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To3m KOKYMEHT e cpecTBO 32 I0KYMEHTHpPaHe W He 00BbP3Ba MHCTUTYUHHTE

»B PEIJIAMEHT (EC) Ne 528/2012 HA EBPOINIEMCKUS MMAPJIAMEHT U HA ChbBETA
ot 22 maii 2012 roguna
OTHOCHO NMpPeI0CTABAHETO HA Ma3apa M ynorpedara Ha OHMOLMIM

(Texker ot 3Hayenue 3a ENII)

(OB L 167, 27.6.2012 r., c1p. 1)

M3meneH cne:

Od¢unuaneH BECTHHK

Ne CTpaHnIa maTta

»M1  Jlenerupan pernament (EC) Ne 736/2013 ma Kommcuara or 17 maii L 204 25 31.7.2013 r.
2013 roauna

> M2 JHenerupan pernament (EC) Ne 837/2013 na Komucumsta ot 25 romm L 234 1 3.9.2013 r.
2013 romguna
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PETJIAMEHT (EC) Ne 528/2012 HA EBPONEHCKHUS
IHAPJJAMEHT U HA CBBETA

ot 22 maii 2012 roaunHa
OTHOCHO MPeIOCTABAHETO HA MAa3apa M ynmorpedara HA OMOLUIU

(Texcr ot 3HauyeHue 3a EUII)

EBPOITEMCKHUAT TIAPJJAMEHT ¥ CBBETHT HA EBPOIIEMCKHUSA
CBIO3,

Karo B3exa mpensui Jloroeopa 3a QyHKIHOHHpaHEeTO Ha EBpomenckus
ChbI03, U MO-CIENMATHO uicH 114 oT Hero,

KaTo B3eXa MpeBUJ NpelUlokeHHueTo Ha EBpomeiickata KoMucus,

Karo B3eXa MpeBHU]] CTAHOBUIIETO HA EBPOMEHCKUS UKOHOMUYECKH H
conmanes komurer (1),

B CHOTBETCTBHE C OOMKHOBEHATa 3aKOHOIATEIHA Tporueaypa (%),

KaToO MMAaT NPEIABUJ, Ye:

(1)  buouuante ca HEOOXOAUMH 3a KOHTPOJIA HA OPraHU3MHUTE, KOUTO
ca BPEIHH 3a 3[]paBeTO Ha XOpaTa WK KUBOTHUTE, U 32 KOHTPOJIA
Ha OPraHM3MHTE, KOUTO BPEIAT HAa €CTECTBEHHTE WM IIPOU3BE-
JEeHHTe MaTepuand. buomumure obade MoraT jga HOpPORAT
pUCKOBE 3a XOpaTa, >KMBOTHUTC M OKOJHATa cpela IOopaau
HPHUCBIIATE CH CBOICTBA M CBBP3aHUTE C TAX MOJEIN Ha
ynorpeba.

2) Buornunute crnenBa na He ce MPEAOCTaBAT HA Mas3apa, HUTO Ja ce
yIoTpeOsSBaT, OCBEH aKO HE ca pa3pelmieHH B CBOTBETCTBHE C
HacTosmus pernameHT. Ha mnasapa cnexBa na He ce Iyckar
TpeTUpaHU H3JAENHUsd, OCBEH aKO BCHYKM AaKTHMBHM BEIIECTBA,
BKJIIOUEHH B OHOLMIMTE, C KOUTO Ca TPETUPAHU WM KOUTO
CBIBPKAT, ca OJ00PEHN B CHOTBETCTBHE C HACTOSIIHS PErjaMeHT.

3) [enta Ha HACTOSIIUS perjaMeHT € Ja ce MoJo0pu CBOOOIHOTO
JBWKeHHEe Ha Ououuan B pamkure Ha Chlo3a, KaTo ChILEB-
PEMEHHO C€ OCHIYpH BHMCOKO DAaBHHUINE Ha 3allUTa KakTo Ha
3/IpaBETO Ha XOpara W JKMBOTHUTE, Taka U Ha OKOJIHATA Cpeja.
Crnena nma ce oTmenH OCOOEHO BHHUMaHHE Ha 3alluTara Ha
YSI3BUMHTE IPYNH KaTo OpeMEHHUTE JKeHH U aeuata. Hacrosmust
perinaMeHT ciefiBa Ja ce OCHOBaBa Ha IMpPHUHLIMIA Ha Mpepnas-
JUBOCT, 3a Ja Ce TrapaHTUpa, Y€ IMPOU3BOJICTBOTO W IIperoCTa-
BAHETO Ha Iasapa Ha AaKTUBHU BCLICCTBA U 61/10Lll/l[ll/l HsaMa
BpPEHO BB3ICHCTBHE BBPXY 3[paBeTO Ha Xopara WIH
JKUBOTHUTE WM HENPUEMIIMBO BB3JCHCTBUE BBPXY OKOJIHATA
cpena. C oryen Aa ce mpeMaxHaT BbB BBH3MOXKHO Hail-roisima
CTEMEeH TPEIsITCTBHUATA MPEA THProBUITA ¢ OMOLUIM, CIIeBA Na
Ce YCTAaHOBST MpaBWa 3a 0JJOOPSBAHETO HAa AaKTHBHM BEIICCTBA U
3a MPEeJOCTaBSIHETO Ha Ta3apa M ynotpedara Ha OHOIUIN, BKIFO-
YHUTEJIHO NPaBUJIA 32 B3aUMHOTO NPU3HABAHE Ha pa3pelleHus U 3a
napajeiHaTa ThProBusl.

(4) 3a ma ce OCHTYpH BHCOKO paBHHMINE Ha 3allUTa HA 3]pPaBeTO Ha
XOpaTta, Ha 31paBeTo Ha KUBOTHUTE, KAKTO M Ha OKOJIHATA Cpena,
HACTOSILIMST PErfiaMeHT Cie/Ba Aa ce mpuiara, 0e3 ja ce 3acsra
3aKOHOJATEeNICTBOTO Ha Chl03a OTHOCHO OE30IaCHHUTE YCIOBHUS Ha
pabOTHOTO MSICTO, ONA3BaHETO HAa OKOJIHATA CPejia M 3alluTaTa Ha
HOTpeOuTenuTe.

() OB C 347, 18.12.2010 r., ctp. 62.

(?) Tosuuus Ha EBponeiickus mapaament ot 22 cenremspu 2010 r. (OB C 50 E,
21.2.2012 r., ctp. 73) u nmo3unus Ha CbBera Ha MBbPBO 4eTeHEe OT 21 OHU
2011 r. (OB C 320 E, 1.11.2011 r., crp. 1). INozuuus na EBponeiickus
napiaameHT ot 19 sHyapu 2012 r. (Bce ome HemyOnukyBana B OdunuaneH
BeCcTHHK) U pemeHne Ha CoBera ot 10 mait 2012 r.
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[IpaBunara OTHOCHO TPENOCTABSHETO Ha Ma3apa Ha OMOLMIN B
pamkute Ha OOIHOCTTA Osixa ycTanoBenu ¢ Jupekrusa 98/8/EO
Ha Espomneiickus napnament u Ha CobBera (!). HeoGxomumo e
TE3W MpaBWia Ja Ce ajanTupaT B CBETJIMHATA HAa MPUAOOHTHS
ONUT, W TMO-CIEeNMaTHO Ha Jokiana Ha Komwucusara no Espo-
neickus mapiameHT M CbBeTa 3a IBPBUTE CEOEM TOJUHH OT
MPWIATAaHEeTO, B KOMTO ce aHaIM3Mpar IpOoOJEeMHUTE, CBBP3aHH C
JUPEKTUBATa, U HEHHUTE CIIabOCTH.

[IpenBua OCHOBHHTE NMPOMEHH, KOHTO CIlie/lBa Ja CE HalpaBsT B
CBIICCTBYBAIIHUTE MPaBUJA, PETIAMEHTHT € MOIXOSIIHUAT PaBeH
WHCTPYMEHT, Koito na 3amenu JlupekrtuBa 98/8/EO, 3a na ce
YCTaHOBST SICHH, HOAPOOHW ¥ TPSIKO MPWIOKHMH TpaBHIIA.
OcBeH TOBa pErJaMEHTHT JaBa CHUTYPHOCT, 4Ye€ MPaBHHUTE
W3UCKBAaHHs CE MpUJIaraT XapMOHHM3HPAHO U CIHOBPEMEHHO Ha
sata Teputopust Ha Chioza.

