syringe 

solution for 
injection 

Roche Diagnostics GmbH, 
Sandhofer Straße 116, D- 
68305 Mannheim, Germany 

6 (2 × 3) glass syringes (with 
a needle) each with 0,3 ml 
of solution in protective 
packaging, supplied in a 
carton box 

YES YES YES 

NeoRecormon 
2 000 IU solution 
for in ajection in a 
pre-filled syringe 

solution for 
injection 

Roche Diagnostics GmbH, 
Sandhofer Straße 116, D- 
68305 Mannheim, Germany 

6 (2 × 3) glass syringes (with 
a needle) each with 0,3 ml 
of solution in protective 
packaging, supplied in a 
carton box 

YES YES YES 

NeoRecormon 
30 000 IU solution 
for injection in a 
pre-filled syringe 

solution for 
injection 

Roche Diagnostics GmbH, 
Sandhofer Straße 116, D- 
68305 Mannheim, Germany 

One glass syringe (with 
needle) containing 0,6 ml of 
solution, in a protective 
container, supplied in a 
carton box 

YES YES YES 

NeoRecormon 
3 000 IU solution 
for in ajection in a 
pre-filled syringe 

solution for 
injection 

Roche Diagnostics GmbH, 
Sandhofer Straße 116, D- 
68305 Mannheim, Germany 

6 (2 × 3) glass syringes (with 
a needle) each with 0,3 ml 
of solution in protective 
packaging, supplied in a 
carton box 

YES YES YES 

NeoRecormon 
4 000 IU solution 
for in ajection in a 
pre-filled syringe 

solution for 
injection 

Roche Diagnostics GmbH, 
Sandhofer Straße 116, D- 
68305 Mannheim, Germany 

6 (2 × 3) glass syringes (with 
a needle) each with 0,3 ml 
of solution in protective 
packaging, supplied in a 
carton box 

YES YES YES
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NeoRecormon 500 
IU solution for in 
ajection in a pre- 
filled syringe 

solution for 
injection 

Roche Diagnostics GmbH, 
Sandhofer Straße 116, D- 
68305 Mannheim, Germany 

6 (2 × 3) glass syringes (with 
a needle) each with 0,3 ml 
of solution, in protective 
packaging, supplied in a 
carton box 

YES YES YES 

NeoRecormon 
6 000 IU solution 
for in ajection in a 
pre-filled syringe 

solution for 
injection 

Roche Diagnostics GmbH, 
Sandhofer Straße 116, D- 
68305 Mannheim, Germany 

6 (2 × 3) glass syringes (with 
a needle) each with 0,3 ml 
of solution in protective 
packaging, supplied in a 
carton box 

YES YES YES 

NeoRecormon 
Multidose 100 000 
IU powder and 
solvent for solution 
for injection 

powder and solvent 
for solution for 
injection 

Roche Diagnostics GmbH, 
Sandhofer Straße 116, D- 
68305 Mannheim, Germany 

Vial with powder for 
solution for injection and 
ampoule with solvent, 
supplied in a box 

YES YES YES 

NeoRecormon 
Multidose 50 000 
IU powder and 
solvent for solution 
for injection 

powder and solvent 
for solution for 
injection 

Roche Diagnostics GmbH, 
Sandhofer Straße 116, D- 
68305 Mannheim, Germany 

Vial with powder for 
solution for injection and 
ampoule with solvent, 
supplied in a carton box 

YES YES YES 

Neostigmin 
injection 

solution for 
injection (for i.m., 
i.v. and s.c.use) 

Rotexmedica GmbH, Trittau, 
Germany 

1 ml of solution in an amber 
glass ampoule, 10 ampoules 
in a box 

YES YES 

Neotigason capsules 
10 mg 

capsules, hard F. Hoffmann-La Roche Ltd., 
Grenzacherstrasse 124, Basel, 
Switzerland 

30 (3 × 10) capsules in a 
blister (PVC/PE/PVDC//Al), 
supplied in a box 

YES YES 

Neotigason capsules 
25 mg 

capsules, hard F. Hoffmann-La Roche Ltd., 
Grenzacherstrasse 124, Basel, 
Switzerland 

30 (3 × 10) capsules in a 
blister (PVC/PE/PVDC//Al), 
supplied in a box 

YES YES
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Nephrotect solution for 
infusion 

Fresenius Kabi Austria 
GmbH, Graz, Austria 

10 glass infusion bottles 
with 250 ml (10 × 250 ml) 
of solution, supplied in a 
carton box 

YES YES 

Nephrotect solution for 
infusion 

Fresenius Kabi Austria 
GmbH, Graz, Austria 

10 glass infusion bottles 
with 500 ml (10 × 500 ml) 
of solution, supplied in a 
carton box 

YES YES 

Netromycine 
injection 150 mg/ 
1,5 ml 

solution for 
injection for intra
muscular and 
intravenous use 

Schering-Plough Labo N.V. 
Industriepark 30, Heist-op- 
den-Berg, Belgium 

1,5 ml of solution in a glass 
vial, supplied in a box 

YES YES 

Neupogen 30 solution for 
injection (for s.c. 
and i.v. use) 

F. Hoffmann-La Roche Ltd., 
Grenzacherstrasse 124, Basel, 
Switzerland 

One glass syringe with 
needle containing 0,5 ml of 
solution, in a plastic 
container, supplied in a box 

YES YES 

Nexavar 200 mg 
film-coated tablets 

film-coated tablets Bayer HealthCare AG, 51368 
Leverkusen, Germany 

112 (4 × 28) tablets in 
transparent (PP/Al) blister, 
supplied in a box 

YES YES YES YES 

Nexium 20 mg gastric-resistant 
tablets 

AstraZeneca AB, Södertälje, 
Sweden 

14 (2 × 7) tablets in an Al/Al 
blister, supplied in a box 

YES YES 

Nexium 40 mg gastric-resistant 
tablets 

AstraZeneca AB, Södertälje, 
Sweden 

14 (2 × 7) tablets in an Al/Al 
blister, supplied in a box 

YES YES
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Nexium i.v. 40 mg powder for prep
aration of injec
tion/infusion 
solution 

AstraZeneca AB, Södertälje, 
Sweden 

10 bottles, supplied in a box YES YES 

Niaspan 1 000 mg 
tablets 

prolonged-release 
tablets 

Merck KGaA, Darmstadt, 
Germany, Merck Santé s.a.s., 
Semoy, France 

14 (1 × 14) tablets in a 
blister (PVC/PE/Aclar-Al), 
supplied in a box 

YES YES 

Niaspan 1 000 mg 
tablets 

prolonged-release 
tablets 

Merck KGaA, Darmstadt, 
Germany Merck SANTE 
s.a.s., Semoy, France 

14 (1 × 14) tablets in a 
blister (PVC/PE/Aclar-Al), 
supplied in a box 

YES YES 

Niaspan 375 mg 
tablets 

prolonged-release 
tablets 

Merck KGaA, Darmstadt, 
Germany, Merck Santé s.a.s., 
Semoy, France 

14 (1 × 14) tablets in a 
blister (PVC/PE/Aclar-Al), 
supplied in a box 

YES YES 

Niaspan 375 mg 
tablets 

prolonged-release 
tablets 

Merck KGaA, Darmstadt, 
Germany Merck SANTE 
s.a.s., Semoy, France 

14 (1 × 14) tablets in a 
blister (PVC/PE/Aclar-Al), 
supplied in a box 

YES YES 

Niaspan 500 mg 
tablets 

prolonged-release 
tablets 

Merck KGaA, Darmstadt, 
Germany, Merck Santé s.a.s., 
Semoy, France 

14 (1 × 14) tablets in a 
blister (PVC/PE/Aclar-Al), 
supplied in a box 

YES YES 

Niaspan 500 mg 
tablets 

prolonged-release 
tablets 

Merck KGaA, Darmstadt, 
Germany Merck SANTE 
s.a.s., Semoy, France 

14 (1 × 14) tablets in a 
blister (PVC/PE/Aclar-Al), 
supplied in a box 

YES YES
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Niaspan 750 mg 
tablets 

prolonged-release 
tablets 

Merck KGaA, Darmstadt, 
Germany Merck SANTE 
s.a.s., Semoy, France 

14 (1 × 14) tablets in a 
blister (PVC/PE/Aclar-Al), 
supplied in a box 

YES YES 

Niaspan 750 mg 
tablets 

prolonged-release 
tablets 

Merck KGaA, Darmstadt, 
Germany, Merck Santé s.a.s., 
Semoy, France 

14 (1 × 14) tablets in a 
blister (PVC/PE/Aclar-Al), 
supplied in a box 

YES YES 

NIBEL 5 mg tablets tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

14 (1 × 14) tablets in a 
blister (PVC/PE/PVDC/Al), 
supplied in a box 

YES YES 

Nicorette Freshmint 
Gum 2 mg 

chewing gum Pfizer Health AB, Norrb
roplatsen 2, Helsingborg, 
Sweden 

15 (1 × 15) chewing gums 
in a blister (PVC/PVDC//Al), 
supplied in a box 

YES YES YES 

Nicorette Freshmint 
Gum 4 mg 

chewing gum Pfizer Health AB, Norrb
roplatsen 2, Helsingborg, 
Sweden 

15 (1 × 15) chewing gums 
in a blister (PVC/PVDC//Al), 
supplied in a box 

YES YES YES 

Nicorette patch 
10 mg/16 h 

transdermal patch Pfizer Health AB, Norrb
roplasten 2, Helsingborg, 
Sweden 

7 (7 × 1) transdermal 
patches in a protective (PE/ 
Al/Barex) bag, supplied in a 
box 

YES YES YES 

Nicorette patch 
15 mg/16 h 

transdermal patch Pfizer Health AB, Norrb
roplasten 2, Helsingborg, 
Sweden 

7 (7 × 1) transdermal 
patches in a protective (PE/ 
Al/Barex) bag, supplied in a 
box 

YES YES YES
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Nicorette patch 
5 mg/16 h 

transdermal patch Pfizer Health AB, Norrb
roplasten 2, Helsingborg, 
Sweden 

7 (7 × 1) transdermal 
patches in a protective (PE/ 
Al/Barex) bag, supplied in a 
box 

YES YES YES 

Nifedipin retard 
20 mg tablets 

prolonged release 
tablets 

Farmal d.d., Ludbreg, 
Republic of Croatia, in 
cooperation with Valpharma 
Int. s.a., San Marino 

Box with 30 tablets (blister, 
3 × 10 tbl.) 

YES YES 

Nimotop S film- 
coated tablets 

film-coated tablets Bayer HealthCare AG, 51368 
Leverkusen, Germany 

100 (10 × 10) film-coated 
tablets in PP/Al blisters, 
supplied in a box 

YES YES 

Nimotop S solution 
for infusion 

solution for 
infusion 

Bayer HealthCare AG, 51368 
Leverkusen, Germany 

50 ml of solution for 
infusion in an amber glass 
bottle and a plastic (PE) 
infusion pipe, supplied in a 
box 

YES YES 

Ninur 50 mg 
capsules 

capsules Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

Box with 30 capsules 
(blister, 3 × 10 capsules) 

YES YES 

NINUR 50 mg 
capsules 

capsules Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

30 (2 × 15) capsules in a 
PVC/Al blister, supplied in a 
box 

YES YES 

Niquitin CQ 14 mg transdermal patch Cardinal Health, Northamp
tonshire, Great Britain; 
Cardinal Health, West
houghton, Bolton, Great 
Britain 

7 (7 × 1) transdermal 
patches in a protective 
(PET/LDPE/Al/ 
acrylonitrile) bag, supplied in 
a box 

YES YES YES YES 

Niquitin CQ 21 mg transdermal patch Cardinal Health, Northamp
tonshire, Great Britain; 
Cardinal Health, West
houghton, Bolton, Great 
Britain 

7 (7 × 1) transdermal 
patches in a protective 
(PET/LDPE/Al/ 
acrylonitrile) bag, supplied in 
a box 

YES YES YES YES
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Niquitin CQ 7 mg transdermal patch Cardinal Health, Northamp
tonshire, Great Britain; 
Cardinal Health, West
houghton, Bolton, Great 
Britain 

7 (7 × 1) transdermal 
patches in a protective 
(PET/LDPE/Al/ 
acrylonitrile) bag, supplied in 
a box 

YES YES YES YES 

Nistatin Pliva drops powder for prep
aration of oral 
suspension 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

Amber glass bottle with a 
dropper containing powder, 
supplied in a box 

YES YES 

Nistatin Pliva 
ointment 

ointment Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

Aluminum tube containing 
20 g of ointment, supplied 
in a box 

YES YES 

Nitrolingual aerosol sublingual spray G.Pohl- Boskamp 
GmbH&Co., Germany 

12,2 ml of solution in a 
clear glass bottle (coated 
with red plastic layer on the 
outside) with metering pump 
and plastic spray activator 
with plastic protective cap, 
supplied in a box 

YES YES 

Nolicin film-coated 
tablets 400 mg 

film-coated tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

20 (2 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Noliprel 2 mg/ 
0,625 mg 

tablets Les Laboratoires Servier 
Industrie, Gidy, France; 
Servier Ireland Industries 
Ltd., Arcklow, Co. Wicklow, 
Ireland 

30 (1 × 30) tablets in a 
blister (PVC/Al) inserted into 
a protective bag (PE/Al/PE) 
with desiccant, supplied in a 
box 

YES YES 

Nolpaza 20 mg gastric-resistant 
film-coated tablets 

Krka Farma d.o.o., Radnička 
cesta 48, Zagreb, Republic of 
Croatia 

28 (2 × 14) tablets in a 
blister (OPA/Al/PVC//Al), 
supplied in a box 

YES YES 

Nolpaza 40 mg gastric-resistant 
film-coated tablets 

Krka Farma d.o.o., Radnička 
cesta 48, Zagreb, Republic of 
Croatia 

14 (1 × 14) tablets in a 
blister (OPA/Al/PVC//Al), 
supplied in a box 

YES YES
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Nolvadex tablets film tablets AstraZeneca UK Limited, Silk 
Road Business Park, 
Macclesfield, Cheshire, Great 
Britain 

30 (3 × 10) tablets in an 
aluminium blister, supplied 
in a box 

YES YES 

Norcuron 4 mg powder for 
solution for i.v. 
injection 

N.V. Organon, Oss, the 
Netherlands; Organon S.A., 
Éragny-sur-Epte, France 

50 ampoules with powder 
and 50 ampoules with 1 ml 
of water for injection, 
supplied in a box 

YES YES 

Norditropin 
SimpleXx 10 mg/ 
1,5 ml 

solution for 
injection 

Novo Nordisk A/S, Novo 
Allé, DK-2880 Bagsværd, 
Denmark 

One glass cartridge with 
1,5 ml of solution (with a 
rubber plunger and rubber 
stopper with aluminium ring 
and plastic closure) in a 
plastic container, supplied in 
a box 

YES YES YES 

Norditropin 
SimpleXx 15 mg/ 
1,5 ml 

solution for 
injection 

Novo Nordisk A/S, Novo 
Allé, DK-2880 Bagsværd, 
Denmark 

One glass cartridge with 
1,5 ml of solution (with a 
rubber plunger and rubber 
stopper with aluminium ring 
and plastic closure) in a 
plastic container, supplied in 
a box 

YES YES YES 

Norditropin 
SimpleXx 5 mg/ 
1,5 ml 

solution for 
injection 

Novo Nordisk A/S, Novo 
Allé, DK-2880 Bagsværd, 
Denmark 

One glass cartridge with 
1,5 ml of solution (with a 
rubber plunger and rubber 
stopper with aluminium ring 
and plastic closure) in a 
plastic container, supplied in 
a box 

YES YES YES 

Normabel 10 mg 
tablets 

tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

30 tablets in a blister, 
supplied in a box 

YES YES
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Normabel 
10 mg/2 ml 
injection 

solution for 
injection 

Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

10 amber glass ampoules 
each containing 2 ml of 
solution, supplied in a box 

YES YES 

Normabel 2 mg 
tablets 

film-coated tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

30 (1 × 30) film-coated 
tablets in a PVC/Al blister, 
supplied in a box 

YES YES 

Normabel 5 mg 
tablets 

film-coated tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

30 (1 × 30) film-coated 
tablets in a PVC/Al blister, 
supplied in a box 

YES YES 

Norprolac tablets 
150 μg 

tablets Ferring GmbH, Wittland 1, 
Kiel, Germany 

30 (3 × 10) tablets in a 
blister (Al/Al), supplied in a 
box 

YES YES YES 

Norprolac tablets 
25 μg/ 50 μg 

tablets Ferring GmbH, Wittland 1, 
Kiel, Germany 

3 tablets of 25 μg + 3 tablets 
of 50 μg in a blister (PVC/ 
PVDC//Al), inserted a 
protective aluminium sachet, 
supplied in a box 

YES YES YES 

Norprolac tablets 
75 μg 

tablets Ferring GmbH, Wittland 1, 
Kiel, Germany 

30 (3 × 10) tablets in a 
blister (Al/Al), supplied in a 
box 

YES YES YES 

Novantrone 20 
concentrate for 
preparation of 
infusion solution 

concentrated 
solution for 
infusion 

Wyeth Medica Ireland, Co. 
Kildare, Ireland and Wyeth 
Lederle S.p.A., Catania, Italy 

Vial with 10 ml of concen
trated solution and stopper 
with aluminium cap, 
supplied in a box 

YES YES 

Novocef tablets 
125 mg 

film tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

10 (1 × 10) film tablets in a 
blister, supplied in a box 

YES YES
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Novocef tablets 
250 mg 

film tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

10 (1 × 10) film tablets in a 
blister, supplied in a box 

YES YES 

Novocef tablets 
500 mg 

film tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

10 (1 × 10) film tablets in a 
blister, supplied in a box 

YES YES 

Novofem film-coated tablets Novo Nordisk A/S, Novo 
Allé, DK-2880 Bagsværd, 
Denmark 

28 tablets (16 red and 12 
white tablets) in a plastic, 
circular calendar pack, 
supplied in a box 

YES YES 

NovoMix 30 
FlexPen 

suspension for 
subcutaneous 
injection 

Novo Nordisk A/S, Novo 
Allé, Bagsværd, Denmark 
Novo Nordisk Production 
SAS, 45, Avenue d’Orléans, 
Chartres, France 

Box with 5 injection devices 
each with 3 ml of 
suspension in a glass 
cartridge 

YES YES YES YES 

NovoMix 30 Penfill suspension for 
subcutaneous 
injection 

Novo Nordisk A/S, Novo 
Allé, Bagsværd, Denmark 
Novo Nordisk Production 
SAS, 45, Avenue d’Orléans, 
Chartres, France 

5 glass cartridges with 3 ml 
of suspension in a blister, 
supplied in a box 

YES YES YES YES 

NovoMix 50 
FlexPen 

suspension for 
injections, cartridge 
in a pre-filled pen 

Novo Nordisk A/S, Novo 
Allé, DK-2880 Bagsværd, 
Denmark 

5 pens (injectors) with a 
glass cartridge containing 
3 ml of suspension, supplied 
in a box 

YES YES YES 

NovoMix 50 Penfill suspension for 
injection in a 
cartridge 

Novo Nordisk A/S, Novo 
Allé, DK-2880 Bagsværd, 
Denmark 

5 glass cartridges each with 
3 ml of suspension in 
protective packaging, 
supplied in a box 

YES YES YES 

NovoMix 70 
FlexPen 

suspension for 
injection, cartridge 
in a pre-filled pen 

Novo Nordisk A/S, Novo 
Allé, DK-2880 Bagsværd, 
Denmark 

5 pens (injectors) with a 
glass cartridge containing 
3 ml of suspension, supplied 
in a box 

YES YES YES
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NovoMix 70 Penfill suspension for 
injection in a 
cartridge 

Novo Nordisk A/S, Novo 
Allé, DK-2880 Bagsværd, 
Denmark 

5 glass cartridges each with 
3 ml of suspension in 
protective packaging, 
supplied in a box 

YES YES YES 

NovoNorm 0,5 mg tablets Novo Nordisk A/S, Novo 
Allé, DK-2880 Bagsværd, 
Denmark 

30 (2 × 15) tablets in a 
blister, supplied in a box 

YES YES 

NovoNorm 1 mg tablets Novo Nordisk A/S, Novo 
Allé, DK-2880 Bagsværd, 
Denmark 

30 (2 × 15) tablets in a 
blister, supplied in a box 

YES YES 

NovoNorm 2 mg tablets Novo Nordisk A/S, Novo 
Allé, DK-2880 Bagsværd, 
Denmark 

30 (2 × 15) tablets in a 
blister, supplied in a box 

YES YES 

NovoRapid solution for 
injection 

Novo Nordisk A/S, Novo 
Allé, DK-2880 Bagsværd, 
Denmark 

One glass vial with 10 ml of 
solution, supplied in a box 

YES YES 

NovoRapid FlexPen solution for 
injection 

Novo Nordisk A/S, Novo 
Allé, DK-2880 Bagsværd, 
Denmark 

5 injectors, with 3 ml of 
solution per glass cartridge, 
supplied in a box 

YES YES 

NovoRapid Penfill solution for 
injection 

Novo Nordisk A/S, 
Bagsværd, Denmark and 
Novo Nordisk Productions 
SAS, Chartes, France 

5 glass cartridges each with 
3 ml of solution in 
protective packaging, 
supplied in a box 

YES YES YES YES
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NovoSeven 1,2 mg powder and solvent 
for solution for 
injection 

Novo Nordisk A/S, Novo 
Allé, DK-2880 Bagsværd, 
Denmark 

One glass vial with powder 
and one glass vial with 
2,2 ml of water for injection 
in a box, one sterile 
attachment for reconsti
tution vial, one disposable 
sterile syringe for reconsti
tution and administration of 
medicinal product, one 
sterile infusion set 

YES YES YES YES 

NovoSeven 2,4 mg powder and solvent 
for solution for 
injection 

Novo Nordisk A/S, Novo 
Allé, DK-2880 Bagsværd, 
Denmark 

One glass vial with powder 
and one glass vial with 
4,3 ml of water for injection 
in a box, one sterile 
attachment for reconsti
tution vial, one disposable 
sterile syringe for reconsti
tution and administration of 
medicinal product, one 
sterile infusion set 

YES YES YES YES 

NovoSeven 4,8 mg powder and solvent 
for solution for 
injection 

Novo Nordisk A/S, Novo 
Allé, DK-2880 Bagsværd, 
Denmark 

One glass vial with powder 
and one glass vial with 
8,5 ml of water for injection 
in a box, one sterile 
attachment for reconsti
tution vial, one disposable 
sterile syringe for reconsti
tution and administration of 
medicinal product, one 
sterile infusion set 

YES YES YES YES 

Novuroxim injection 
1 500 mg 

powder for prep
aration of solution 
for i.v. injection 

Pliva Kraków, Kraków, 
Poland 

5 (20 ml) glass bottles with 
powder, supplied in a box 

YES YES
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Novuroxim injection 
250 mg 

powder for prep
aration of solution/ 
suspension for i.m. 
and i.v. injection 

Pliva Kraków, Kraków, 
Poland 

5 (7,5 ml) glass bottles with 
powder, supplied in a box 

YES YES 

Novuroxim 750 mg 
injection 

powder for prep
aration of solution/ 
suspension for i.m. 
and i.v. injection 

Pliva Kraków, Kraków, 
Poland 

5 (10 ml) glass bottles with 
powder, supplied in a box 

YES YES 

Novuroxim tablets 
125 mg 

film tablets Pliva Kraków, Kraków, 
Poland 

10 (1 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Novuroxim tablets 
250 mg 

film tablets Pliva Kraków, Kraków, 
Poland 

10 (1 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Novuroxim tablets 
500 mg 

film tablets Pliva Kraków, Kraków, 
Poland 

10 (1 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Nozid 5 mg tablets tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

50 tablets in an amber glass 
bottle, supplied in a box 

YES YES
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Nozinan 100 mg 
tablets 

film-coated tablets Famar Lyon, 29 Avenue du 
Général de Gaulle 69230 
Saint-Genis-Laval, France 

20 (2 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Nozinan 100 mg 
tablets 

film-coated tablets Famar Lyon, 29 Avenue du 
Général de Gaulle 69230 
Saint-Genis-Laval, France 

20 (2 × 10) tablets in a 
blister (PVC/Al), supplied in 
a box 

YES YES 

Nozinan 25 mg 
tablets 

film-coated tablets Famar Lyon, 29 Avenue du 
Général de Gaulle 69230 
Saint-Genis-Laval, France 

20 (2 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Nozinan 25 mg 
tablets 

film-coated tablets Famar Lyon, 29 Avenue du 
Général de Gaulle 69230 
Saint-Genis-Laval, France 

20 (2 × 10) tablets in a 
blister (PVC/Al), supplied in 
a box 

YES YES 

NUROFEN Cold and 
Flu film-coated 
tablets 

film-coated tablets Reckitt Benckiser Healthcare 
International Ltd., Thane 
Road, Nottingham, Great 
Britain 

12 (1 × 12) film-coated 
tablets in PVC/PVDC/Al 
blister, supplied in a box 

YES YES YES 

NUROFEN Cold and 
Flu film-coated 
tablets 

film-coated tablets Reckitt Benckiser Healthcare 
International Ltd., Thane 
Road, Nottingham, Great 
Britain 

12 (1 × 12) film-coated 
tablets in PVC/PVDC/Al 
blister, supplied in a box 

YES YES YES 

Nurofen Liquid 
capsules 

capsules, soft Reckitt Benckiser Healthcare 
International Ltd., 
Nottingham, Great Britain, in 
cooperation with Banner 
Pharmacaps Europe B.V., 
Tilburg, the Netherlands 

10 (1 × 10) capsules in a 
PVC/PVDC/Al blister, 
supplied in a box 

YES YES YES
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Nurofen Liquid 
capsules 

capsules, soft Reckitt Benckiser Healthcare 
International Ltd., 
Nottingham, Great Britain in 
cooperation with Banner 
Pharmacaps Europe B.V., 
Tilburg, the Netherlands 

10 (1 × 10) capsules in a 
PVC/PVDC/Al blister, 
supplied in a box 

YES YES YES 

NUROFEN coated 
tablets 

coated tablets Reckitt Benckiser Healthcare 
International Ltd., Thane 
Road, Nottingham, Great 
Britain 

12 (1 × 12) coated tablets in 
a PVC/PVDC/Al blister, 
supplied in a carton box 

YES YES YES 

NUROFEN coated 
tablets 

coated tablets Reckitt Benckiser Healthcare 
International Ltd., Thane 
Road, Nottingham, Great 
Britain 

12 (1 × 12) coated tablets in 
a PVC/PVDC/Al blister, 
supplied in a plastic box 

YES YES YES 

NUROFEN coated 
tablets 

coated tablets Reckitt Benckiser Healthcare 
International Ltd., Thane 
Road, Nottingham, Great 
Britain 

12 (1 × 12) coated tablets in 
a PVC/PVDC/Al blister, 
supplied in a plastic box 

YES YES YES 

NUROFEN coated 
tablets 

coated tablets Reckitt Benckiser Healthcare 
International Ltd., Thane 
Road, Nottingham, Great 
Britain 

12 (1 × 12) coated tablets in 
a PVC/PVDC/Al blister, 
supplied in a carton box 

YES YES YES 

NUROFEN oral 
suspension for 
children 

oral suspension Reckitt Benckiser Healthcare 
International Ltd., Thane 
Road, Nottingham, Great 
Britain 

100 ml of suspension in a 
brown plastic (PET) bottle 
with tamper-proof closure 
with protective plastic ring, 
and 5 ml graduated plastic 
pen, supplied in a box 

YES YES
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NUROFEN oral 
suspension for 
children 

oral suspension Boots Contract Manufacture 
Ltd., Nottingham, Great 
Britain or Hermal Kurt 
Herrmann GmbH&Co., 
Reinbeck, Germany 

100 ml of suspension in a 
brown plastic (PET) bottle 
with tamper-proof closure 
with protective plastic ring, 
and 5 ml graduated plastic 
pen, supplied in a box 

YES YES 

Nutrineal PD4 with 
1,1 % amino acids 

solution for peri
toneal dialysis 

BAXTER Healthcare S.A., 
Moneen Road, Castlebar, 
County Mayo, Ireland 

Plastic (PVC) Viaflex bag 
containing 2 000 ml of 
solution for peritoneal 
dialysis, feeding tube (PVC), 
connector with protective 
cap, drain tube, drug 
administration attachment 
and a Vialex plastic 
collection bag (individual 
packages) 

YES YES 

NuvaRing intravaginal ring N.V. Organon, Oss, the 
Netherlands; Organon 
Ireland Ltd., Co. Dublin, 
Ireland 

Intravaginal ring in 
protective Al sachet, 
supplied in a box 

YES YES YES 

OCTAGAM 1 g solution for 
infusion 

Octapharma Pharmazeutika 
Produktionsges.m.b.H., 
Vienna, Austria, Octapharma 
S.A.S., Lingolsheim, France 
and Octapharma AB, 
Stockholm, Sweden 

One glass vial with 20 ml of 
solution for infusion, 
supplied in a box 

YES YES 

OCTAGAM 10 g solution for 
infusion 

Octapharma Pharmazeutika 
Produktionsges.m.b.H., 
Vienna, Austria, Octapharma 
S.A.S., Lingolsheim, France 
and Octapharma AB, 
Stockholm, Sweden 

One glass vial with 200 ml 
of solution for infusion, 
supplied in a box 

YES YES
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OCTAGAM 2,5 g solution for 
infusion 

Octapharma Pharmazeutika 
Produktionsges.m.b.H., 
Vienna, Austria, Octapharma 
S.A.S., Lingolsheim, France 
and Octapharma AB, 
Stockholm, Sweden 

One glass vial containing 
50 ml of solution for 
infusion, supplied in a box 

YES YES 

OCTAGAM 5 g solution for 
infusion 

Octapharma Pharmazeutika 
Produktionsges.m.b.H., 
Vienna, Austria, Octapharma 
S.A.S., Lingolsheim, France 
and Octapharma AB, 
Stockholm, Sweden 

One glass vial with 100 ml 
of solution for infusion, 
supplied in a box 

YES YES 

Octaplas SD blood 
type 0 

solution for 
infusion 

Octapharma Pharmazeutika 
Produktionsges.m.b.H., 
Vienna, Austria 

200 ml of solution in sterile 
PVC transfusion bags coated 
with polyamide/polyethylene 
film 

YES YES 

Octaplas SD blood 
type A 

solution for 
infusion 

Octapharma Pharmazeutika 
Produktionsges.m.b.H., 
Vienna, Austria 

200 ml of solution in sterile 
PVC transfusion bags coated 
with polyamide/polyethylene 
film 

YES YES 

Octaplas SD blood 
type AB 

solution for 
infusion 

Octapharma Pharmazeutika 
Produktionsges.m.b.H., 
Vienna, Austria 

200 ml of solution in sterile 
PVC transfusion bags coated 
with polyamide/polyethylene 
film 

YES YES 

Octaplas SD blood 
type B 

solution for 
infusion 

Octapharma Pharmazeutika 
Produktionsges.m.b.H., 
Vienna, Austria 

200 ml of solution in sterile 
PVC transfusion bags coated 
with polyamide/polyethylene 
film 

YES YES
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Octenisept solution Schulke & Mayr GmbH, 
Norderstedt, Germany 

50 ml of solution in a plastic 
bottle with a spray pump 

YES YES YES 

Oikamid capsules Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

Box with 60 capsules in a 
blister (5 × 12) 

YES YES 

Oikamid injection solution for 
injection 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

10 ampoules each 
containing 5 ml of solution, 
supplied in a box 

YES YES 

Oikamid injection solution for 
injection 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

10 ampoules each 
containing 5 ml of solution, 
supplied in a box 

YES YES 

Oikamid capsules capsules Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

Box with 60 capsules in a 
blister (5 × 12) 

YES YES 

Oksazepam 10 mg 
tablets 

tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

30 (3 × 10) tablets in a 
PVC/Al foil blister, supplied 
in a carton box 

YES YES 

Oksazepam 30 mg 
tablets 

tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

20 (1 × 20) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES 

Olanzapin CIPLA 
10 mg 

film-coated tablets Cipla Ltd., Kurkumbh 
Industrial Area, Maharashtra 
State, India 

30 (3 × 10) film-coated 
tablets in a blister (OPA/Al/ 
PVC//Al), supplied in a box 

YES YES
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Olanzapin CIPLA 
2,5 mg 

film-coated tablets Cipla Ltd., Kurkumbh 
Industrial Area, Maharashtra 
State, India 

30 (3 × 10) film-coated 
tablets in a blister (OPA/Al/ 
PVC//Al), supplied in a box 

YES YES 

Olanzapin CIPLA 
5 mg 

film-coated tablets Cipla Ltd., Kurkumbh 
Industrial Area, Maharashtra 
State, India 

30 (3 × 10) film-coated 
tablets in a blister (OPA/Al/ 
PVC//Al), supplied in a box 

YES YES 

Olicard 40 mg 
retard 

prolonged release 
capsules 

Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

50 (5 × 10) capsules in a 
blister (PVC/Al), supplied in 
a box 

YES YES 

Olicard 60 mg 
retard 

prolonged release 
capsules 

Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

50 (5 × 10) capsules in a 
blister (PVC/Al), supplied in 
a box 

YES YES 

OliClinomel N4 - 
550E 

emulsion for 
infusion 

Clintec Parenteral S.A., 
France; Baxter S.A., Lessines, 
Belgium 

Plastic bag for 2 000 ml of 
blend (in three separate 
compartments) in a plastic 
protective casing, 4 bags in a 
box 

YES YES 

OliClinomel N4 - 
550E 

emulsion for 
infusion 

Clintec Parenteral S.A., 
France; Baxter S.A., Lessines, 
Belgium 

Plastic bag with 1 000 ml of 
blend (in three separate 
compartments) in a plastic 
protective casing, 6 bags in a 
carton box 

YES YES 

OliClinomel N6 - 
900 E 

emulsion for 
infusion 

Clintec Parenteral S.A., 
France; Baxter S.A., Lessines, 
Belgium 

Plastic bag for 2 000 ml of 
blend (in three separate 
compartments) in a plastic 
protective casing, 4 bags in a 
box 

YES YES
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OliClinomel N7 - 
1 000 E 

emulsion for 
infusion 

Clintec Parenteral S.A., 
France; Baxter S.A., Lessines, 
Belgium 

Plastic bag for 2 000 ml of 
blend (in three separate 
compartments) in a plastic 
protective casing, 4 bags in a 
box 

YES YES 

OliClinomel N7 - 
1 000 E 

emulsion for 
infusion 

Clintec Parenteral S.A., 
France; Baxter S.A., Lessines, 
Belgium 

Plastic bag with 1 000 ml of 
blend (in three separate 
compartments) in a plastic 
protective casing, 6 bags in a 
carton box 

YES YES 

Olivin 10 mg tablets tablets Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

20 (2 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Olivin 20 mg tablets tablets Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

20 (2 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Olivin 5 mg tablets tablets Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

20 (2 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Olynth 0,05 % nasal 
spray 

nasal spray, 
solution 

Pfizer PGM, Orleans Cedex, 
France 

10 ml of solution in an 
amber glass bottle with a 
plastic atomizer extension 
and protective cap, supplied 
in a box 

YES YES YES 

Olynth 0,1 % nasal 
drops 

nasal drops, 
solution 

Pfizer PGM, Orleans Cedex, 
France 

10 ml of solution in an 
amber glass bottle with 
dropper, supplied in a box 

YES YES YES
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Olynth 0,1 % nasal 
spray 

nasal spray, 
solution 

Pfizer PGM, Orleans Cedex, 
France 

10 ml of solution in an 
amber glass bottle with a 
plastic atomizer extension 
and protective cap, supplied 
in a box 

YES YES YES 

Olynth 0,5 % nasal 
drops 

nasal drops, 
solution 

Pfizer PGM, Orleans Cedex, 
France 

10 ml of solution in an 
amber glass bottle with 
dropper, supplied in a box 

YES YES YES 

Olynth HA 0,05 % 
nasal spray 

nasal spray, 
solution 

URSAPHARM Arzneimittel 
GmbH&Co., Saarbrücken, 
Germany 

10 ml of solution in a white 
plastic bottle with a 3K 
system and protective cap, 
supplied in a box 

YES YES YES 

Olynth HA 0,1 % 
nasal spray 

nasal spray, 
solution 

URSAPHARM Arzneimittel 
GmbH&Co., Saarbrücken, 
Germany 

10 ml of solution in a white 
plastic bottle with a 3K 
system and protective cap, 
supplied in a box 

YES YES YES 

Omacor capsules (soft, 
transparent, gelati
nous) 

Solvay Pharmaceuticals 
GmbH, Neustadt, Germany 

28 capsules in a plastic 
bottle 

YES YES YES 

Omegaven emulsion for 
infusion 

Fresenius Kabi Austria 
GmbH, Graz, Austria 

10 glass bottles with 100 ml 
of emulsion (10 × 100 ml), 
supplied in a box 

YES YES 

Omegaven emulsion for 
infusion 

Fresenius Kabi Austria 
GmbH, Graz, Austria 

10 glass bottles with 50 ml 
of emulsion (10 × 50 ml), 
supplied in a box 

YES YES
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Omezol capsules 
20 mg 

gastric-resistant 
capsules, hard 

Farmal d.d., Branitelja 
domovinskog rata 8, 
Ludbreg, Republic of Croatia 

14 (2 × 7) capsules in a 
OPA/Al/PVC//Al blister, 
supplied in a box 

YES YES 

Omnic 0,4 mg prolonged-release 
capsules 

Astellas Pharma Europe B.V., 
Elisabethhof 19, Leiderdorp, 
the Netherlands 

Box with 3 × 10 prolonged 
release capsules in an 
Al/polypropylene blister 

YES YES 

Omnipaque 240 
solution 

solution for 
injection 

Amersham Health IDA 
Business Park, Carrigtwohill, 
Co. Cork, Ireland 

10 bottles containing 10 ml 
of solution, supplied in a 
box 

YES YES 

Omnipaque 300 
solution 

solution for injec
tion/infusion 

Amersham Health IDA 
Business Park, Carrigtwohill, 
Co. Cork, Ireland 

10 bottles containing 
100 ml of solution, supplied 
in a box 

YES YES 

Omnipaque 300 
solution 

solution for injec
tion/infusion 

Amersham Health IDA 
Business Park, Carrigtwohill, 
Co. Cork, Ireland 

10 bottles containing 50 ml 
of solution, supplied in a 
box 

YES YES 

Omnipaque 300 
solution 

solution for 
injection 

Amersham Health IDA 
Business Park, Carrigtwohill, 
Co. Cork, Ireland 

10 bottles containing 10 ml 
of solution, supplied in a 
box 

YES YES 

Omnipaque 350 
solution 

solution for 
injection 

Amersham Health IDA 
Business Park, Carrigtwohill, 
Co. Cork, Ireland 

6 bottles with 200 ml of 
solution, supplied in a box 

YES YES 

Omnipaque 350 
solution 

solution for 
injection 

Amersham Health IDA 
Business Park, Carrigtwohill, 
Co. Cork, Ireland 

25 bottles each with 20 ml 
of solution, supplied in a 
box 

YES YES 

Omnipaque 350 
solution 

solution for 
injection 

Amersham Health IDA 
Business Park, Carrigtwohill, 
Co. Cork, Ireland 

10 bottles containing 50 ml 
of solution, supplied in a 
box 

YES YES
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Omnipaque 350 
solution 

solution for injec
tion/infusion 

Amersham Health IDA 
Business Park, Carrigtwohill, 
Co. Cork, Ireland 

10 bottles containing 
100 ml of solution, supplied 
in a box 

YES YES 

Omniscan 
0,5 mmol/ml 
solution for 
injection 

solution for 
injection 

GE Healthcare Ireland, 
Carrigtwohill, Co. Cork, 
Ireland; GE Healthcare AS, 
Nydalen, Oslo, Norway 

10 glass bottles with 20 ml 
of solution, supplied in a 
box 

YES YES 

Omniscan 
0,5 mmol/ml 
solution for 
injection 

solution for 
injection 

GE Healthcare Ireland, 
Carrigtwohill, Co. Cork, 
Ireland; GE Healthcare AS, 
Nydalen, Oslo, Norway 

10 glass bottles with 10 ml 
of solution, supplied in a 
box 

YES YES 

Omniscan 
0,5 mmol/ml 
solution for 
injection (pre-filled 
syringe) 

solution for 
injection 

GE Healthcare AS, Nydalen, 
Oslo, Norway 

10 plastic syringes with 
20 ml of solution, supplied 
in a box 

YES YES 

Omniscan 
0,5 mmol/ml 
solution for 
injection (pre-filled 
syringe) 

solution for 
injection 

GE Healthcare AS, Nydalen, 
Oslo, Norway 

10 plastic syringes with 
10 ml of solution, supplied 
in a box 

YES YES 

Omniscan 
0,5 mmol/ml 
solution for 
injection (pre-filled 
syringe) 

solution for 
injection 

GE Healthcare Ireland, 
Carrigtwohill, Co. Cork, 
Ireland; GE Healthcare AS, 
Nydalen, Oslo, Norway 

10 plastic syringes with 5 ml 
of solution, supplied in a 
box 

YES YES 

Opatanol 1 mg/ml 
eye drops 

eye drops Alcon Couvreur N.V., 
Rijksweg 14, Puurs, Belgium; 
Alcon Cusi S.A., Camil Fabra 
58, El Masnou, Barcelona, 
Spain 

Plastic bottle (low density 
polyethylene) with a dropper 
and a stopper (poly
propylene) containing 5 ml 
of solution, supplied in a 
box 

YES YES
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Operil 0,05 % nasal 
drops 

nasal drops Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

10 ml of solution in a plastic 
bottle with a dropper, 
supplied in a box 

YES YES YES 

Operil 0,05 % nasal 
spray 

nasal spray (sol
ution) 

Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

10 ml of solution in a plastic 
box with atomizer extension, 
supplied in a box 

YES YES YES 

Operil P 0,025 % 
nasal drops 

nasal drops Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

10 ml of solution in a plastic 
bottle with a dropper, 
supplied in a box 

YES YES YES 

Operil P 0,025 % 
nasal spray 

nasal spray (sol
ution) 

Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

10 ml of solution in a plastic 
box with atomizer extension, 
supplied in a box 

YES YES YES 

Optimon 10 mg 
tablets 

tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

30 (3 × 10) tablets in a 
blister (PVC/Al), supplied in 
a box 

YES YES 

Optimon 20 mg 
tablets 

tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

30 (3 × 10) tablets in a 
blister (PVC/Al), supplied in 
a box 

YES YES 

Optimon 5 mg 
tablets 

tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

30 (3 × 10) tablets in a 
blister (PVC/Al), supplied in 
a box 

YES YES 

Optimon Plus 
10/12,5 mg tablets 

tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

30 (3 × 10) tablets in a 
blister (PVC/PVDC/Al), 
supplied in a box 

YES YES
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Optimon Plus 
20/12,5 mg tablets 

tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

30 (3 × 10) tablets in a 
blister (PVC/PVDC/Al), 
supplied in a box 

YES YES 

Ormidol 100 mg 
tablets 

film-coated tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

14 (1 × 14) tablets in a 
blister, supplied in a box 

YES YES 

Ormidol 25 mg 
tablets 

film-coated tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

30 tablets (3 × 10) in a 
PVC/Al blister, supplied in a 
box 

YES YES 

Ormidol 50 mg 
tablets 

film-coated tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

30 tablets (3 × 10) in a 
PVC/Al blister, supplied in a 
box 

YES YES 

Oronazol cream cream Krka d.d., Novo mesto, 
Republic of Slovenia in 
cooperation with Janssen 
Pharmaceutica, Beerse, 
Belgium 

30 g of cream in a tube, 
supplied in a box 

YES YES 

Oronazol shampoo shampoo Janssen Pharmaceutica NV, 
Turnhoutseweg 30, Beerse, 
Belgium 

100 ml of shampoo in a 
plastic bottle, supplied in a 
box 

YES YES YES 

Oronazol tablets tablets Krka d.d., Novo mesto, 
Republic of Slovenia in 
cooperation with Janssen 
Pharmaceutica, Beerse, 
Belgium 

20 tablets in an amber glass 
bottle, supplied in a carton 
box 

YES YES 

Ortalox 10 mg capsules Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

14 capsules in a plastic 
bottle (HDPE), supplied in a 
box 

YES YES
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Ortalox 20 mg capsules Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

14 capsules in a plastic 
bottle (HDPE), supplied in a 
box 

YES YES 

Ortanol 20 mg 
capsules 

capsules Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

7 capsules in an amber glass 
bottle, supplied in a box 

YES YES 

Ortanol 40 mg 
capsules 

capsules Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

7 (1 × 7) capsules in a 
blister, supplied in a box 

YES YES 

Ortanol S 10 mg 
capsules 

capsules Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

7 (1 × 7) capsules in a 
blister, supplied in a box 

YES YES 

Ortanol S 10 mg 
capsules 

capsules Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

28 (4 × 7) capsules in a 
blister, supplied in a box 

YES YES 

Osseor 2 g granules for oral 
suspension 

Les Laboratoires Servier 
Industrie, 905 route de 
Saran, 45520 Gidy, France 

7 bags (paper/PE/Al/PE) with 
granules, supplied in a box 

YES YES YES 

OVITRELLE 250 mg powder and solvent 
for preparation of 
solution for 
injection 

Industria Farmaceutica 
Serono S.p.A., Bari, Italy 

Vial with powder and vial 
with solvent with 1 ml of 
water for injection, supplied 
in a box 

YES YES YES 

OVITRELLE 250 
micrograms/0,5 ml 

solution for 
injection in a 
syringe 

Industria Farmaceutica 
Serono S.p.A., Bari, Italy 

One glass syringe with 
needle in a plastic container, 
supplied in a box 

YES YES YES
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Oxaliplatin Pliva 
100 mg 

powder for 
solution for 
infusion 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

Powder for solution for 
infusion in a glass bottle 
(50 ml) with a rubber 
stopper, aluminium ring and 
plastic cap, supplied in a box 

YES YES 

Oxaliplatin Pliva 
50 mg 

powder for 
solution for 
infusion 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

Powder for solution for 
infusion in a glass bottle 
(26 ml) with a rubber 
stopper, aluminium ring and 
plastic cap, supplied in a box 

YES YES 

Oxetin film-coated 
tablets 20 mg 

film-coated tablets Bosnalijek d.d., Jukićeva 53, 
Sarajevo, Bosnia and Herze
govina in cooperation with 
JMP, Jordan 

20 (2 × 10) tablets in 
PVC/Al blister, supplied in a 
box 

YES YES 

OxyContin 10 mg prolonged-release 
tablets 

Mundipharma Gm.b.H., 
Limburg, Germany and 
Mundipharma GES.m.b.H., 
Vienna, Austria 

30 tablets (3 × 10) in a 
PVC/Al blister, supplied in a 
box 

YES YES 

OxyContin 20 mg prolonged-release 
tablets 

Mundipharma Gm.b.H., 
Limburg, Germany and 
Mundipharma GES.m.b.H., 
Vienna, Austria 

30 tablets (3 × 10) in a 
PVC/Al blister, supplied in a 
box 

YES YES 

OxyContin 40 mg prolonged-release 
tablets 

Mundipharma Gm.b.H., 
Limburg, Germany and 
Mundipharma GES.m.b.H., 
Vienna, Austria 

30 tablets (3 × 10) in a 
PVC/Al blister, supplied in a 
box 

YES YES 

OxyContin 80 mg prolonged-release 
tablets 

Mundipharma Gm.b.H., 
Limburg, Germany and 
Mundipharma GES.m.b.H., 
Vienna, Austria 

30 tablets (3 × 10) in a 
PVC/Al blister, supplied in a 
box 

YES YES 

OxyContin tablets 
10 mg 

prolonged release 
tablets 

Bard Pharmaceuticals Ltd., 
Cambridge, Great Britain 

56 (4 × 14) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES
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OxyContin tablets 
20 mg 

prolonged release 
tablets 

Bard Pharmaceuticals Ltd., 
Cambridge, Great Britain 

56 (4 × 14) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES 

OxyContin tablets 
40 mg 

prolonged release 
tablets 

Bard Pharmaceuticals Ltd., 
Cambridge, Great Britain 

56 (4 × 14) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES 

OxyContin tablets 
80 mg 

prolonged release 
tablets 

Bard Pharmaceuticals Ltd., 
Cambridge, Great Britain 

56 (4 × 14) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES 

Paclitaxel Ebewe 
150 mg/25 ml 

concentrate of 
solution for 
infusion 

Ebewe Pharma Ges. m.b.H. 
Nfg. KG, Mondseestraße 11, 
Unterach, Austria 

25 ml of solution in a glass 
bottle, supplied in a box 

YES YES 

Paclitaxel Ebewe 
30 mg/5 ml 

concentrate of 
solution for 
infusion 

Ebewe Pharma Ges. m.b.H. 
Nfg. KG, Mondseestraße 11, 
Unterach, Austria 

5 ml of solution in a glass 
bottle, supplied in a box 

YES YES 

Paclitaxel Pliva 
100 mg/16,7 ml 

concentrate of 
solution for 
infusion 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

One glass vial in a box YES YES 

Paclitaxel Pliva 
30 mg/5 ml 

concentrate of 
solution for 
infusion 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

One glass vial in a box YES YES
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PACLITAXEL PLIVA 
300 mg/50 ml 

concentrate of 
solution for 
infusion 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

50 ml of solution 
concentrate in a glass bottle 
(multy dose vial) with a 
rubber stopper, an 
aluminium cap and a 
protective lid, supplied in a 
box 

YES YES 

Paclitaxin 6 mg/ml concentrate of 
solution for 
infusion 

Pharmachemie B.V., Haarlem, 
the Netherlands 

16,7 ml of concentrate for 
infusion solution in a clear 
glass bottle with teflon- 
coated rubber (bromobutyl) 
stopper and aluminium ring 
with plastic (PP) lid, supplied 
in a box 

YES YES YES YES 

Paclitaxin 6 mg/ml concentrate of 
solution for 
infusion 

Pharmachemie B.V., Haarlem, 
the Netherlands 

5 ml of solution for infusion 
concentrate in a colourless 
glass bottle with a rubber 
(bromobutyl) stopper coated 
with Teflon and an Al ring 
with a plastic (PP) lid, 
supplied in a box 

YES YES YES YES 

Paclitaxin 6 mg/ml concentrate of 
solution for 
infusion 

Pharmachemie B.V., Haarlem, 
the Netherlands 

25 ml of concentrate for 
infusion solution in a clear 
glass bottle with rubber 
(bromobutyl) stopper coated 
with teflon and Al ring with 
plastic (PP) lid, supplied in a 
box 

YES YES YES YES 

Paclitaxin 6 mg/ml concentrate of 
solution for 
infusion 

Pharmachemie B.V., Haarlem, 
the Netherlands 

50 ml of solution for 
infusion concentrate in a 
colourless glass bottle with a 
rubber (bromobutyl) stopper 
coated with Teflon and an 
aluminium ring with a 
plastic (PP) lid, supplied in a 
box 

YES YES YES YES



EN 
C 119 E/252 

O
fficial Journal of the European U

nion 
24.4.2012

 

NAME OF THE 
MEDICINAL 
PRODUCT 

PHARMACEUTICAL 
FORM MANUFACTURER NATURE AND CONTENTS OF 

CONTAINER Domestic Imported Proprietary Generic 
UDMP nCADREAC CP MRP OTC Herbal Immu

nological Blood Orphan 

Palladone SR 
capsules 16 mg 

prolonged-release 
capsules 

Mundipharma Ges.m.b.H., 
Vienna, Austria 

56 (4 × 14) capsules in a 
blister (PVDC/PVC//Al), 
supplied in a box 

YES YES 

Palladone SR 
capsules 4 mg 

prolonged-release 
capsules 

Mundipharma Ges.m.b.H., 
Vienna, Austria 

56 (4 × 14) capsules in a 
blister (PVDC/PVC//Al), 
supplied in a box 

YES YES 

Palladone SR 
capsules 8 mg 

prolonged-release 
capsules 

Mundipharma Ges.m.b.H., 
Vienna, Austria 

56 (4 × 14) capsules in a 
blister (PVDC/PVC//Al), 
supplied in a box 

YES YES 

Pamitor 15 mg/ml 
concentrate of 
solution for infusion 

concentrate of 
solution for 
infusion 

Torrex-Pharma GmbH, 
Vienna, Austria 

One clear glass ampoule 
containing 4 ml of solution, 
supplied in a box 

YES YES 

Pamitor 15 mg/ml 
concentrate of 
solution for infusion 

concentrate of 
solution for 
infusion 

Torrex-Pharma GmbH, 
Vienna, Austria 

Polyethylene ampoule 
containing 2 ml of solution, 
supplied in a box 

YES YES 

Pamitor 15 mg/ml 
concentrate of 
solution for infusion 

concentrate of 
solution for 
infusion 

Torrex-Pharma GmbH, 
Vienna, Austria 

A clear glass ampoule 
containing 6 ml of solution, 
supplied in a box 

YES YES 

Pamitor 15 mg/ml 
concentrate of 
solution for infusion 

concentrate of 
solution for 
infusion 

Torrex-Pharma GmbH, 
Vienna, Austria 

Polyethylene ampoule 
containing 4 ml of solution, 
supplied in a box 

YES YES 

Pamitor15 mg/ml 
concentrate of 
solution for infusion 

concentrate of 
solution for 
infusion 

Torrex-Pharma GmbH, 
Vienna, Austria 

Polyethylene ampoule 
containing 6 ml of solution, 
supplied in a box 

YES YES
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Pamitor15 mg/ml 
concentrate of 
solution for infusion 

concentrate of 
solution for 
infusion 

Torrex-Pharma GmbH, 
Vienna, Austria 

One clear glass ampoule 
containing 2 ml of solution, 
supplied in a box 

YES YES 

Panadol film-coated tablets GlaxoSmithKline Dungarvan 
Ltd., Knockbrack, 
Dungarvan, Co. Waterford, 
Ireland 

12 (1 × 12) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES YES 

Panadol Baby oral suspension Glaxo Wellcome Production, 
Avenue du Général de 
Gaulle, Hérouville-Saint-Clair, 
France 

300 ml of suspension in an 
amber glass bottle with a 
plastic tamper-evident 
stopper and a plastic 
measuring device (0,5 ml to 
8 ml), supplied in a box 

YES YES YES 

Panadol Baby oral suspension Glaxo Wellcome Production, 
Avenue du Général de 
Gaulle, Hérouville-Saint-Clair, 
France 

100 ml of suspension in an 
amber glass bottle with 
plastic tamper-proof closure 
and plastic dispenser (0,5 ml 
to 8 ml), supplied in a box 

YES YES YES 

Panadol Extra film-coated tablets GlaxoSmithKline Dungarvan 
Ltd., Knockbrack, 
Dungarvan, Co. Waterford, 
Ireland 

12 (1 × 12) tablets in 
PVC/Al blister, supplied in a 
carton box 

YES YES YES 

Panadol Rapid film-coated tablets GlaxoSmithKline Dungarvan 
Ltd., Ireland 

10 (1 × 10) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES YES 

Panaze 10 000 
capsules 

capsules (with 
gastric-resistant 
microfilm tablets) 

Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

20 capsules in an amber 
glass bottle, supplied in a 
box 

YES YES
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Pancuronium 
injection BP 4 mg 

solution for intra
venous injection 

Rotexmedica GmbH, Trittau, 
Germany 

2 ml of solution in a glass 
ampoule, 10 ampoules in a 
box 

YES YES 

Pankreoflat coated tablets Solvay Pharmaceuticals 
GmbH, Hannover, Germany 

50 (2 × 25) tablets in a 
blister, supplied in a box 

YES YES YES 

Pantexol cream cream Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

25 grams of cream in an 
aluminium tube with plastic 
cap, supplied in a box 

YES YES YES 

Pantexol ointment ointment Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

25 grams of ointment in an 
aluminium tube with plastic 
cap, supplied in a box 

YES YES YES 

Paracetamol 
JADRAN syrup 
150 ml 

syrup Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

150 ml of syrup in an 
amber glass bottle and a 
plastic measuring glass, 
supplied in a box 

YES YES YES 

Paraplatin 
150 mg/15 ml 
concentrate of 
solution for infusion 

concentrate of 
solution for 
infusion 

Bristol-Myers Squibb S.r.l., 
Sermoneta, Latina, Italy 

15 ml of concentrate for 
infusion solution in a glass 
bottle, supplied in a box 

YES YES 

Paraplatin 
50 mg/5 ml 
concentrate of 
solution for infusion 

concentrate of 
solution for 
infusion 

Bristol-Myers Squibb S.r.l., 
Sermoneta, Latina, Italy 

5 ml of solution for infusion 
concentrate in a glass bottle, 
supplied in a box 

YES YES
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Partobulin SDF 
1 250 IU 

solution for 
injection 

Baxter AG, Industriestraße 
67, A-1220 Vienna, Austria 

Box with one pre-filled 
syringe and a needle with 
one dose of 250 μg (1 250 
IU) of preparation 

YES YES 

Patentex Oval N pessary Merz Pharma GmbH & Co 
KGaA, Frankfurt am Main, 
Germany 

6 (1 × 6) pessaries in a 
PVC/PVDC/PE strip, supplied 
in a box 

YES YES YES 

Pavulon 4 mg=2 ml solution for 
injection 

N.V. Organon, Oss, the 
Netherlands; Organon S.A., 
Éragny-sur-Epte, France 

50 ampoules with 2 ml of 
solution, supplied in a box 

YES YES 

PEDIACEL vaccine 
against diphtheria, 
tetanus, pertussis 
(acellular, five 
component), polio
myelitis (inactivated) 
and Haemofilus 
influenzae type B 
(conjugated), 
adsorbed 

suspension for 
injection 

Sanofi Pasteur Limited, 
Toronto, Canada 

0,5 ml of suspension in a 
glass bottle (glass type I, 
Ph.Eur), with a bromobutyl 
stopper that does not 
contain latex, supplied in a 
box 

YES YES 

PEGASYS 135 
micrograms of 
solution for 
injection in pre- 
filled syringe 

solution for 
injection 

F. Hoffmann-La Roche Ltd., 
Grenzacherstrasse 124, Basel, 
Switzerland 

Box with 1 syringe 
containing 0,5 ml of 
solution and a needle 

YES YES YES YES 

PEGASYS 180 
micrograms of 
solution for 
injection in pre- 
filled syringe 

solution for 
injection 

F. Hoffmann-La Roche Ltd., 
Grenzacherstrasse 124, Basel, 
Switzerland 

Box with 1 syringe 
containing 0,5 ml of 
solution and a needle 

YES YES YES YES
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PegIntron 100 μg 
powder and solvent 
for injection 
solution 

powder and solvent 
for preparation of 
solution for 
injection 

Schering-Plough (Brinny) 
Company, Innishannon, 
County Cork, Ireland 

Vial containing powder and 
ampoule with solvent for 
solution for injection (water 
for injection), one syringe 
for injection, two needles for 
injection and one absorbent 
cotton-wool roll, supplied in 
a box 

YES YES YES 

PegIntron 100 μg 
powder and solvent 
for solution for 
injection in pen 
with cartridge 

powder and solvent 
for solution for 
injection in a pen 
with cartridge 

Schering-Plough (Brinny) 
Company, Innishannon, 
County Cork, Ireland 

Pen with cartridge 
containing powder and 
solvent for solution for 
injection (water for injec
tion), one injection needle 
and two absorbent cotton 
wool rolls, supplied in a box 

YES YES YES 

PegIntron 120 μg 
powder and solvent 
for injection 
solution 

powder and solvent 
for preparation of 
solution for 
injection 

Schering-Plough (Brinny) 
Company, Innishannon, 
County Cork, Ireland 

Vial containing powder and 
ampoule with solvent for 
solution for injection (water 
for injection), one syringe 
for injection, two needles for 
injection and one absorbent 
cotton-wool roll, supplied in 
a box 

YES YES YES 

PegIntron 120 μg 
powder and solvent 
for solution for 
injection in pen 
with cartridge 

powder and solvent 
for solution for 
injection in a pen 
with cartridge 

Schering-Plough (Brinny) 
Company, Innishannon, 
County Cork, Ireland 

Pen with cartridge 
containing powder and 
solvent for solution for 
injection (water for injec
tion), one injection needle 
and two absorbent cotton 
wool rolls, supplied in a box 

YES YES YES
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PegIntron 150 μg 
powder and solvent 
for injection 
solution 

powder and solvent 
for preparation of 
solution for 
injection 

Schering-Plough (Brinny) 
Company, Innishannon, 
County Cork, Ireland 

Vial containing powder and 
ampoule with solvent for 
solution for injection (water 
for injection), one syringe 
for injection, two needles for 
injection and one absorbent 
cotton-wool roll, supplied in 
a box 

YES YES YES 

PegIntron 150 μg 
powder and solvent 
for solution for 
injection in pen 
with cartridge 

powder and solvent 
for solution for 
injection in a pen 
with cartridge 

Schering-Plough (Brinny) 
Company, Innishannon, 
County Cork, Ireland 

Pen with cartridge 
containing powder and 
solvent for solution for 
injection (water for injec
tion), one injection needle 
and two absorbent cotton 
wool rolls, supplied in a box 

YES YES YES 

PegIntron 50 μg 
powder and solvent 
for injection 
solution 

powder and solvent 
for preparation of 
solution for 
injection 

Schering-Plough (Brinny) 
Company, Innishannon, 
County Cork, Ireland 

Vial containing powder and 
ampoule with solvent for 
solution for injection (water 
for injection), one syringe 
for injection, two needles for 
injection and one absorbent 
cotton-wool roll, supplied in 
a box 

YES YES YES 

PegIntron 50 μg 
powder and solvent 
for solution for 
injection in pen 
with cartridge 

powder and solvent 
for solution for 
injection in a pen 
with cartridge 

Schering-Plough (Brinny) 
Company, Innishannon, 
County Cork, Ireland 

Pen with cartridge 
containing powder and 
solvent for solution for 
injection (water for injec
tion), one injection needle 
and two absorbent cotton 
wool rolls, supplied in a box 

YES YES YES
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PegIntron 80 μg 
powder and solvent 
for injection 
solution 

powder and solvent 
for preparation of 
solution for 
injection 

Schering-Plough (Brinny) 
Company, Innishannon, 
County Cork, Ireland 

Vial containing powder and 
ampoule with solvent for 
solution for injection (water 
for injection), one syringe 
for injection, two needles for 
injection and one absorbent 
cotton-wool roll, supplied in 
a box 

YES YES YES 

PegIntron 80 μg 
powder and solvent 
for solution for 
injection in pen 
with cartridge 

powder and solvent 
for solution for 
injection in a pen 
with cartridge 

Schering-Plough (Brinny) 
Company, Innishannon, 
County Cork, Ireland 

Pen with cartridge 
containing powder and 
solvent for solution for 
injection (water for injec
tion), one injection needle 
and two absorbent cotton 
wool rolls, supplied in a box 

YES YES YES 

Penbritin injection 
1 g 

powder for 
solution for 
injection 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

50 colourless glass bottles 
with powder, supplied in a 
box 

YES YES 

Penbritin injection 
500 mg 

powder for 
solution for 
injection 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

50 colourless glass bottles 
with powder, supplied in a 
box 

YES YES 

Pentamon film-coated tablets 
with prolonged- 
release 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

20 (2 × 10) film-coated 
tablets in a (PVC/Al) blister, 
supplied in a box 

YES YES 

Pentasa 1 g 
suppositories 

suppositories Ferring A/S, Vanløse, 
Denmark 

28 (4 × 7) suppositories in 
an aluminium blister, 
supplied in a box 

YES YES 

Pentasa 1 g 
suspension for rectal 
administration 

suspension for 
rectal adminis
tration 

Ferring-Léčiva a.s., Jesenice u 
Prahy, Czech Republic 

7 individually packed 
containers (in bags) with 
100 ml of suspension and 
an application attachment, in 
a protective bag and 7 
plastic hygiene bags, 
supplied in a box 

YES YES
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Pentasa 500 mg 
tablets 

prolonged release 
tablets 

Ferring A/S, Vanløse, 
Denmark; Ferring Interconti
nental Center SA, St-Prex, 
Switzerland 

100 (10 × 10) tablets in 
aluminium blisters, supplied 
in a box 

YES YES 

PENTAXIM, diph
theria, tetanus, 
pertussis (acellular), 
poliomyelitis (inacti
vated) adsorbed, and 
Haemophilus 
influenzae type B 
conjugated vaccine 

powder and 
suspension for 
suspension for 
injection 

Sanofi Pasteur S.A., 2 avenue 
Pont Pasteur, Lyon, France 

Box with a glass bottle with 
powder and a glass syringe 
with 0,5 ml of suspension 
with a needle and a needle 
protection 

YES YES 

PENTILIN solution 
for injection 
100 mg/5 ml 

solution for 
injection 

Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

5 ml of solution for 
injection in a glass ampoule, 
5 ampoules in a box 

YES YES 

PENTILIN tablets 
400 mg 

prolonged-release 
tablets 

Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

20 (2 × 10) prolonged- 
release tablets in PVC/Al 
blister, supplied in a box 

YES YES 

Peptoran 75 tablets film-coated tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

10 (1 × 10) film-coated 
tablets in a OPA/Al/PVC//Al 
blister, supplied in a box 

YES YES YES 

Perfalgan 10 mg/ml solution for 
infusion 

Bristol-Myers Squibb, 304, 
avenue du Dr Jean Bru, 
Agen, France 

One glass vial with 100 ml 
of solution for infusion, 12 
vials in a transparent 
protective container (poly
ethylene with thermo film) 

YES YES YES YES 

Perfalgan 10 mg/ml solution for 
infusion 

Bristol-Myers Squibb, 304, 
avenue du Dr Jean Bru, 
Agen, France 

One glass vial with 50 ml of 
solution for infusion, 12 
vials in a transparent 
protective container (poly
ethylene with thermo film) 

YES YES YES YES
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Persantin 75 mg 
coated tablets 

coated tablets Boehringer Ingelheim France, 
12, rue André Huet, Reims, 
Cedex, France 

50 coated tablets in a white 
plastic container (PP) with a 
white stopper (PE), supplied 
in a box 

YES YES 

Persen sugar-coated 
tablets 

sugar-coated tablets Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

Box with 40 sugar coated 
tablets (blister, 4 × 10 sugar 
coated tablets) 

YES YES YES 

Persen forte capsules capsules, hard Lek farmacevtska družba 
d.d., Ljubljana, Republic of 
Slovenia 

20 (2 × 10) capsules in a 
(PVC/PCTFE//Al) blister, 
supplied in a box 

YES YES YES 

Persen forte capsules capsules Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

Box with 20 capsules 
(blister, 2 × 10 capsules) 

YES YES YES 

Persen tablets coated tablets Lek farmacevtska družba 
d.d., Ljubljana, Republic of 
Slovenia 

40 (4 × 10) coated tablets in 
a blister (PVC/TE/PVDC//Al), 
supplied in a box 

YES YES YES 

Phenobarbiton 
sodium injection 

powder (lyophil
isate) and solvent 
for preparation of 
injections 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

5 ampoules with powder 
and 5 ampoules each with 
2 ml of solvent (water for 
injection), supplied in a box 

YES YES 

PHENOBARBITON 
PLIVA 100 mg 
tablets 

tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

10 (1 × 10) tablets in an 
orange blister (PVC/Al), 
supplied in a box 

YES YES 

PHENOBARBITON 
PLIVA 15 mg 
tablets 

tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

30 (3 × 10) tablets in an 
orange blister (PVC/Al), 
supplied in a box 

YES YES
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PHOLCODIN 10 mg 
capsules 

capsules Alkaloid AD - Skopje, 
Bulevar Aleksandar Make
donski 12, Skopje, FYROM 

20 capsules in an amber 
glass bottle, supplied in a 
box 

YES YES 

PHOLCODIN 
15 mg/15 ml oral 
solution 

oral solution Alkaloid AD - Skopje, 
Bulevar Aleksandar Make
donski 12, Skopje, FYROM 

150 ml of solution in an 
amber glass bottle with 
plastic closure and 15 ml 
plastic dispenser, supplied in 
a box 