Crenpa a ce TpaBH pasiidka MEXIY CHINECTBYBAIINTE aKTHBHU
BEIIIECTBA, KOUTO ca OWJIM Ha Ma3apa B ChCTaBa Ha OMOLUIN KbM
JlaTata 3a TpaHCIIOHHUpaHe, omnpeneneHa B Jlupekrusa 98/8/EO, u
HOBUTE aKTHBHH BEIECTBA, KOUTO BCE OIIE HE ca Cce Mpeiaraim
Ha Tasapa B ChCTaBa Ha OWOIMIM KBbM Ta3W jaara. Jlokato Teue
MpepasriekIaHeTO Ha CHIISCTBYBAIUTE AaKTHBHH BELICCTBA,
JIbPKaBUTE-WICHKH CIIeBa Ja MPOABIDKAT Ja paspelaBatr Mmpe-
OCTaBSHETO Ha I1a3apa Ha OWONMAN, KOWTO CBIBP)KAT TaKHBa
BC€IUICCTBA, B CBHOTBCTCTBHUC CBHC CBOUTC HAIlMOHAJIHU HpaBI/Iﬂa,
JIOKaTo He OBbJe B3E€TO pEIICHHE OTHOCHO OJ00psIBAHETO Ha
BBIIPOCHUTE akTHBHHU BemiectBa. Cnen karo Komwucusra B3eme
peIIeHHeTo, TbpKaBUTE-WIEHKH WM, KOTaTo € yMecTHOo, Komm-
cHsTa, CIIe/IBa JIa M3aBaT, OTMEHAT WM M3MEHAT pa3pelicHusTa,
criopen ciydas. HoBuTe aKkTHBHH BellecTBAa CleaBa Ja ObaaT
MPOYYBaHH TIPETH CHhIbPKAIIMTE TH OWOIMIM Ja ObaaT
MyCHATH Ha Ma3apa, 3a Ja Ce rapaHTHpa, Y€ HOBHTE MPOAYKTH,
KOWTO C€ MyCKaT Ha Ta3apa, OTrOBapsiT HA H3WCKBAaHWsTA HA
HACTOSIIUS periaMeHT. He3aBUCHMMO OT TOBa, 3a Jla C€ HACHPYH
pa3paboTBaHETO Ha HOBM AaKTHBHH BEIECTBa, Mpoleaypara 3a
TAXHATA OIlEHKA CJeaBa Ja He BB3MPEIITCTBA IbpP)KaBUTE-
yienkd 1 Komucusta ma paspeiniaBaT 3a OTpaHHYEH MEPUOJ OT
BpeMe OHOIMIN, KOWTO ChIBPXKAT JaJE€HO aKTHBHO BEIIECTBO,
mpeau To 1a ObJe 000peHo, PU YCIOBHE Ye Oblie MPEICTaBEHO
M3YEpIaTeIHO TOCHE W Ce TpHeMa, ue aKTHMBHOTO BEIMIECTBO H
OMOLIMIBT OTrOBApAT HA WU3JIOKECHUTE B HACTOSLINS PETIaMEHT
YCIIOBHSL.

3a ma ce rapaHTHpa pPaBHOIIPABHO TPETHUpPAHE Ha JIMIATA, KOUTO
MyCKaT Ha Ia3apa aKTUBHH BELIECTBA, OT TIX ClleaBa JAa C€
M3KMCKBA J]a TPHUTEXKABAT JOCHE WIHM Ja UMAT MHCMO 33 JOCTBII
JI0 JIOCHe, WIM JI0 CHOTBETHHTE HAaHHU B JOCHETO, 33 BCAKO OT
AKTHBHUTE BCLICCTBA, KOWUTO TPOM3BEXKAAT WM BHACAT 3a
M3M0JI3BaHE B ChCTaBa Ha OHONMAM. buounmauTe, ChABpPKAIIA
AKTUBHM BEIIECTBA, 332 KOUTO CHOTBETHOTO JIMIE HE ¢€
M3IBIHAIIO TOBa 3aJbJDKCHHE, CJEABA [OBEYC 1a HE ce Mpej-
OCTaBsT Ha Masapa. B TakuBa ciydyam cieiBa aa ce BbBEIAT
MOJXOMSAIIM TMPEXOJHU TMEPUOIU 3a 00e3BpexkIaHe W ymoTpeda
Ha CHINECTBYBAIIUTE 3alach OT OHUOLUIIH.

Hacrosmusr permaMeHT cienBa Ja ce Ipuiara 3a OHOLWAY,
KOMTO BBbB (hopmara, MmoJ KOSTO Ce€ JOCTAaBAT Ha NOTPEOUTENUTE,
ca CbCTaBEHM OT €JHO MJIM I[IOBEYE AaKTHBHU BElLIECTBA WU
CHIBPKAT WM T'€HEpUpaT €IHO MM MOBe4Ye aKTUBHM BEILECTBA.

(') OB L 123, 24.4.1998 r., c1p. 1.
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C wmen jia ce rapaHTHpa IpaBHATA CUT'YPHOCT € HEOOXOJUMO Ja ce
chbcTaBU cHMCHK Ha Chl03a HAa aKTHBHUTE BEIECTBA, 0100peHH 3a
U3MOJ3BaHEe B ChcTaBa Ha Owormau. CrefBa Ja ce yCTaHOBH
mpouenypa 3a OICHSABaHE Ha TOBAa Jald [aJeHO AaKTUBHO
BEIIECTBO Jia OBbJe BKIIOYCHO B TO3W cnuchbk. CrenBa jga ce
yTO4HH HH(pOpMALHUATA, KOSITO 3aWHTCPECOBAHHUTE CTpPaHH
clefBa Ja MPEACTaBAT B IOJKpENa Ha 3asBICHHUETO 32 0100-
psiBaHe Ha [aJCHO AKTHBHO BEHIECTBO WM BKJIIOYBAHETO MYy B
CIIHCHKA.

Hacrosmust pernamMeHT ce npuiara, 6e3 1a ce 3acsra PermameHnT
(EO) Ne 1907/2006 na Epormeiickust mapiameHT u Ha ChBeTa OT
18 nexemBpu 2006 T. OTHOCHO pEruUCTpalUsiTa, OLCHKATa,
paspenraBaneto W orpanuvaBaHeto Ha xumukanu (REACH) wu
3a cb3naBaHe Ha EBpomeiicka arexuus no xumukamu (V). Ilpu
OIpeieNeHn O0CTOSATEICTBA aKTUBHUTE BELIECTBA B ChCTaBa Ha
OmoumauTe ca OCBOOOJEHHM OT CHOTBETHHTE pas3lopendu Ha
[IOCOYEHHS PETJIAMEHT.

C men 1a ce MOCTHTHE BHCOKO PaBHMIINE Ha 3alllWTa Ha 31PaBETO
HA Xopara, Ha 37[paBETO Ha JXMBOTHHTE W HA OKOJHATA Cpeaa,
aKTHBHHUTE BEIIECTBA C HaW-PHCKOBH TPOGWIN ClIeABa Ja HE
ObaaT OMOOpsIBAHM 3a HM3MOJ3BAaHE B CHCTaBa HA OHMOLUIH, C
M3KITIOYeHHe Ha creruduunu ciydan. Te cieiBa ga BKIIOYBAT
cllydau, TPH KOUTO OJ0OPSIBAHETO € OMpaBAaHO MOPaaH MpEeHeo-
PEKUMO HHCKHSI PHCK OT €KCIIO3WIMsI Ha BEIIECTBOTO, OT CHOO-
paXeHWs, CBBP3aHH ChC 3IpaBETO Ha XOpara, 3IpaBeTO Ha
JKMBOTHUTE WM OMNAa3BaHETO HA OKOJHATA Cpela, WU OT HeCh-
pPa3MEpHOTO OTPHIATENTHO BB3ACHCTBIE 3a OOIIECTBOTO MPU E€BEH-
TyanHo HeomoOpsiBane. [Ipu pemieHHMeTo Nanu TakWBa aKTHBHU
BEIIECTBA MoOrar ja ObaarT omoOpeHu ciejBa Ja ce B3eMe
NpEABUA W HAIMIMETO HA TOAXOMANIA M JOCTATHYHH alTep-
HAaTHBHH BEILECTBA MU TEXHOJIOTHHU.

AKTHBHUTE BelllecTBa B crnucbka Ha Cpro3a cieisBa Ja Objar
OperiexJaHd pPEIOBHO, 3a Ja Ce OTYMTa HANpeAbKbT Ha
HayKaTa U TexHosnoruure. Korato uMa chlIeCTBEHH MHIMKAIMU,
4e JaJeHO aKTUBHO BEIECTBO, M3MOI3BAHO B CbhCTaBa Ha
OuOIMIN WK TPETHPAHU M3MIENUs, He OTTOBapsl Ha M3UCKBAHUITA
Ha Hacrosmus persameHT, Komucusra ciensa na Moxke Ja
npepasriena 0g00OpEeHHETO Ha aKTHBHOTO BEILECTBO.

AKXTHUBHHTE BCIICCTBa CjI€aBa Ja 6’I>L[aT IIOCOYCHU KarTo
KaHAuaaTu 3a 3aMsAHa, ako MMaT OIPEACIICHHU NPUCHIINU OIlaCHU
CBoOMicTBa. 3a Ja €€ Oaa€ BB3MOXKHOCT 3a PEIAOBHO Pa3rICKIaHC
Ha BeIIeCTBaTa, ONPEACIICHU KAaTO KaHAUWJATH 3a 3aMsHa, CPOKBT
Ha BaJIUJHOCT Ha O,I[06peHI/IeTO Ha TC3H BCHICCTBaA CJI€ABa J1a HC
HaJBUIIaBa CCACM IrOJAWHU NOPHU B cnyf{aﬁ Ha IOAHOBABAHC.

B xonma Ha u3maBaHe WM HA MOJHOBSIBAHE Ha paspelIeHHe 3a
Omonmna, KOMTO ChIBpXKAa AKTUBHO BEIIECTBO — KaHIUIAT 3a
3aMsHa, CJeABa Ja € BB3MOXKHO Jja C€ HAaIpaBU CpaBHEHUE
MeXay OwWonmuaa W JApPYTd pas3pelieHd OHOUWAW, HEXUMUYHHU
cpelcTBa 3a KOHTPOJ M METOJM 3a NPEBEHIHs IO OTHOILICHHE
Ha PHCKOBETE, KOUTO IOpaKAaT, U IOJN3UTE OT yHoTpebara WM.
B pesyarar Ha Ta3u CcpaBHUTENHAa OIIGHKAa OHOIMJI, KOWTO
ChIbp)Ka aKTWBHH BEUIECTBA, WACHTUGHLIUPAHU KaTO KaHIUIATH
3a 3aMsHa, cienBa ja Objae 3a0paHeH WM OTpaHUYEH, KOratro e
JIOKa3aHo, Y€ Jpyrd pa3peuicHd OWOLMAM WIM HEXUMHYHH
METOOM 3a KOHTPOJ MWIM TPEBEHIHS, KOUTO IOpaXKAAT
3HAUUTEIHO MO-MAJIBbK IUIOCTEH PHUCK 3a 3/paBeTO Ha XopaTa,
3IpaBeTO Ha >KMBOTHUTE M 3a OKOJIHATa Cpenla, ca JOCTaThbuHO
e(uKacHU U HAMAT JPYT'd 3HAUUTEIHM MKOHOMHYECKH WJIM IPaK-
THUYECKH HEeNOCTaThLM. B TakuBa ciyyan cieiBa na Obaat mpea-
BUJICHH IOJXOJSIIIA CPOKOBE 3a MOCTEIICHHO H3TETIISHE.

(') OB L 396, 30.12.2006 r., ctp. 1.
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3a ma ce u3berHe M3MMIIHATA aJMMHHCTpaTHBHA U (DUHAHCOBA
TEXKECT 32 MHAYCTPHATA W 32 KOMIICTEHTHHTE OPTaHH, IIOCTHA
U 331bJ00YEHA OlIEHKAa Ha 3asABIIEHHE 3a MOAHOBSIBaHE Ha 0J00-
pPEHHeTO Ha JaJEeHO aKTHBHO BEIIECTBO WIIM Ha pa3pelleHHe 3a
6uouu cieBa 1a ce U3BBPIIBA CaMO aKO KOMIIETEHTHUST OpraH,
KOWTO OTroBaps 3a IbPBOHAYAIHATA OLIEHKA, NPELEHH, Y€ TOBa €
HEeo0XOAMMO, Bb3 OCHOBA Ha HalW4HATa WH(OpMamus.

Heobxomumo e na ce ocurypu eQeKTHBHA KOOpIUHALUS U
yIpaBieHUe Ha TEXHUYECKHTE, HayYHUTE M aJIMHHUCTPATHBHUTE
aCMeKTH Ha HACTOSIIHMS periiaMeHT Ha paBHuiieTo Ha Chro3a.
EBpormeiickata areHIus IO XHMHKAIHM, CH3JaJileHa CBIITACHO
Pernament (EO) Ne 1907/2006 (,,AreHumsara“), cnensa naa
W3MBJIHABA CHEM(UYHA 3aJaud, CBBP3aHH C OICHSIBAHETO Ha
aKTHBHHU BEIECTBA, KAKTO W ¢ paspemaBaHeTo oT Chio3a Ha
OTIpeeeH! KaTeropuu OMOLMIN M CBBP3aHHTE C TOBA 3aJayuH.
BbB BpB3Ka C TOBa C HACTOSIIMS PErJIaMEHT B paMKUTE Ha
AreHnusTa cieaBa Aa ce ch3gange KomuTeT 1Mo OHOLMOMTE,
KOWTO Jia M3IIBJIHSBA ONPENeNIeHN 3a1adl, BB3JIOKEHH Ha AreH-
nusirTa.

Hskou 6I/IOIII/I,HI/I U TpETUPAHU U3ACIHA, ONPEACICHHU B peria-
MCHTa, Ca IMpeAMET MW Ha JAPYTH 3aKOHOAATCJIHHW AaKTOBE Ha
Crpro3a. Hopa;u/l Tasyu NpUYHHA € HeO6XO,£[I/IMO Ja C€ HalpasiT
SICHU pa3rpaHUYCHUs, 3a J1a CC€ rapaHTHUpa paBHaTa CUT'YPHOCT. B
IIPUIOKCHUE KBbM HACTOAMIWA PErIIaMEHT CJI€ABa da CE€ YCTAaHOBH
CIIMCBK Ha MNPOAYKTOBHUTC THUIIOBE, KOWUTO IIOIAAAT B oOxBaTa Ha
HaCTOAIIUA PETIIaMCHT, KaTO 3a BCEKH THUIlI € BKJIHOYCHO HWHIU-
KaTUBHO OIIMCAaHHC.

Buornure, npeqHasHaueHn 3a ynorpeba He camo 3a LeNUTe Ha
HACTOSIIIUS PETJIaMEHT, HO U BbB BPb3Ka C MEAMLUUHCKH U3AEIHS,
KaTo Ae3uH(EKTaHTH, U3MO0I3BAHN 32 Je3UH(EKIUpaHe Ha MOBBP-
XHOCTH B OOJHUIMTE M HAa MEIULIMHCKH H3JeNHs, MOrar Ja
MOPOJAT PHUCKOBE, PA3IMYHM OT TE3W, KOUTO ca MpeIMeT Ha
HAacTOSIIUS perigamMeHt. ETo 3amo Te3u OHOIMAM cieaBa na
OTroBapsT HE caMO Ha U3MCKBAaHMATA, YCTAHOBEHU C HACTOSIIUS
periaMeHT, HO ¥ Ha CBHOTBETHHUTE OCHOBHH W3UCKBaHHS,
m3noxkeHn B mpmioxkenne | xeMm Jupextusa 90/385/EMO Ha
CsBera oT 20 1oHM 1990 T. OTHOCHO cONMKaBaHe Ha 3aKOHOJA-
TEJICTBOTO HA JIbP)KABUTE-WICHKH, CBBP3aHO C aKTHBHUTE
UMIUIAaHTUPYEMHU MEIULUHCKU uznenwst (1), JlupextuBa
93/42/EMO Ha CeBera or 14 rorm 1993 r. oTHOCHO Menu-
nuHckute m3nenns () u Jupekrusa 98/79/EO Ha Epomeiickust
napiameHT u Ha CobBera oT 27 oktomBpu 1998 r. oTHOCHO aHMar-
HOCTHYHUTE MEIUIMHCKH m31enus in vitro (3).