YES YES 

PHOLCODIN 
4 mg/5 ml oral 
solution for children 

oral solution Alkaloid AD - Skopje, 
Bulevar Aleksandar Make
donski 12, Skopje, FYROM 

60 ml of solution in an 
amber glass bottle with a 
plastic stopper and a plastic 
measuring unit of 2,5 ml, 
supplied in a box 

YES YES 

Physiotens 0,2 film-coated tablets Solvay Pharmaceuticals 
S.A.S., Châtillon-sur-Chala
ronne, France 

28 (1 × 28) film-coated 
tablets in a PVC/PVDC/Al 
blister, supplied in a box 

YES YES 

Physiotens 0,4 film-coated tablets Solvay Pharmaceuticals 
S.A.S., Châtillon-sur-Chala
ronne, France 

28 (1 × 28) film-coated 
tablets in a PVC/PVDC/Al 
blister, supplied in a box 

YES YES 

Pigrel film-coated tablets Jadran - Galenski laboratorij 
d.d., Rijeka in cooperation 
with Krka Farma d.o.o., 
Zagreb 

28 (4 × 7) tablets in a blister, 
supplied in a box 

YES YES 

Pilfud 2 % lotion lotion Bosnalijek d.d., Jukićeva 53, 
Sarajevo, Bosnia and Herze
govina 

60 ml of lotion in an amber 
glass bottle, supplied in a 
box 

YES YES YES 

Pilfud 5 % lotion skin spray, solution Bosnalijek d.d., Jukićeva 53, 
Sarajevo, Bosnia and Herze
govina 

60 ml of solution in a plastic 
bag with a spray pump and 
a tamper-evident stopper, 
supplied in a box 

YES YES YES
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Piramil 1,25 mg 
tablets 

tablets LEK S.A., Stryków, Poland; 
LEK S.A., Warszawa, Poland 

28 (7 × 4) tablets in a strip, 
supplied in a box 

YES YES 

Piramil 10 mg 
tablets 

tablets LEK S.A., Stryków, Poland; 
LEK S.A., Warszawa, Poland 

28 (7 × 4) tablets in a blister, 
supplied in a box 

YES YES 

Piramil 2,5 mg 
tablets 

tablets LEK S.A., Stryków, Poland; 
LEK S.A., Warszawa, Poland 

28 (7 × 4) tablets in a blister, 
supplied in a box 

YES YES 

Piramil 5 mg tablets tablets LEK S.A., Stryków, Poland; 
LEK S.A., Warszawa, Poland 

28 (7 × 4) tablets in a blister, 
supplied in a box 

YES YES 

"Planinski čaj" - 
herbal laxative tea 

herbal laxative tea Trešnjevka laboratorij d.o.o., 
Jukićeva 32, Zagreb, 
Republic of Croatia 

75 g of tea in a plastic (PP) 
bag, supplied in a box 

YES YES YES 

Platinex 
10 mg/20 ml 
concentrate of 
solution for infusion 

concentrate of 
solution for 
infusion 

Bristol-Myers Squibb S.r.l., 
Sermoneta, Latina, Italy 

20 ml of infusion solution 
concentrate in an amber 
glass bottle, supplied in a 
box 

YES YES 

Platinex 
50 mg/100 ml 
concentrate of 
solution for infusion 

concentrate of 
solution for 
infusion 

Bristol-Myers Squibb S.r.l., 
Sermoneta, Latina, Italy 

100 ml of concentrate for 
infusion solution in an 
amber glass bottle, supplied 
in a box 

YES YES 

Plavix film-coated tablets Sanofi Winthrop Industrie, 
Ambarès et Lagrave, Carbon 
Blanc Cedex, France 

28 (2 × 14) film-coated 
tablets in a blister (Al/Al), 
supplied in a box 

YES YES YES
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PLICET EFFECT 
tablets 

film-coated tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

10 (1 × 10) film-coated 
tablets in an orange PVC/ 
PVDC//Al blister, supplied in 
a box 

YES YES YES 

Plicet syrup syrup Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

100 ml of syrup in an 
amber glass bottle and a 
5 ml spoon, supplied in a 
box 

YES YES YES 

Plicet tablets tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

20 (2 × 10) tablets in 
PVC/Al blister, supplied in a 
box 

YES YES YES 

Plicet tablets tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

10 (1 × 10) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES YES 

Plimycol cream cream Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

20 grams of cream in an 
aluminium tube, supplied in 
a box 

YES YES 

PLIVADON tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

10 (1 × 10) tablets in an 
orange blister (PVC/ 
PVDC//Al), supplied in a box 

YES YES YES 

PLIVIT B1 injection 
100 mg 

solution for 
injection 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

1 ml of solution for 
injection in a glass ampoule, 
50 ampoules in a box 

YES YES 

PLIVIT B1 injection 
250 mg 

solution for 
injection 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

2 ml of solution for 
injection in a glass ampoule, 
50 ampoules in a box 

YES YES
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PLIVIT B1 tablets tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

20 (2 × 10) tablets in a 
blister (PVC/PVDC//Al), 
supplied in a box 

YES YES YES 

PLIVIT B6 injection 
250 mg 

solution for 
injection 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

5 ml of solution for 
injection in an amber glass 
ampoule, 50 ampoules in a 
box 

YES YES 

PLIVIT B6 injection 
50 mg 

solution for 
injection 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

2 ml of solution for 
injection in an amber glass 
ampoule, 50 ampoules in a 
box 

YES YES 

PLIVIT B6 tablets tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

20 (2 × 10) tablets in a 
blister (PVC/PVDC//Al), 
supplied in a box 

YES YES YES 

PLIVIT C 1 000 mg 
sugar-free effer
vescent tablets, 
lemon flavoured 

effervescent tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

10 effervescent tablets in a 
polypropylene tube (cap 
with silicagel and tamper- 
proof ring), supplied in a 
box 

YES YES YES 

PLIVIT C 1 000 mg 
sugar-free effer
vescent tablets, 
orange flavoured 

effervescent tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

10 effervescent tablets in a 
polypropylene tube (cap 
with silicagel and tamper- 
proof ring), supplied in a 
box 

YES YES YES 

PLIVIT C tablets 
50 mg 

tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

30 (3 × 10) tablets in a 
PVC/PVDC//Al blister, 
supplied in a box 

YES YES YES
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PLIVIT C tablets 
500 mg 

tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

20 (2 × 10) tablets in a 
blister (PVC/PVDC//Al), 
supplied in a box 

YES YES YES 

PLIVIT C 500 mg 
prolonged-release 
tablets 

film-coated 
prolonged-release 
tablets 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

10 (1 × 10) prolonged- 
release film-coated tablets in 
a PVC/PVDC//Al blister, 
supplied in a box 

YES YES YES 

Plivit D3 oral drops, solution Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

10 ml of solution in an 
amber glass bottle with 
plastic dropper attachment, 
supplied in a box 

YES YES 

Plymicol vaginal 
tablets 

vaginal tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

3 vaginal tablets in a blister, 
supplied in a box 

YES YES 

PNEUMO 23 Pneu
mococcal polysac
charide vaccine 

solution for 
injection 

Sanofi Pasteur S.A., 2 avenue 
Pont Pasteur, Lyon, France 

Box with 1 glass syringe 
containing 0,5 ml of vaccine 
and a needle with protection 

YES YES 

Poliosabin (Oral) 
trovalent live, 
attenuated vaccine 
against poliomy
elitis, Sabin strain, 
stabilized in MgCl 

oral suspension GlaxoSmithKline Biologicals 
s.a., rue de l’Institut 89, 
Rixensart, Belgium 

Box with 25 plastic tubes 
with one vaccine dose 

YES YES
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Pollinex tree, extract 
of birch, hazel and 
alder tree pollen for 
specific immuno
therapy 

suspension for 
subcutaneous 
injection 

Pliva Croatia Ltd., Zagreb, 
Republic of Croatia and 
Allergy Therapeutics Ltd., 
Worthing, Great Britain 

1,5 ml of suspension in a 
glass vial, 3 glass syringes 
and 4 needles for injection, 
supplied in a box 

YES YES 

Pollinex tree, extract 
of birch, hazel and 
alder tree pollen for 
specific immuno
therapy 

suspension for 
subcutaneous 
injection 

Pliva Croatia Ltd., Zagreb, 
Republic of Croatia and 
Allergy Therapeutics Ltd., 
Worthing, Great Britain 

3 red glass syringes each 
containing 0,5 ml of 
suspension and 4 needles for 
injection, supplied in a box 

YES YES 

Pollinex tree, extract 
of birch, hazel and 
alder tree pollen for 
specific immuno
therapy 

suspension for 
subcutaneous 
injection 

Pliva Croatia Ltd., Zagreb, 
Republic of Croatia and 
Allergy Therapeutics Ltd., 
Worthing, Great Britain 

3 glass syringes each 
containing 0,5 ml of 
suspension and 4 needles for 
injection, supplied in a box 

YES YES 

Pollinex tree, extract 
of birch, hazel and 
alder tree pollen for 
specific immuno
therapy 

suspension for 
subcutaneous 
injection 

Pliva Croatia Ltd., Zagreb, 
Republic of Croatia and 
Allergy Therapeutics Ltd., 
Worthing, Great Britain 

3 glass bottles each 
containing 1 ml of 
suspension, 5 syringes and 6 
needles for injection, 
supplied in a box 

YES YES 

Pollinex grass and 
rye, extract of grass 
and rye for specific 
immunotherapy 

suspension for 
subcutaneous 
injection 

Pliva Croatia Ltd., Zagreb, 
Republic of Croatia and 
Allergy Therapeutics Ltd., 
Worthing, Great Britain 

1,5 ml of suspension in a 
glass vial, 3 glass syringes 
and 4 needles for injection, 
supplied in a box 

YES YES 

Pollinex grass and 
rye, extract of grass 
and rye for specific 
immunotherapy 

suspension for 
subcutaneous 
injection 

Pliva Croatia Ltd., Zagreb, 
Republic of Croatia and 
Allergy Therapeutics Ltd., 
Worthing, Great Britain 

3 glass syringes each 
containing 0,5 ml of 
suspension and 4 needles for 
injection, supplied in a box 

YES YES
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Pollinex grass and 
rye, extract of grass 
and rye for specific 
immunotherapy 

suspension for 
subcutaneous 
injection 

Pliva Croatia Ltd., Zagreb, 
Republic of Croatia and 
Allergy Therapeutics Ltd., 
Worthing, Great Britain 

3 glass bottles each 
containing 1 ml of 
suspension, 5 syringes and 6 
needles for injection, 
supplied in a box 

YES YES 

Pollinex grass and 
rye, extract of grass 
and rye for specific 
immunotherapy 

suspension for 
subcutaneous 
injection 

Pliva Croatia Ltd., Zagreb, 
Republic of Croatia and 
Allergy Therapeutics Ltd., 
Worthing, Great Britain 

3 glass syringes each 
containing 0,5 ml of 
suspension and 4 needles for 
injection, supplied in a box 

YES YES 

Portal 20 mg 
capsules 

capsules Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

28 (4 × 7) capsules in a 
blister, supplied in a box 

YES YES 

Portal 20 mg 
capsules 

capsules Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

14 (2 × 7) capsules in a 
blister, supplied in a box 

YES YES 

Portalak syrup syrup Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

20 bags (PET/Al/PE) each 
with 15 ml of syrup, 
supplied in a box 

YES YES YES 

Portalak syrup syrup Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

5 (PET/Al/PE) bags each with 
15 ml of syrup, supplied in a 
box 

YES YES YES 

Portalak syrup syrup Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

250 ml of syrup in a plastic 
bottle with screw cap, 
supplied in a box 

YES YES YES
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Prazine sugar-coated 
tablets 100 mg 

sugar-coated tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

50 sugar coated tablets 
(5 × 10) in a blister, supplied 
in a box 

YES YES 

Prazine sugar-coated 
tablets 25 mg 

sugar-coated tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

50 sugar coated tablets 
(5 × 10) in a blister, supplied 
in a box 

YES YES 

Prazine injection 
100 mg 

solution for 
injection 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

Box with 10 ampoules with 
2 ml of solution 

YES YES 

Prazine injection 
50 mg 

solution for 
injection 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

Box with 10 ampoules with 
1 ml of solution 

YES YES 

Preductal film-coated tablets Les Laboratoires Servier 
Industrie, 905 route de 
Saran, 45520 Gidy, France 

60 (2 × 30) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES 

PRENESSA tablets 
4 mg 

tablets Krka d.d., Novo mesto, 
Republic of Slovenia; Krka 
Polska Sp.z o.o., Warszawa, 
Poland 

30 (3 × 10) tablets in PVC/ 
PE/PVDC//Al blister, supplied 
in a box 

YES YES YES YES 

Prevenar S. Pneu
moniae saccharide 
conjugated vaccine, 
adsorbed 

suspension for 
injection 

John Wyeth & Brother Ltd., 
Hants, Great Britain 

One glass vial with 0,5 ml of 
vaccine suspension, one 
syringe and two needles, 
supplied in a box 

YES YES 

Prevenar S. Pneu
moniae saccharide 
conjugated vaccine, 
adsorbed 

suspension for 
injection 

John Wyeth & Brother Ltd., 
Hants, Great Britain 

10 syringes with 0,5 ml of 
vaccine suspension, supplied 
in a box 

YES YES
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Prevenar S. Pneu
moniae saccharide 
conjugated vaccine, 
adsorbed 

suspension for 
injection 

John Wyeth & Brother Ltd., 
Hants, Great Britain 

One syringe with 0,5 ml of 
vaccine suspension, supplied 
in a box 

YES YES 

Prevenar S. Pneu
moniae saccharide 
conjugated vaccine, 
adsorbed 

suspension for 
injection 

John Wyeth & Brother Ltd., 
Hants, Great Britain 

One syringe with 0,5 ml of 
vaccine suspension, with 
separate needle, supplied in a 
box 

YES YES 

Prevenar S. Pneu
moniae saccharide 
conjugated vaccine, 
adsorbed 

suspension for 
injection 

John Wyeth & Brother Ltd., 
Hants, Great Britain 

One glass vial with 0,5 ml of 
vaccine suspension, supplied 
in a box 

YES YES 

Prexanil 4 mg tablets Les Laboratoires Servier 
Industrie, Gidy, France; 
Servier Ireland Industries 
Ltd., Arcklow, Co. Wicklow, 
Ireland 

30 (1 × 30) tablets in a 
blister (PVC/Al), supplied in 
a box 

YES YES 

PREXANIL 8 mg 
tablets 

tablets Les Laboratoires Servier 
Industrie, Gidy, France; 
Servier Ireland Industries 
Ltd., Arcklow, Co. Wicklow, 
Ireland 

30 (1 × 30) tablets in a 
blister (PVC/Al), supplied in 
a box 

YES YES 

Prexanil Combi tablets Les Laboratoires Servier 
Industrie, Gidy, France; 
Servier Ireland Industries 
Ltd., Arcklow, Co. Wicklow, 
Ireland 

30 (1 × 30) tablets in a 
blister (PVC/Al), supplied in 
a box 

YES YES 

Primolut-Nor tablets tablets Schering GmbH und Co. 
Produktions KG, Döbereiner
straße 20, Weimar, Germany 

20 tablets in an amber glass 
bottle, supplied in a carton 
box 

YES YES 

Primus tea tea Fitofarmacija d.o.o., Zagreb, 
Republic of Croatia 

14 bags each containing 5 g 
of tea, supplied in a box 

YES YES YES
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Prinivil 10 mg 
tablets 

tablets Merck Sharp & Dohme B.V., 
Waarderweg 39, Postbus 
581, Haarlem, the Nether
lands 

28 (2 × 14) tablets in a 
blister, supplied in a box 

YES YES 

Prinivil 20 mg 
tablets 

tablets Merck Sharp & Dohme B.V., 
Waarderweg 39, Postbus 
581, Haarlem, the Nether
lands 

28 (2 × 14) tablets in a 
blister, supplied in a box 

YES YES 

Prinivil 5 mg tablets tablets Merck Sharp & Dohme B.V., 
Waarderweg 39, Postbus 
581, Haarlem, the Nether
lands 

28 (2 × 14) tablets in a 
blister, supplied in a box 

YES YES 

Prinzide 20/12,5 mg 
tablets 

tablets Merck Sharp & Dohme B.V., 
Waarderweg 39, Postbus 
581, Haarlem, the Nether
lands 

28 (2 × 14) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES 

PRIORIX, combined, 
live lyophilized 
vaccine against 
morbilli, parotitis 
and rubella 

powder and solvent 
for solution for 
injection 

GlaxoSmithKline Biologicals 
s.a., rue de l’Institut 89, 
Rixensart, Belgium 

Vial containing single dose 
of lyophilised vaccine 
(powder), syringe with pre- 
filled 0,5 ml of solvent, 
water for injection, and two 
needles with protective caps, 
supplied in a box 

YES YES YES YES YES 

PRITOR 40 mg 
tablets 

tablets SmithKline Beecham Phar
maceuticals, Crawley, West 
Sussex, Great Britain 

28 (4 × 7) tablets in a blister 
(PA/Al/PVC//Al), supplied in 
a box 

YES YES YES YES 

PRITOR 80 mg 
tablets 

tablets SmithKline Beecham Phar
maceuticals, Crawley, West 
Sussex, Great Britain 

28 (4 × 7) tablets in a blister 
(PA/Al/PVC//Al), supplied in 
a box 

YES YES YES YES
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PritorPlus 
40/12,5 mg tablets 

tablets SmithKline Beecham Phar
maceuticals, Crawley, West 
Sussex, Great Britain 

28 (4 × 7) tablets in a blister 
(OPA/Al/PVC/Al blister), 
supplied in a box 

YES YES YES 

PritorPlus 
80/12,5 mg tablets 

tablets SmithKline Beecham Phar
maceuticals, Crawley, West 
Sussex, Great Britain 

28 (4 × 7) tablets in a blister 
(OPA/Al/PVC/Al blister), 
supplied in a box 

YES YES YES 

Procoralan 5 mg 
film-coated tablets 

film-coated tablets Les Laboratoires Servier 
Industrie, 905 route de 
Saran, 45520 Gidy, France; 
Servier (Ireland) Industries 
Ltd., Gorey Road, Arklow, 
Co. Wicklow, Ireland; 
Przedsiębiorstwo Farmaceu
tyczne Anpharm S.A., ul. 
Annopol 6b, 03-236, 
Warszawa, Poland 

28 (2 × 14) film-coated 
tablets in a PVC/Al blister, 
supplied in a carton box 

YES YES YES YES 

Procoralan 7,5 mg 
film-coated tablets 

film-coated tablets Les Laboratoires Servier 
Industrie, 905 route de 
Saran, 45520 Gidy, France; 
Servier (Ireland) Industries 
Ltd., Gorey Road, Arklow, 
Co. Wicklow, Ireland; 
Przedsiębiorstwo Farmaceu
tyczne Anpharm S.A., ul. 
Annopol 6b, 03-236, 
Warszawa, Poland 

28 (2 × 14) film-coated 
tablets in a PVC/Al blister, 
supplied in a carton box 

YES YES YES YES 

Proctosan ointment STADA Arzneimittel AG, 
Stadtstraße 2-18, Bad Vilbel, 
Germany 

20 grams of ointment in an 
aluminum tube with a 
plastic cap, supplied in a box 

YES YES YES 

Proctosan forte suppositories STADA Arzneimittel AG, 
Stadtstraße 2-18, Bad Vilbel, 
Germany 

10 (2 × 5) suppositories in a 
strip (PVC/LDPE foil), 
supplied in a box 

YES YES YES
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Proculin eye drops, solution Alkaloid AD - Skopje, 
Bulevar Aleksandar Make
donski 12, Skopje, FYROM 

10 ml of solution in an 
amber glass bottle and 
plastic sterile dropper 
attachment in a protective 
plastic bag, supplied in a box 

YES YES 

Pro-famosal 20 mg coated tablets Pro. Med.CS Praha a.s., 
Prague, Czech Republic 

Box with 20 tablets (blister) YES YES 

Pro-famosal 20 mg coated tablets Pro. Med.CS Praha a.s., 
Prague, Czech Republic 

Box with 20 tablets (blister) YES YES 

Pro-famosal 40 mg coated tablets Pro. Med.CS Praha a.s., 
Prague, Czech Republic 

Box with 10 tablets (blister) YES YES 

Pro-famosalL 40 mg coated tablets Pro. Med.CS Praha a.s., 
Prague, Czech Republic 

Box with 10 tablets (blister) YES YES 

Prograf capsules 
0,5 mg 

capsules, hard Astellas Ireland Co. Ltd., 
Killorglin, Ireland 

30 (3 × 10) capsules in a 
blister (PVC/PVDC//Al), in 
protective aluminum 
envelope with desiccant, 
supplied in a box 

YES YES YES 

Prograf capsules 
1 mg 

capsules Astellas Ireland Co. Ltd., 
Killorglin, Ireland 

60 (6 × 10) capsules in a 
blister, in protective 
aluminium foil, supplied in a 
box 

YES YES YES 

Prograf capsules 
5 mg 

capsules Astellas Ireland Co. Ltd., 
Killorglin, Ireland 

30 (3 × 10) capsules in a 
blister, in protective 
aluminum envelope, 
supplied in a box 

YES YES YES 

Prolax suppositories 
for children 

suppositories Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

10 (2 × 5) suppositories in 
an Al/PE strip, supplied in a 
box 

YES YES YES 

Prolax suppositories 
for children 

suppositories Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

10 (2 × 5) suppositories in 
an Al/PE strip, supplied in a 
box 

YES YES YES
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Propafenon Alkaloid 
150 mg film-coated 
tablets 

film-coated tablets Alkaloid AD - Skopje, 
Bulevar Aleksandar Make
donski 12, Skopje, FYROM 

50 tablets in an amber glass 
bottle with an aluminium 
stopper, supplied in a box 

YES YES 

Propafenon Alkaloid 
35 mg/10 ml 
solution for 
injection 

solution for 
injection 

Alkaloid AD - Skopje, 
Bulevar Aleksandar Make
donski 12, Skopje, FYROM 

10 (2 × 5) ampoules each 
containing 10 ml of 
solution, supplied in a box 

YES YES 

Propafenon 
Genericon 150 mg 
film coated tablets 

film-coated tablets Genericon Pharma 
Ges.m.b.H., Hafnerstraße 
211, Graz, Austria 

50 (5 × 10) film-coated 
tablets in a blister (PVC/Al), 
supplied in a box 

YES YES 

Propafenon 
Genericon 300 mg 
film coated tablets 

film-coated tablets Genericon Pharma 
Ges.m.b.H., Hafnerstraße 
211, Graz, Austria 

50 (5 × 10) film-coated 
tablets in a blister (PVC/Al), 
supplied in a box 

YES YES 

Propecia 1 mg film-coated tablets Merck Sharp & Dohme B.V., 
Waarderweg 39, Postbus 
581, Haarlem, the Nether
lands 

28 (4 × 7) tablets in an Al/Al 
blister, supplied in a box 

YES YES 

Propiltiouracil 
Alkaloid 50 mg 

tablets Alkaloid AD - Skopje, 
Bulevar Aleksandar Make
donski 12, Skopje, FYROM 

20 tablets in an amber glass 
bottle, supplied in a carton 
box 

YES YES 

Propranolol Lek 
40 mg tablets 

tablets Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

50 tablets in a glass bottle, 
supplied in a box 

YES YES 

Proscar 5 mg film-coated tablets Merck Sharp & Dohme B.V., 
Waarderweg 39, Postbus 
581, Haarlem, the Nether
lands 

28 (2 × 14) tablets in a 
blister, supplied in a box 

YES YES
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Prospan acute effer
vescent tablets 

effervescent tablets Engelhard Arzneimittel 
GmbH & Co.KG, Niederdor
felden, Germany 

10 effervescent tablets in a 
plastic tube (desiccant in 
polyethylene cap), supplied 
in a box 

YES YES YES 

Prospan Liquid oral solution Engelhard Arzneimittel 
GmbH & Co.KG, Niederdor
felden, Germany 

30 bags each with 5 ml of 
solution, supplied in a box 

YES YES YES 

Prospan oral 
solution 

oral solution Engelhard Arzneimittel 
GmbH & Co.KG, Niederdor
felden, Germany 

100 ml of solution in an 
amber glass bottle with 
plastic extensionattachment, 
screw cap and 10 ml 
measuring glass, supplied in 
a box 

YES YES YES 

Prospera 1 mg 
tablets 

tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

20 (1 × 20) tablets in a 
PVC/PE/PVDC/Al blister, 
supplied in a box 

YES YES 

Prospera 2 mg 
tablets 

tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

20 (1 × 20) tablets in a 
PVC/PE/PVDC/Al blister, 
supplied in a box 

YES YES 

Prospera 3 mg 
tablets 

tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

20 (1 × 20) tablets in a 
PVC/PE/PVDC/Al blister, 
supplied in a box 

YES YES 

Prospera 4 mg 
tablets 

tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

20 (1 × 20) tablets in a 
PVC/PE/PVDC/Al blister, 
supplied in a box 

YES YES



EN 
24.4.2012 

O
fficial Journal of the European U

nion 
C 119 E/275

 

NAME OF THE 
MEDICINAL 
PRODUCT 

PHARMACEUTICAL 
FORM MANUFACTURER NATURE AND CONTENTS OF 

CONTAINER Domestic Imported Proprietary Generic 
UDMP nCADREAC CP MRP OTC Herbal Immu

nological Blood Orphan 

Protecta 10 mg 
tablets 

film-coated tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

28 (1 × 28) tablets in a 
transparent blister (PVC/PE/ 
PVDC//Al), supplied in a box 

YES YES 

Protecta 20 mg 
tablets 

film-coated tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

28 (2 × 14) tablets in a 
transparent blister (PVC/PE/ 
PVDC//Al), supplied in a box 

YES YES 

Protecta 40 mg 
tablets 

film-coated tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

28 (2 × 14) tablets in a 
transparent blister (PVC/PE/ 
PVDC//Al), supplied in a box 

YES YES 

PROVERA tablets 
10 mg 

tablets Pfizer Italia S.r.l., Marino del 
Tronto, Ascoli Piceno, Italy 

30 (3 × 10) tablets in a 
blister (PVC/Al), supplied in 
a box 

YES YES 

PROVERA tablets 
5 mg 

tablets Pfizer Italia S.r.l., Marino del 
Tronto, Ascoli Piceno, Italy 

24 tablets in an amber glass 
bottle with plastic cap, 
supplied in a box 

YES YES 

Prozac 20 mg 
capsules 

capsules Eli Lilly and Company 
Limited, Basingstoke, Hamp
shire, Great Britain 

14 (1 × 14) capsules in a 
blister (PVC/Al), supplied in 
a box 

YES YES 

Prozac dispersible 
tablets 20 mg 

freely dispersible 
tablets 

Lilly, S.A., Avenida de la 
Industria 30, Alcobendas, 
Madrid, Spain 

14 (1 × 14) tablets in a 
blister (PVC/PE/Aclar//Al), 
supplied in a box 

YES YES 

Prozac Liquid 
20 mg/5 ml oral 
solution 

oral solution Lilly, S.A., Avenida de la 
Industria 30, Alcobendas, 
Madrid, Spain; Patheon 
France, 40, boulevard de 
Champaret, Bourgoin-Jallieu, 
France 

70 ml of oral solution in an 
amber glass bottle and a 
plastic measuring cup (with 
a 5 ml graduate line), 
supplied in a box 

YES YES
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Psorimed dermal solution Dr. August Wolff GmbH & 
Co. Arzneimittel, Bielefeld, 
Germany 

100 grams of solution in a 
plastic (HDPE) bottle with 
applicator-shaped PP cap, 
supplied in a box 

YES YES 

Pulmozyme solution for inha
lation 

F. Hoffmann-La Roche Ltd., 
Grenzacherstrasse 124, Basel, 
Switzerland 

2,5 ml of solution in a 
plastic (polyethylene) 
ampoule, 6 ampoules in a 
protective foil, supplied in a 
box 

YES YES 

Purisan granules granules Cedevita d.o.o., Zagreb, 
Republic of Croatia 

14 bags in a box YES YES YES 

PYRAZINAMID 
Krka tablets 500 mg 

tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

100 tablets in an amber 
glass bottle with aluminum 
cap, supplied in a box 

YES YES 

Ramipril 10 mg 
tablets 

tablets Farmal d.d., Branitelja 
domovinskog rata 8, 
Ludbreg, Republic of Croatia 

28 (4 × 7) tablets in an 
Al/OPA/PVC/Al blister, 
supplied in a box 

YES YES 

Ramipril 2,5 mg 
tablets 

tablets Farmal d.d., Branitelja 
domovinskog rata 8, 
Ludbreg, Republic of Croatia 

28 (4 × 7) tablets in an 
Al/OPA/PVC/Al blister, 
supplied in a box 

YES YES 

Ramipril 5 mg 
tablets 

tablets Farmal d.d., Branitelja 
domovinskog rata 8, 
Ludbreg, Republic of Croatia 

28 (4 × 7) tablets in an 
Al/OPA/PVC/Al blister, 
supplied in a box 

YES YES 

Ramipril H 2,5 mg/ 
12,5 mg tablets 

tablets Farmal d.d., Branitelja 
domovinskog rata 8, 
Ludbreg, Republic of Croatia 

28 (4 × 7) tablets in an 
Al/OPA/PVC/Al blister, 
supplied in a box 

YES YES 

Ramipril H 
5 mg/25 mg tablets 

tablets Farmal d.d., Branitelja 
domovinskog rata 8, 
Ludbreg, Republic of Croatia 

28 (4 × 7) tablets in an 
Al/OPA/PVC/Al blister, 
supplied in a box 

YES YES
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RAMIPRIL PLIVA 
10 mg tablets 

tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

30 (3 × 10) tablets in a 
blister (Al/OPA//PVC/Al), 
supplied in a box 

YES YES 

RAMIPRIL PLIVA 
2,5 mg tablets 

tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

30 (3 × 10) tablets in a 
blister (Al/OPA//PVC/Al), 
supplied in a box 

YES YES 

RAMIPRIL PLIVA 
5 mg tablets 

tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

30 (3 × 10) tablets in a 
blister (Al/OPA//PVC/Al), 
supplied in a box 

YES YES 

RAMIPRIL PLUS 
PLIVA 2,5/12,5 mg 
tablets 

tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

30 (3 × 10) tablets in a 
blister (Al/OPA//PVC/Al), 
supplied in a box 

YES YES 

RAMIPRIL PLUS 
PLIVA 5/25 mg 
tablets 

tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

30 (3 × 10) tablets in a 
blister (Al/OPA//PVC/Al), 
supplied in a box 

YES YES 

Ranisan 150 mg film-coated tablets Pro. Med.CS Praha a.s., 
Prague, Czech Republic 

20 (2 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Ranisan 150 mg film-coated tablets Pro. Med.CS Praha a.s., 
Prague, Czech Republic 

60 (6 × 10) tablets in a 
blister (Al/Al), supplied in a 
box 

YES YES 

Ranisan 150 mg film-coated tablets Pro. Med.CS Praha a.s., 
Prague, Czech Republic 

20 (2 × 10) tablets in a 
blister (Al/Al), supplied in a 
box 

YES YES 

Ranisan 150 mg film-coated tablets Pro. Med.CS Praha a.s., 
Prague, Czech Republic 

30 (3 × 10) tablets in a 
blister (Al/Al), supplied in a 
box 

YES YES 

Ranisan 75 mg film-coated tablets Pro. Med.CS Praha a.s., 
Prague, Czech Republic 

10 (1 × 10) tablets in a 
blister, supplied in a box 

YES YES YES
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Ranisan 75 mg film-coated tablets Pro. Med.CS Praha a.s., 
Prague, Czech Republic 

10 (1 × 10) tablets in an 
Al/Al blister, supplied in a 
box 

YES YES YES 

Ranital injection 
50 mg/2 ml 

solution for 
injection 

Farmal d.d., Ludbreg, 
Republic of Croatia in 
cooperation with Lek d.d., 
Ljubljana, Republic of 
Slovenia 

5 ampoules each with 2 ml 
of water for injection in a 
blister, supplied in a box 

YES YES 

Ranital tablets 
150 mg 

film-coated tablets Farmal d.d., Ludbreg, 
Republic of Croatia in 
cooperation with Lek d.d., 
Ljubljana, Republic of 
Slovenia 

20 (2 × 10) tablets in Al/Al 
blister, supplied in a box 

YES YES 

Ranital tablets 
300 mg 

film-coated tablets Farmal d.d., Ludbreg, 
Republic of Croatia in 
cooperation with Lek d.d., 
Ljubljana, Republic of 
Slovenia 

30 (3 × 10) tablets in an 
Al/Al blister, supplied in a 
box 

YES YES 

Ranitidin 
Europharma 
injection 
50 mg/2 ml 

solution for 
injection 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

5 ampoules each with 2 ml 
of solution, supplied in a 
box 

YES YES 

Ranitidin 
Europharma tablets 
150 mg 

film-coated tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

20 (2 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Ranitidin 
Europharma tablets 
300 mg 

film-coated tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

10 (1 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Ranix 150 film tablets Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

20 (2 × 10) tablets in a 
blister, supplied in a box 

YES YES
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Ranix 300 film tablets Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

10 (1 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Ranix injection solution forintra
muscular and 
intravenous 
injection 

Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

5 amber glass ampoules 
with 2 ml of solution, 
supplied in a box 

YES YES 

Rapamune 1 mg 
coated tablets 

coated tablets Wyeth Pharmaceuticals, New 
Lane, Havant, Hampshire 
P09 2NG, Great Britain 

30 (3 × 10) tablets in a 
PVC/PE/Aclar/Al blister, 
supplied in a box 

YES YES YES 

Rapilysin 10 U 
powder and solvent 
for injection 
solution 

powder and solvent 
for solution for 
injection 

Roche Diagnostics GmbH, 
Sandhofer Straße 116, D- 
68305 Mannheim, Germany 

2 glass bottles with 10 units 
of powder, 2 pre-filled 
syringes with 10 ml of 
solvent, 2 reconstitution kits 
and 2 injection needles 

YES YES YES YES 

Raptiva 100 mg/ml powder and solvent 
for solution for 
injection 

Laboratoires Serono S.A., 
Aubonne, Switzerland and 
Industria Farmaceutica 
Serono S.p.A., Rome, Italy 