Korato mpomykr mnpurexkaBa OmomugHa (QyHKIHSA, KOSTO €
OPUCHIA HAa KO3METUYHAaTa My (YHKUUS WIM KOraTo Tasu
OuonnaHa (QyHKUIMS Ce CUMTa 3a BTOPOCTENEHHA MPETEHIMS Ha
KO3METHUYEH IPOIYKT, KOHTO ce perymupa or Permament (EO)
Ne 1223/2009 na EBpomeiickust mapiaameHT u Ha CbBera OT
30 noemBpu 2009 T. OTHOCHO KO3METHYHWTE TPOAYKTH (*), Tasu
(yHKIMA ¥ OPOAYKTHT Cle/(Ba Aa OCTaHAT U3BBH IPUIOKHOTO
HoJIe HA HACTOSAIINS PETrIIaMEHT.

L 189, 20.7.1990 r., ctp. 17.
L 169, 12.7.1993 r., ctp. 1.
L 331, 7.12.1998 r., ctp. 1.
L 342, 22.12.2009 r., ctp. 59.
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BesonacHocTTa Ha XpaHUTe U GypaskuTe € IpeaMeT Ha 3aKOHOJaTeN-
ctBoTo Ha Chio3a, no-crenuaino Ha Permament (EO) Ne 178/2002
Ha EBponelickus napimaMeHT u Ha CbBeTa oT 28 sHyapu 2002 r. 3a
YCTaHOBsIBaHE Ha OOIINTE IIPUHITHIIY U H3UCKBAHMSA HA 3aKOHOAATEI-
CTBOTO B 00JIaCTTa HA XpaHUTE, 3a Ch3/laBaHe Ha EBponeiicku opran
3a 6e30MacHOCT Ha XPaHWUTE U 32 ONPEENSIHE Ha ITPOLelypU OTHOCHO
6esomacHocrta Ha xpanute ('). ETO 3a110 HACTOSIUMAT periaMeHt
cliefBa Ja He ce Ipujiara KbM XpaHU U (ypaxku, YHOTpeOsBaHU
KaToO PeIeNIeHTH WK aTPaKTaHTH.

CriomaratesHUTE BEIlleCTBa ca INpeIMeT Ha JeHCTBAINO 3aKOHOMA-
tenctBo Ha Cwio3a, mo-crienmanHo Ha Permament (EO)
Ne 1831/2003 na EBpomeiickust mnapiaameHT u Ha CbBera OT
22 centemBpr 2003 T. OTHOCHO [MOOABKH 3a H3IMOJ3BAaHE MPHU
xpaHeHero Ha kuBotHuTe () uw Ha Permament (EO)
Ne 1333/2008 na EBpomeiickust mapiaameHT u Ha CbBera OT
16 mexemspu 2008 T. otHOCHO mobGaBkure B xpanute (). Cren-
OBAaTEJHO € YMECTHO Aa ObJaT U3KIIOYEHU OT MPUIIOKHOTO I0JIe
Ha HACTOSIIIMS PerJIaMeHT.

Tbii KaTo MPOAYKTH, U3NOJI3BAHM 3a MPEANa3BaHE HA XPaHU WIN
(dypaku OT BpEJIHU OPraHU3MH, KOUTO MpPEau ca OHIIN Kiachu(pH-
LUpaHu KaTo npoaykros Tum 20, ca npeaMer Ha Pernament (EO)
Ne 1831/2003 u Ha Pernament (EO) Ne 1333/2008, He e ymecTHO
TO3H IIPOLYKTOB TUI Ja ObJAE 3ala3eH.

Teit karo MexayHapoqHaTa KOHBEHLUS 3a KOHTpPOJI U
yhnpaBieHHe Ha OalacTHHUTE BOAW W yTalKUTe OT Kopadu
npeBIKAa e(eKTUBHA OLEHKA Ha PUCKOBETE OT CUCTEMUTE 3a
yIpaBjieHHe Ha 0aJacTHUTE BOIM, OKOHYATEIHOTO OJ00pEeHHUE W
HOCJIEIBAILIOTO OJJ0OOPEHUE HA TUIA HA TAKUBA CUCTEMHU CIEJBa Ja
Ce CUMTaT 3a PaBHO3HAUHHM HA Pa3pelICeHHETO 3a MPOIYKT, KOETO
CE M3MCKBA CBIJIACHO HACTOSIIUS PErJIaMEHT.

3a ma ce u3berHe Bb3MOXKHOTO OTPHLATEIHO BB3JCHCTBHE BBPXY
OKOJIHATa cpela, ¢ OMOMUINTE, KOMTO Bede HE € 3aKOHHO Ja ce
NPEIOCTaBAT Ha Ma3apa, CJe/Ba Aa Ce MPOLEeaUpa B ChOTBETCTBHE
ChC 3aKOHOAATeNcTBOTO Ha ChO3a OTHOCHO OTHAIbIHTE, MO-
cnenuanHo Jupexrusa 2008/98/EO na EBpomneiickust mapnaMeHT
n Ha CwBera ot 19 HoemBpu 2008 r. oTHOCHO oTmambuuTe (4),
KakTO ¥ C HAaWOHATHOTO 3aKOHOJATENICTBO 3a M3IBJIHEHHE Ha
TOBa 3aKoHOJaTelIcTBO Ha Chio3a.

3a ma ce yJecHHM NpeNOCTaBIHETO Ha masapa B meius Cbhlo3 Ha
ompenesaeHd OWOLHMON ChC CXOAHHM YCJIOBUS Ha YyIOTpeOa BbB
BCHUYKH JbPKaBU-WICHKH, € IeIecho0pa3HO Ja ce NpeIBUIN
paspemienne Ha Cblo3a 3a Te3M NPOAYKTH. 3a Ja ce JAaje
M3BECTHO BpeMe Ha AreHuusTa ga H3rPagd HEOOXOIUMHUS
KamaluTeT U J]a HATPYMa OMHT C Ta3W MPOIEAypa, Bb3MOXKHOCTTA
Ja ce KaHauaaTcTBa 3a paspeimrenne Ha Chro3a cielBa ga ce
pa3mmpsiBa TOCTENEHHO KBbM HOBH KAaTeTOPUU OHOIMAM CBHC
CXOIHU YCJIOBUS Ha yHOTpC6a BbB BCUYKH AbpPiKaBU-YJICHKHU.

KomucusiTa crnenBa aa HanmpaBd Iperiiea Ha MPHIOOUTHS OMHT OT
[pUWIaraHeTo Ha pasnopenodute 3a paspemeHus Ha Cplo3a U Ja
nmoknanBa Ha EBpomeiickus mapmameHT W Ha CbBeTa 0
31 pexemBpu 2017 r., xaTo Hapel ¢ AOKIaja NMPEACTaBU Hpe-
JIO)KEHHS 3a TMPOMEHH, aKO TOBa € YMECTHO.

L 31, 1.2.2002 r., c1p. 1.
L 268, 18.10.2003 r., ctp. 29.
L 354, 31.12.2008 r., c1p. 16.
L 312, 22.11.2008 ., c1p. 3.
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(28)

(29

(30)

(€1))

(32)

(33)

(34

3a ;ga ce rapaHTHpa, Y€ Ha masapa ce mpejjiarat camo OHOILHUH,
KOWTO OTrOBapsAT Ha CHOTBETHUTE pa3Mopendd Ha HACTOSIINSL
perilaMeHT, 3a BCEKH OHOIM CNe/iBa JIa € U3[aJCHO pa3pelieHue
WIA OT KOMIIETEHTHWTE OpTaHW, KOTaTo ce Kacae 3a IMpe-
OCTaBsHE HA Ta3apa M ymorpeda B paMKUTE Ha TEPUTOPHATA HA
}I’bp)](aBa-‘{HeHKa WJIM 49aCT OT HCdA, UJIM OT KOMI/ICHSITa, Koratro
CTaBa BBIIPOC 3a MPEIOCTaBAHE Ha Ta3apa M yrmoTpeba B pPaMKHTE
Ha Crpro3a.

3a nma ce HachpuM ynorpedara Ha MPOAYKTH C IO-OJIarompusiTeH
npodui OT IiefHa TOYKa Ha OKOJHATa Cpefa WM 3[paBeTo Ha
YOBEKa WJIN JKUBOTHHUTE, € YMECTHO /la ce MPEABHIU ONPOCTEHA
mpoleaypa 3a u3JlaBaHe Ha pa3pelieHue 3a TakuBa ononunu. [pu
ONIpeNeNeHN YCIOBHUS, CJel Karo Te3W TPOAYKTH ObaaT
paspelieHd B IIOHE e€JHa JbplkKaBa-uJieHKa, CleABa Ja ce
JIONTyCHE MpPEJOCTaBsIHETO MM Ha Ia3apa BbB BCUUKU Jbp)KaBU-
YIeHKH, 0€3 Ja € HeoOXOAMMO B3aWMHO IPH3HABAHE.

3a ma ce ycTaHOBM KOM OMOIMIOM OTrOBapsT Ha YCIOBHUSATA 3a
OIPOCTeHa MpOIEAypa 3a H3laBaHe Ha pa3pelleHue, € Ielech-
0o0pa3sHO Ja ce ChCTaBH CIHEIUATCH CIUCHhK Ha aAKTUBHHUTE
BEIlleCTBa, KOMTO MOTaT Ja ce€ ChIbpKAaT B TsX. [IbpBOHAYAIHO
TO3HM CIHUCHK CIEBa Ja CHIbp)KA BEIICCTBA, OMPEACICHH KaTo
MOpaKAALIM  IMO-Ma’bK  pUCK cbkrimacHo Permament (EO)
Ne 1907/2006 wunu Jqupektua 98/8/EO, BemiecTBa, onpeacicHH
KaTO XpaHUTENHH [00aBKU, (EPOMOHM WU JpPyrd BEILECTBa,
CYNTAaHH 32 HUCKOTOKCHYHH, KAaTO CIa0W KHCEIMHH, aJKOXONH U
paCTHTENHH Macia, W3MOJI3BaHK B KO3METHKATA U XpaHUTE.

Heobxoanmo e ma ce mpeaBHAAT OOIIM MPUHIHIIN 33 OLCHSABAHE
U paspellaBaHe Ha OHMOIMIWTE, 3a Ja Ce OCHTYPH XapMOHH3HpaH
MOAXOJ OT CTpaHa Ha KOMIIETEHTHHTE OPTaHH.

3a 1a ce OUEHAT PUCKOBETE, KOUTO OMXa BB3HHKHAIU OT MpE-
JIOKEHUTE YNOTpeOu Ha OHOLMIM, € 1eNechoOPa3HO 3asiBUTEINUTE
Jla MPEACTABAT NOCHeTa, KOUTO ChABPKAT HeoOxoaumara HHPOp-
manusi. HeoOxomaumo e pa ce ompenenu Habop OT JaHHU 3a
AKTHBHUTE BEUIECTBA W 3a OHONMAMTE, KOHTO TH CBIBPIKAT,
Taka 4e Ja ce IIOJIIOMOTHAT KaKTO JIMNATA, ITOJaIH 3asBICHHE
3a paspeuicHHe, Taka W KOMIICTCHTHHTE OpraHH, KOHWTO
M3BBPIIBAT OIIEHKA C OIJIe] B3EMAHETO HA pEIICHHE OTHOCHO
Ppa3perIeHUETO.

HpeHBI/IH MHOFOO6pa3I/ICTO OT aKTHBHHU BCIICCTBA U 6I/IOHI/II[I/I, 3a
KOHUTO HE€ C€ Ipuijiara OIpOCTEHaATa Npoueaypa 3a HU3JaBaHC Ha
paspCICHNE, U3MCKBAHUATA 110 OTHOIICHUC HA JAHHUTC W H3IIUT-
BaHUsATa CJi€ABa Ja OTroBapsAT HAa KOHKPETHUTC YCJIOBUA U Ja
IMO3BOJIABAT IIbJIHA OIICHKAa Ha pHCKa. Eto 3amo 3asBurensr
cJeABa Oda MOXKE [a ITOUCKa aJallTUpaHC Ha H3UCKBAHHUATA 3a
MpeaoCTaBAHEC HA JaHHHU C’bO6pa3HO ciryvas, BKIIOUHUTCIHO OCBO-
6o>1<z[aBaHe OT M3UCKBAHUATA 3a NPEAOCTAaBAHC HAa AJaHHU, KOHUTO
HC Ca HCO6XOI[I/IMI/I WM € HCBB3MOXKHO Ja 6'LZ[aT MMpeaoCTaBCHU C
orJjiea Ha €CTCCTBOTO WJIKM MPEIAJIOXKECHATa yHOTpe6a Ha MpOAYKTa.
3asBHUTEINTE cjieaBa Ja IMpeAoCTaBsAT CHOTBETHATa HaydYHa H
TeXHHYeCKa 000CHOBKA B IIoOKpEna Ha CBOCTO HCKaHE.

3a a ce MOAINMOMOrHAT 3asBUTEINTE, U MO-CIICUATHO MAJKUTE U
cpenan npexnpusatus (MCII), ma W3MBIHAT W3WCKBaHHUATA HA
HACTOSIIIUSL  PErJIaMeHT,  Jbp)KaBUTE-WICHKH  ClieABa  Ja
OCUTYpsIBaT KOHCYJTAllMM, HampUMep KaTo ch3aazaT HMHGopma-
IUOHHU Oropa. Te3u KOHCYNTaluu ClieBa Aa TONBIBAT JOKYMEH-
TagusiTa € OINCPaTUBHU HACOKUM M OCTaHajaTa I/IHQ)OpMaHI/Iﬂ n
CBACUCTBUE, KOUTO ATEHIMATA Ipeyara.
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(36)

(37

(3%

(39

(40)

(41

HO-CHCI.Il/laHHO, 3a Ja Morar 3asdBUTCIINTC ﬂGﬁCTBMTGJ’IHO Ja
YIpaXHsaBaT IIPaBOTO CH Oa MCKAT agallTUPpaHEC Ha U3HWCKBAHHUATA
3a NpEeAOCTaBsIHEC Ha NaHHU, ABPKABUTC-YJICHKH CJICJABA a Npea-
OCTaBAT I/IH(I)OpMaLII/I}I 3a Ta3u BB3MOXHOCT, KaKTO M 3a OCHOBa-
HHsATA, HA KOUTO MOrar a c€ OTIIPpaBAT HOH06HI/I HCKaHUs.

3a ga ce ylecHHM IOCTBIBT A0 TMa3apa, CjlelBa Ja ce aane
BB3MOXKHOCT 32 HM3J[aBaHE Ha paspelleHHe 3a rpymna OuOoLuau.
Bruounaure, mpuHamiIekamy KbM Ipyna NPOAYKTH, ClelBa Jaa
UMaT CXOJHa ymoTpeda W Ja CBABPKAT EIHAKBH aKTUBHU
BenlecTBa. CrenBa /Ja ca MOCOYEHH Pa3IMKUTE B ChCTaBa WU
MMOJMSIHATA Ha HEAKTUBHHM BEIECTBA, HO TOBAa HE MOXE J1a
BJIMsI€ OTPHUIIATEJIHO HA HUBOTO HAa pPUCKA WIM Ja HaMasBa
3HAYHUTENIHO €(PUKACHOCTTAa HA MPOAYKTHTE.