One glass vial with powder, 
a syringe with 1,3 ml of 
solvent, a reconstitution 
needle and an injection 
needle, supplied in a box 

YES YES YES 

RAWEL SR prolonged-release 
film-coated tablets 

Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

30 (3 × 10) tablets in a 
PVC/PVDC//Al blister, 
supplied in a box 

YES YES YES YES 

RAWEL SR film-coated tablets 
with prolonged- 
release 

Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

60 (6 × 10) tablets in a 
PVC/PVDC//Al blister, 
supplied in a box 

YES YES YES YES 

REBETOL 200 mg 
hard capsules 

hard capsules Schering-Plough Labo N.V. 
Industriepark 30, Heist-op- 
den-Berg, Belgium 

84 (7 × 12) capsules in a 
blister (PVC/PE/PVDC//Al), 
supplied in a box 

YES YES YES YES
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REBETOL 40 mg/ml 
oral solution 

oral solution Schering-Plough Labo N.V. 
Industriepark 30, Heist-op- 
den-Berg, Belgium 

100 ml of oral solution in 
an amber glass bottle with 
tamper-proof plastic closure, 
1 glass bottle in a box 

YES YES YES YES 

Rebif 22 
micrograms 
-solution for 
injection 

solution for 
injection 

Industria Farmaceutica 
Serono S.p.A., Bari, Italy and 
Laboratoires Serono S.A., 
Aubonne, Switzerland 

Pre-filled 1 ml glass syringe 
with fixed stainless steel 
needle containing a single 
0,5 ml dose of solution for 
injection, supplied in a box 

YES YES 

Rebif 44 
micrograms 
-solution for 
injection 

solution for 
injection 

Industria Farmaceutica 
Serono S.p.A., Bari, Italy; 
Laboratoires Serono S.A., 
Aubonne, Switzerland 

Pre-filled 1 ml glass syringe 
with fixed stainless steel 
needle containing a single 
0,5 ml dose of solution for 
injection, supplied in a box 

YES YES 

Recombinate 1 000 
IU 

lyophilisate and 
solvent for prep
aration of intra
venous solution 
(injections/infusion) 

Baxter S.A, Hyland Immuno, 
Lessines, Belgium 

30 ml bottle with 
lyophilized drug, bottle with 
10 ml of solvent (water for 
injection), sterile double 
needle for dissolution, sterile 
filter needle, sterile mini 
infusion kit, disposable 
sterile syringe, supplied in a 
box 

YES YES 

Recombinate 250 
IU 

lyophilisate and 
solvent for intra
venous solution 
(injections/infusion) 

Baxter S.A, Hyland Immuno, 
Lessines, Belgium 

30 ml bottle with 
lyophilized drug, bottle with 
10 ml of solvent (water for 
injection), sterile double 
needle for dissolution, sterile 
filter needle, sterile mini 
infusion kit, disposable 
sterile syringe, supplied in a 
box 

YES YES
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Recombinate 500 
IU 

lyophilisate and 
solvent for prep
aration of i.v. 
solution (injections/ 
infusion) 

Baxter S.A, Hyland Immuno, 
Lessines, Belgium 

30 ml bottle with 
lyophilized drug, bottle with 
10 ml of solvent (water for 
injection), sterile double 
needle for dissolution, sterile 
filter needle, sterile mini 
infusion kit, disposable 
sterile syringe, supplied in a 
box 

YES YES 

Rectodelt 100 mg 
suppositories 

suppositories Trommsdorff GmbH & 
Co.KG Arzneimittel, Alsdorf, 
Germany 

4 suppositories in a white 
non-transparent strip 
(PVC/PE), supplied in a box 

YES YES 

Reductil 10 mg 
capsules 

capsules Abbott GmbH & Co. KG, 
Ludwigshafen, Germany 

28 (2 × 14) capsules in a 
blister, supplied in a box 

YES YES 

Reductil 15 mg 
capsules 

capsules Abbott GmbH & Co. KG, 
Ludwigshafen, Germany 

28 (2 × 14) capsules in a 
blister, supplied in a box 

YES YES 

Reglan injection solution for intra
muscular injection 
and intravenous 
infusion 

Alkaloid AD, Skopje, 
FYROM in cooperation with 
Sanofi-Synthelabo, France 

30 ampoules (6 × 5 on a 
plastic pad) with 2 ml of 
solution, supplied in a box 

YES YES 

REGLAN solution oral solution Alkaloid AD - Skopje, 
Bulevar Aleksandar Make
donski 12, Skopje, FYROM 

120 ml of solution in an 
amber glass bottle with 
dispenser, supplied in a box 

YES YES 

Reglan tablets tablets Alkaloid AD, Skopje, 
FYROM in cooperation with 
Sanofi-Synthelabo, France 

40 tablets in an amber glass 
bottle, supplied in a box 

YES YES 

Relenza inhalation powder, 
dosed 

GlaxoWellcome Production, 
Évreux, France and Glaxo
SmithKline Australia Pty Ltd., 
Australia 

5 rotadisk blisters (PVC/Al) 
each with 4 doses of 
powder, in a plastic box 
with 1 diskhaler (applicator), 
supplied in a box 

YES YES YES
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Remicade powder 
for concentrate of 
solution for infusion 

powder for prep
aration of 
concentrate of 
solution for 
infusion 

Centocor B.V., Einsteinweg 
101, 2333 CB Leiden, the 
Netherlands 

One glass vial with powder 
supplied in a box 

YES YES 

Renagel 800 mg 
film-coated tablets 

film-coated tablets Genzyme Limited Great 
Britain; Genzyme Ireland 
Limited, Ireland 

180 tablets in a plastic 
bottle 

YES YES YES YES 

Rennie chewing tablets Bayer Santé Familiale, 33 rue 
de l’industrie, 74240 
Gaillard, France 

24 (4 × 6) tablets in a blister, 
supplied in a box 

YES YES YES 

Replagal 1 mg/1 ml 
concentrate of 
solution for infusion 

concentrate of 
solution for 
infusion 

TKT Europe AB, Danderyd, 
Sweden 

5 ml glass bottle with 3,5 ml 
of concentrate supplied in a 
box 

YES YES YES YES YES 

Replagal 1 mg/1 ml 
concentrate of 
solution for infusion 

concentrate of 
solution for 
infusion 

TKT Europe AB, Danderyd, 
Sweden 

3 ml glass bottle with 1 ml 
of concentrate supplied in a 
box 

YES YES YES YES YES 

Requip 0,25 mg 
tablets 

film-coated tablets SmithKline Beecham Phar
maceuticals, Crawley, West 
Sussex, Great Britain 

210 tablets in a PVC/PVDC 
blister, supplied in a box 

YES YES 

Requip 1 mg tablets film-coated tablets SmithKline Beecham Phar
maceuticals, Crawley, West 
Sussex, Great Britain 

21 tablets in a PVC/PVDC 
blister, supplied in a box 

YES YES 

Requip 2 mg tablets film-coated tablets SmithKline Beecham Phar
maceuticals, Crawley, West 
Sussex, Great Britain 

21 tablets in a PVC/PVDC 
blister, supplied in a box 

YES YES
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Requip 5 mg tablets film-coated tablets SmithKline Beecham Phar
maceuticals, Crawley, West 
Sussex, Great Britain 

21 tablets in a PVC/PVDC 
blister, supplied in a box 

YES YES 

Retafer 100 mg 
film-coated tablets 

film-coated tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

30 tablets in an amber glass 
bottle with an aluminium 
stopper, supplied in a box 

YES YES 

Revatio 20 mg 
tablets 

film-coated tablets Pfizer PGM, Pocé-sur-Cisse, 
France 

90 (6 × 15) tablets in a 
blister (PVC/Al), supplied in 
a box 

YES YES YES YES 

Revia film-coated tablets Bristol-Myers Squibb, 
Épernon, France 

28 (4 × 7) tablets in a white 
nontransparent PVC/PE/ 
Aclar/Al blister, supplied in a 
box 

YES YES 

Rhesogamma P solution for intra
muscular injection 

Aventis Behring GmbH, 
Emil-von-Behring Straße 76, 
Marburg, Germany 

Box with 1 ampoule with 
1,5 ml of solution (not less 
than 300 μg = 
1 500 IU) 

YES YES 

Rhesonativ 1 250 
IU 

lyophilisate and 
solvent for prep
aration of solution 
for i.m. injection 

Octapharma AB, Stockholm, 
Sweden 

Lyophilisate in a glass bottle 
(8 ml) and 2 ml of solvent 
(water for injection) in an 
ampoule, supplied in a box 

YES YES 

RHINOSTOP syrup syrup Bosnalijek d.d., Jukićeva 53, 
Sarajevo, Bosnia and Herze
govina 

100 ml of syrup in an 
amber glass bottle with 
plastic cap and a 5 ml plastic 
measuring spoon, supplied 
in a box 

YES YES YES 

RHINOSTOP tablets tablets Bosnalijek d.d., Jukićeva 53, 
Sarajevo, Bosnia and Herze
govina 

10 (1 × 10) tablets in an 
Al/PVC blister, supplied in a 
box 

YES YES YES
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Ringer’s solution for 
intravenous 
infusion, 500 ml 

solution for intra
venous infusion 

Hrvatski zavod za trans
fuzijsku medicinu, Petrova 3, 
Zagreb, Republic of Croatia 

500 ml in a glass infusion 
bottle with a chlorobutyl 
stopper protected with an 
aluminium cap with a plastic 
lid (10 bottles with plastic 
holders, supplied in a box) 

YES YES 

Ringer’s solution solution for 
infusion 

B. Braun Melsungen AG, 
Carl-Braun-Straße 1, 
Melsungen, Germany 

10 polyethylene bottles with 
1 000 ml of solution, 
supplied in a box 

YES YES 

Ringer’s solution solution for 
infusion 

B. Braun Melsungen AG, 
Carl-Braun-Straße 1, 
Melsungen, Germany 

10 polyethylene bottles with 
500 ml of solution, supplied 
in a box 

YES YES 

Ringer’s solution 
Viaflo 

solution for 
infusion 

Baxter S.A., Belgium; Baxter 
Healthcare Ltd, Great Britain; 
Bieffe Medital Sabinanigo, 
Spain 

10 plastic Viaflo bags with 
1 000 ml of infusion 
solution, in a protective bag, 
supplied in a box 

YES YES 

Ringer’s solution 
Viaflo 

solution for 
infusion 

Baxter S.A., Belgium; Baxter 
Healthcare Ltd, Great Britain; 
Bieffe Medital Sabinanigo, 
Spain 

20 plastic Viaflo bags with 
500 ml of infusion solution, 
in a protective bag, supplied 
in a box 

YES YES 

Rinolan syrup syrup Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

100 ml of syrup in a 125 ml 
amber glass bottle with 
aluminum cap and a 5 ml 
plastic (poylethyrene) spoon, 
supplied in a box 

YES YES 

Rinolan tablets tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

10 (1 × 10) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES
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Rispolept 1 mg/ml 
solution for oral use 

oral solution Janssen Pharmaceutica NV, 
Turnhoutseweg 30, Beerse, 
Belgium 

100 ml of oral solution in 
an amber glass bottle with 
tamper-prooft plastic closure 
and pipette, supplied in a 
box 

YES YES 

Rispolept Consta 
25 mg 

prolonged-release 
suspension for i.m. 
injections 

Cilag AG, Schaffhausen, 
Switzerland for Janssen 
Pharmaceutica N.V., Beerse, 
Belgium 

65,6 mg of powder (micro
spheres) in a glass bottle, 
2 ml of solvent in a syringe, 
2 needles for preparation of 
suspension and 1 needle for 
i.v. administration, in a 
plastic container, supplied in 
a box 

YES YES 

Rispolept Consta 
37,5 mg 

prolonged-release 
suspension for i.m. 
injections 

Cilag AG, Schaffhausen, 
Switzerland for Janssen 
Pharmaceutica N.V., Beerse, 
Belgium 

98,4 mg of powder (micro
spheres) in a glass bottle, 
2 ml of solvent in a syringe, 
2 needles for preparation of 
suspension and a needle for 
i.v. administration, inserted 
into a plastic container, 
supplied in a box 

YES YES 

Rispolept Consta 
50 mg 

prolonged-release 
suspension for i.m. 
injection 

Cilag AG, Schaffhausen, 
Switzerland for Janssen 
Pharmaceutica N.V., Beerse, 
Belgium 

131,2 mg powder (micro
sphere) in a glass bottle, 
2 ml of diluent in a syringe, 
2 needles for suspension 
preparation and one needle 
for intramuscular adminis
tration, inserted in a plastic 
container, supplied in a box 

YES YES 

Rispolept tablets 
1 mg 

film-coated tablets Janssen-Cilag S.p.A., Borgo 
San Michele, Latina, Italy 

20 (2 × 10) tablets in a 
blister (PVC/PE/PVDC//Al), 
supplied in a box 

YES YES
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Rispolept tablets 
2 mg 

film-coated tablets Janssen-Cilag S.p.A., Borgo 
San Michele, Latina, Italy 

60 (6 × 10) tablets in a 
blister (PVC/PE/PVDC//Al), 
supplied in a box 

YES YES 

Rispolept tablets 
3 mg 

film-coated tablets Janssen-Cilag S.p.A., Borgo 
San Michele, Latina, Italy 

60 (6 × 10) tablets in a 
blister (PVC/PE/PVDC//Al), 
supplied in a box 

YES YES 

Rispolept tablets 
4 mg 

film-coated tablets Janssen-Cilag S.p.A., Borgo 
San Michele, Latina, Italy 

60 (6 × 10) tablets in a 
blister (PVC/PE/PVDC//Al), 
supplied in a box 

YES YES 

Rispolux 1 mg film-coated tablets Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

20 (2 × 10) tablets in PVC/ 
PE/PVDC/Al blister, supplied 
in a box 

YES YES YES 

Rispolux 2 mg film-coated tablets Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

20 (2 × 10) tablets in PVC/ 
PE/PVDC/Al blister, supplied 
in a box 

YES YES YES 

Rispolux 3 mg film-coated tablets Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

20 (2 × 10) tablets in PVC/ 
PE/PVDC/Al blister, supplied 
in a box 

YES YES YES 

Rispolux 4 mg film-coated tablets Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

20 (2 × 10) tablets in PVC/ 
PE/PVDC/Al blister, supplied 
in a box 

YES YES YES 

Risset tablets 1 mg film-coated tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

20 (2 × 10) film-coated 
tablets in an orange PVC/ 
PVDC/Al blister, supplied in 
a box 

YES YES
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Risset tablets 2 mg film-coated tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

20 (2 × 10) film-coated 
tablets in an orange PVC/ 
PVDC/Al blister, supplied in 
a box 

YES YES 

Risset tablets 3 mg film-coated tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

20 (2 × 10) film-coated 
tablets in an orange PVC/ 
PVDC/Al blister, supplied in 
a box 

YES YES 

Risset tablets 4 mg film-coated tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

20 (2 × 10) film-coated 
tablets in an orange PVC/ 
PVDC/Al blister, supplied in 
a box 

YES YES 

Rivotril 0,5 mg 
tablets 

tablets F. Hoffmann-La Roche Ltd., 
Grenzacherstrasse 124, Basel, 
Switzerland 

50 tablets in an amber glass 
bottle with a plastic (PE) 
stopper, supplied in a box 

YES YES 

Rivotril 2 mg tablets tablets F. Hoffmann-La Roche Ltd., 
Grenzacherstrasse 124, Basel, 
Switzerland 

30 tablets in an amber glass 
bottle with a plastic (PE) 
stopper, supplied in a box 

YES YES 

Roaccutane soft 
capsules 10 mg 

soft capsules F. Hoffmann-La Roche Ltd., 
Grenzacherstrasse 124, Basel, 
Switzerland 

30 (3 × 10) soft capsules in 
a blister (PVC/PE/PVDC//Al), 
supplied in a box 

YES YES 

Rocaltrol 0,25 μg 
capsules 

soft capsules F. Hoffmann-La Roche Ltd., 
Grenzacherstrasse 124, Basel, 
Switzerland 

100 (5 × 20) capsules in 
PVC/Al blister, supplied in a 
box 

YES YES 

Rocaltrol 0,5 μg 
capsules 

soft capsules F. Hoffmann-La Roche Ltd., 
Grenzacherstrasse 124, Basel, 
Switzerland 

100 (5 × 20) capsules in a 
PVC/Al blister, supplied in a 
box 

YES YES
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Rocephin 1 g i.m. powder for prep
aration of solution 
for intramuscular 
injection 

F. Hoffmann-La Roche Ltd., 
Grenzacherstrasse 124, Basel, 
Switzerland 

1 g of powder in a vial and 
3,5 ml of solvent (water for 
injection) in an ampoule, 
supplied in a box 

YES YES 

Rocephin 1 g i.v. powder for prep
aration of solution 
for intravenous 
injection 

F. Hoffmann-La Roche Ltd., 
Grenzacherstrasse 124, Basel, 
Switzerland 

1 g of powder in a vial and 
10 ml of solvent (water for 
injection) in an ampoule, 
supplied in a box 

YES YES 

Rocephin 2 g 
powder for infusion 
solution 

powder for 
solution for 
infusion (for i.v. 
use) 

F. Hoffmann-La Roche Ltd., 
Grenzacherstrasse 124, Basel, 
Switzerland 

One 50 ml glass vial for 
infusion containing 
powder,with rubber cap, 
supplied in a vial 

YES YES 

Roferon-A 
3 MIU/0,5 ml 

solution for 
injection (for single 
s.c. administration) 

F. Hoffmann-La Roche Ltd., 
Grenzacherstrasse 124, Basel, 
Switzerland 

One glass syringe containing 
0,5 ml of solution, closed 
with protective cap and a 
needle (in a plastic 
container), supplied in a box 

YES YES 

Roferon-A 
4,5 MIU/0,5 ml 

solution for 
injection (for single 
s.c. administration) 

F. Hoffmann-La Roche Ltd., 
Grenzacherstrasse 124, Basel, 
Switzerland 

One glass syringe with 
0,5 ml of solution closed 
with a protective cap and 
one needle (in a plastic 
container), supplied in a box 

YES YES 

Roferon-A 
6 MIU/0,5 ml 

solution for 
injection (for single 
s.c. administration) 

F. Hoffmann-La Roche Ltd., 
Grenzacherstrasse 124, Basel, 
Switzerland 

One glass syringe with 
0,5 ml of solution closed 
with a protective cap and 
one needle (in a plastic 
container), supplied in a box 

YES YES
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Roferon-A 
9 MIU/0,5 ml 

solution for 
injection (for single 
s.c. administration) 

F. Hoffmann-La Roche Ltd., 
Grenzacherstrasse 124, Basel, 
Switzerland 

One glass syringe with 
0,5 ml of solution closed 
with a protective cap and 
one needle (in a plastic 
container), supplied in a box 

YES YES 

ROJAZOL 200 mg 
pessary 

pessary Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

7 (1 × 7) pessaries in an 
Al/PE strip, supplied in a 
box 

YES YES 

ROJAZOL cream cream Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

30 g of cream in an 
aluminium tube with a 
plastic stopper, supplied in a 
box 

YES YES 

ROJAZOL oral gel oral gel Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

40 g of oral gel in an 
aluminium tube with a 5 ml 
plastic measuring spoon, 
supplied in a box 

YES YES 

Rosalgin granules granules for vaginal 
solution 

A.C.R.A.F. S.p.A., Via Vecchia 
del Pinocchio, 22, 60131 
Ancona, Italy 

4 bags (2 × 2), each with 
9,44 g of granulate, supplied 
in a box 

YES YES 

Rosalgin solution vaginal solution A.C.R.A.F. S.p.A., Via Vecchia 
del Pinocchio, 22, 60131 
Ancona, Italy 

140 ml of solution in a 
plastic bottle with plastic 
applicator attachment, 5 
bottles in a carton box 

YES YES
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ROWAchol capsules capsules ROWA PHAR
MACEUTICALS LTD., 
Newtown, Bantry, Co. Cork, 
Ireland 

30 (3 × 10) capsules in a 
blister, supplied in a box 

YES YES YES 

ROWAtinex 
capsules 

capsules ROWA PHAR
MACEUTICALS LTD., 
Newtown, Bantry, Co. Cork, 
Ireland 

30 (3 × 10) capsules in a 
blister, supplied in a box 

YES YES YES 

Rozamet 1 % cream cream Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

25 grams of cream in an Al 
tube, supplied in a carton 
box 

YES YES 

RUDAKOL 135 mg 
coated tablets 

coated tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

50 coated tablets in an 
amber glass bottle with an 
aluminium stopper, supplied 
in a box 

YES YES 

Rupurut chewing 
tablets 

chewing tablets Bayer HealthCare AG, 51368 
Leverkusen, Germany 

20 (2 × 10) chewing tablets 
in a blister, supplied in a 
box 

YES YES YES 

Rutacid chewing 
tablets 500 mg 

chewing tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

20 (2 × 10) tablets in a 
blister (PVC/PVDC-Al), 
supplied in a box 

YES YES YES 

Rytmonorm 
150 mg film tablets 

film-coated tablets Abbott GmbH & Co. KG, 
Ludwigshafen, Germany 

50 (5 × 10) film-coated 
tablets in a blister (PVC/Al 
or PP/Al), supplied in a box 

YES YES 

Rytmonorm 
300 mg film tablets 

film-coated tablets Abbott GmbH & Co. KG, 
Ludwigshafen, Germany 

50 (5 × 10) film-coated 
tablets in a blister (PVC/Al 
or PP/Al), supplied in a box 

YES YES
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Rytmonorm 
solution for 
injection 

solution for 
injection 

Ebewe Pharma Ges. m.b.H. 
Nfg. KG, Mondseestraße 11, 
Unterach, Austria 

20 ml of injection solution 
in a glass ampoule, 5 
ampoules supplied in a box 

YES YES 

Salazopyrin EN 
tablets 500 mg 

gastric-resistant 
tablets 

Pfizer Health AB, Uppsala, 
Sweden 

100 tablets in a polyethylene 
bottle, supplied in a box 

YES YES 

Salofalk supposi
tories 250 mg 

suppositories dr. Falk Pharma GmbH, 
Freiburg, Germany 

30 (6 × 5) suppositories in a 
strip (PVC/LDPE), supplied in 
a box 

YES YES 

Salofalk supposi
tories 500 mg 

suppositories dr. Falk Pharma GmbH, 
Freiburg, Germany 

30 (6 × 5) suppositories in a 
strip (PVC/LDPE), supplied in 
a box 

YES YES 

Salofalk suspension 
for rectal adminis
tration 4 g/60 ml 

suspension for 
rectal adminis
tration 

dr. Falk Pharma GmbH, 
Freiburg, Germany 

7 plastic containers each 
with 60 ml of suspension 
(with attachment for rectal 
administration) in a 
protective blister, supplied in 
a box 

YES YES 

Salofalk 250 mg 
tablets 

gastric-resistant 
tablets 

dr. Falk Pharma GmbH, 
Freiburg, Germany 

100 (10 × 10) tablets in a 
PVC/PVDC//Al blister, 
supplied in a box 

YES YES 

Salofalk 500 mg 
tablets 

gastric-resistant 
tablets 

dr. Falk Pharma GmbH, 
Freiburg, Germany 

100 (10 × 10) tablets in a 
PVC/PVDC//Al blister, 
supplied in a box 

YES YES 

Salviamin L8b.UH solution for 
infusion 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

250 ml of solution for 
infusion in a plastic bottle 
for infusion, 10 bottles and 
plastic bottle holders in a 
box 

YES YES
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Salviamin L8b.UH solution for 
infusion 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

500 ml of solution for 
infusion in a glass infusion 
bottle, 10 bottles and plastic 
bottle holders in a box 

YES YES 

Salviamin LX6 solution for 
infusion 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

500 ml of solution for 
infusion in a glass infusion 
bottle, 10 bottles in a box 

YES YES 

Sandimmun 
50 mg/ml 
concentrate for 
infusion 

concentrate for 
intravenous 
infusion 

Novartis Pharma Stein AG, 
Schaffhauserstrasse, Stein, 
Switzerland 

10 ampoules containing 
5 ml of concentrate for 
infusion, supplied in a box 

YES YES 

Sandimmun Neoral 
100 mg capsules 

soft gelatinous 
capsules 

Novartis Pharma Stein AG, 
Schaffhauserstrasse, Stein, 
Switzerland 

50 (10 × 5) capsules in an 
Al blister, supplied in a box 

YES YES 

Sandimmun Neoral 
capsules 25 mg 

soft gelatinous 
capsules 

Novartis Pharma Stein AG, 
Schaffhauserstrasse, Stein, 
Switzerland 

50 (10 × 5) capsules in an 
Al blister, supplied in a box 

YES YES 

Sandimmun Neoral 
capsules 50 mg 

soft gelatinous 
capsules 

Novartis Pharma Stein AG, 
Schaffhauserstrasse, Stein, 
Switzerland 

50 (10 × 5) capsules in an 
Al blister, supplied in a box 

YES YES 

Sandimmun Neoral 
100 mg/ml oral 
solution 

oral solution Novartis Pharma S.A.S., 
Huningue Cedex, France 

50 ml of solution in an 
amber glass bottle with a 
measuring kit (in a 
protective container), 
supplied in a box 

YES YES 

Sandostatin 0,05 mg 
injection 

solution for 
injection 

Novartis Pharma Stein AG, 
Schaffhauserstrasse, Stein, 
Switzerland 

5 ampoules each with 1 ml 
of solution for injection, 
supplied in a box 

YES YES
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Sandostatin 0,1 mg 
injection 

solution for 
injection 

Novartis Pharma Stein AG, 
Schaffhauserstrasse, Stein, 
Switzerland 

5 ampoules each with 1 ml 
of solution for injection, 
supplied in a box 

YES YES 

Sandostatin 0,5 mg 
injection 

solution for 
injection 

Novartis Pharma Stein AG, 
Schaffhauserstrasse, Stein, 
Switzerland 

5 ampoules each with 1 ml 
of solution for injection, 
supplied in a box 

YES YES 

Sandostatin LAR 
10 mg 

powder and solvent 
for suspension for 
injection 

Novartis Pharma Stein AG, 
Schaffhauserstrasse, Stein, 
Switzerland 

Vial with powder, pre-filled 
syringe with 2,5 ml of 
solvent for suspension, and 
two needles (1,1 × 40 mm, 
19 G × 1 1/2″) in individual 
packages, inserted into 
protective plastic container, 
supplied in a carton box 

YES YES 

Sandostatin LAR 
20 mg 

powder and solvent 
for suspension for 
injection 

Novartis Pharma Stein AG, 
Schaffhauserstrasse, Stein, 
Switzerland 

Vial with powder, pre-filled 
syringe with 2,5 ml of 
solvent for suspension, two 
needles (1,1 × 40 mm, 19 G 
× 1 1/2″) in individual 
packages, inserted into a 
protective plastic container, 
supplied in a carton box 

YES YES 

Sandostatin LAR 
30 mg 

powder and solvent 
for suspension for 
injection 

Novartis Pharma Stein AG, 
Schaffhauserstrasse, Stein, 
Switzerland 

Vial with powder, pre-filled 
syringe with 2,5 ml of 
solvent for suspension, two 
needles (1,1 × 40 mm, 19 G 
× 1 1/2″) in individual 
packages, inserted into a 
protective plastic container, 
supplied in a carton box 

YES YES
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Sanval 10 mg 
tablets 

film-coated tablets Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

20 (2 × 10) tablets in 
PVC/Al blister, supplied in a 
box 

YES YES 

Sanval 10 mg 
tablets 

film-coated tablets Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

20 (2 × 10) tablets in 
PVC/Al blister, supplied in a 
box 

YES YES 

Sanval 5 mg tablets film-coated tablets Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

20 (2 × 10) tablets in 
PVC/Al blister, supplied in a 
box 

YES YES 

Saridon tablets Bayer Santé Familiale, 33 rue 
de L’industrie, 74240 
Gaillard, France 

10 (1 × 10) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES YES 

Seldiar capsules capsules Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

20 capsules in an amber 
glass bottle, supplied in a 
box 

YES YES 

Septolete lozenges Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

30 (3 × 10) lozenges in a 
blister, supplied in a box 

YES YES YES 

Septolete D lozenges Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

30 (3 × 10) lozenges in a 
blister, supplied in a box 

YES YES YES 

Septolete wild 
cherry 

lozenges Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

18 (2 × 9) lozenges in a 
blister (PVC/PVDC-Al), 
supplied in a box 

YES YES YES 

Septolete lemon lozenges Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

18 (2 × 9) lozenges in a 
blister (PVC/PVDC-Al), 
supplied in a box 

YES YES YES 

Septolete Plus 
lozenges 

lozenges Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

30 (3 × 10) lozenges in a 
blister (PVC/PVDC-Al), 
supplied in a box 

YES YES YES
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Septolete green 
apple 

lozenges Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

18 (2 × 9) lozenges in a 
blister (PVC/PVDC-Al), 
supplied in a box 

YES YES YES 

Serdolect 12 mg 
film-coated tablets 

film-coated tablets H. Lundbeck A/S, Ottilavej 9, 
2500 Valby, Denmark 

28 (4 × 7) tablets in a blister 
(PVC/PVDC/Al), supplied in 
a box 

YES YES YES 

Serdolect 16 mg 
film-coated tablets 

film-coated tablets H. Lundbeck A/S, Ottilavej 9, 
2500 Valby, Denmark 

28 (4 × 7) tablets in a blister 
(PVC/PVDC/Al), supplied in 
a box 

YES YES YES 

Serdolect 20 mg 
film-coated tablets 

film-coated tablets H. Lundbeck A/S, Ottilavej 9, 
2500 Valby, Denmark 

28 (4 × 7) tablets in a blister 
(PVC/PVDC/Al), supplied in 
a box 

YES YES YES 

Serdolect 4 mg film- 
coated tablets 

film-coated tablets H. Lundbeck A/S, Ottilavej 9, 
2500 Valby, Denmark 

30 (3 × 10) tablets in a 
PVC/PVDC/Al blister, 
supplied in a box 

YES YES YES 

Seretide 100 discus inhalation powder Glaxo Wellcome Operations, 
Greenford, Great Britain 

60 doses of powder in an 
aluminium blister (with 
protective foil) in a plastic 
housing, supplied in a box 

YES YES YES 

Seretide 125 Inhaler inhalation aerosol Glaxo Wellcome Production, 
Évreux, France 

One metal container (120 
doses) with metering valve 
in plastic atomizer for oral 
administration, supplied in a 
box 

YES YES YES 

Seretide 250 diskus inhalation powder Glaxo Wellcome Operations, 
Greenford, Great Britain 

60 doses of powder in an 
aluminium blister (with 
protective foil) in a plastic 
housing, supplied in a box 

YES YES YES
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Seretide 250 Inhaler inhalation aerosol Glaxo Wellcome Production, 
Évreux, France 

One metal container (120 
doses) with metering valve 
in plastic atomizer for oral 
administration, supplied in a 
box 

YES YES YES 

Seretide 50 Inhaler inhalation aerosol Glaxo Wellcome Production, 
Évreux, France 

One metal container (120 
doses) with metering valve 
in plastic atomizer for oral 
administration, supplied in a 
box 

YES YES YES 

Seretide 500 diskus inhalation powder Glaxo Wellcome Operations, 
Greenford, Great Britain 

60 doses of powder in an 
aluminium blister (with 
protective foil) in a plastic 
housing, supplied in a box 

YES YES YES 

Serevent Discus inhalation powder Glaxo Wellcome Production, 
Évreux, France 

60 doses of powder in an 
aluminium blister, in a 
plastic housing, supplied in a 
box 

YES YES 

Serevent Inhaler inhalation aerosol 
(suspension) 

GlaxoSmithKline Phar
maceuticals S.A., ul. Grun
waldzka 189, Poznań, Polish 
Glaxo Wellcome Production, 
23 rue Lavoisier, Évreux, 
France 

120 doses in a metal 
(aluminum) bottle with 
metering valve in plastic 
nebulizer, supplied in a box 

YES YES 

SEROQUEL tablets 
100 mg 

film-coated tablets AstraZeneca UK Limited, Silk 
Road Business Park, 
Macclesfield, Cheshire, Great 
Britain 

60 tablets (6 × 10) in a 
blister, supplied in a box 

YES YES YES 

SEROQUEL tablets 
200 mg 

film-coated tablets AstraZeneca UK Limited, Silk 
Road Business Park, 
Macclesfield, Cheshire, Great 
Britain 

60 tablets (6 × 10) in a 
blister, supplied in a box 

YES YES YES
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SEROQUEL tablets 
25 mg 

film-coated tablets AstraZeneca UK Limited, Silk 
Road Business Park, 
Macclesfield, Cheshire, Great 
Britain 

60 tablets (6 × 10) in a 
blister, supplied in a box 

YES YES YES 

Seroquel tablets 
300 mg 

film-coated tablets AstraZeneca UK Limited, Silk 
Road Business Park, 
Macclesfield, Cheshire, Great 
Britain 

60 (6 × 10) tablets in a 
blister (PVC/Al), supplied in 
a box 

YES YES YES 

Seroxat 20 mg 
tablets 

film-coated tablets Belupo lijekovi i kozmetika 
d.d., Koprivnica, Republic of 
Croatia in cooperation with 
GlaxoSmithKline, Great 
Britain 

30 (3 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Seroxat 30 mg 
tablets 

film-coated tablets Belupo lijekovi i kozmetika 
d.d., Koprivnica, Republic of 
Croatia in cooperation with 
GlaxoSmithKline, Great 
Britain 

30 (3 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Seroxat oral 
suspension 

oral suspension Belupo lijekovi i kozmetika 
d.d., Koprivnica, Republic of 
Croatia in cooperation with 
GlaxoSmithKline, Great 
Britain 

150 ml of suspension in an 
amber glass bottle, supplied 
in a box 

YES YES 

Setronon injection 
4 mg/2 ml 

solution for 
injection 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

Box with 5 ampoules 
containing 2 ml of solution 

YES YES 

Setronon injection 
8 mg/4 ml 

solution for 
injection 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

Box with 5 ampoules 
containing 4 ml of solution 

YES YES
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Setronon tablets 
4 mg 

film tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

Box with 10 tablets (blister) YES YES 

Setronon tablets 
8 mg 

film tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

Box with 10 tablets (blister) YES YES 

Sevorane inhalate, solution Abbott Laboratories Ltd., 
Queenborough, Great Britain 