Ilpn paspemaBaHeTo Ha OHOIMAM € HEOOXOAUMO Ja Ce
rapaHTupa, 4e IpH MpaBHJHA yrmotpeba Mo MpegHa3HAYCHUE Te
ca JI0CTaTh4HO e()MKACHM M HSAMAaT HENPHEMIIMBO BB3JCHCTBHE
BBPXY LEJICBUTE OPraHU3MH, KaTO Bb3HUKBAHE Ha PE3UCTCHTHOCT
WM, B ciydYail Ha rpbOHAYHU KUBOTHH, HEHYXHH CTpaJaHUs U
G6osnka. OcBeH TOBa Te HE MOXE Ja UMAT HENPUEMIIMBO
BB3ICHCTBHE BBPXy 3/ApaBeTO Ha XOpara, 3/paBeTo Ha
JKMBOTHUTE WIM BBPXY OKOJIHATa Cpejla B CBETIHMHATAa Ha ChBpE-
MEHHHTE HAy4YHO-TEXHMYECKH IIO3HaHMs. 3a 3amurara Ha
3IpaBeTO Ha XOopaTa M JXKMBOTHUTE, KOTaTO TOBa € HEOOXOIMMO,
ClIe/[Ba J1a CE YCTAHOBST OTPAaHUYCHUS Ha MaKCUMAJIHHUTE HHBA Ha
OCTaTh4YHH BELIECTBA B XpaHUTE M (ypakuTe MO OTHOLICHHE Ha
AKTUBHUTE BEIICCTBA B ChCTaBa Ha JaJcH Omorma. AKo Te3u
M3MCKBaHUs HE ca H3IBJIHEHH, OWMOLMIOMTE HE Ce pa3pellaBar,
OCBEH KOTraTo pa3pellaBaHeTO UM ¢ OOOCHOBAaHO OT HeChpas-
MEPHOTO OTpPHUIATENHO BB3ICUCTBHE BBHPXY OOIIECTBOTO, B
ciyuail 4e Te He ObJaT paspellieHH, B CPaBHEHHE C HPOHM3TH-
YaluTe oT yrnorpebata UM PHCKOBE.

Korato e BB3MOXHO, ciie[iBa Ia ce H30srBa IPHUCHCTBHETO HA
BPEJHN OpPraHM3MH Ype3 IMOIXOISIIM IMPEBAHTHBHU MEPKH OT
pozia Ha MPABHJIHO CKJIAJWPAaHE HA CTOKHTE, ClIa3BaHE Ha CBHOT-
BETHUTEC XWUTHEHHH HOPMH WM He3a0aBHO HW3XBBpPJISHE HA OTIIa-
aeruTe. JIOKONKOTO € BB3MOXKHO, CJe[Ba Ja Ce H3IOJN3BaT
OMOLNN, MOPAXKIANM MO-HACHK PUCK 32 YOBEKA, )KUBOTHUTE U
OKOJIHATa Cpejia, aKo OCUrypsBaT e(hMKACHO CPEICTBO 3a 3alUTA,
a OWomugWre, MpEAHA3HAYCHH Ja YBPEXKIAT, yOMBaT WIH
YVHHUIIIOXKABAT )KUBOTHHU, CIIOCOOHM J1a M3MUTBAT OOJKA MK CTpa-
JaHue, CeiBa Ja Ce M3MOJI3BaT caMO B KpacH Cirydail.

BB3MOXHO € HAKOM pa3pelicHH OMOIMIM J1a HOPOAST HU3BECTHU
pHCKOBE, ako OBJAT M3MOJI3BAHU OT MIMPOKATa OOIIECTBEHOCT.
ITopamu Ta3w NpHYMHA € YMECTHO Ja Ce TNPeIBUAH, dYe 3a
HSKOM OHWOLMAXM 1O MPHHIMI ClefBa Ja HE Ce H3/aBa
paspelieHre 3a MOpeJoCTaBsHE Ha Masapa 3a ynorpeba oT
mIApoKaTa OOLIECTBEHOCT.

3a na ce uzberHe nyOJIMpaHETO Ha MPOLEAYPUTE IO OLIEHSABAHE U
Jla ce OCUTYpH CBOOOJHO JBM)KEHHE Ha OMOLUAM B paMKHUTE Ha
Cpro3a, cienBa na OBIAT yCTAaHOBEHHW IPOLEAYPH, KOHTO [a
rapaHTupar, 4e U3IaJeHUTE B €/IHA JIbpiKaBa-uWiICHKa pa3pelieHus
3a MPOAYKTU C€ NMPU3HABAT B JPYTUTE IbpPKABU-UICHKH.

3a 1a ce mane B3MOXKHOCT 33 MO-TSCHO CHTPYAHUYECTBO MEXKITY
JBPXKaBUTC-WICHKA MHPH OLCHIBAHETO Ha OHOLHMIOWTE M [a ce
YIECHH JOCTHIBT HA OWOIMAM A0 Ta3apa, NpH IOJaBaHETO Ha
3as{BJICHHE 3a MBPBOTO HAILMOHAIHO pa3pelicHHE ClieqBa Ja
MOXXE [a Ce MPHIOKH M MPOLeAypara 3a B3aUMHO MPU3HABAHE.
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(47
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YMECTHO € Ja ce yCTaHOBAT MPOLEAypU 3a B3aUMHO NpPHU3HABaHE
Ha HaIMOHAJIHHUTE pa3pellieHusi, M TO-CIEIHaTHO 3a CBOEB-
PEMEHHO YpeXJaHe Ha Bb3HUKHAIM CHOpOBE. AKO KOMIIET-
EHTHUAT OpraH OTKa)ke€ B3aMMHO IIPU3HABaHE Ha pa3pellcHHE
WU OPEeUIOKU OrpaHHYaBaHE Ha Pa3pelleHHeTo, cllelBa Ja ce
CBHKa KOOPIMHAIMOHHA IpyMa, KOATO Ja Ce€ OMUTa Ja MOCTUTHE
ChIIache 110 OBbJeInuTe AeHCTBUSL. AKO KOOPIUHAIIMOHHATA TpyIa
He ycIee Ja IOCTUTHE ChIJIache B ompenelieH cpok, Komucusra
cienBa ja ObIe OmpaBOMOINEHa 1a B3eMe pemieHue. Koraro ce
pelaBaT TEXHUUECKH WM Hay4yHU BbIpocH, Komucusra moxe na
ce KOHCyJITHpa ¢ AreHuusra, Ipeau J1a U3TOTBU PELICHUETO CH.

Bwopekn ToBa chOOpakeHHs 32 OOIIECTBEHUS pell MM OOIIecT-
BCHATa CHTYPHOCT, OKOJHATAa CPela W 3allUTaTa Ha 3ApaBeTO Ha
Xopara ¥ )KHBOTHHTE, OIIa3BaHETO Ha HAIIMOHAIHHTE OOraTcTea
OTCHCTBHETO Ha IIEJIEBM OPraHU3MH MOTAaT Jia NaJaT OCHOBaHWE
JBPXKaBUTC-WICHKH, CJIe]] CHOpasyMEHHE ChC 3asBUTENS, Ja
OTK@XKAT [a W3[afaT Pa3pellicHHe WM Ja peliaT qa aJalTHPaT
peaa M ycloBHATA 3a M3JaBAHE HA PAa3pEIICHHUETO. AKO HE MOXE
na ObJe MOCTUTHATO CIIOpa3yMEHHE ChC 3asBuTesss, Komucusira
clieqBa J]a UMa IPaBOMOIIUETO Ja B3eME pEIICHHE.

Ynorpebara Ha OHOLMAM OT ONPENEICHU NPOAYKTOBU THUIIOBE OU
MOIJIa Jja MOPOJH 3arpMKEHOCT OT TJIEJHA TOYKa Ha XYMaHHOTO
OTHOLIEHHE KbM XMBOTHHUTE. Ilopagu TOBa AbpIKaBUTE-WICHKH
cleaBa Jl@a HMMaT [PaBOTO Ja MPEABUAAT AEPOralld  OT
HPHMHIMIA 32 B3aMMHO NpH3HaBaHE Ha OHOLMINW OT Te3u
NPOAYKTOBH  THUIIOBE, JOKOIKOTO TaKHBa JEPOraluu  ca
ONpaBIaHU M HE 3aCTpallaBaT LieJTa Ha HACTOSIIMS PEriaMeHT
10 OTHOIICHHC Ha MOAXOAANIOTO HMBO Ha 3alllMTa HAa BBTPCIIHUA
naszap.

C men ga ce yinecHH (YHKIIMOHHPAHETO HA TMPOIEIypUTE 32
W3JaBaHE Ha pa3pellieHHe W 3a B3aWMHO IPU3HABAHE € LIeleCh-
00pa3HO /a ce ch3ale CUCTeMa 3a B3auMEH OOMEeH Ha WHQOp-
Mamua. 3a MOCTHTaHeTO M CllefBa Ja Ce Ch3aJe PEerucTbp 3a
Oounoruau. JbpxaBute-4icHkd, KoMucusra U ATCHIUATA ClleABA
1a W3IOJI3BAaT TO3WM PETUCTBP, 33 Jla CH TPEJOCTaBAT B3aHMMHO
KOHKPETHH JaHHU W Hay4yHa JOKyMEHTallus, I0/laBaHa BbB
BpB3Ka ChC 3asBICHHS 3a pa3pelicHUE Ha OHOIMIH.

Koraro ymorpebara Ha OHouuWJ € B MHTepeC Ha AbpKaBa-yieHKa,
HO HsIMa 3asBUTEJN, 3aMHTEPECOBAaH OT MPEAOCTaBsIHETO Ha Ia3apa
Ha TaKbB NPOIAYKT B IbpKaBaTa-4ieHKa, CJelBa Ja ce Jaze
BB3MOXKHOCT Ha O(MUMAIHM WIM HayyHH OpraHd Ja MojJaBar
3asBICHHE 3a paspelieHue. B ciydail e M Obae M3Ia/CHO
paspelieHre, Te CleqBa Ja Ce II0JI3BaT ChC CHIIUTE IpaBa U
3abJDKEHUS, KAKTO BCUYKH JPYTU MPUTEXKATEIM HA Pa3peLlICHUs.

3a J1a ce B3eMaT MpeJBHU HAYYHOTO M TEXHWYECKOTO Pa3BUTHE U
NOoTpeOHOCTUTE HA NMPUTEKATEIUTE HA Pa3pelleHHs], € YMECTHO J1a
ce OmpeleNy MPH KaKBU YCIOBHUS pa3pelieHusATa MOrar aa Obaar
OTMEHEHH, Ipepas3riieJaHd Wik u3MeHeHu. Heobxoaumo e cbiio
Jla IMa OIOBECTsBaHE M OOMeH Ha MH(pOpMAaLUs, KOITO MOXE Ja
MOBJMsC Ha W3/1aBaHETO Ha paspelleHusTa, 3a Ja ce Jaje
BB3MOXKHOCT Ha KOMIIETEHTHHTE opraHn M Ha Kommucusra na
MpeanpueMar MOAXOASIIN IeHCTBHSL.

B cnyuait Ha HenpeaBuIcHa 3aruiaxa 3a OOIIECTBEHOTO 3IpaBe
WIM 32 OKOJIHATa cpena, KOATO He MoXe Ja Obae MmpeqoTBpaTeHa
[0 JpYyr Ha4WH, clelBa Ja € BB3MOXKHO Ibp)KaBUTE-WICHKH 1a
paspeliaT mpemoCTaBsHE Ha Ta3apa 3a ONpeAeNeH NEepHOI OT
BpEeME€ Ha 61/[OLlI/I,ZlI/I, KOUTO HE€ OTroBapsAT Ha YCJIOBUsATA IO
HACTOSIIIUS PETIIaMEHT.
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3a 1a ce HachpyaT HAyYHHUTE U3CJIeBaHUs U pa3BoiHaTa JeHHOCT
B 00JaCTTa Ha aKTHBHHTE BEIECTBA M OMOIMINTE, € HEOOXOIMMO
Jla ce YCTaHOBSIT IpaBHJIa 3a MPEJOCTaBSIHETO HA Ma3apa M ymoT-
pebata Ha OHOLMIM, KOMTO HE Ca pa3pellcHH, W Ha aKTUBHH
BEILlECTBA, KOUTO HE ca OJOOpEHH, 3a LeNUTe HAa HayuHHTE
U3CleBaHMs U pa3BOMHATa NEHHOCT.

C ornen Ha MON3UTE 3a BBTPEHIHHA Ma3zap U 3a NMOTPEOHTEIHTE €
JKEJIATeIHO Ja C€ YCTAaHOBAT XapMOHM3UpaHM IpaBUia 3a
napajeqHa TBPrOBUS C MICHTHYHM OWOLWAW, pa3pelieHd B
Pa3IUYHU JbPKABU-WICHKHU.

3a ma ce ompexenu, mpu HEOOXOIMMOCT, CXOJICTBOTO HA aKTHBHHU
BEILIECTBA, € YMECTHO Jla C€ YCTAaHOBST IIPaBWa 3a TEXHHUYECKa
PaBHOCTOIHOCT.

C 1en 3ammra Ha 37paBeTO HAa XOpara, 34PABETO HA KUBOTHUTE U
Ha OKOJIHATa Cpela, KaKTO M 3a HEJOIyCKaHEe Ha AUCKPUMHUHALUA
MEXJy TPETHpaHU M3Jenus ¢ npousxol oT Chroza M TpeTHpaHU
M3JeNUs, BHACAHM OT TPETH IbPKaBH, BCUYKH TPETHPAHU
U3Jenus, KOUTO Ce IIyCKaT Ha BBTPELIHMA Iasap, clenBa Ja
CBABPKAT EIMHCTBEHO OJOOPEHM aKTUBHU BEIIECTBA.

Tperupanute wusgenus ciuenBa Oa ObIAT ETHKETHPAHU II0
HNOAXOAALl HAuuH, TaKa 4e Jla ce Aajle Bb3MOXKHOCT Ha IOTpeOu-
TeNuTe fAa HpaBsT uHGOpMHpaH H300p, Aa ce YJIECHH Npuia-
TaHeTO M JIa Ce IOCOYM ynoTpebara uMm.

Ha 3asBuTenuTe, KOUTO ca HAIPABHJIM Pa3XOIH 3a ONOOPSIBAHETO
Ha JaJCHO aKTHBHO BELICCTBO WIJIM pa3pellaBaHETO Ha IajcH
OuouHa B CHOTBETCTBHE C pas3mopenOWTe Ha HACTOSIIHUS
pernament unu Ha [upextuBa 98/8/EO, cnenpa na Owbae mpen-
OCTaBeHa BB3MOKHOCT [a BB3CTAHOBAT YacT OT HMHBECTUIMSATA,
KaTo MOJy4YaBaT CHPABEUTUBO OOE3IIETEHHE BCEKH IBT, KOTaTO
NAaTeHTOBaHa HMH(OpPMAIMA, KOATO T€ ca MPEIOCTABHIN B
NOJIKpErla Ha TakoBa OJ00OpsABaHE WIIM pa3pelaBaHe, Ce
M3II0JI3Ba OT MOCJICABAIIY 3asBHTEIIH.

C ornen na ce rapaHTHpa, 4e€ IsUIaTa MaTeHTOBaHA MH(opManus,
OpeqocTaBeHa B IOAKPENa Ha OJ00psBaHETO HAa AKTHBHO
BEILIECTBO WM Ha pa3peliaBaHeTO Ha OWOLKI, € 3allUTeHa OT
MOMEHTA Ha MPEIOCTABSIHETO ¥, KAKTO W 3a Ja Ce MPEAOTBPaTAT
CHTyalllH, TPU KOUTO YaCT OT HMH(OpPMAIHMATA € HE3AIIUTCHA,
CPOKOBETE 3a 3al[UTa Ha JAHHHUTE CJIeJBa Ja ce MpUiaraT M 3a
uHpOpMaIus, npenocraBeHa 3a nenure Ha Jupextua 98/8/EO.