Brown polyethylene bottle 
with 250 ml of solution and 
a tamper-evident stopper, 
supplied in a box 

YES YES 

Sevredol 10 mg 
film-coated tablets 

film-coated tablets Bard Pharmaceuticals Ltd., 
Milton Road, Cambridge, 
Great Britain 

56 (4 × 14) tablets in a 
PVC/PVDC/Al blister, 
supplied in a box 

YES YES 

Sevredol 10 mg 
film-coated tablets 

film-coated tablets Mundipharma Gm.b.H., 
Limburg, Germany and 
Mundipharma GES.m.b.H., 
Vienna, Austria 

30 (3 × 10) tablets in a 
PVC/PVDC/Al blister, 
supplied in a box 

YES YES 

Sevredol 20 mg 
film-coated tablets 

film-coated tablets Bard Pharmaceuticals Ltd., 
Milton Road, Cambridge, 
Great Britain 

56 (4 × 14) tablets in a 
PVC/PVDC/Al blister, 
supplied in a box 

YES YES 

Sevredol 20 mg 
film-coated tablets 

film-coated tablets Mundipharma Gm.b.H., 
Limburg, Germany and 
Mundipharma GES.m.b.H., 
Vienna, Austria 

30 (3 × 10) tablets in a 
PVC/PVDC/Al blister, 
supplied in a box 

YES YES 

Silapen 1 000 oral 
suspension 

oral suspension Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

150 ml of suspension in an 
amber glass bottle, supplied 
in a box 

YES YES
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Silapen 1 000 
tablets 

tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

15 tablets in a plastic bottle, 
supplied in a box 

YES YES 

Silapen 1 500 
tablets 

tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

30 tablets in a blister, 
supplied in a box 

YES YES 

Silymarin capsules capsules Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

30 (3 × 10) capsules in a 
PVC/Al blister, supplied in a 
box 

YES YES YES 

Simcard 10 film-coated tablets Cipla Ltd., MIDC Industrial 
Area, Kurkumbh, Pune, 
Maharashtra State, India 

20 (2 × 10) tablets in a 
blister (white PVC/PVDC/Al), 
supplied in a box 

YES YES 

Simcard 20 film-coated tablets Cipla Ltd., MIDC Industrial 
Area, Kurkumbh, Pune, 
Maharashtra State, India 

20 (2 × 10) tablets in a 
blister (white PVC/PVDC/Al), 
supplied in a box 

YES YES 

Simcard 40 film-coated tablets Cipla Ltd., MIDC Industrial 
Area, Kurkumbh, Pune, 
Maharashtra State, India 

28 (2 × 14) tablets in a 
blister (white PVC/PVDC/Al), 
supplied in a box 

YES YES 

Simdax 2,5 mg/ml 
concentrate of 
solution for infusion 

concentrate of 
solution for 
infusion 

Orion Corporation ORION 
PHARMA, Espoo, Finland 

One glass vial with 5 ml of 
solution concentrate, 
supplied in a box 

YES YES YES 

Simulect 10 mg powder and solvent 
for preparation of 
solution for 
injection or 
infusion 

Novartis Pharma Stein AG, 
Schaffhauserstrasse, Stein, 
Switzerland 

Vial containing medicinal 
product (powder) and 
ampoule with 5 ml of 
solvent (water for injection), 
supplied in a box 

YES YES
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Simulect 20 mg powder and solvent 
for preparation of 
solution for 
injection or 
infusion 

Novartis Pharma Stein AG, 
Schaffhauserstrasse, Stein, 
Switzerland 

Vial containing medicinal 
product (powder) and 
ampoule with 5 ml of 
solvent (water for injection), 
supplied in a box 

YES YES 

Simvastatin Lek 
10 mg film-coated 
tablets 

film-coated tablets Lek farmacevtska družba 
d.d., Ljubljana, Republic of 
Slovenia, LEK S.A., 
Warszawa, Poland and 
Salutas Pharma GmbH, 
Barleben, Germany 

28 (2 × 14) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES YES 

Simvastatin Lek 
20 mg film-coated 
tablets 

film-coated tablets Lek farmacevtska družba 
d.d., Ljubljana, Republic of 
Slovenia, LEK S.A., 
Warszawa, Poland and 
Salutas Pharma GmbH, 
Barleben, Germany 

28 (2 × 14) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES YES 

Simvastatin Lek 
40 mg film-coated 
tablets 

film-coated tablets Lek farmacevtska družba 
d.d., Ljubljana, Republic of 
Slovenia, LEK S.A., 
Warszawa, Poland and 
Salutas Pharma GmbH, 
Barleben, Germany 

28 (2 × 14) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES YES 

Simvax 10 mg film- 
coated tablets 

film-coated tablets Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

20 (2 × 10) film-coated 
tablets in a (PVC/PVDC/Al) 
blister, supplied in a box 

YES YES 

Simvax 10 mg film- 
coated tablets 

film-coated tablets Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

28 (1 × 28) film-coated 
tablets in a PVC/PVDC/Al 
blister, supplied in a box 

YES YES 

Simvax 20 mg film- 
coated tablets 

film-coated tablets Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

20 (2 × 10) film-coated 
tablets in a (PVC/PVDC/Al) 
blister, supplied in a box 

YES YES 

Simvax 40 mg film- 
coated tablets 

film-coated tablets Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

20 (2 × 10) film-coated 
tablets in a (PVC/PVDC/Al) 
blister, supplied in a box 

YES YES
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Sinecod 50 film- 
coated tablets 

film-coated tablets Novartis Sağlık, Turkey for 
Novartis Consumer Health 
S.A., Switzerland 

10 (1 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Sinecod oral drops oral drops, solution Novartis Consumer Health 
S.A., route de l’Étraz, Nyon, 
Switzerland 

20 ml of solution in a plastic 
bottle with dropper 
attachment, supplied in a 
box 

YES YES 

Sinecod syrup syrup Novartis Consumer Health 
S.A., route de l’Étraz, Nyon, 
Switzerland 

200 ml of syrup in an 
amber glass bottle and a 
plastic measuring vessel, 
supplied in a box 

YES YES 

Sinemet CR tablets controlled-release 
tablets 

Merck Sharp & Dohme B.V., 
Waarderweg 39, Postbus 
581, Haarlem, the Nether
lands 

100 tablets in an amber 
glass bottle, supplied in a 
box 

YES YES 

Sinemet tablets tablets Merck Sharp & Dohme B.V., 
Waarderweg 39, Postbus 
581, Haarlem, the Nether
lands 

100 (10 × 10) tablets in a 
blister, supplied in a box 

YES YES 

SINERSUL forte 
tablets 

tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

10 (1 × 10) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES 

SINERSUL syrup syrup Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

100 ml of syrup in an 
amber glass bottle with 
aluminum cap and a 5 ml 
plastic spoon, supplied in a 
box 

YES YES 

SINERSUL tablets tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

20 (2 × 10) tablets in a 
blister (PVC/Al), supplied in 
a box 

YES YES
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Singulair 10 mg 
film-coated tablets 

film-coated tablets Merck Sharp & Dohme B.V., 
Waarderweg 39, Postbus 
581, Haarlem, the Nether
lands 

28 (2 × 14) tablets in a 
PA/PVC/Al blister, supplied 
in a box 

YES YES 

Singulair junior 
5 mg chewing 
tablets 

chewing tablets Merck Sharp & Dohme B.V., 
Waarderweg 39, Postbus 
581, Haarlem, the Nether
lands 

28 (2 × 14) tablets in a 
PA/PVC/Al blister, supplied 
in a box 

YES YES 

Singulair mini 4 mg 
oral granules 

granules for oral 
solution 

Merck Sharp & Dohme B.V., 
Waarderweg 39, Postbus 
581, Haarlem, the Nether
lands 

28 aluminum bags each 
containing 500 mg of 
granules, supplied in a box 

YES YES 

Singulair mini 4 mg 
chewing tablets 

chewing tablets Merck Sharp & Dohme B.V., 
Waarderweg 39, Postbus 
581, Haarlem, the Nether
lands 

28 (2 × 14) tablets in a 
PA/PVC/Al blister, supplied 
in a box 

YES YES 

Siofor 500 film-coated tablets Berlin-Chemie AG (Menarini 
Group), Glienicker Weg 125, 
Berlin, Germany 

30 (3 × 10) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES 

Siofor 850 film-coated tablets Berlin-Chemie AG (Menarini 
Group), Glienicker Weg 125, 
Berlin, Germany 

30 (2 × 15) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES 

Iceland lichen syrup syrup Trešnjevka laboratorij d.o.o., 
Jukićeva 32, Zagreb, 
Republic of Croatia 

220 ml of syrup in an 
amber glass bottle with 
aluminum cap, supplied in a 
box 

YES YES YES 

Skinoren cream cream Intendis Manufacturing 
S.p.A., Segrate, Milano, Italy 

30 g of cream in an 
aluminium tube, supplied in 
a box 

YES YES 

Skinoren cream cream Intendis Manufacturing 
S.p.A., Segrate, Milano, Italy 

30 g of cream in an 
aluminium tube, supplied in 
a box 

YES YES
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Skopryl 10 mg tablets Alkaloid AD - Skopje, 
Bulevar Aleksandar Make
donski 12, Skopje, FYROM 

30 (3 × 10) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES 

Skopryl 20 mg tablets Alkaloid AD - Skopje, 
Bulevar Aleksandar Make
donski 12, Skopje, FYROM 

30 (3 × 10) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES 

Compound sodium 
lactate solution 
(Hartmann’s 
solution) 

solution for 
infusion 

B. Braun Melsungen AG, 
Carl-Braun-Straße 1, 
Melsungen, Germany 

1 000 ml of infusion 
solution in a plastic bottle 
(10 bottles in a box) 

YES YES 

Compound sodium 
lactate solution 
(Hartmann’s 
solution) 

solution for 
infusion 

B. Braun Melsungen AG, 
Carl-Braun-Straße 1, 
Melsungen, Germany 

500 ml of solution for 
infusion in a plastic bottle 
(10 bottles in a box) 

YES YES 

Smecta powder for prep
aration of oral 
suspension 

Beaufour Ipsen Industrie, 
Dreux, France 

30 bags (LDPE/Al/paper) 
each with 3,76 g of powder 
for oral suspension, supplied 
in a box 

YES YES YES 

Smecta powder for oral 
suspension 

Beaufour Ipsen Industrie, 
Dreux, France 

10 bags (LDPE/Al/paper) 
each containing 3,76 g of 
powder for oral suspension, 
supplied in a box 

YES YES YES
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SMOFlipid 20 % 
emulsion for 
infusion 

emulsion for 
infusion 

Fresenius Kabi AB, Uppsala, 
Sweden 

Plastic bag ("Excel") 
containing 100 ml of 
emulsion for infusion with 
two attachments for drug 
administration and for 
infusion, one small bag 
containing oxygen absorber, 
and one bag with solution 
for packaging airtightness 
control 

YES YES YES 

SMOFlipid 20 % 
emulsion for 
infusion 

emulsion for 
infusion 

Fresenius Kabi AB, Uppsala, 
Sweden 

Plastic bag ("Excel") 
containing 500 ml of 
emulsion for infusion with 
two attachments for drug 
administration and for 
infusion, one small bag 
containing oxygen absorber, 
and one bag with solution 
for packaging airtightness 
control 

YES YES YES 

SMOFlipid 20 % 
emulsion for 
infusion 

emulsion for 
infusion 

Fresenius Kabi AB, Uppsala, 
Sweden 

Plastic bag ("Excel") 
containing 250 ml of 
emulsion for infusion with 
two attachments for drug 
administration and for 
infusion, one small bag 
containing oxygen absorber, 
and one bag with solution 
for packaging airtightness 
control 

YES YES YES 

SMOFlipid 20 % 
emulsion for 
infusion 

emulsion for 
infusion 

Fresenius Kabi Austria 
GmbH, Graz, Austria 

Glass infusion bottle with 
500 ml of emulsion (with 
rubber stopper, aluminum 
ring and plastic protective 
cap), 10 bottles in a carton 
box 

YES YES YES
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SMOFlipid 20 % 
emulsion for 
infusion 

emulsion for 
infusion 

Fresenius Kabi Austria 
GmbH, Graz, Austria 

Glass infusion bottle with 
250 ml emulsion (with 
rubber stopper, aluminum 
ring and plastic protective 
cap), 10 bottles in a carton 
box 

YES YES YES 

SMOFlipid 20 % 
emulsion for 
infusion 

emulsion for 
infusion 

Fresenius Kabi Austria 
GmbH, Graz, Austria 

Glass infusion bottle with 
100 ml of emulsion (with 
rubber stopper, aluminum 
ring and plastic protective 
cap), 10 bottles in a carton 
box 

YES YES YES 

SOLPADEINE 
capsules 

capsules Glaxo Wellcome Production, 
Mayenne, France 

12 (1 × 12) capsules in a 
PVC/Al blister, supplied in a 
box 

YES YES YES 

SOLPADEINE effer
vescent tablets 

effervescent tablets GlaxoSmithKline Dungarvan 
Ltd., Knockbrack, 
Dungarvan, Co. Waterford, 
Ireland 

12 (3 × 4) effervescent 
tablets in multilayer strip 
packing (paper/PE/Al/PE), 
supplied in a box 

YES YES YES 

SOLPADEINE 
tablets 

tablets GlaxoSmithKline Dungarvan 
Ltd., Knockbrack, 
Dungarvan, Co. Waterford, 
Ireland 

12 (1 × 12) tablets in 
PVC/Al blister, supplied in a 
box 

YES YES YES 

Solu-Cortef injection 
100 mg 

lyophilisate and 
solvent for solution 
for injection 

Pfizer Manufacturing 
Belgium NV, Rijksweg 12, 
Puurs, Belgium 

Glass bottle with lyophilisate 
in a lower part and solvent 
(2 ml) in the upper part, 
supplied in a box 

YES YES 

Soludeks 1 solution for 
injection 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

10 glass bottles with à 
20 ml of solution for 
injection (with rubber 
stopper and aluminum cap), 
supplied in a box 

YES YES
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Soludeks 40 solution for 
infusion 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

10 glass infusion bottles 
each containing 500 ml of 
infusion solution and plastic 
holders for infusion bottles, 
supplied in a box 

YES YES 

Soludeks 70 solution for 
infusion 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

10 glass infusion bottles 
each containing 500 ml of 
infusion solution and plastic 
holders for infusion bottles, 
supplied in a box 

YES YES 

SOLU-MEDROL 
injection 1 000 mg 

lyophilisate and 
solvent for solution 
for injection 

Pfizer Manufacturing 
Belgium NV, Rijksweg 12, 
Puurs, Belgium 

Glass bottle with lyophilisate 
in a lower part and solvent 
(15,60 ml for reconstitution 
of lyophilisate), supplied in a 
box 

YES YES 

SOLU-MEDROL 
injection 125 mg 

lyophilisate and 
solvent for solution 
for injection 

Pfizer Manufacturing 
Belgium NV, Rijksweg 12, 
Puurs, Belgium 

Glass bottle with lyophilisate 
in a lower part and solvent 
(2 ml) in the upper part, 
supplied in a box 

YES YES 

SOLU-MEDROL 
injection 250 mg 

lyophilisate and 
solvent for solution 
for injection 

Pfizer Manufacturing 
Belgium NV, Rijksweg 12, 
Puurs, Belgium 

Glass bottle with lyophilisate 
in a lower part and solvent 
(4 ml) in the upper part, 
supplied in a box 

YES YES 

SOLU-MEDROL 
injection 40 mg 

lyophilisate and 
solvent for solution 
for injection 

Pfizer Manufacturing 
Belgium NV, Rijksweg 12, 
Puurs, Belgium 

Glass bottle with lyophilisate 
in a lower part and solvent 
(1 ml) in the upper part, 
supplied in a box 

YES YES
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SOLU-MEDROL 
injection 500 mg 

lyophilisate and 
solvent for solution 
for injection 

Pfizer Manufacturing 
Belgium NV, Rijksweg 12, 
Puurs, Belgium 

Glass bottle with lyophilisate 
in a lower part and solvent 
(7,8 ml for reconstitution of 
lyophilisate), supplied in a 
box 

YES YES 

SOMAVERT 
injection 10 mg 

powder and solvent 
for solution for 
injection 

Pfizer Manufacturing 
Belgium NV, Rijksweg 12, 
Puurs, Belgium 

Glass bottle of 6 ml with 
powder and a glass bottle 
with 8 ml of water for 
injection 30 bottles with 
powder and 30 bottles with 
solvent, supplied in a box 

YES YES YES YES 

SOMAVERT 
injection 15 mg 

powder and solvent 
for solution for 
injection 

Pfizer Manufacturing 
Belgium NV, Rijksweg 12, 
Puurs, Belgium 

Glass bottle of 6 ml with 
powder and a glass bottle 
with 8 ml of water for 
injection 30 bottles with 
powder and 30 bottles with 
solvent, supplied in a box 

YES YES YES YES 

SOMAVERT 
injection 20 mg 

powder and solvent 
for solution for 
injection 

Pfizer Manufacturing 
Belgium NV, Rijksweg 12, 
Puurs, Belgium 

Glass bottle of 6 ml with 
powder and a glass bottle 
with 8 ml of water for 
injection 30 bottles with 
powder and 30 bottles with 
solvent, supplied in a box 

YES YES YES YES 

SOMAVERT 
injection 20 mg 

powder and solvent 
for solution for 
injection 

Pfizer Manufacturing 
Belgium NV, Rijksweg 12, 
Puurs, Belgium 

Glass bottle of 6 ml with 
powder and a glass bottle 
with 8 ml of water for 
injection 1 bottle with 
powder and 1 bottle with 
solvent, supplied in a box 

YES YES YES YES
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Sonalia 50 mg film-coated tablets Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

28 (2 × 14) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES 

Sortis 10 mg tablets film-coated tablets Gödecke GmbH, Moos
waldallee 1, Freiburg, 
Germany; Heinrich Mack 
Nacf. GmbH&Co.KG, 
Heinrich Mack Straße 35, 
Illertisen, Germany; Pfizer 
Italia S.r.l., Strada statale 
156, km 50, Borgo San 
Michele, Latina, Italy 

14 (2 × 7) tablets in a (PA/ 
Al/PVC//Al) blister, supplied 
in a box 

YES YES 

Sortis 20 mg tablets film-coated tablets Gödecke GmbH, Moos
waldallee 1, Freiburg, 
Germany; Heinrich Mack 
Nacf. GmbH&Co.KG, 
Heinrich Mack Straße 35, 
Illertisen, Germany; Pfizer 
Italia S.r.l., Strada statale 
156, km 50, Borgo San 
Michele, Latina, Italy 

14 (2 × 7) tablets in a (PA/ 
Al/PVC//Al) blister, supplied 
in a box 

YES YES 

Sortis 40 mg tablets film-coated tablets Gödecke GmbH, Moos
waldallee 1, Freiburg, 
Germany; Heinrich Mack 
Nacf. GmbH&Co.KG, 
Heinrich Mack Straße 35, 
Illertisen, Germany; Pfizer 
Italia S.r.l., Strada statale 
156, km 50, Borgo San 
Michele, Latina, Italy 

14 (2 × 7) tablets in a (PA/ 
Al/PVC//Al) blister, supplied 
in a box 

YES YES 

Sortis 80 mg tablets film-coated tablets Gödecke GmbH, Moos
waldallee 1, Freiburg, 
Germany; Heinrich Mack 
Nacf. GmbH&Co.KG, 
Heinrich Mack Straße 35, 
Illertisen, Germany; Pfizer 
Italia S.r.l., Strada statale 
156, km 50, Borgo San 
Michele, Latina, Italy 

14 (2 × 7) tablets in a (PA/ 
Al/PVC//Al) blister, supplied 
in a box 

YES YES
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Spasmex 
0,2 mg/5 ml 
injection 

solution for 
injection 

Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

50 (5 × 10) amber glass 
ampoules with 5 ml of 
solution for injection in a 
plastic container, supplied in 
a box 

YES YES 

Spasmex forte 5 mg 
tablets 

tablets Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

20 (2 × 10) tablets in a 
blister (PVC/PVDC//Al), 
supplied in a box 

YES YES 

Spiriva 18 micro
grams, inhalation 
powder, hard 
capsule 

inhalation powder, 
hard capsules 

Boehringer Ingelheim 
Pharma GmbH & Co. KG, 
Binger Straße 173, Ingelheim 
am Rhein, Germany 

30 capsules (3 blisters with 
10 (2 × 5) capsules) in a 
blister (Al/PVC/Al) and an 
inhaler (HandiHaler), 
supplied in a box 

YES YES YES 

Stalevo 
100 mg/25 mg/ 
200 mg 

film-coated tablets Orion Corporation ORION 
PHARMA, Espoo, Finland 

100 tablets in a plastic 
(HDPE) bottle, supplied in a 
box 

YES YES YES 

Stalevo 150 mg/ 
37,5 mg/ 
200 mg 

film-coated tablets Orion Corporation ORION 
PHARMA, Espoo, Finland 

100 tablets in a plastic 
(HDPE) bottle, supplied in a 
box 

YES YES YES 

Stalevo 50 mg/ 
12,5 mg/ 
200 mg 

film-coated tablets Orion Corporation ORION 
PHARMA, Espoo, Finland 

100 tablets in a plastic 
(HDPE) bottle, supplied in a 
box 

YES YES YES 

STAMARIL, 
attenuated vaccine 
against yellow fever, 
1 dose 

powder and solvent 
for suspension for 
injection 

Sanofi Pasteur S.A., 2 avenue 
Pont Pasteur, Lyon, France 

One glass vial with a single 
dose of lyophilized vaccine 
and a pre-filled glass syringe 
with fixed needle containing 
0,5 ml of solvent, supplied 
in a box 

YES YES
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Starcitin tablets 
10 mg 

film tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

28 (2 × 14) tablets in a 
blister, supplied in a box 

YES YES 

Starcitin tablets 
20 mg 

film tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

28 (2 × 14) tablets in a 
blister, supplied in a box 

YES YES 

Starcitin tablets 
40 mg 

film tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

28 (4 × 7) tablets in a blister, 
supplied in a box 

YES YES 

Statex 20 film tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

Box with 20 tablets (blister, 
2 × 10 tbl.) 

YES YES 

Stediril-d sugar 
coated tablets 

sugar coated tablets Wyeth Medica Ireland, 
Newbridge, Ireland 

21 (1 × 21) tablets in 
PVC/Al blister, supplied in a 
carton box 

YES YES 

Stediril-m sugar 
coated tablets 

sugar coated tablets Wyeth Medica Ireland, 
Newbridge, Ireland or Haupt 
Pharma Münster GmbH, 
Münster, Germany 

21 (1 × 21) tablets in 
PVC/Al blister, supplied in a 
carton box 

YES YES 

Stediril-m sugar 
coated tablets 

sugar coated tablets Wyeth Medica Ireland, 
Newbridge, Ireland or Haupt 
Pharma Münster GmbH, 
Münster, Germany 

21 (1 × 21) tablets in 
PVC/Al blister, supplied in a 
carton box 

YES YES 

Stocrin 100 mg 
capsules 

capsules Merck Sharp & Dohme B.V., 
Waarderweg 39, Postbus 
581, Haarlem, the Nether
lands 

30 capsules in a HDPE 
bottle with a PP stopper, 
supplied in a box 

YES YES YES YES
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STOCRIN 200 mg 
film-coated tablets 

film-coated tablets Merck Sharp & Dohme B.V., 
Waarderweg 39, Postbus 
581, Haarlem, the Nether
lands 

90 tablets in a plastic 
(HDPE) bottle with a tamper- 
evident stopper, supplied in 
a box 

YES YES YES YES 

Stocrin 200 mg 
capsules 

capsules Merck Sharp & Dohme B.V., 
Waarderweg 39, Postbus 
581, Haarlem, the Nether
lands 

90 capsules in a HDPE 
bottle with a PP stopper, 
supplied in a box 

YES YES YES YES 

STOCRIN 50 mg 
film-coated tablets 

film-coated tablets Merck Sharp & Dohme B.V., 
Waarderweg 39, Postbus 
581, Haarlem, the Nether
lands 

30 tablets in a plastic 
(HDPE) bottle with a tamper- 
evident stopper and 
desiccant, supplied in a box 

YES YES YES YES 

Stocrin 50 mg 
capsules 

capsules Merck Sharp & Dohme B.V., 
Waarderweg 39, Postbus 
581, Haarlem, the Nether
lands 

30 capsules in a HDPE 
bottle with a PP stopper, 
supplied in a box 

YES YES YES YES 

STOCRIN 600 mg 
film-coated tablets 

film-coated tablets Merck Sharp & Dohme B.V., 
Waarderweg 39, Postbus 
581, Haarlem, the Nether
lands 

30 tablets in a plastic 
(HDPE) bottle with a tamper- 
evident stopper and 
desiccant, supplied in a box 

YES YES YES YES 

STOMATIDIN 
solution 

solution Bosnalijek d.d., Jukićeva 53, 
Sarajevo, Bosnia and Herze
govina 

200 ml of solution in an 
amber glass bottle with 
aluminum cap, supplied in a 
carton box 

YES YES YES 

STRATTERA 10 mg 
hard capsules 

capsules, hard Eli Lilly and Company 
Limited, Basingstoke, Hamp
shire, Great Britain 

7 (1 × 7) capsules in a PVC/ 
PE/PCTFE/Al blister, supplied 
in a box 

YES YES YES YES
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STRATTERA 18 mg 
hard capsules 

capsules, hard Eli Lilly and Company 
Limited, Basingstoke, Hamp
shire, Great Britain 

7 (1 × 7) capsules in a PVC/ 
PE/PCTFE/Al blister, supplied 
in a box 

YES YES YES YES 

STRATTERA 25 mg 
hard capsules 

capsules, hard Eli Lilly and Company 
Limited, Basingstoke, Hamp
shire, Great Britain 

28 (2 × 14) capsules in a 
PVC/PE/PCTFE/Al blister, 
supplied in a box 

YES YES YES YES 

STRATTERA 40 mg 
hard capsules 

capsules, hard Eli Lilly and Company 
Limited, Basingstoke, Hamp
shire, Great Britain 

28 (2 × 14) capsules in a 
PVC/PE/PCTFE/Al blister, 
supplied in a box 

YES YES YES YES 

STRATTERA 60 mg 
hard capsules 

capsules, hard Eli Lilly and Company 
Limited, Basingstoke, Hamp
shire, Great Britain 

28 (2 × 14) capsules in a 
PVC/PE/PCTFE/Al blister, 
supplied in a box 

YES YES YES YES 

STREPSILS sugar- 
free lozenges, lemon 
flavour 

lozenges Reckitt Benckiser Healthcare 
International Ltd., Thane 
Road, Nottingham, Great 
Britain 

16 lozenges (2 × 8) in a 
blister, supplied in a box 

YES YES YES 

Strepsils sugar-free 
lozenges, lemon 
flavour 

lozenges Reckitt Benckiser Healthcare 
International Ltd., Thane 
Road, Nottingham, Great 
Britain 

16 (2 × 8) lozenges in a 
blister, supplied in a box 

YES YES YES
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Strepsils lozenges - 
honey and lemon 

lozenges Reckitt Benckiser Healthcare 
International Ltd., Thane 
Road, Nottingham, Great 
Britain 

24 (2 × 12) lozenges in a 
blister (PVC/PVDC-Al), 
supplied in a box 

YES YES YES 

Strepsils honey and 
lemon lozenges 

lozenges Reckitt Benckiser Healthcare 
International Ltd., Thane 
Road, Nottingham, Great 
Britain 

12 (1 × 12) lozenges in 
PVC/PVDC-Al blister, 
supplied in a tin box 

YES YES YES 

Strepsils honey and 
lemon lozenges 

lozenges Reckitt Benckiser Healthcare 
International Ltd., Thane 
Road, Nottingham, Great 
Britain 

12 (1 × 12) lozenges in a 
blister, supplied in a tin box 

YES YES YES 

Strepsils lozenges - 
menthol and euca
lyptus 

lozenges Reckitt Benckiser Healthcare 
International Ltd., Thane 
Road, Nottingham, Great 
Britain 

24 (2 × 12) lozenges in a 
blister, supplied in a box 

YES YES YES 

Strepsils lozenges - 
menthol and euca
lyptus 

lozenges Reckitt Benckiser Healthcare 
International Ltd., Thane 
Road, Nottingham, Great 
Britain 

24 (2 × 12) lozenges in a 
blister (PVC/PVDC-Al), 
supplied in a box 

YES YES YES 

Strepsils lozenges - 
orange with 
vitamin C 

lozenges Reckitt Benckiser Healthcare 
International Ltd., Thane 
Road, Nottingham, Great 
Britain 

24 (2 × 12) lozenges in a 
blister (PVC/PVDC-Al), 
supplied in a box 

YES YES YES 

Strepsils lozenges - 
orange with 
vitamin C 

lozenges Reckitt Benckiser Healthcare 
International Ltd., Thane 
Road, Nottingham, Great 
Britain 

24 (2 × 12) lozenges in a 
blister, supplied in a box 

YES YES YES
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Strepsils original 
lozenges 

lozenges Reckitt Benckiser Healthcare 
International Ltd., Thane 
Road, Nottingham, Great 
Britain 

24 (2 × 12) lozenges in a 
blister, supplied in a box 

YES YES YES 

Strepsils original 
lozenges 

lozenges Reckitt Benckiser Healthcare 
International Ltd., Thane 
Road, Nottingham, Great 
Britain 

24 (2 × 12) lozenges in a 
blister, supplied in a box 

YES YES YES 

Strepsils Plus 
lozenges 

lozenges Reckitt Benckiser Healthcare 
International Ltd., Thane 
Road, Nottingham, Great 
Britain 

24 (2 × 12) lozenges in a 
blister, supplied in a box 

YES YES YES 

Strepsils Plus 
lozenges 

lozenges Reckitt Benckiser Healthcare 
International Ltd., Thane 
Road, Nottingham, Great 
Britain 

24 (2 × 12) lozenges in a 
blister (PVC/PVDC-Al), 
supplied in a box 

YES YES YES 

Structolipid 20 % emulsion for 
infusion 

Fresenius Kabi AB, Uppsala, 
Sweden 

Plastic bag ("Excel") 
containing 500 ml of 
emulsion for infusion with 
two attachments for drug 
administration and for 
infusion, one small bag 
containing oxygen absorber, 
and one bag with solution 
for packaging airtightness 
control 

YES YES YES
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Structolipid 20 % emulsion for 
infusion 

Fresenius Kabi AB, Uppsala, 
Sweden 

Plastic bag ("Excel") 
containing 250 ml of 
emulsion for infusion with 
two attachments for drug 
administration and for 
infusion, one small bag 
containing oxygen absorber, 
and one bag with solution 
for packaging airtightness 
control 

YES YES YES 

Stugeron forte 
tablets 

tablets Krka d.d., Novo mesto, 
Republic of Slovenia in 
cooperation with Janssen 
Pharmaceutica, Beerse, 
Belgium 

50 (5 × 10) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES 

Subutex 0,4 mg 
sublingual tablets 

sublingual tablets Reckitt Benckiser Healthcare 
(UK) Limited, East Yorkshire, 
Great Britain for Schering- 
Plough Corporation, USA 

7 (1 × 7) tablets in a 
PVC/PVDC-Al blister, 
supplied in a box 

YES YES YES 

Subutex 
sublingvalne tablets 
2 mg 

sublingual tablets Reckitt Benckiser Healthcare 
(UK) Limited, East Yorkshire, 
Great Britain for Schering- 
Plough Corporation, USA 

7 (1 × 7) tablets in a 
PVC/PVDC-Al blister, 
supplied in a box 

YES YES YES 

Subutex 
sublingvalne tablets 
8 mg 

sublingual tablets Reckitt Benckiser Healthcare 
International Ltd., Thane 
Road, Nottingham, Great 
Britain 

7 tablets, supplied in a box YES YES YES 

Subutex 
sublingvalne tablets 
8 mg 

sublingual tablets Reckitt Benckiser Healthcare 
(UK) Limited, East Yorkshire, 
Great Britain for Schering- 
Plough Corporation, USA 

7 (1 × 7) tablets in a 
PVC/PVDC-Al blister, 
supplied in a box 

YES YES YES 

Sulfasol 4 % eye drops, solution Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

10 ml of solution in a PE 
bottle with dropper 
attachment and PP cap, 
supplied in a box 

YES YES
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Sulotrim 100/20 mg 
tablets 

tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

20 (1 × 20) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES 

Sulotrim 400/80 mg 
tablets 

tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

20 tablets in an amber glass 
bottle, supplied in a carton 
box 

YES YES 

Sulotrim Forte 
800/160 mg tablets 

tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

20 tablets in an amber glass 
bottle, supplied in a carton 
box 

YES YES 

Sulotrim oral 
suspension 

oral suspension Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

100 ml of suspension in an 
amber glass bottle and a 
plastic measuring spoon, 
supplied in a box 

YES YES 

Sulpirid 
100 mg/2 ml 
injection 

solution for 
injection 

Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

2 ml of solution for 
injection in a glass ampoule, 
6 ampoules in a box 

YES YES 

Sulpirid 200 mg 
capsules 

capsules Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

12 capsules in a plastic 
bottle with closure, supplied 
in a box 

YES YES 

Sulpirid 50 mg 
capsules 

capsules Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

30 (2 × 15) capsules in a 
PVC/Al blister, supplied in a 
box 

YES YES 

Sumamed forte 
syrup 

powder for prep
aration of oral 
suspension 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

One HDPE bottle with 
powder, one plastic spoon 
and one plastic syringe for 
dose delivery, supplied in a 
box 

YES YES
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Sumamed injection powder for 
solution for 
infusion 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

5 glass bottles with powder, 
supplied in a box 

YES YES 

Sumamed capsules capsules Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

6 (1 × 6) capsules in a PVC/ 
PVDC//Al blister, supplied in 
a box 

YES YES 

Sumamed S capsules 
250 mg 

capsules Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

Box with 4 capsules (blister) YES YES 

Sumamed S tablets 
500 mg 

film tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

Box with 2 film tablets 
(blister) 

YES YES 

Sumamed syrup powder for prep
aration of oral 
suspension 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

One HDPE bottle with 
powder, one plastic spoon 
and one plastic syringe for 
dose delivery, supplied in a 
box 

YES YES 

Sumamed syrup 
1 200 

powder for prep
aration of oral 
suspension 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

One HDPE bottle with 
powder, one plastic spoon 
and one plastic syringe for 
dose delivery, supplied in a 
box 

YES YES 

Sumamed syrup 
1 200 XL 

powder for prep
aration of oral 
suspension 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

One HDPE bottle with 
powder, one plastic spoon 
and one plastic syringe for 
dose delivery, supplied in a 
box 

YES YES 

Sumamed tablets 
125 mg 

film-coated tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

6 (1 × 6) tablets in a PVC/Al 
blister, supplied in a box 

YES YES



EN 
C 119 E/318 

O
fficial Journal of the European U

nion 
24.4.2012

 

NAME OF THE 
MEDICINAL 
PRODUCT 

PHARMACEUTICAL 
FORM MANUFACTURER NATURE AND CONTENTS OF 

CONTAINER Domestic Imported Proprietary Generic 
UDMP nCADREAC CP MRP OTC Herbal Immu

nological Blood Orphan 

Sumamed tablets 
500 mg 

film-coated tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

3 (1 × 3) tablets in a PVC/Al 
blister, supplied in a box 

YES YES 

Supremin syrup Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

200 ml of syrup in an 
amber glass bottle with 
aluminum cap and a 5 ml 
polystyrene spoon, supplied 
in a box 

YES YES 

Sutent 12,5 mg 
capsules 

capsules, hard Pfizer Italia S.r.l., Marino del 
Tronto, Ascoli Piceno, Italy 

30 capsules in a plastic 
(HDPE) bottle with a plastic 
stopper, supplied in a box 

YES YES YES YES 

Sutent 25 mg 
capsules 

capsules, hard Pfizer Italia S.r.l., Marino del 
Tronto, Ascoli Piceno, Italy 

30 capsules in a plastic 
(HDPE) bottle with a plastic 
stopper, supplied in a box 

YES YES YES YES 

Sutent 50 mg 
capsules 

capsules, hard Pfizer Italia S.r.l., Marino del 
Tronto, Ascoli Piceno, Italy 

30 capsules in a plastic 
(HDPE) bottle with a plastic 
stopper, supplied in a box 

YES YES YES YES 

Symbicort 
Turbuhaler 
160/4,5 μg 

inhalation powder AstraZeneca Södertälje, 
Sweden or AstraZeneca 
GmbH, Plankstadt, Germany 

120 doses in a plastic 
inhaler with mouthpiece, 
supplied in a box 

YES YES 

Symbicort 
Turbuhaler 
160/4,5 μg 

inhalation powder AstraZeneca AB, S-151 85 
Södertälje, Sweden; Astra
Zeneca GmbH, D-68721 
Plankstadt, Germany 

60 doses in a plastic inhaler 
with a mouthpiece, supplied 
in a box 

YES YES 

Symbicort 
Turbuhaler 
320/9 μg 

inhalation powder AstraZeneca AB, S-151 85 
Södertälje, Sweden; Astra
Zeneca GmbH, D-68721 
Plankstadt, Germany 

60 doses in a plastic inhaler 
with a mouthpiece, supplied 
in a box 

YES YES
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Symbicort 
Turbuhaler 
80/4,5 μg 

inhalation powder AstraZeneca AB, S-151 85 
Södertälje, Sweden; Astra
Zeneca GmbH, D-68721 
Plankstadt, Germany 

60 doses in a plastic inhaler 
with a mouthpiece, supplied 
in a box 

YES YES 

Symbicort 
Turbuhaler 
80/4,5 μg 

inhalation powder AstraZeneca Södertälje, 
Sweden or AstraZeneca 
GmbH, Plankstadt, Germany 

120 doses in a plastic 
inhaler with mouthpiece, 
supplied in a box 

YES YES 

Synagis 100 mg 
powder and solvent 
for injections 

lyophilisate and 
solvent for prep
aration of solution 

Abbott S.p.A., Via Pontina 
52, 04010 Campoverde di 
Aprilia (Latina), Italy 

Box with one bottle with 
100 mg of preparation, 1 ml 
of solvent in an ampoule 
and a leaflet 

YES YES YES 

Synagis 50 mg 
powder and solvent 
for injections 

lyophilisate and 
solvent for prep
aration of solution 

Abbott S.p.A., Via Pontina 
52, 04010 Campoverde di 
Aprilia (Latina), Italy 

Box with one bottle with 
50 mg of preparation and 
1 ml of solvent in an 
ampoule 

YES YES YES 

Synopen injection solution for 
injection 

Pliva Croatia Ltd., Zagreb, 
Republic of Croatia in 
cooperation with Novartis, 
Basel, Switzerland 

2 ml of solution for injecion 
in an ampoule, 10 ampoules 
in a box 

YES YES 

Synopen ointment ointment Pliva Croatia Ltd., Zagreb, 
Republic of Croatia in 
cooperation with Novartis, 
Basel, Switzerland 

20 grams of ointment in an 
Al tube, supplied in a box 

YES YES 

Syntocinon 5 IU 
injection 

solution for intra
muscular/ 
intravenous 
injection 

Novartis Pharma Stein AG, 
Schaffhauserstrasse, Stein, 
Switzerland 

Box with 10 ampoules with 
1 ml of solution 

YES YES
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Syntocinon aerosol nasal aerosol Novartis Pharma S.A.S., 
Huningue Cedex, France for 
Novartis Pharma AG, Basel, 
Switzerland 

Bottle with 5 ml of solution 
with a spray attachment, 
supplied in a box 

YES YES 

Tabex forte syrup syrup Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

100 ml of syrup in an 
amber glass bottle and a 
5 ml plastic measuring 
spoon, supplied in a box 

YES YES YES 

Tabex syrup syrup Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

100 ml of syrup in an 
amber glass bottle and a 
5 ml plastic measuring 
spoon, supplied in a box 

YES YES YES 

TachoComb 
2,5 × 3,0 × 0,5 cm 

spongy adsorbent 
wound dressing 

Nycomed Austria GmbH, St. 
Peter-Straße 25, Linz, Austria 

One collagen sponge for 
wound dressing 
(2,5 × 3,0 × 0,5 cm) in a 
double package (plastic foil/ 
alufoil) and a silicagel bag, 
supplied in a box 

YES YES 

TachoComb 
9,5 × 4,8 × 0,5 cm 

spongy adsorbent 
wound dressing 

Nycomed Austria GmbH, St. 
Peter-Straße 25, Linz, Austria 

One collagen sponge for 
wound dressing 
(9,5 × 4,8 × 0,5 cm) in a 
double package (plastic foil/ 
alufoil) and a silicagel bag, 
supplied in a box 

YES YES 

TachoSil 
2,5 × 3,0 × 0,5 cm 

spongy adsorbent 
wound dressing 

Nycomed Austria GmbH, St. 
Peter Straße 25, Linz, Austria 

One collagen sponge for 
wound dressing 
(2,5 × 3,0 × 0,5 cm) in a 
double package (blister) and 
a silicagel bag, supplied in a 
box 

YES YES 

TachoSil 
9,5 × 4,8 × 0,5 cm 

spongy adsorbent 
wound dressing 

Nycomed Austria GmbH, St. 
Peter Straße 25, Linz, Austria 

One collagen sponge for 
wound dressing 
(9,5 × 4,8 × 0,5 cm) in a 
double package (blister) and 
a silicagel bag, supplied in a 
box 

YES YES
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Tadenan capsules, soft Laboratoires Fournier S.A., 
Fontaine-lès-Dijon, France 

60 (6 × 10) soft capsules in 
a blister (PVC/Al), supplied 
in a box 

YES YES YES 

Tafen 50 μg nasal 
spray 

nasal spray, 
suspension 

Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

10 ml of suspension (200 
inhalation doses) in a brown 
glass bottle with a plastic 
atomizer pump and plastic 
protective cap, supplied in a 
box 

YES YES 

Tafen Novolizer 
200 μg inhalation 
powder 

inhalation powder Lek d.d., Ljubljana, Republic 
of Slovenia in cooperation 
with Sofotec GmbH & 
Co.KG, Germany 

One cartridge with 2,18 g of 
powder on average (the 
cartridge contains 200 doses 
of powder), supplied in a 
box 

YES YES 

Tafen Novolizer 
200 μg powder for 
inhalation 

inhalation powder Lek d.d., Ljubljana, Republic 
of Slovenia in cooperation 
with Sofotec GmbH & 
Co.KG, Germany 

One inhaler and one 
cartridge with approx. 
2,18 g of powder (the 
cartridge contains 200 doses 
of powder), supplied in a 
box 

YES YES 

Tagren 250 mg 
film-coated tablets 

film-coated tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

30 (3 × 10) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES 

Tamiflu 12 mg/ml 
powder for oral 
suspension 

powder for prep
aration of oral 
suspension 

F. Hoffmann-La Roche Ltd., 
Grenzacherstrasse 124, Basel, 
Switzerland 

30 g of powder for oral 
suspension in a glass bottle 
with a plastic tamper-evident 
stopper, a plastic measuring 
cup for solvent, a plastic 
attachment affixed to the 
bottle and a plastic syringe 
for application of oral 
suspension, supplied in a 
box 

YES YES YES YES 

Tamiflu 75 mg hard 
capsules 

hard capsules F. Hoffmann-La Roche Ltd., 
Grenzacherstrasse 124, Basel, 
Switzerland 

10 (1 × 10) capsules in a 
blister, supplied in a box 

YES YES YES YES
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Tamosin 0,4 mg 
extended-release 
capsules 

prolonged-release 
capsules, hard 

Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

30 (2 × 15) capsules in a 
PVC/PVDC//Al blister, 
supplied in a box 

YES YES 

Tanakan 40 mg/ml 
oral solution 

oral solution Beaufour Ipsen Industrie, 
Dreux, France 

30 ml of solution in an 
amber glass bottle with a 
plastic stopper and 1 ml 
measuring plastic syringe 
with a protective casing, 
supplied in a box 

YES YES YES 

Tanakan film-coated 
tablets 

film-coated tablets Beaufour Ipsen Industrie, 
Dreux, France 

90 (6 × 15) film-coated 
tablets in a PVC/Al blister, 
supplied in a box 

YES YES YES 

Tantum Lemon 
lozenges 

lozenges A.C.R.A.F. S.p.A., Via Vecchia 
del Pinocchio, 22, 60131 
Ancona, Italy 

10 individually paper- 
wrapped lozenges in a 
protective PE/paper/Al 
wrapping, 20 (2 × 10) 
lozenges in a box 

YES YES YES 

Tantum Verde 
gargling solution 

oromucosal 
solution 

Sanochemia Pharmazeutika 
AG, Neufeld/Leitha, Austria 

1 000 ml of solution in a 
plastic bottle with tamper- 
proof closure and metering 
pump, supplied in a box 

YES YES YES 

Tantum Verde 
gargling solution 

oromucosal 
solution 

Sanochemia Pharmazeutika 
AG, Neufeld/Leitha, Austria 

1 000 ml of solution in a 
plastic bottle with tamper- 
proof closure, supplied in a 
box 

YES YES YES 

Tantum Verde 
gargling solution 

oromucosal 
solution 

Sanochemia Pharmazeutika 
AG, Neufeld/Leitha, Austria 

150 ml of solution in a 
plastic bottle with tamper- 
proof closure and atomizer 
pump, supplied in a box 

YES YES YES 

Tantum Verde 
gargling solution 

oromucosal 
solution 

Sanochemia Pharmazeutika 
AG, Neufeld/Leitha, Austria 

150 ml of solution in a 
plastic bottle with tamper- 
proof closure cap, supplied 
in a box 

YES YES YES
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Tantum Verde 
gargling solution 

oromucosal 
solution 

Sanochemia Pharmazeutika 
AG, Neufeld/Leitha, Austria 

60 ml of solution in a glass 
bottle with a tamper-evident 
stopper, supplied in a box 

YES YES YES 

Tantum Verde 
lozenges 

lozenges A.C.R.A.F. S.p.A., Via Vecchia 
del Pinocchio, 22, 60131 
Ancona, Italy 

10 individually paper- 
wrapped lozenges in a 
protective PE/paper/Al 
wrapping, 20 (2 × 10) 
lozenges in a box 

YES YES YES 

Tantum Verde spray 
0,15 % 

oromucosal spray A.C.R.A.F. S.p.A., Via Vecchia 
del Pinocchio, 22, 60131 
Ancona, Italy 

30 ml of solution in a plastic 
bottle with a spray 
attachment, supplied in a 
box 

YES YES YES 

Tantum Verde spray 
0,30 % 

oromucosal spray A.C.R.A.F. S.p.A., Via Vecchia 
del Pinocchio, 22, 60131 
Ancona, Italy 

15 ml of solution in a plastic 
bottle with nebullizer 
attachment, supplied in a 
box 

YES YES YES 

TANYZ 0,4 mg prolonged release 
capsules 

Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

60 (6 × 10) capsules in a 
PVC/PE/PVDC/Al blister, 
supplied in a box 

YES YES YES YES 

TANYZ 0,4 mg prolonged-release 
capsules 

Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

30 (3 × 10) capsules in a 
PVC/PE/PVDC/Al blister, 
supplied in a box 

YES YES YES YES 

Tarceva 100 mg 
film-coated tablets 

film-coated tablets F. Hoffmann-La Roche Ltd., 
Grenzacherstrasse 124, Basel, 
Switzerland 

30 (3 × 10) film-coated 
tablets in a blister (PVC/Al), 
supplied in a box 

YES YES YES 

Tarceva 150 mg 
film-coated tablets 

film-coated tablets F. Hoffmann-La Roche Ltd., 
Grenzacherstrasse 124, Basel, 
Switzerland 

30 (3 × 10) film-coated 
tablets in a blister (PVC/Al), 
supplied in a box 

YES YES YES 

Tarceva 25 mg film- 
coated tablets 

film-coated tablets F. Hoffmann-La Roche Ltd., 
Grenzacherstrasse 124, Basel, 
Switzerland 

30 (3 × 10) film-coated 
tablets in a blister (PVC/Al), 
supplied in a box 

YES YES YES
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Target 10 capsules Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

7 capsules in an amber glass 
bottle, supplied in a box 

YES YES YES 

Target Plus capsules capsules Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

14 capsules in an amber 
glass bottle, supplied in a 
box 

YES YES 

Targocid 200 mg powder for prep
aration of solution 
for injection 

Gruppo Lepetit S.p.A, 
Anagni, Italy 

Vial with powder and 
ampoule with solvent 
supplied in a box 

YES YES 

Targocid 400 mg powder for prep
aration of solution 
for injection 

Gruppo Lepetit S.p.A, 
Anagni, Italy 

Vial with powder and 
ampoule with solvent 
supplied in a box 

YES YES 

Tarka capsules Abbott GmbH & Co. KG, 
Ludwigshafen, Germany 

28 capsules (2 × 14) in a 
PVC/Al blister, supplied in a 
box 

YES YES 

Tarka 180 mg/2 mg 
tablets 

modified-release 
tablets 

Abbott GmbH & Co. KG, 
Ludwigshafen, Germany 

28 (2 × 14) modified-release 
tablets in a blister (PVC/ 
PVDC//Al), supplied in a box 

YES YES 

TARKA 
240 mg/2 mg 
tablets 

modified-release 
tablets 

Abbott GmbH & Co.KG., 
Ludwigshafen, Germany 

28 (2 × 14) modified-release 
tablets in a blister (PVC/ 
PVDC//Al), supplied in a box 

YES YES 

TARKA 
240 mg/4 mg 
tablets 

modified-release 
tablets 

Abbott GmbH & Co.KG., 
Ludwigshafen, Germany 

28 (2 × 14) modified-release 
tablets in a blister (PVC/ 
PVDC//Al), supplied in a box 

YES YES
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Tavanic 250 mg 
tablets 

film tablets Aventis Pharma Deutschland 
GmbH, Brüningstraße 50, 
Frankfurt am Main, Germany 

10 tablets in a blister, 
supplied in a box 

YES YES YES 

Tavanic 500 mg 
tablets 

film tablets Aventis Pharma Deutschland 
GmbH, Brüningstraße 50, 
Frankfurt am Main, Germany 

10 tablets in a blister, 
supplied in a box 

YES YES YES 

Tavanic i.v. 500 mg solution for intra
venous infusion 

Aventis Pharma Deutschland 
GmbH, Brüningstraße 50, 
Frankfurt am Main, Germany 

100 ml of solution in a glass 
bottle, supplied in a box 

YES YES YES 

Taxol injection 
100 mg / 16,7 ml 

concentrate of 
solution for 
infusion 

Bristol Myers-Squibb S.r.l., 
Sermoneta, Latina, Italy 

One glass vial with 16,7 ml 
of solution concentrate, 
supplied in a carton box 

YES YES YES 

Taxol injection 
30 mg / 5 ml 

concentrate of 
solution for 
infusion 

Bristol Myers-Squibb S.r.l., 
Sermoneta, Latina, Italy 

One glass vial with 5 ml of 
solution concentrate, 
supplied in a carton box 

YES YES YES 

Taxol injection 
300 mg / 50 ml 

concentrate of 
solution for 
infusion 

Bristol Myers-Squibb S.r.l., 
Sermoneta, Latina, Italy 

One glass vial with 50 ml of 
solution concentrate, 
supplied in a carton box 

YES YES YES 

Taxotere 20 mg concentrate of 
solution for 
infusion 

Aventis Pharma Dagenham, 
Dagenham, Essex, Great 
Britain 

One glass vial with 0,5 ml of 
concentrate and one glass 
vial containing 1,5 ml of 
solvent in a blister, supplied 
in a box 

YES YES 

Taxotere 80 mg concentrate of 
solution for 
infusion 

Aventis Pharma Dagenham, 
Dagenham, Essex, Great 
Britain 

One glass vial with 2 ml of 
concentrate and one glass 
vial with 6 ml of solvent in a 
blister, supplied in a box 

YES YES
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Tazocin 4,5 g 
injection for intra
venous use 

powder for prep
aration of solution 
for injection or 
infusion 

Wyeth Lederle S.p.A., 
Catania, Italy; Wyeth 
Laboratories, New Lane, 
Havant, Great Britain 

Clear glass 72 ml bottle with 
4,5 g of lyophilisate 
equipped with a grey 
bromobutyl stopper and flip- 
off cap of aluminum and 
plastic coloured pink, 
supplied in a box 

YES YES 

Telebrix 35 solution for 
injection 

Guerbet, Cedex, France Vial with 50 ml of solution, 
supplied in a box 

YES YES 

Telfast 120 mg film-coated tablets Aventis Pharma Deutschland 
GmbH, Brüningstraße 50, 
Frankfurt am Main, Germany 

10 tablets in a blister, 
supplied in a box 

YES YES 

Telfast 180 mg film-coated tablets Aventis Pharma Deutschland 
GmbH, Brüningstraße 50, 
Frankfurt am Main, Germany 

10 tablets in a blister, 
supplied in a box 

YES YES 

Telfast 30 mg film-coated tablets Aventis Pharma S.p.A., S.S. 
17 KM 22, Scoppito, Italy 

60 (4 × 15) tablets in a 
blister, supplied in a box 

YES YES 

Temodal capsules 
100 mg 

capsules, hard Schering-Plough Labo N.V. 
Industriepark 30, Heist-op- 
den-Berg, Belgium 

5 capsules in a glass bottle 
with a plastic stopper, 
supplied in a box 

YES YES 

Temodal capsules 
20 mg 

capsules, hard Schering-Plough Labo N.V. 
Industriepark 30, Heist-op- 
den-Berg, Belgium 

5 capsules in a glass bottle 
with a plastic stopper, 
supplied in a box 

YES YES 

Temodal capsules 
250 mg 

capsules, hard Schering-Plough Labo N.V. 
Industriepark 30, Heist-op- 
den-Berg, Belgium 

5 capsules in a glass bottle 
with a plastic stopper, 
supplied in a box 

YES YES
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Temodal capsules 
5 mg 

capsules, hard Schering-Plough Labo N.V. 
Industriepark 30, Heist-op- 
den-Berg, Belgium 

5 capsules in a glass bottle 
with a plastic stopper, 
supplied in a box 

YES YES 

Tenicef 0,5 g 
injection 

powder for prep
aration of solution 
for i.v. and i.m. 
injection 

Pliva Kraków, Kraków, 
Poland 

5 (10 ml) glass bottles with 
powder, supplied in a box 

YES YES 

Tenicef 1 g injection powder for prep
aration of solution 
for i.v. and i.m. 
injection 

Pliva Kraków, Kraków, 
Poland 

5 (15 ml) glass bottles with 
powder, supplied in a box 

YES YES 

Tenicef 2 g injection powder for prep
aration of injec
tion/infusion 
solution for i.v. use 

Pliva Kraków, Kraków, 
Poland 

5 (15 ml) glass bottles with 
powder, supplied in a box 

YES YES 

Tenormin 100 mg 
tablets 

film-coated tablets AstraZeneca UK Limited, Silk 
Road Business Park, 
Macclesfield, Cheshire, Great 
Britain 

28 (2 × 14) film-coated 
tablets in a blister (PVC/ 
PVDC//Al), supplied in a box 

YES YES 

Tenormin 50 mg 
tablets 

film-coated tablets AstraZeneca UK Limited, Silk 
Road Business Park, 
Macclesfield, Cheshire, Great 
Britain 

28 (2 × 14) film-coated 
tablets in a blister (PVC/ 
PVDC//Al), supplied in a box 

YES YES 

Tenox 10 mg tablets tablets Krka d.d., Novo mesto, 
Republic of Slovenia; Krka 
Farma d.o.o., DPC Jastre
barsko, Republic of Croatia 

30 (3 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Tenox 5 mg tablets tablets Krka d.d., Novo mesto, 
Republic of Slovenia; Krka 
Farma d.o.o., DPC Jastre
barsko, Republic of Croatia 

30 (3 × 10) tablets in a 
blister, supplied in a box 

YES YES
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Teolin retard 
125 mg tablets 

prolonged-release 
tablets 

Lek farmacevtska družba 
d.d., Ljubljana, Republic of 
Slovenia 

40 tablets in a glass bottle, 
supplied in a carton box 

YES YES 

Teolin retard 
300 mg tablets 

prolonged-release 
tablets 

Lek farmacevtska družba 
d.d., Ljubljana, Republic of 
Slovenia 

40 (4 × 10) tablets in a 
PVC/Al blister, supplied in a 
carton box 

YES YES 

Teotard 200 mg 
prolonged-release 
capsules 

prolonged-release 
capsules, hard 

Krka d.d., Novo mesto, 
Šmarješka cesta 6, Republic 
of Slovenia in cooperation 
with Astellas Pharma GmbH, 
Germany 

40 (4 × 10) capsules in a 
blister (PVC/Al), supplied in 
a box 

YES YES 

Teotard capsules 
prolonged-release 
350 mg 

prolonged-release 
capsules, hard 

Krka d.d., Novo mesto, 
Šmarješka cesta 6, Republic 
of Slovenia in cooperation 
with Astellas Pharma GmbH, 
Germany 

40 (4 × 10) capsules in a 
blister (PVC/Al), supplied in 
a box 

YES YES 

Tertensif film-coated tablets Les Laboratoires Servier 
Industrie, 905 route de 
Saran, 45520 Gidy, France 

30 (1 × 30) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES 

Tertensif SR sustained-release 
film tablets 

Les Laboratoires Servier 
Industrie, 905 route de 
Saran, 45520 Gidy, France 

Box with 30 tablets (2 × 15) 
in a blister 

YES YES 

Tetanus antitoxin 
(equine) 1 500 IU 

solution for 
parenteral use 

Imunološki zavod d.d., 
Rockefellerova 2, Zagreb, 
Republic of Croatia 

Box with 1 ampoule with 
1 500 IU of preparation 

YES YES 

Tetanus antitoxin 
(equine) 1 500 IU 

solution for 
parenteral use 

Imunološki zavod d.d., 
Rockefellerova 2, Zagreb, 
Republic of Croatia 

Box with 50 ampoules each 
with 1 500 IU of prep
aration 

YES YES
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Tetanus antitoxin 
(equine) 3 000 IU 

solution for 
parenteral use 

Imunološki zavod d.d., 
Rockefellerova 2, Zagreb, 
Republic of Croatia 

Box with 50 ampoules each 
with 3 000 IU of prep
aration 

YES YES 

Tetanus antitoxin 
(equine) 3 000 IU 

solution for 
parenteral use 

Imunološki zavod d.d., 
Rockefellerova 2, Zagreb, 
Republic of Croatia 

Box with 1 ampoule with 
3 000 IU of preparation 

YES YES 

TETRAct - HIB, 
combined diph
theria, tetanus, 
pertussis and 
Haemophilus 
influenzae type B 
vaccine 

lyophilisate and 
suspension for 
preparation of 
suspension for i.m. 
and deep subcu
taneous use 

Sanofi Pasteur S.A., 2 avenue 
Pont Pasteur, Lyon, France 

Box with 1 bottle containing 
lyophilisate and 1 glass 
syringe with 0,5 ml of 
suspension 

YES YES 

TETRAXIM diph
theria, tetanus, 
pertussis (acellular) 
and poliomyelitis 
(inactivated) vaccine, 
adsorbed 

suspension for 
injections 

Sanofi Pasteur S.A., 2 avenue 
Pont Pasteur, Lyon, France 

Glass syringe with a needle 
containing 0,5 ml of 
suspension for injections 

YES YES 

TEVETEN 600 mg film-coated tablets Solvay Pharmaceuticals B.V., 
Weesp, the Netherlands 

28 (2 × 14) film-coated 
tablets in a blister (PVC/ 
Aclar//Al), supplied in a box 

YES YES 

TEVETEN 600 mg film-coated tablets Solvay Pharmaceuticals B.V., 
C.J. van Houtenlaan 36, 
1381 CP Weesp, the 
Netherlands 

28 (2 × 14) tablets in a 
blister (PVC/Aclar/Al), 
supplied in a box 

YES YES YES 

Teveten plus film-coated tablets Solvay Pharmaceuticals 
GmbH, Hannover, Germany 
Solvay Pharmaceuticals B.V., 
Weesp, the Netherlands 

28 (2 × 14) tablets in a 
nontransparent PVC/Aclar/Al 
blister, supplied in a box 

YES YES YES
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Thyrogen 0,9 mg 
powder for solution 
for injection 

powder for 
solution for 
injection 

Genzyme Ltd., 37 Hollands 
Road, Haverhill, Suffolk CB9 
8PU, Great Britain 

Clear type I glass 5 ml vials 
with siliconized butyl 
stopper with tamper proof 
flip-off cap, supplied in a 
box 

YES YES YES YES YES 

TIAREN capsules Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

40 (4 × 10) capsules in 
blister (PVC/Al), supplied in 
a box 

YES YES 

Tienam i.v. Infusion powder for prep
aration of solution 
for infusion 

Merck Sharp & Dohme B.V., 
Waarderweg 39, Postbus 
581, Haarlem, the Nether
lands 

5 (115 ml) glass bottles with 
powder for solution for 
infusion, supplied in a box 

YES YES 

Timalen 0,25 % eye 
drops 

eye drops Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

Box with 5 ml of solution in 
a plastic bottle with a 
dropper 

YES YES 

Timalen 0,5 % eye 
drops 

eye drops Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

Box with 5 ml of solution in 
a plastic bottle with a 
dropper 

YES YES 

TINIDIL sublingual tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

40 (4 × 10) lozenges in an 
orange blister (PVC/ 
PVDC//Al), supplied in a box 

YES YES 

TIRAMAT 100 mg 
tablets 

film-coated tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

60 (3 × 20) tablets in a 
blister (PVC/PE/PVDC//Al), 
supplied in a box 

YES YES 

TIRAMAT 200 mg 
tablets 

film-coated tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

60 (5 × 12) tablets in a 
blister (PVC/PE/PVDC//Al), 
supplied in a box 

YES YES
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TIRAMAT 25 mg 
tablets 

film-coated tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

60 (2 × 30) tablets in a 
blister (PVC/PE/PVDC//Al), 
supplied in a box 

YES YES 

TIRAMAT 50 mg 
tablets 

film-coated tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

60 (2 × 30) tablets in a 
blister (PVC/PE/PVDC//Al), 
supplied in a box 

YES YES 

Tissucol kit 1,0 ml lyophilisates for 
preparation of two- 
component fibrin 
adhesives 

Baxter AG, Industriestraße 
67, A-1220 Vienna, Austria 

5 glass bottles: Tissucol 
lyophilisate, 1 ml of 
aprotinin solution, trombin 
4 lyophilisate, trombin 500 
lyophilisate, 1 ml of calcium 
chloride solution; application 
kit (Duploject) 

YES YES 

Tissucol kit 2,0 ml lyophilisates for 
preparation of two- 
component fibrin 
adhesive 

Baxter AG, Industriestraße 
67, A-1220 Vienna, Austria 

5 glass bottles: Tissucol 
lyophilisate, 2 ml of 
aprotinin solution, trombin 
4 lyophilisate, trombin 500 
lyophilisate, 2 ml of calcium 
chloride solution; application 
kit (Duploject) 

YES YES 

Tissucol kit 5,0 ml lyophilisates for 
preparation of two- 
component fibrin 
adhesive 

Baxter AG, Industriestraße 
67, A-1220 Vienna, Austria 

5 glass bottles: Tissucol 
lyophilisate, 5 ml of 
aprotinin solution, trombin 
4 lyophilisate, trombin 500 
lyophilisate, 5 ml of calcium 
chloride solution; application 
kit (Duploject) 

YES YES 

TOBRADEX eye 
drops, suspension 

eye drops, 
suspension 

Alcon-Couvreur s.a., 
Rijksweg 14, Puurs, Belgium 

5 ml of suspension in a 
polyethylene bottle with a 
drop tainer and an LDPE 
dropper with a PP tamper- 
evident screw cap, supplied 
in a box 

YES YES
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TOBRADEX eye 
ointment 

eye ointment Alcon-Couvreur s.a., 
Rijksweg 14, Puurs, Belgium 

3,5 g of ointment in an 
aluminum tube, supplied in 
a box 

YES YES 

Tobrex eye drops eye drops, solution Alcon-Couvreur s.a., 
Rijksweg 14, Puurs, Belgium 

5 ml of solution in a plastic 
bottle with a dropper, 
supplied in a box 

YES YES 

Tobrex eye 
ointment 

eye ointment Alcon-Couvreur s.a., 
Rijksweg 14, Puurs, Belgium 

3,5 g of ointment in an 
aluminum tube, supplied in 
a box 

YES YES 

TONOCARDIN 
2 mg 

tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

20 (2 × 10) tablets in a 
blister (PVC/PVDC//Al), 
supplied in a box 

YES YES 

TONOCARDIN 
4 mg 

tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

20 (2 × 10) tablets in PVC/ 
PVDC//Al blister, supplied in 
a box 

YES YES 

Topamax 100 mg 
tablets 

film-coated tablets Cilag AG, Schaffhausen, 
Switzerland 

60 (6 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Topamax 200 mg 
tablets 

film-coated tablets Cilag AG, Schaffhausen, 
Switzerland 

60 (6 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Topamax 25 mg 
tablets 

film-coated tablets Cilag AG, Schaffhausen, 
Switzerland 

60 (6 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Topamax 50 mg 
tablets 

film-coated tablets Cilag AG, Schaffhausen, 
Switzerland 

60 (6 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Torecan supposi
tories 6,5 mg 

suppositories Krka d.d., Novo mesto, 
Republic of Slovenia in 
cooperation with Novartis 
Pharma Ltd., Switzerland 

6 (1 × 6) suppositories in a 
strip (Al/LDPE), supplied in a 
box 

YES YES
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Torecan solution for 
injection 
6,5 mg/1 ml 

solution for 
injection (for i.m., 
i.v. and s.c.use) 

Krka d.d., Novo mesto, 
Republic of Slovenia in 
cooperation with Novartis 
Pharma Ltd., Switzerland 

1 ml of solution for 
injection in a glas ampoule; 
50 (5 × 10) ampoules in a 
blister, supplied in a box 

YES YES 

Torendo 1 mg film- 
coated tablets 

film-coated tablets Krka d.d., Novo mesto, 
Republic of Slovenia or Krka- 
Farma d.o.o., Zagreb, 
Republic of Croatia 

20 (2 × 10) tablets in a 
blister (PVC/PE/PVDC//Al), 
supplied in a box 

YES YES 

Torendo 2 mg film- 
coated tablets 

film-coated tablets Krka Farma d.o.o., Radnička 
cesta 48, Zagreb, Republic of 
Croatia 

20 (2 × 10) tablets in a 
blister (PVC/PE/PVDC//Al), 
supplied in a box 

YES YES 

Torendo 3 mg film- 
coated tablets 

film-coated tablets Krka Farma d.o.o., Radnička 
cesta 48, Zagreb, Republic of 
Croatia 

20 (2 × 10) tablets in a 
blister (PVC/PE/PVDC//Al), 
supplied in a box 

YES YES 

Torendo 4 mg film- 
coated tablets 

film-coated tablets Krka Farma d.o.o., Radnička 
cesta 48, Zagreb, Republic of 
Croatia 

20 (2 × 10) tablets in a 
blister (PVC/PE/PVDC//Al), 
supplied in a box 

YES YES 

Torendo oral 
solution 1 mg/1 ml 

oral solution Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

100 ml of solution in an 
amber glass bottle with 
plastic (PP) cap and 3 ml 
metered-dose syringe, 
supplied in a box 

YES YES 

Torendo Q-Tab 
0,5 mg orodis
persible tablets 

orodispersible 
tablets 

Krka Farma d.o.o., Radnička 
cesta 48, Zagreb, Republic of 
Croatia 

28 (4 × 7) tablets in a blister 
(OPA/Al/PVC//Al), supplied 
in a box 

YES YES 

Torendo Q-Tab 
1 mg orodispersible 
tablets 

orodispersible 
tablets 

Krka Farma d.o.o., Radnička 
cesta 48, Zagreb, Republic of 
Croatia 

28 (4 × 7) tablets in a blister 
(OPA/Al/PVC//Al), supplied 
in a box 

YES YES
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Torendo Q-Tab 
2 mg orodispersible 
tablets 2 mg 

orodispersible 
tablets 

Krka Farma d.o.o., Radnička 
cesta 48, Zagreb, Republic of 
Croatia 

28 (4 × 7) tablets in a blister 
(OPA/Al/PVC//Al), supplied 
in a box 

YES YES 

Tractocile 
7,5 mg/ml 
concentrate of 
solution for infusion 

concentrate of 
solution for 
infusion 

Ferring GmbH, Wittland 1, 
Kiel, Germany; Ferring Inter
national Center SA, Chemin 
de la Vergognausaz, Swit
zerland 

5 ml of concentrate in a 
glass bottle, supplied in a 
box 

YES YES 

Tractocile 
7,5 mg/ml, solution 
for injection 

solution for 
injection 

Ferring GmbH, Wittland 1, 
Kiel, Germany; Ferring Inter
national Center SA, Chemin 
de la Vergognausaz, Swit
zerland 

0,9 ml of solution in a glass 
bottle, supplied in a box 

YES YES 

TRALIN tablets 
100 mg 

film-coated tablets Farmal d.d., Branitelja 
domovinskog rata 8, 
Ludbreg, Republic of Croatia 

28 (2 × 14) tablets in a 
PVC/PVDC/Al blister, 
supplied in a box 

YES YES 

TRALIN tablets 
50 mg 

film-coated tablets Farmal d.d., Branitelja 
domovinskog rata 8, 
Ludbreg, Republic of Croatia 

28 (2 × 14) tablets in a 
PVC/PVDC/Al blister, 
supplied in a box 

YES YES 

Tramadol injection 
100 mg/2 ml 

solution for 
injection 

Farmal d.d., Branitelja 
domovinskog rata 8, 
Ludbreg, Republic of Croatia 

5 ampoules each with 2 ml 
of solution, supplied in a 
box 

YES YES 

Tramadol injection 
50 mg/ml 

solution for 
injection 

Farmal d.d., Branitelja 
domovinskog rata 8, 
Ludbreg, Republic of Croatia 

5 ampoules each with 1 ml 
of solution, supplied in a 
box 

YES YES 

Tramadol drops 
100 mg/ml 

oral drops, solution Farmal d.d., Branitelja 
domovinskog rata 8, 
Ludbreg, Republic of Croatia 

10 ml of solution in an 
amber glass bottle with 
dropper attachment and 
plastic cap, supplied in a box 

YES YES
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Tramadol capsules 
50 mg 

capsules Farmal d.d., Branitelja 
domovinskog rata 8, 
Ludbreg, Republic of Croatia 

20 (2 × 10) capsules in a 
blister (PVC/Al), supplied in 
a box 

YES YES 

Tramadol supposi
tories 100 mg 

suppositories Farmal d.d., Branitelja 
domovinskog rata 8, 
Ludbreg, Republic of Croatia 

5 suppositories in an Al/PE 
pack, supplied in a box 

YES YES 

Tramal 100 mg 
solution for 
injection 

solution for 
injection 

Grünenthal GmbH, Stolberg, 
Germany 

5 ampoules with 2 ml of 
solution, supplied in a box 

YES YES 

Tramal 50 mg 
solution for 
injection 

solution for 
injection 

Grünenthal GmbH, Stolberg, 
Germany 

5 ampoules with 1 ml of 
solution, supplied in a box 

YES YES 

Tramal supposi
tories 

suppositories Grünenthal GmbH, Stolberg, 
Germany 

5 suppositories in a strip, 
supplied in a box 

YES YES 

Tramal drops 96 ml solution, oral drops Grünenthal GmbH, Stolberg, 
Germany 

96 ml of solution in an 
amber glass bottle with a 
metering pump, supplied in 
a box 

YES YES 

Tramal drops, 
solution for oral 
drops 

solution, oral drops Grünenthal GmbH, Stolberg, 
Germany 

10 ml of solution in an 
amber glass bottle, supplied 
in a box 

YES YES 

Tramal capsules capsules Grünenthal GmbH, Stolberg, 
Germany 

20 (2 × 10) capsules in a 
blister, supplied in a box 

YES YES 

Tramal retard tablets 
100 mg 

film-coated tablets 
with prolonged- 
release 

Grünenthal GmbH, Stolberg, 
Germany 

Box with 30 tablets in a 
blister 

YES YES 

Tramal retard tablets 
150 mg 

film-coated tablets 
with prolonged- 
release 

Grünenthal GmbH, Stolberg, 
Germany 

Box with 30 tablets in a 
blister 

YES YES
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Tramal 200 mg 
retard tablets 

prolonged-release 
film-coated tablets 

Grünenthal GmbH, Stolberg, 
Germany 

30 tablets in a blister, 
supplied in a box 

YES YES 

Tramundin retard prolonged release 
tablets 

Mundipharma Gm.b.H., 
Limburg, Germany and 
Mundipharma GES.m.b.H., 
Vienna, Austria 

50 (5 × 10) tablets in a 
blister (PVC/Al), supplied in 
a box 

YES YES 

Transtec 35 μg/h transdermal patch Grünenthal GmbH, Ziegler
straße 6, D-52078 Aachen, 
Germany 

One transdermal patch in a 
multilayer bag (paper/PE/Al/ 
surlin), 4 patches in a carton 
box 

YES YES YES 

Transtec 35 μg/h transdermal patch Grünenthal GmbH, Ziegler
straße 6, D-52078 Aachen, 
Germany 

One transdermal patch in a 
multilayer bag (paper/PE/Al/ 
surlin), 16 patches in a 
carton box 

YES YES YES 

Transtec 52,5 μg/h transdermal patch Grünenthal GmbH, Ziegler
straße 6, D-52078 Aachen, 
Germany 

One transdermal patch in a 
multilayer bag (paper/PE/Al/ 
surlin), 4 patches in a carton 
box 

YES YES YES 

Transtec 70 μg/h transdermal patch Grünenthal GmbH, Ziegler
straße 6, D-52078 Aachen, 
Germany 

One transdermal patch in a 
multilayer bag (paper/PE/Al/ 
surlin), 4 patches in a carton 
box 

YES YES YES 

Travatan 40 μg/ml 
eye drops, solution 

eye drops Alcon Couvreur N.V., 
Rijksweg 14, Puurs, Belgium; 
Alcon Cusi S.A., Camil Fabra 
58, El Masnou, Barcelona, 
Spain 

2,5 ml of solution in a 
polypropylene bottle with 
dropper attachment, in foil, 
supplied in a box 

YES YES 

Travocort cream cream Intendis Manufacturing 
S.p.A., Segrate, Milano, Italy 

15 g of cream in an Al tube YES YES
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Trental 400 mg 
tablets 

modified-release 
film-coated tablets 

Aventis Pharma S.p.A., S.S. 
17 KM 22, Scoppito, Italy 

20 (2 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Tricor 145 mg film-coated tablets Laboratoires Fournier S.A., 
Fontaine-lès-Dijon, France 

30 (3 × 10) film-coated 
tablets in a blister (PVC/PE/ 
PVDC/Al), supplied in a box 

YES YES YES YES 

Tricor 160 mg film-coated tablets Laboratoires Fournier S.A., 
Fontaine-lès-Dijon, France 

30 (3 × 10) film-coated 
tablets in a blister (PVC/PE/ 
PVDC/Al), supplied in a box 

YES YES YES YES 

Triderm cream cream Schering-Plough Labo N.V. 
Industriepark 30, Heist-op- 
den-Berg, Belgium 

15 g of cream in an 
aluminum tube, supplied in 
a box 

YES YES 

Triderm ointment ointment Schering-Plough Farma, Lda, 
Casal do Colaride, Agualva 
Cacém, Portugal 

15 g of ointment in an 
aluminum tube, supplied in 
a box 

YES YES 

Trileptal 150 mg 
film-coated tablets 

film-coated tablets Novartis Farma S.p.A., Torre 
Annunziata (Napoli), Italy 

50 (5 × 10) tablets in a 
blister (PVC/PE/PVDC/Al), 
supplied in a box 

YES YES YES 

Trileptal 300 mg 
film-coated tablets 

film-coated tablets Novartis Farma S.p.A., Torre 
Annunziata (Napoli), Italy 

50 (5 × 10) tablets in a 
blister (PVC/PE/PVDC/Al), 
supplied in a box 

YES YES YES 

Trileptal 60 mg/ml 
oral suspension 

oral suspension Novartis Pharma S.A.S., 
Huningue Cedex, France 

250 ml of oral suspension in 
an amber glass bottle with 
plastic tamper-proof closure, 
10 ml plastic syringe for 
administration of oral 
suspension and a plastic 
bottle attachment, supplied 
in a box 

YES YES YES
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Trileptal 600 mg 
film-coated tablets 

film-coated tablets Novartis Farma S.p.A., Torre 
Annunziata (Napoli), Italy 

50 (5 × 10) tablets in a 
blister (PVC/PE/PVDC/Al), 
supplied in a box 

YES YES YES 

Trinitrosan 5 mg concentrate of 
solution for 
infusion 

Merck KGaA, Frankfurter 
Straße 250, Darmstadt, 
Germany 

1 ml of concentrate of 
solution for infusion in a 
glass ampoule, 5 ampoules 
in a box 

YES YES 

Trinovum tablets tablets Cilag AG, Schaffhausen, 
Switzerland 

21 (1 × 21) tablets 
(7 white, 7 pink and 
7 orange) in a blister 
(PVC/Al), supplied in a box 

YES YES 

Triquilar coated tablets Schering AG, Müllerstraße 
170-178, Berlin, Germany 

21 coated tablets (6 red- 
brown, 5 white and 10 dar 
yellow) in blister (PVC/Al), 
supplied in a box 

YES YES 

Trisequens film-coated tablets Novo Nordisk A/S, Novo 
Allé, DK-2880 Bagsværd, 
Denmark 

28 (12 blue, 10 white, 
6 red) tablets in a plastic 
calendar dial pack (dispenser 
with marked days of the 
week), supplied in a box 

YES YES 

Tritace 1,25 tablets Aventis Pharma S.p.A., S.S. 
17 KM 22, Scoppito, Italy 

28 (2 × 14) tablets in a 
blister, supplied in a box 

YES YES 

Tritace 2,5 tablets Aventis Pharma S.p.A., S.S. 
17 KM 22, Scoppito, Italy 

28 (2 × 14) tablets in a 
blister, supplied in a box 

YES YES 

Tritace 5 tablets Aventis Pharma S.p.A., S.S. 
17 KM 22, Scoppito, Italy 

28 (2 × 14) tablets in a 
blister, supplied in a box 

YES YES
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Tritazide 2,5 mg/ 
12,5 mg 

tablets Aventis Pharma S.p.A., S.S. 
17 KM 22, Scoppito, Italy 

28 (2 × 14) tablets in a 
green blister (PVC/Al), 
supplied in a box 

YES YES 

Tritazide 
5 mg/25 mg 

tablets Aventis Pharma S.p.A., S.S. 
17 KM 22, Scoppito, Italy 

28 (2 × 14) tablets in a 
green blister (PVC/Al), 
supplied in a box 

YES YES 

Trusopt eye drops eye drops Merck Sharp & Dohme B.V., 
Waarderweg 39, Postbus 
581, Haarlem, the Nether
lands 

5 ml of solution in a plastic 
container OCUMETER PLUS, 
supplied in a box 

YES YES 

Tuberkulin PPD RT 
23 SSI 10 T.U./ 
0,1 ml 

solution for intra
dermal use 

Statens Serum Institut, 
Copenhagen, Denmark 

Box with 1 glass bottle 
containing 1,5 ml of 
tuberculin of 10 T.U./0,1 ml 

YES YES 

Tuberkulin PPD RT 
23 SSI 2 T.U./ 
0,1 ml 

solution for intra
dermal use 

Statens Serum Institut, 
Copenhagen, Denmark 

Box with 1 glass bottle 
containing 1,5 ml of 
tuberculin of 2 T.U./0,1 ml 

YES YES 

Tuberkulin PPD RT 
23 SSI 2 T.U./ 
0,1 ml 

solution for intra
dermal use 

Statens Serum Institut, 
Copenhagen, Denmark 

Box with 1 glass bottle 
containing 5 ml of 
tuberculin of 2 T.U./0,1 ml 

YES YES 

Tulip 10 mg film- 
coated tablets 

film-coated tablets Lek farmacevtska družba 
d.d., Ljubljana, Republic of 
Slovenia 

30 (3 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Tulip 10 mg film- 
coated tablets 

film-tablets Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

60 tablets (6 × 10) in a 
blister, supplied in a box 

YES YES 

Tulip 20 mg film- 
coated tablets 

film-coated tablets Lek farmacevtska družba 
d.d., Ljubljana, Republic of 
Slovenia 

30 (3 × 10) tablets in a 
blister, supplied in a box 

YES YES
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Tulip 20 mg film- 
coated tablets 

film-tablets Lek farmacevtska družba 
d.d., Verovškova 57, 
Ljubljana, Republic of 
Slovenia 

60 tablets (6 × 10) in a 
blister, supplied in a box 

YES YES 

Tulip 40 mg film- 
coated tablets 

film-coated tablets Lek farmacevtska družba 
d.d., Ljubljana, Republic of 
Slovenia 

30 (3 × 10) tablets in a 
blister (Al/PVC//PVC//Al), 
supplied in a box 

YES YES 

Tusidil sugar coated 
tablets 

sugar coated tablets AD JAKA 80 Radoviš, 
Radoviš, FYROM 

20 (1 × 20) sugar-coated 
tablets in a A-PVC blister, 
supplied in a box 

YES YES 

Tusidil syrup for 
children 

syrup AD JAKA 80 Radoviš, 
Radoviš, FYROM 

60 ml of syrup in an amber 
glass bottle, supplied in a 
box 

YES YES 

Tusifan syrup 
1 mg/ml 

syrup Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

150 ml of syrup in a dark 
brown plastic bottle, 
supplied in a box 

YES YES YES 

Tusifan syrup 
3 mg/ml 

syrup Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

150 ml of syrup in a dark 
brown plastic bottle, 
supplied in a box 

YES YES YES 

TWINRIX Adult suspension for 
injection 

GlaxoSmithKline Biologicals 
s.a., rue de l’Institut 89, 
Rixensart, Belgium 

Pre-filled glass syringe 
containing a single dose of 
the vaccine (1 ml of 
suspension) with plunge 
stopper and needle, supplied 
in a carton box 

YES YES 

TWINRIX Paediatric suspension for 
injection 

GlaxoSmithKline Biologicals 
s.a., rue de l’Institut 89, 
Rixensart, Belgium 

Pre-filled glass syringe 
containing a single dose of 
the vaccine (0,5 ml of 
suspension) with plunge 
stopper and needle, supplied 
in a carton box 

YES YES
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TYPHIM Vi, 
thyphoid polysac
charide vaccine, 
purified 

solution for intra
muscular and 
subcutaneous use 

Sanofi Pasteur S.A., 2 avenue 
Pont Pasteur, Lyon, France 

Box with 1 glass syringe 
containing 1 dose of vaccine 
(0,5 ml) and a needle with a 
needle protection 

YES YES 

Ulfamid tablets 
20 mg 

film-coated tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

20 (2 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Ulfamid tablets 
40 mg 

film-coated tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

10 (1 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Ultop capsules 
20 mg 

gastric-resistant 
capsules, hard 

Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

14 capsules in a plastic 
(HDPE) bottle with plastic PP 
cap and desiccant, supplied 
in a box 

YES YES 

Ultop capsules 
20 mg 

gastric-resistant 
capsules, hard 

Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

28 capsules in a plastic 
(HDPE) bottle with plastic 
(PP) closure and desiccant, 
supplied in a box 

YES YES 

Ultop capsules 
40 mg 

capsules Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

14 capsules in a plastic 
bottle (with desiccant), 
supplied in a box 

YES YES 

Ultop powder for 
solution for infusion 
40 mg 

powder for 
solution for 
infusion 

Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

Colourless glass bottle with 
lyophilisate (closed with a 
rubber stopper and Al ring), 
supplied in a box 

YES YES 

Ultop S capsules 
10 mg 

capsules Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

28 capsules in a plastic 
bottle (with desiccant), 
supplied in a box 

YES YES 

Ultraproct supposi
tories 

suppositories Intendis Manufacturing 
S.p.A., Segrate, Milano, Italy 

10 suppositories in a strip 
(Al/LDPE foil), supplied in a 
box 

YES YES
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Ultraproct ointment rectal ointment Intendis Manufacturing 
S.p.A., Segrate, Milano, Italy 

30 g of ointment in an 
aluminium tube with a 
plastic applicator, supplied in 
a box 

YES YES 

Ultravist 240 
solution for infusion 

solution for 
infusion 

Schering AG, Müllerstraße 
170-178, Berlin, Germany 

10 infusion bottles each 
with 50 ml of solution, 
supplied in a box 

YES YES 

Ultravist 300 
solution for infusion 

solution for 
infusion 

Schering AG, Müllerstraße 
170-178, Berlin, Germany 

10 infusion bottles each 
with 100 ml of solution, 
supplied in a box 

YES YES 

Ultravist 300 
solution for infusion 

solution for 
infusion 

Schering AG, Müllerstraße 
170-178, Berlin, Germany 

10 infusion bottles each 
with 50 ml of solution, 
supplied in a box 

YES YES 

Ultravist 300 
solution for 
injection 

solution for 
injection 

Schering AG, Müllerstraße 
170-178, Berlin, Germany 

10 ampoules each 
containing 20 ml of 
solution, supplied in a box 

YES YES 

Ultravist 370 
solution for infusion 

solution for 
infusion 

Schering AG, Müllerstraße 
170-178, Berlin, Germany 

10 infusion bottles each 
with 100 ml of solution, 
supplied in a box 

YES YES 

Ultravist 370 
solution for infusion 

solution for 
infusion 

Schering AG, Müllerstraße 
170-178, Berlin, Germany 

200 ml in a glass bottle for 
infusion, 10 bottles in a box 

YES YES 

Ultravist 370 
solution for infusion 

solution for 
infusion 

Schering AG, Müllerstraße 
170-178, Berlin, Germany 

500 ml of solution in a glass 
infusion bottle, 8 bottles in a 
box 

YES YES 

Ultravist 370 
solution for infusion 

solution for 
infusion 

Schering AG, Müllerstraße 
170-178, Berlin, Germany 

10 infusion bottles each 
with 50 ml of solution, 
supplied in a box 

YES YES
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Ultravist 370 
solution for 
injection 

solution for 
injection 

Schering AG, Müllerstraße 
170-178, Berlin, Germany 

10 ampoules each 
containing 30 ml of 
solution, supplied in a box 

YES YES 

Ulzol capsules Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

14 (2 × 7) capsules in a 
blister, supplied in a box 

YES YES 

UPFEN 200 mg 
film-coated tablets 

film-coated tablets Bristol-Myers Squibb, 304, 
avenue du Dr Jean Bru, 
Agen, France 

20 (2 × 10) film-coated 
tablets in a PVC-Al blister, 
supplied in a box 

YES YES YES 

UPFEN 200 mg 
effervescent tablets 

effervescent tablets Bristol-Myers Squibb, 304, 
avenue du Dr. Jean Bru, 
Agen, France; Bristol-Myers 
Squibb, 979 Avenue des 
Pyrénées, Le Passage, France 

2 plastic tubes each with 10 
effervescent tablets, supplied 
in a box (desiccant in the 
plastic cap) 

YES YES YES 

UPSARIN plus 
vitamin C 

effervescent tablets Bristol-Myers Squibb, 304, 
avenue du Dr. Jean Bru, 
Agen, France; Bristol-Myers 
Squibb, 979 Avenue des 
Pyrénées, Le Passage, France 

10 effervescent tablets in a 
polypropylene tube (des
iccant in polyethylene cap), 
supplied in a box 

YES YES YES 

Upsavit vitamin C 
1 000 mg 

effervescent tablets Bristol-Myers Squibb, 304, 
avenue du Dr. Jean Bru, 
Agen, France; Bristol-Myers 
Squibb, 979 Avenue des 
Pyrénées, Le Passage, France 

10 effervescent tablets in a 
polypropylene tube (des
iccant in polyethylene cap), 
supplied in a box 

YES YES YES 

Uromitexan 
injection 

solution for intra
venous injection 

Baxter Oncology GmbH, 
Kantstraße 2, Halle, Germany 

15 (3 × 5) ampoules with 
4 ml of solution, supplied in 
a box 

YES YES
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Urosal M plus 
capsules 

capsules, soft Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

30 (3 × 10) capsules in a 
PVC/Al blister, supplied in a 
box 

YES YES YES 

Ursofalk capsules capsules Dr. Falk Pharma GmbH, 
Freiburg, Germany 

100 (4 × 25) tablets in 
PVC//Al blister, supplied in a 
box 

YES YES 

Urutal 8 mg tablets tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

Bottle with 100 tablets, 
supplied in a box 

YES YES 

Urutal forte 16 mg 
tablets 

tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

60 (3 × 20) tablets in a 
PVC/PVDC/Al blister, 
supplied in a box 

YES YES 

UTROGESTAN 
100 mg capsules 

capsules, soft Laboratoires Besins Inter
national, Montrouge, France; 
Besins International Belgique 
S.A., Drogenbos, Belgium 

30 (2 × 15) capsules in a 
PVC/Al blister, supplied in a 
box 

YES YES 

Uvin H Forte tea 
blend 

tea blend Cedevita d.o.o., Zagreb, 
Republic of Croatia 

Polypropylene bag with 
50 g, supplied in a carton 
box 

YES YES YES 

Uvin H Forte tea 
blend in filter bags 

tea blend in filter 
bags 

Cedevita d.o.o., Zagreb, 
Republic of Croatia 

25 filter bags (microcrystal 
cellulose) each with 1,5 g of 
tea blend, supplied in a box 

YES YES YES 

Uvin H Forte 
granules 

granules Cedevita d.o.o., Zagreb, 
Republic of Croatia 

14 bags (paper/Al/PE) each 
containing 5 g of granules, 
supplied in a box 

YES YES YES
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Vagifem vaginal tablets Novo Nordisk A/S, Novo 
Allé, DK-2880 Bagsværd, 
Denmark 

15 (3 × 5) applicators each 
with one vaginal tablet, in 
blister packs, supplied in a 
box 

YES YES 

Vagisan vaginal tablets Dr. August Wolff GmbH & 
Co. Arzneimittel, Bielefeld, 
Germany 

7 vaginal tablets in a strip, 
supplied in a box 

YES YES 

Vaira 10 mg tablets film-coated tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

28 (1 × 28) tablets in a 
blister, supplied in a box 

YES YES 

Vaira 5 mg tablets film-coated tablets Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

28 (1 × 28) tablets in a 
blister, supplied in a box 

YES YES 

Valcyte 450 mg 
film-coated tablets 

film-coated tablets F. Hoffmann-La Roche Ltd., 
Grenzacherstrasse 124, Basel, 
Switzerland 

60 tablets in a plastic 
(HDPE) bottle, supplied in a 
carton box 

YES YES YES 

Vaqta 25 IU/0,5 ml 
(purified, inactivated 
hepatitis A vaccine) 

suspension for 
injections 

Merck Sharp & Dohme B.V., 
Waarderweg 39, Postbus 
581, Haarlem, the Nether
lands 

Box with 1 glass bottle 
containing 0,5 ml of 
suspension 

YES YES 

Vaqta 50 IU/1 ml 
(purified, inactivated 
hepatitis A vaccine) 

suspension for 
injections 

Merck Sharp & Dohme B.V., 
Waarderweg 39, Postbus 
581, Haarlem, the Nether
lands 

Box with 1 glass bottle 
containing 0,5 ml of 
suspension 

YES YES 

Vasilip film-coated 
tablets 10 mg 

film-coated tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

30 (3 × 10) tablets in a 
PVC/PE/PVDC//Al blister, 
supplied in a box 

YES YES 

Vasilip 10 mg film- 
coated tablets 

film-coated tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

20 (2 × 10) tablets in a 
PVC/PE/PVDC/PE/PVC//Al 
blister, supplied in a box 

YES YES
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Vasilip film-coated 
tablets 20 mg 

film-coated tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

30 (3 × 10) tablets in a 
PVC/PE/PVDC//Al blister, 
supplied in a box 

YES YES 

Vasilip 20 mg film- 
coated tablets 

film-coated tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

20 (2 × 10) tablets in a 
PVC/PE/PVDC/PE/PVC//Al 
blister, supplied in a box 

YES YES 

Vasilip film-coated 
tablets 40 mg 

film-coated tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

30 (3 × 10) tablets in a 
PVC/PE/PVDC//Al blister, 
supplied in a box 

YES YES 

Vasilip film-coated 
tablets 40 mg 

film-coated tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

28 (4 × 7) tablets in a PVC/ 
PE/PVDC/PE/PVC//Al blister, 
supplied in a box 

YES YES 

Vasoflex 1 mg tablets Alkaloid AD - Skopje, 
Bulevar Aleksandar Make
donski 12, Skopje, FYROM 

30 tablets in an amber glass 
bottle, supplied in a box 

YES YES 

VAXIGRIP - 
inactivated vaccine 
against influenza 
(fragmented) 

suspension for 
injection 

Sanofi Pasteur S.A., 2 avenue 
Pont Pasteur, Lyon, France 

Pre-filled glass syringe (glass 
type I) with a needle and a 
chlorobromobutyl or 
chlorobutyl stopper, 
containing single dose 
(0,5 ml) of suspension for 
injection, supplied in a box 

YES YES 

VAXIGRIP 
inactivated vaccine 
against influenza 
(fragmented) 

suspension for 
injection 

Sanofi Pasteur S.A., 2 avenue 
Pont Pasteur, Lyon, France 

Pre-filled glass syringe with a 
needle containing a single 
dose (0,5 ml) of the 
suspension for injection, 
supplied in a box 

YES YES
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VAXIGRIP Pediatric 
use - inactivated 
vaccine against 
influenza (frag
mented) for children 

suspension for 
injection 

Sanofi Pasteur S.A., 2 avenue 
Pont Pasteur, Lyon, France 

Pre-filled glass syringe with 
needle containing a single 
dose (0,25 ml) of suspension 
for injection, supplied in a 
box 

YES YES 

Velafax tablets 
37,5 mg 

tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

28 (2 × 14) tablets in a 
blister, supplied in a box 

YES YES 

Velafax tablets 
75 mg 

tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

28 (2 × 14) tablets in a 
blister, supplied in a box 

YES YES 

Velafax XL capsules 
150 mg 

prolonged-release 
capsules, hard 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

28 (2 × 14) capsules in a 
transparent blister (PVC/Al), 
supplied in a box 

YES YES 

Velafax XL capsules 
75 mg 

prolonged-release 
capsules, hard 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

28 (2 × 14) capsules in a 
transparent blister (PVC/Al), 
supplied in a box 

YES YES 

Velcade powder for 
solution for 
injection 

powder for 
solution for 
injection 

Janssen Pharmaceutica NV, 
Turnhoutseweg 30, Beerse, 
Belgium 

10 ml glass vial containing 
38,5 mg of powder for 
solution for injection, 
supplied in a box 

YES YES YES 

Venofer 
100 mg/5 ml 
solution for intra
venous injection 

solution for 
injection 

Vifor International Inc., St. 
Gallen, Switzerland for Lek 
farmacevtska družba d.d. 
Ljubljana, Republic of 
Slovenia 

5 ampoules each with 5 ml 
of solution, supplied in a 
box 

YES YES 

VENTAVIS 10 
μg/ml solution for 
atomizer 

solution for 
atomizer 

Schering AG, Berlin, 
Germany and BERLIMED 
S.A., Alcala de Henares, 
Madrid, Spain 

3 ml glass ampoule 
containing 2 ml of solution 
for nebulizer, 100 ampoules 
in a box 

YES YES YES
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Ventolin inhalation 
solution 

nebulisation 
solution 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

10 ml of solution in an 
amber glass bottle with 
plastic cap, supplied in a box 

YES YES 

Ventolin syrup syrup Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

200 ml of syrup in an 
amber glass bottle with 
aluminum cap and plastic 
measuring spoon, supplied 
in a box 

YES YES 

Ventolin tablets tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

60 (2 × 30) tablets in a 
blister (PVC/Al), supplied in 
a box 

YES YES 

Vepesid injection 
100 mg/5 ml 

solution for 
injection (for prep
aration of i.v. infu
sion) 

Bristol-Myers Squibb S.r.l., 
Sermoneta, Latina, Italy 

5 ml of solution in a glass 
bottle, supplied in a box (10 
boxes in a collective carton 
packaging) 

YES YES 

Vepesid capsules 
100 mg 

capsules Bristol-Myers Squibb S.r.l., 
Sermoneta, Latina, Italy 

10 capsules in an amber 
glass bottle, supplied in a 
box 

YES YES 

Vepesid capsules 
50 mg 

capsules Bristol-Myers Squibb S.r.l., 
Sermoneta, Latina, Italy 

20 capsules in an amber 
glass bottle, supplied in a 
box 

YES YES 

Verbinaf 125 mg 
tablets 

tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

14 (1 × 14) tablets in a 
blister, supplied in a box 

YES YES 

Verbinaf 250 mg 
tablets 

tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

14 (1 × 14) tablets in a 
blister, supplied in a box 

YES YES
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Vermox 
100 mg/5 ml oral 
suspension 

oral suspension Krka d.d., Novo mesto, 
Republic of Slovenia in 
cooperation with Janssen 
Pharmaceutica, Beerse, 
Belgium 

30 ml of suspension in an 
amber glass bottle with a 
5 ml plastic measuring 
spoon, supplied in a box 

YES YES 

Vermox tablets 
100 mg 

tablets Krka d.d., Novo mesto, 
Republic of Slovenia in 
cooperation with Janssen 
Pharmaceutica, Beerse, 
Belgium 

6 (1 × 6) tablets in a strip 
(Al/PE), supplied in a box 

YES YES 

Verolax Senna film-coated tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

20 (2 × 10) tablets in a 
PVC/PVD//Al blister, 
supplied in a box 

YES YES YES 

Vesanoid soft 
capsules 10 mg 

soft capsules F. Hoffmann-La Roche Ltd., 
Grenzacherstrasse 124, Basel, 
Switzerland 

100 soft capsules in a brown 
plastic bottle, supplied in a 
box 

YES YES 

VFEND 200 mg 
powder for solution 
for infusion 

powder for 
solution for 
infusion 

Pfizer PGM, Pocé-sur-Cisse, 
France 

One glass vial with rubber 
cap and aluminum ring, 
containing powder, supplied 
in a box 

YES YES YES 

VFEND 40 mg/ml 
powder for oral 
suspension 

powder for oral 
suspension 

Pfizer PGM, Pocé-sur-Cisse, 
France 

45 g of powder for oral 
suspension in a plastic bottle 
with a tamper-evident 
stopper, a plastic measuring 
cup for solvent (23 ml), a 
plastic attachment for bottle 
neck and a plastic syringe 
for administration of oral 
suspension, supplied in a 
box 

YES YES YES 

VFEND tablets 
200 mg 

film-coated tablets Heinrich Mack Nachf. GmbH 
& Co., Illertissen, Germany 

28 (2 × 14) tablets in a 
blister (PVC/Al), supplied in 
a box 

YES YES YES 

VFEND tablets 
50 mg 

film-coated tablets Heinrich Mack Nachf. GmbH 
& Co., Illertissen, Germany 

28 (2 × 14) tablets in a 
blister (PVC/Al), supplied in 
a box 

YES YES YES
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Viagra tablets 
100 mg 

film-coated tablets Pfizer PGM, Pocé-sur-Cisse, 
France 

One (1 × 1) film-coated 
tablet in a blister (PVC/Al), 
supplied in a box 

YES YES YES 

Viagra tablets 
25 mg 

film-coated tablets Pfizer PGM, Pocé-sur-Cisse, 
France 

One (1 × 1) film-coated 
tablet in a blister (PVC/Al) 
supplied in a box 

YES YES YES 

Viagra tablets 
50 mg 

film-coated tablets Pfizer PGM, Pocé-sur-Cisse, 
France 

One (1 × 1) film-coated 
tablet in a blister (PVC/Al) 
supplied in a box 

YES YES YES 

Videx capsules 
125 mg 

gastric-resistant 
capsules, hard 

Bristol-Myers Squibb, 
Meymac, France 

30 (3 × 10) capsules in a 
PVC/PE/ACLAR/Al blister, 
supplied in a carton box 

YES YES YES YES 

Videx capsules 
250 mg 

gastric-resistant 
capsules, hard 

Bristol-Myers Squibb, 
Meymac, France 

30 (3 × 10) capsules in a 
PVC/PE/ACLAR/Al blister, 
supplied in a carton box 

YES YES YES YES 

Videx capsules 
400 mg 

gastric-resistant 
capsules, hard 

Bristol-Myers Squibb, 
Meymac, France 

30 (3 × 10) capsules in a 
PVC/PE/ACLAR/Al blister, 
supplied in a carton box 

YES YES YES YES 

Vilpin 10 mg tablets tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

30 (3 × 10) tablets in an 
orange PVC/PVDC//Al, 
supplied in a box 

YES YES 

Vilpin 5 mg tablets tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

30 (3 × 10) tablets in a 
blister (orange PVC/ 
PVDC//Al), supplied in a box 

YES YES 

Vincristine injection 
1 mg 

solution for 
injection (for intra
venous use) 

Pfizer (Perth) Pty Limited, 
Bentley WA, Australia 

1 ml of solution for 
injection in a plastic bottle, 
5 bottles in a box 

YES YES
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VIRACEPT 250 mg 
film-coated tablets 

film-coated tablets F. Hoffmann-La Roche Ltd., 
Grenzacherstrasse 124, Basel, 
Switzerland 

270 film-coated tablets in a 
plastic (HDPE) bottle with 
child resistant closure, 
supplied in a box 

YES YES YES 

Viramune tablets 
200 mg 

tablets Boehringer Ingelheim 
Pharma GmbH & Co. KG, 
Ingelheim am Rhein, 
Germany and Boehringer 
Ingelheim Ellas A.E., Atika, 
Greece 

60 (6 × 10) tablets in a 
blister (PVC/Al), supplied in 
a box 

YES YES YES 

Virolex cream cream Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

5 g of cream in a tube, 
supplied in a box 

YES YES 

Virolex lyophilisate 
for preparation of 
infusion solution 

lyophilisate for 
preparation of 
solution for 
infusion 

Krka d.d., Novo mesto, 
Republic of Slovenia in 
cooperation with Glaxo
SmithKline 

5 glass bottles each with 
250 mg of lyophilisate, 
supplied in a box 

YES YES 

Virolex eye 
ointment 

eye ointment Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

4,5 g of ointment in a tube, 
supplied in a box 

YES YES 

Virolex tablets tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

20 (2 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Visipaque 270 mg 
I/ml 

solution for 
injection 

GE Healthcare Ireland, 
Carrigtwohill, Co. Cork, 
Ireland; GE Healthcare AS, 
Nydalen, Oslo, Norway 

Glass bottle (with rubber 
stopper, aluminum ring and 
plastic protective cap) 
containing 50 ml of 
solution, 10 ampoules in a 
box 

YES YES 

Visipaque 270 mg 
I/ml 

solution for 
injection 

GE Healthcare Ireland, 
Carrigtwohill, Co. Cork, 
Ireland; GE Healthcare AS, 
Nydalen, Oslo, Norway 

Glass bottle (with rubber 
stopper, aluminum ring and 
plastic protective cap) 
containing 100 ml of 
solution, 10 ampoules in a 
box 

YES YES



EN 
C 119 E/352 

O
fficial Journal of the European U

nion 
24.4.2012

 

NAME OF THE 
MEDICINAL 
PRODUCT 

PHARMACEUTICAL 
FORM MANUFACTURER NATURE AND CONTENTS OF 

CONTAINER Domestic Imported Proprietary Generic 
UDMP nCADREAC CP MRP OTC Herbal Immu

nological Blood Orphan 

Visipaque 270 mg 
I/ml 

solution for 
injection 

GE Healthcare Ireland, 
Carrigtwohill, Co. Cork, 
Ireland; GE Healthcare AS, 
Nydalen, Oslo, Norway 

Plastic (polypropylene) bottle 
containing 50 ml of solution 
with a rubber stopper and 
plastic (polypropylene) 
closure with protective ring 
and cap, 10 bottles in a box 

YES YES 

Visipaque 270 mg 
I/ml 

solution for 
injection 

GE Healthcare Ireland, 
Carrigtwohill, Co. Cork, 
Ireland; GE Healthcare AS, 
Nydalen, Oslo, Norway 

Plastic (polypropylene) bottle 
containing 100 ml of 
solution with a rubber 
stopper and plastic (poly
propylene) closure with 
protective ring and cap, 10 
bottles in a box 

YES YES 

Visipaque 320 mg 
I/ml 

solution for 
injection 

GE Healthcare Ireland, 
Carrigtwohill, Co. Cork, 
Ireland; GE Healthcare AS, 
Nydalen, Oslo, Norway 

Plastic (polypropylene) bottle 
containing 100 ml of 
solution with a rubber 
stopper and plastic (poly
propylene) closure with 
protective ring and cap, 10 
bottles in a box 

YES YES 

Visipaque 320 mg 
I/ml 

solution for 
injection 

GE Healthcare Ireland, 
Carrigtwohill, Co. Cork, 
Ireland; GE Healthcare AS, 
Nydalen, Oslo, Norway 

Glass bottle (with rubber 
stopper, aluminum ring and 
plastic cap) containing 
200 ml of solution, 6 bottles 
in a box 

YES YES 

Visipaque 320 mg 
I/ml 

solution for 
injection 

GE Healthcare Ireland, 
Carrigtwohill, Co. Cork, 
Ireland; GE Healthcare AS, 
Nydalen, Oslo, Norway 

Glass bottle (with rubber 
stopper, aluminum ring and 
plastic protective cap) 
containing 100 ml of 
solution, 10 ampoules in a 
box 

YES YES 

Visipaque 320 mg 
I/ml 

solution for 
injection 

GE Healthcare Ireland, 
Carrigtwohill, Co. Cork, 
Ireland; GE Healthcare AS, 
Nydalen, Oslo, Norway 

Glass bottle (with rubber 
stopper, aluminum ring and 
plastic protective cap) 
containing 50 ml of 
solution, 10 ampoules in a 
box 

YES YES
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Visipaque 320 mg 
I/ml 

solution for 
injection 

GE Healthcare Ireland, 
Carrigtwohill, Co. Cork, 
Ireland; GE Healthcare AS, 
Nydalen, Oslo, Norway 

Plastic (polypropylene) bottle 
containing 500 ml of 
solution with a rubber 
stopper and plastic (poly
propylene) closure with 
protective ring and cap, 6 
bottles in a box 

YES YES 

Visipaque 320 mg 
I/ml 

solution for 
injection 

GE Healthcare Ireland, 
Carrigtwohill, Co. Cork, 
Ireland; GE Healthcare AS, 
Nydalen, Oslo, Norway 

Plastic (polypropylene) bottle 
containing 200 ml of 
solution with a rubber 
stopper and plastic (poly
propylene) closure with 
protective ring and cap, 10 
bottles in a box 

YES YES 

Visipaque 320 mg 
I/ml 

solution for 
injection 

GE Healthcare Ireland, 
Carrigtwohill, Co. Cork, 
Ireland; GE Healthcare AS, 
Nydalen, Oslo, Norway 

Plastic (polypropylene) bottle 
containing 50 ml of solution 
with a rubber stopper and 
plastic (polypropylene) 
closure with protective ring 
and cap, 10 bottles in a box 

YES YES 

Visipaque 320 mg 
I/ml 

solution for 
injection 

GE Healthcare Ireland, 
Carrigtwohill, Co. Cork, 
Ireland; GE Healthcare AS, 
Nydalen, Oslo, Norway 

Plastic (polypropylene) bottle 
containing 20 ml of 
solution, with a plastic twist- 
off cap, 10 bottles in a box 

YES YES 

Vistagan Liquifilm 
0,5 % eye drops 

eye drops, solution Allergan Pharmaceuticals 
Ireland, Castlebar Road, 
Westport, Co Mayo, Ireland 

5 ml of solution in a plastic 
bottle with a dropper, 
supplied in a box 

YES YES 

Visudyne powder for 
solution for 
infusion 

Novartis Pharma S.A.S., 
Huningue Cedex, France 

One glass vial containing 
powder with rubber stopper 
and aluminum ring, supplied 
in a box 

YES YES YES
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Vitamin B12 Krka 
solution for 
injection 
100 μg/1 ml 

solution for 
injection 

Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

100 ampoules with 1 ml of 
solution, supplied in a box 

YES YES 

Vitamin B12 Krka 
solution for 
injection 
500 μg/1 ml 

solution for 
injection 

Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

100 ampoules with 1 ml of 
solution, supplied in a box 

YES YES 

Vitopril 10 mg tablets STADA Arzneimittel AG, 
Stadtstraße 2-18, Bad Vilbel, 
Germany 

30 (3 × 10) tablets in a 
PVC/PVDC/Al blister, 
supplied in a box 

YES YES 

Vitopril 20 mg tablets STADA Arzneimittel AG, 
Stadtstraße 2-18, Bad Vilbel, 
Germany 

30 (3 × 10) tablets in a 
PVC/PVDC/Al blister, 
supplied in a box 

YES YES 

Vitopril 5 mg tablets STADA Arzneimittel AG, 
Stadtstraße 2-18, Bad Vilbel, 
Germany 

30 (3 × 10) tablets in a 
PVC/PVDC/Al blister, 
supplied in a box 

YES YES 

Vizol eye drops 
solution 

eye drops, solution Jadran - Galenski laboratorij 
d.d., Pulac bb, Rijeka, 
Republic of Croatia 

10 ml of eye drops in a clear 
plastic (PE) bottle with a 
dropper attachment, 
supplied in a box 

YES YES YES 

Water for injections 
Alkaloid 

diluent for 
parenteral use 

Alkaloid AD - Skopje, 
Bulevar Aleksandar Make
donski 12, Skopje, FYROM 

50 colourless glass ampoules 
with 5 ml of water for 
injection, supplied in a box 

YES YES 

Water for injections 
Viaflo 

diluent for 
parenteral use 

Baxter S.A., Belgium; Baxter 
Healthcare Ltd, Great Britain; 
Bieffe Medital Sabinanigo, 
Spain; Baxter Healthcare S.A., 
Ireland 

20 plastic Viaflo bags with 
500 ml of infusion solution, 
in a protective bag, supplied 
in a box 

YES YES
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Water for injections 
Viaflo 

diluent for 
parenteral use 

Baxter S.A., Belgium; Baxter 
Healthcare Ltd, Great Britain; 
Bieffe Medital Sabinanigo, 
Spain; Baxter Healthcare S.A., 
Ireland 

30 plastic Viaflo bags with 
250 ml of water for 
injection in a protective bag, 
supplied in a box 

YES YES 

Voltaren Emulgel 
1 % 

gel Novartis Consumer Health 
S.A., route de l’Étraz, Nyon, 
Switzerland; Novartis Pharma 
Produktions GmbH, Oflinger 
Straße 44, Wehr, Germany 

50 g of gel in an aluminium 
tube, supplied in a box 

YES YES YES 

Voltaren forte film-coated tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

Box with 20 tablets (blister, 
2 × 10 tbl.) 

YES YES 

Voltaren injection solution for 
injection 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

5 ampoules each with 3 ml 
of solution for injection, 
supplied in a box 

YES YES 

Voltaren rapid coated tablets Pliva Croatia Ltd., Zagreb, 
Republic of Croatia in 
cooperation with Novartis 
Pharma AG, Basel, Swit
zerland 

10 (1 × 10) coated tablets in 
a PVC//Al or PVC/PE/ 
PVDC//Al blister, supplied in 
a box 

YES YES 

Voluven 6 % 
solution for infusion 

solution for 
infusion 

Fresenius Kabi Deutschland 
GmbH, Germany 

500 ml of solution in a 
transparent plastic bag 
(Freeflex), 15 bags in a box 

YES YES YES 

Voluven 6 % 
solution for infusion 

solution for 
infusion 

Fresenius Kabi Deutschland 
GmbH, Germany 

500 ml of solution in a glass 
bottle, 10 bottles in a box 

YES YES YES
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Xalacom eye drops, solution Pfizer Manufacturing 
Belgium NV, Rijksweg 12, 
Puurs, Belgium 

2,5 ml of solution in a 5 ml 
plastic (LDPE) bottle with 
dropper attachment and 
plastic (HDPE) tamper-proof 
closure, supplied in a box 

YES YES YES 

Xalatan eye drops, solution Pfizer Manufacturing 
Belgium NV, Rijksweg 12, 
Puurs, Belgium 

2,5 ml eye drops, solution in 
a 5 ml plastic bottle with 
dropper attachment, 
supplied in a box 

YES YES 

Xanax SR 0,5 mg 
tablets 

modified release 
tablets 

Pfizer Manufacturing 
Belgium NV, Rijksweg 12, 
Puurs, Belgium; Pfizer Italia 
S.r.l., Marino del Tronto, 
Ascoli Piceno, Italy 

30 (3 × 10) tablets in a 
PA/Al//Al blister, supplied in 
a box 

YES YES 

Xanax SR 1 mg 
tablets 

modified release 
tablets 

Pfizer Manufacturing 
Belgium NV, Rijksweg 12, 
Puurs, Belgium; Pfizer Italia 
S.r.l., Marino del Tronto, 
Ascoli Piceno, Italy 

30 (3 × 10) tablets in a 
PA/Al//Al blister, supplied in 
a box 

YES YES 

Xanax SR tablets 
2 mg 

modified release 
tablets 

Pfizer Manufacturing 
Belgium NV, Rijksweg 12, 
Puurs, Belgium; Pfizer Italia 
S.r.l., Marino del Tronto, 
Ascoli Piceno, Italy 

30 (3 × 10) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES 

Xanax tablets 
0,25 mg 

tablets Pfizer Manufacturing 
Belgium NV, Rijksweg 12, 
Puurs, Belgium; Pfizer Italia 
S.r.l., Marino del Tronto, 
Ascoli Piceno, Italy 

30 (3 × 10) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES
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Xanax tablets 
0,5 mg 

tablets Pfizer Manufacturing 
Belgium NV, Rijksweg 12, 
Puurs, Belgium; Pfizer Italia 
S.r.l., Marino del Tronto, 
Ascoli Piceno, Italy 

30 (3 × 10) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES 

XELODA 150 mg 
film-coated tablets 

film-coated tablets F. Hoffmann-La Roche Ltd., 
Grenzacherstrasse 124, Basel, 
Switzerland 

60 (6 × 10) tablets in a 
blister (PVC/PE/PVDC//Al), 
supplied in a box 

YES YES YES YES 

XELODA 500 mg 
film-coated tablets 

film-coated tablets F. Hoffmann-La Roche Ltd., 
Grenzacherstrasse 124, Basel, 
Switzerland 

120 (12 × 10) tablets in a 
blister (PVC/PE/PVDC//Al), 
supplied in a box 

YES YES YES YES 

Xenical capsules F. Hoffmann-La Roche Ltd., 
Grenzacherstrasse 124, Basel, 
Switzerland 

42 (2 × 21) capsules in a 
blister, supplied in a box 

YES YES 

Xigris 20 mg 
powder for solution 
for infusion 

powder for 
solution for 
infusion 

Lilly Pharma Fertigung und 
Distribution GmBH & Co. 
KG, Giessen, Germany 

One glass vial with 20 mg of 
medicinal product, supplied 
in a box 

YES YES 

Xigris 5 mg powder 
for solution for 
infusion 

powder for 
solution for 
infusion 

Lilly Pharma Fertigung und 
Distribution GmBH & Co. 
KG, Giessen, Germany 

One glass vial with 5 mg of 
medicinal product, supplied 
in a box 

YES YES 

Xolair 150 mg powder and solvent 
for solution for 
injection 

Novartis Pharma Stein AG, 
Schaffhauserstrasse, Stein, 
Switzerland 

One glass vial with powder 
and one glass ampoule with 
2 ml of water for injection, 
supplied in a box 

YES YES YES
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Xolair 75 mg powder and solvent 
for solution for 
injection 

Novartis Pharma Stein AG, 
Schaffhauserstrasse, Stein, 
Switzerland 

One glass vial with powder 
and a glass ampoule with 
2 ml of water for injection, 
supplied in a box 

YES YES YES 

Xorimax 125 mg 
film-coated tablets 

film-coated tablets Sandoz GmbH, Kundl, 
Austria 

10 (1 × 10) film coated 
tablets in a PA/Al/PE//Al 
blister or an Al/PE strip, 
supplied in a box 

YES YES YES 

Xorimax 250 mg 
film-coated tablets 

film-coated tablets Sandoz GmbH, Kundl, 
Austria 

10 (1 × 10) film coated 
tablets in a (PA/Al/PE//Al) 
blister or an Al/PE strip, 
supplied in a box 

YES YES YES 

Xorimax 500 mg 
film-coated tablets 

film-coated tablets Sandoz GmbH, Kundl, 
Austria 

10 (1 × 10) film coated 
tablets in a (PA/Al/PE//Al) 
blister or an Al/PE strip, 
supplied in a box 

YES YES YES 

XYZAL 0,5 mg/ml 
oral solution 

oral solution UCB Pharma S.p.A., Via 
Praglia 15, 10044 Pianezza 
(TO), Italy 

200 ml of oral solution in a 
glass bottle with tamper- 
proof closure and a 10 ml 
plastic syringe, supplied in a 
box 

YES YES YES 

Xyzal 5 mg film- 
coated tablets 

film-coated tablets UCB Pharma S.p.A., Via 
Praglia 15, 10044 Pianezza 
(TO), Italy 

10 (1 × 10) tablets in an 
Al/Al blister, supplied in a 
box 

YES YES YES 

Yasmin film tablets film-coated tablets Schering AG, Müllerstraße 
170-178, Berlin, Germany 

21 (1 × 21) film-coated 
tablets in a blister, supplied 
in a box 

YES YES YES
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Yasnal film-coated 
tablets 10 mg 

film-coated tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

28 (4 × 7) tablets in a blister 
(OPA/Al/PVC//Al), supplied 
in a box 

YES YES 

Yasnal film-coated 
tablets 5 mg 

film-coated tablets Krka d.d., Šmarješka cesta 6, 
Novo mesto, Republic of 
Slovenia 

28 (4 × 7) tablets in a blister 
(PVC/Al/OPA//Al), supplied 
in a box 

YES YES 

Zaditen eye drops, solution EXCELVISION, Annonay, 
France 

5 ml of solution in a white 
plastic (LDPE) bottle with a 
dropper and a plastic (HDPE) 
stopper with a safety ring, 
supplied in a box 

YES YES YES 

Zaditen SDU eye drops, solution EXCELVISION, Annonay, 
France 

20 (5 × 4) single-dose plastic 
(LDPE) containers with 
0,4 ml of solution in a 
protective package (PVC/ 
Al/PA-Al/paper), supplied in 
a box 

YES YES YES 

Zalasta 10 mg 
tablets 

tablets Jadran - Galenski laboratorij 
d.d., Rijeka, Hrvatska in 
cooperation with Krka d.d., 
Novo mesto, Republic of 
Slovenia 

28 (4 × 7) tablets in a OPA/ 
Al/PVC-Al blister, supplied 
in a box 

YES YES 

Zalasta 5 mg tablets tablets Jadran - Galenski laboratorij 
d.d., Rijeka, Hrvatska in 
cooperation with Krka d.d., 
Novo mesto, Republic of 
Slovenia 

28 (4 × 7) tablets in a OPA/ 
Al/PVC-Al blister, supplied 
in a box 

YES YES 

Zalasta Q-Tab 
10 mg 

orodispersible 
tablets 

Krka Farma d.o.o., Radnička 
cesta 48, Zagreb, Republic of 
Croatia 

28 (4 × 7) tablets in a OPA/ 
Al/PVC//Al blister, supplied 
in a box 

YES YES
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Zalasta Q-Tab 
15 mg 

orodispersible 
tablets 

Krka Farma d.o.o., Radnička 
cesta 48, Zagreb, Republic of 
Croatia 

28 (4 × 7) tablets in a OPA/ 
Al/PVC//Al blister, supplied 
in a box 

YES YES 

Zalasta Q-Tab 
20 mg 

orodispersible 
tablets 

Krka Farma d.o.o., Radnička 
cesta 48, Zagreb, Republic of 
Croatia 

28 (4 × 7) tablets in a OPA/ 
Al/PVC//Al blister, supplied 
in a box 

YES YES 

Zalasta Q-Tab 5 mg orodispersible 
tablets 

Krka Farma d.o.o., Radnička 
cesta 48, Zagreb, Republic of 
Croatia 

28 (4 × 7) tablets in a OPA/ 
Al/PVC//Al blister, supplied 
in a box 

YES YES 

Zaldiar 37,5 mg/ 
325 mg 

film-coated tablets Grünenthal GmbH, Ziegler
straße 6, D-52078 Aachen, 
Germany 

10 tablets in a blister, 
supplied in a box 

YES YES 

Zan 10 mg capsules capsules Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

7 capsules in a PVC/ 
PVDC/Al blister, supplied in 
a box 

YES YES 

Zan 5 mg capsules capsules Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

7 capsules in a PVC/ 
PVDC/Al blister, supplied in 
a box 

YES YES 

Zeffix tablets film-coated tablets Glaxo Operations UK Ltd. 
(trading as Glaxo Wellcome 
Operations), Hertfordshire, 
Great Britain, Glaxo
SmithKline Pharmaceuticals 
S.A., Poznań, Poland 

28 (2 × 14) tablets in a 
blister (PVC/PA/Al), supplied 
in a box 

YES YES YES YES



EN 
24.4.2012 

O
fficial Journal of the European U

nion 
C 119 E/361

 

NAME OF THE 
MEDICINAL 
PRODUCT 

PHARMACEUTICAL 
FORM MANUFACTURER NATURE AND CONTENTS OF 

CONTAINER Domestic Imported Proprietary Generic 
UDMP nCADREAC CP MRP OTC Herbal Immu

nological Blood Orphan 

ZELDOX 20 mg 
capsules 

capsules Heinrich Mack Nachf. GmbH 
& Co. (Pfizer), Illertissen, 
Germany 

Box with 30 capsules 
(blister, 3 × 10 capsules) 

YES YES 

ZELDOX 40 mg 
capsules 

capsules Heinrich Mack Nachf. GmbH 
& Co. (Pfizer), Illertissen, 
Germany 

Box with 30 capsules 
(blister, 3 × 10 capsules) 

YES YES 

ZELDOX 60 mg 
capsules 

capsules Heinrich Mack Nachf. GmbH 
& Co. (Pfizer), Illertissen, 
Germany 

Box with 30 capsules 
(blister, 3 × 10 capsules) 

YES YES 

ZELDOX 80 mg 
capsules 

capsules Heinrich Mack Nachf. GmbH 
& Co. (Pfizer), Illertissen, 
Germany 

Box with 30 capsules 
(blister, 3 × 10 capsules) 

YES YES 

Zemplar 5 μg/ml 
solution for 
injection 

solution for 
injection 

Abbott S.p.A., Via Pontina 
52, 04010 Campoverde di 
Aprilia (Latina), Italy 

5 glass ampoules each with 
1 ml of solution, supplied in 
a carton box 

YES YES YES 

Zenafluk capsules 
100 mg 

capsules Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

7 capsules in a PVC/Al 
blister, supplied in a box 

YES YES 

Zenafluk capsules 
150 mg 

capsules Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

One capsule in a PVC/Al 
blister, supplied in a box 

YES YES 

Zenafluk capsules 
200 mg 

capsules Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

7 capsules in a PVC/Al 
blister, supplied in a box 

YES YES



EN 
C 119 E/362 

O
fficial Journal of the European U

nion 
24.4.2012

 

NAME OF THE 
MEDICINAL 
PRODUCT 

PHARMACEUTICAL 
FORM MANUFACTURER NATURE AND CONTENTS OF 

CONTAINER Domestic Imported Proprietary Generic 
UDMP nCADREAC CP MRP OTC Herbal Immu

nological Blood Orphan 

Zenafluk capsules 
50 mg 

capsules Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

7 capsules in a PVC/Al 
blister, supplied in a box 

YES YES 

Zenapax concentrate of 
solution for 
infusion 

F. Hoffmann-La Roche Ltd., 
Grenzacherstrasse 124, Basel, 
Switzerland 

Bottle with 5 ml of concen
trate, supplied in a box 

YES YES YES 

Zerit capsules 
30 mg 

capsules Bristol-Myers Squibb, 
Meymac, France 

56 (4 × 14) capsules in a 
blister, supplied in a box 

YES YES 

Zerit capsules 
40 mg 

capsules Bristol-Myers Squibb, 
Meymac, France 

56 (4 × 14) capsules in a 
blister, supplied in a box 

YES YES 

Ziagen tablets film-coated tablets Glaxo Wellcome Operations, 
Greenford, Great Britain 

60 (6 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Zinnat suspension 
125 mg/5 ml 

granules for oral 
suspension 

Glaxo Wellcome Operations, 
Greenford, Great Britain 

Granules for 100 ml of 
suspension in a glass bottle, 
with a plastic spoon and a 
measuring device, supplied 
in a box 

YES YES 

Zinnat 125 mg 
tablets 

film-coated tablets Glaxo Wellcome Operations, 
Greenford, Great Britain 

10 tablets in a blister, 
supplied in a box 

YES YES 

Zinnat 250 mg 
tablets 

film-coated tablets Glaxo Wellcome Operations, 
Greenford, Great Britain 

10 tablets in a blister, 
supplied in a box 

YES YES 

Zinnat 500 mg 
tablets 

film-coated tablets Glaxo Wellcome Operations, 
Greenford, Great Britain 

10 tablets in a blister, 
supplied in a box 

YES YES
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Zipantola tablets 
20 mg 

gastric-resistant 
tablets 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

28 (2 × 14) tablets in a 
OPA/Al/PVC//Al blister, 
supplied in a box 

YES YES 

Zipantola 40 mg 
tablets 

gastric-resistant 
tablets 

Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

14 (1 × 14) tablets in a 
blister, supplied in a box 

YES YES 

Zofran injection 
4 mg 

solution for intra
venous injection 

GlaxoSmithKline S.p.A., 
Parma, Italy 

5 ampoules with 2 ml of 
solution, supplied in a box 

YES YES 

Zofran injection 
8 mg 

solution for intra
venous injection 

GlaxoSmithKline S.p.A., 
Parma, Italy 

5 ampoules with 4 ml of 
solution, supplied in a box 

YES YES 

Zofran 4 mg tablets tablets Glaxo Wellcome S.A., 
Aranda de Duero, Spain; 
GlaxoSmithKline Phar
maceuticals S.A., Poznań, 
Poland 

10 tablets in a blister, 
supplied in a box 

YES YES 

Zofran 8 mg tablets tablets Glaxo Wellcome S.A., 
Aranda de Duero, Spain; 
GlaxoSmithKline Phar
maceuticals S.A., Poznań, 
Poland 

10 tablets in a blister, 
supplied in a box 

YES YES 

Zoladex 3,6 mg subcutaneous 
implant 

AstraZeneca UK Limited, Silk 
Road Business Park, 
Macclesfield, Cheshire, Great 
Britain 

Implant for s.c. adminis
tration in a syringe with a 
safety system (SafeSystem 
TM), in a sterile protective 
casing, supplied in a carton 
box 

YES YES 

Zoladex LA 
10,8 mg 

subcutaneous 
implant 

AstraZeneca UK Limited, Silk 
Road Business Park, 
Macclesfield, Cheshire, Great 
Britain 

Implant for s.c. adminis
tration in a syringe with a 
safety system (SafeSystem 
TM), in a sterile protective 
casing, supplied in a carton 
box 

YES YES
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Zoloft tablets 
100 mg 

film-coated tablets Pfizer Italia S.r.l., Borgo San 
Michele, Latina, Italy 

28 (2 × 14) tablets in a 
blister (PVC/Al), supplied in 
a box 

YES YES 

Zoloft tablets 50 mg film-coated tablets Pfizer Italia S.r.l., Borgo San 
Michele, Latina, Italy 

28 (2 × 14) tablets in a 
blister (PVC/Al), supplied in 
a box 

YES YES 

Zoltex 20 mg 
tablets 

gastric-resistant 
tablets 

Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

28 (2 × 14) tablets in a 
blister (PA/Al/PVC//Al), 
supplied in a box 

YES YES 

Zoltex 40 mg 
tablets 

gastric-resistant 
tablets 

Belupo, lijekovi i kozmetika 
d.d., Ulica Danica 5, 
Koprivnica, Republic of 
Croatia 

14 (2 × 7) tablets in a 
PA/Al/PVC//Al blister, 
supplied in a box 

YES YES 

Zometa 4 mg/5 ml 
concentrate of 
solution for infusion 

concentrate of 
solution for 
infusion 

Novartis Pharma Stein AG, 
Schaffhauserstrasse, Stein, 
Switzerland 

5 ml of solution concentrate 
in a plastic bottle, supplied 
in a box 

YES YES 

Zomig Rapimelt orodispersible 
tablets 

AstraZeneca UK Limited, Silk 
Road Business Park, 
Macclesfield, Cheshire, Great 
Britain 

6 (1 × 6) tablets in a blister 
(PVC/Al-Al/paper), supplied 
in a box 

YES YES 

Zomig tablets 
2,5 mg 

film-coated tablets Astra Zeneca UK Limited, 
Great Britain 

3 (1 × 3) tablets in a blister 
(Al/PA-Al/PVC), supplied in 
a box 

YES YES 

Zonadin 10 mg 
tablets 

film-coated tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

20 (2 × 10) tablets in a 
blister, supplied in a box 

YES YES 

Zonadin 5 mg 
tablets 

film-coated tablets Pliva Croatia Ltd., Ulica grada 
Vukovara 49, Zagreb, 
Republic of Croatia 

20 (2 × 10) tablets in a 
blister, supplied in a box 

YES YES
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Zorac 0,05 % gel gel Pierre Fabre Médicament 
Production, France 

15 g of gel in an aluminum 
tube, supplied in a box 

YES YES 

Zorac 0,1 % gel gel Pierre Fabre Médicament 
Production, France 

15 g of gel in an aluminum 
tube, supplied in a box 

YES YES 

Zovirax cream Glaxo Operations UK Ltd, 
Durham, Great Britain 

2 grams of cream in an 
aluminum tube with plastic 
cap, supplied in a box 

YES YES YES 

Zyban prolonged release 
tablets 

GlaxoSmithKline Phar
maceuticals S.A., ul. Grun
waldzka 189, Poznań, 
Poland 

60 (6 × 10) tablets in an 
Al/Al blister, supplied in a 
box 

YES YES 

Zyllt film-coated 
tablets 75 mg 

film-coated tablets KRKA FARMA d.o.o., DPC 
Jastrebarsko, Cvetkovići bb, 
Jastrebarsko, Republic of 
Croatia 

14 (2 × 7) tablets in a blister, 
supplied in a box 

YES YES 

Zyprexa 10 mg 
injection 

powder for 
solution for 
injection 

Lilly Pharma Fertigung und 
Distribution GmbH & Co. 
KG, Giessen, Germany 

5 ml glass vial with powder 
for solution for injection, 
supplied in a box 

YES YES 

Zyprexa 10 mg 
coated tablets 

film-coated tablets Eli Lilly and Company 
Limited, Basingstoke, Hamp
shire, Great Britain 

28 (4 × 7) tablets in an Al/Al 
blister, supplied in a box 

YES YES 

Zyprexa 15 mg 
coated tablets 

film-coated tablets Eli Lilly and Company 
Limited, Basingstoke, Hamp
shire, Great Britain 

28 (4 × 7) tablets in an Al/Al 
blister, supplied in a box 

YES YES
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Zyprexa 2,5 mg 
coated tablets 

film-coated tablets Eli Lilly and Company 
Limited, Basingstoke, Hamp
shire, Great Britain 

28 (4 × 7) tablets in an Al/Al 
blister, supplied in a box 

YES YES 

Zyprexa 5 mg 
coated tablets 

film-coated tablets Eli Lilly and Company 
Limited, Basingstoke, Hamp
shire, Great Britain 

28 (4 × 7) tablets in an Al/Al 
blister, supplied in a box 

YES YES 

Zyprexa 7,5 mg 
coated tablets 

film-coated tablets Eli Lilly and Company 
Limited, Basingstoke, Hamp
shire, Great Britain 

56 (8 × 7) tablets in an Al/Al 
blister, supplied in a box 

YES YES 

Zyprexa Velotab 
10 mg orodis
persible tablets 

orodispersible 
tablets 

Eli Lilly and Company 
Limited, Basingstoke, Hamp
shire, Great Britain 

28 (4 × 7) tablets in a blister, 
supplied in a box 

YES YES 

Zyprexa Velotab 
5 mg orodispersible 
tablets 

orodispersible 
tablets 

Eli Lilly and Company 
Limited, Basingstoke, Hamp
shire, Great Britain 

28 (4 × 7) tablets in a blister, 
supplied in a box 

YES YES 

Zyvoxid granules 
for oral suspension 
20 mg/ml 

granules for oral 
suspension 

Pharmacia & Upjohn 
Company, Michigan, USA 
and Pfizer Manufacturing 
Belgium NV, Puurs, Belgium 

66 g granules in an amber 
glass bottle of 240 ml with a 
plastic tamper-evident 
stopper and a plastic 
measuring spoon 
(2,5 ml/5 ml), supplied in a 
box 

YES YES YES 

Zyvoxid 2 mg/ml 
solution for infusion 

solution for 
infusion 

Fresenius Kabi Norge, 
Halden, Norway 

300 ml of solution in a 
plastic infusion bag, in a 
protective aluminium casing. 
10 bags per box. 

YES YES YES 

Zyvoxid tablets 
600 mg 

film-coated tablets Pharmacia & Upjohn 
Company, Michigan, USA 
and Pfizer Manufacturing 
Belgium NV, Puurs, Belgium 

10 (1 × 10) tablets in a 
PVC/Al blister, supplied in a 
box 

YES YES YES





2012 SUBSCRIPTION PRICES (excluding VAT, including normal transport charges) 

EU Official Journal, L + C series, paper edition only 22 official EU languages EUR 1 200 per year 

EU Official Journal, L + C series, paper + annual DVD 22 official EU languages EUR 1 310 per year 

EU Official Journal, L series, paper edition only 22 official EU languages EUR 840 per year 

EU Official Journal, L + C series, monthly DVD (cumulative) 22 official EU languages EUR 100 per year 

Supplement to the Official Journal (S series), tendering procedures 
for public contracts, DVD, one edition per week 

multilingual: 
23 official EU languages 

EUR 200 per year 

EU Official Journal, C series — recruitment competitions Language(s) according to 
competition(s) 

EUR 50 per year 

Subscriptions to the Official Journal of the European Union, which is published in the official languages of the 
European Union, are available for 22 language versions. The Official Journal comprises two series, L (Legislation) 
and C (Information and Notices). 

A separate subscription must be taken out for each language version. 
In accordance with Council Regulation (EC) No 920/2005, published in Official Journal L 156 of 18 June 2005, the 
institutions of the European Union are temporarily not bound by the obligation to draft all acts in Irish and publish 
them in that language. Irish editions of the Official Journal are therefore sold separately. 
Subscriptions to the Supplement to the Official Journal (S Series — tendering procedures for public contracts) 
cover all 23 official language versions on a single multilingual DVD. 
On request, subscribers to the Official Journal of the European Union can receive the various Annexes 
to the Official Journal. Subscribers are informed of the publication of Annexes by notices inserted in the 
Official Journal of the European Union. 

Sales and subscriptions 

Subscriptions to various priced periodicals, such as the subscription to the Official Journal of the European Union, 
are available from our sales agents. The list of sales agents is available at: 
http://publications.europa.eu/others/agents/index_en.htm 

EUR-Lex (http://eur-lex.europa.eu) offers direct access to European Union legislation free of charge. 
The Official Journal of the European Union can be consulted on this website, as can the Treaties, 

legislation, case-law and preparatory acts. 

For further information on the European Union, see: http://europa.eu 
EN
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