3a ma ce HachpuM pa3pabOTBAHETO HA HOBH aKTHBHM BEUIECTBA U
ChIBPIKAILIUTE TH OUOIUIHN, € HEOOXOAUMO J1a ce TPEABHIN CPOK
Ha 3aI[Ta [0 OTHOIIEHWE HA MaTEHTOBAaHATa MH(POPMAIIHS, MPEI-
OCTaBeHa B TOJKpeNna Ha ONOOPSBAHETO HAa TaKWUBAa AKTHBHU
BEIlECTBA WM Ha pa3peliaBaHeT0 Ha ChIbPXKAIIUTE TH
OUMOLMIN, KOMTO Ja € MO-IBJIbI OT CPOKa Ha 3al[ura Ha HHQOP-
ManusaTa OTHOCHO ChIIECTBYBAIM AKTUBHU BEIIECTBA U CHIBP-
JKaIIUTe TH OWOLIMIHN.
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OT ChIIECTBEHO 3HAUYEHHE € Ja Ce CBEAE 10 MHUHUMYM OpOAT Ha
M3NUTBAHUATA BBPXY JKHBOTHH, 4 ONUTUTE C OHOLUIN HIH C
aKTHBHHU BEIIECTBA, CBHABbPXKAIM ce€ B Ououmumu, nga ce
HpPOBEXJAT caMO KOTaTo IO M3UCKBAT IeNTa M ymorpedara Ha
OpoJgyKTa. 3asBUTENUTE cleaBa Ja OOMEHAT JaHHU OT
H3CJICABAHUSA BBPXY Fp”BGHa‘{HI/I JKUBOTHM B 3aMsHa Ha clpa-
BEJUIMBO OOE3IIEeTeHHe, a He Ja MyOnupaT Te3W W3CICIBaHMA.
ITpu nuncata Ha cropasyMeHHE MEXAy COOCTBEHHKA Ha JIaHHU
U TIOCITeBANIMS 3asBUTEN OTHOCHO oOOMeHa Ha JaHHH OT
U3CIEABAHUSA BBPXY rpL6Halu-11/1 JKUBOTHH ATeHLMATA cliegBa Ja
paspemaBa H3MON3BAHETO HA M3CIEIBAHUATA OT IIOCIIEABAIIHSA
3agBHUTEN, 0€3 1a ce 3acsra €BEHTYaJHOTO DEIIeHHe 3a 00e3-
MIETeHNEe, B3€TO OT HAIMOHAIHO ChAMIUINE. Upes perucTsp Ha
Cbro3a KOMIIETEHTHUTE OpraHd M ATEHLMATAa CleABa JAa HMaT
JOCTBI 10 HHpOpPManuATa 3a BPb3Ka CHC COOCTBEHMIHTE HA
TaKWBa W3CIICBAHUSA, 3a Ja ObJaT HHOOPMHUPAHH IIOCIEIBAIINTE
3asBUTEH.

Heobxomumo € BB3MOXKHO HAi-OBp30 Ja Ce YCTaHOBSAT PaBHO-
MpaBHU YCIOBHs Ha TMa3apa Ha ChIIECTBYBAIIUTE AaKTHBHU
BEI[ECTBA, KAaTO CE OTYUTAT LEIHUTE 3a CBEXKIAHE N0 MHHHMYM
HA HEHY)XHUTC W3MUTBAHUS U HA Pa3XOJAUTE, MO-CIEIHATHO 3a
MCII (mankute W CpeoHHM TpPEIIpUsTHS), 3a HW30srBaHe Ha
CH3IaBaHETO HA MOHOIIOJH, 32 MOJUIbpKaHe Ha CBOOOIHA KOHKY-
PEHIMS MEXIy HKOHOMHYECKUTE OMEPAaTOpH U 3a CIPAaBEIIHBO
obe3lieTeHne 3a Pa3sxXOAWTE, HM3BBPIICHH OT COOCTBCHHKa HA
JTAHHHTE.

CrezBa chIIO J]a ce HAChpYaBa CHOMPAHETO HAa HHpOpMANUs Ype3
ITEPHATHBHU METOJAM, KOUTO HE BKJIFOUBAT W3MHTBAHUS BBPXY
JKUBOTHH M Ca PAaBHOCTOMHM Ha INPENNUCAHUTE H3MUTBAHHUA U
MeToau 3a u3nuTBaHe. OCBEH TOBA, aNANTHPAHETO Ha M3MCK-
BaHMATA 32 MPENOCTaBsSHE Ha JAHHU cieqBa Ja Obae M3I0JI3BAHO
3a NpeJOTBpaTsABaHE HAa M3JIUIIHU Pa3XOH, CBbP3aHU C U3IUTBA-
HUSTA.

3a fma ce rapaHTupa, Y€ KbM MOMEHTa Ha MPENOCTABIHETO Ha
paspemieHH OMOLMIN Ha Taszapa ca CINAa3eHW H3UCKBaHUATA 32
TsAXHaTa O€30MaCHOCT M KauecTBO, IbPXKABUTE-WICHKHU CleABa
Ja TpeanpueMaT MEpKU 3a MOIXOISII KOHTPOJ M IPOBEPKHU, a
MPOU3BOJUTENIUTE CJeIBa Ja MOIIBPKAT IOAXOMIIA U TPOTIOP-
IIMOHAJIHA CHCTEMA 3a KOHTPOJ Ha KauecTBOTO. 3a Ta3H LI MOXKE
Ja € YMECTHO IpennpHeMaHeTo Ha CHBMECTHH AEHCTBUS OT
JUbPIKABUTE-UIICHKH.

EdextuBHOTO CBOOImABaHe Ha WHPOpMAUs 3a pPUCKOBETE,
MpOM3THYALM OT OWOLMAM, M 332 MEPKHTE 3a YIpaBJeHHWE Ha
pHCKa € CBHIIECTBEH eIeMEHT OT CHCTeMaTa, KOSTO Ce yCTaHOBSBA
¢ HacTosmus periaMmeHT. Karo ynecHsBar nocrbmna 10 MHQOP-
Manus, KOMIIETEHTHUTE oprand, AreHmusata u Komucusra
clle/iBa CHIIEBPEMEHHO JIa 3a4UTaT MPHUHINIA Ha MOBEPUTEITHOCT
W 1a u30sTBaT BCSKO OIOBECTSABaHE Ha MH(oOpMalus, KOeTo Ou
MOTJIO J1a HaBpeIW HA TBHPTOBCKUTE HHTEPECH HA CHOTBETHOTO
JUIe, OCBEH KOraro TOBa € HEoOXOIUMO 3a 3alluTa Ha
3[paBeTO Ha YOBEKa, 3a 0E30MacHOCTTa WM 3a ONa3BaHETO Ha
OKOJIHaTa cpeia, WIM 10 IPYyrd MPUYHHH OT ITbPBOCTEIICHEH
00IIeCTBEH MHTEpEC.

3a 1a ce MOBUIIM ¢(PEKTHMBHOCTTA Ha HAONIOJACHUETO H KOHTPOJA
U J]a ce MpeocTaBu HHPOpMaIHsi, HeOOX0MMa 3a OBJIa/IsiBaHE Ha
pUCKOBETe OT OMOLMIM, NPUTESKATESIUTE HA Pa3pellCHHUE CieaBa
a BOAAT JAOKyMEHTalus 3a IPOAYKTUTE, KOMTO IIyCKar Ha
nasapa.
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HeoGxomumo e 1a ce yTouHH, 4e pa3nopeaduTe OTHOCHO ATreH-
nusTa, ycranoBeHu B Permament (EO) Ne 1907/2006, cnensa na
ce TMpHIarat ChOTBETHO MO OTHOIICHHE HA aKTHBHHUTE BEIECTBA B
CchCcTaBa Ha OMOLMAMTE W Ha camuTe Ououuau. B ciyuait ue e
HEOOX0IUMO Jla ce BbBEJAT OTACIHH Pa3nope0n BBB BPb3Ka ChC
3amauuTe ¥ (YHKIMOHUPAHETO Ha ATCHIMITAa  CBIJIACHO
HACTOSIIIUS PETJIAMEHT, T CJIeABa Ja C€ YTOUHAT B HACTOSIIUS
pErJIaMeHT.

Pasxomure 1O TpouexypuTe, CBBP3aHH C JCHCTBHETO Ha
HACTOSILINS PETJIAMEHT, TPsiOBa [ja ce BH3CTAHOBSABAT OT JIMIIATA,
KOUTO TIPENOCTaBAT OWMOIMAM HA IIa3apa, M KOHTO HCKAT Ja
NpaBAT TOBa, KAKTO W OT JHMIATA, KOMTO IOAKPEHAT 0J00ps-
BAHETO Ha aKTHBHMTE BEIeCTBA. 3a Ja ce CTHMyJupa 0Oesmpo-
61eMHOTO (DyHKIMOHMpaHE HA BBTPEIIHUS Ia3ap, € YMECTHO Ja
Ce YCTAaHOBST HSAKOM OOLIM IPHHLMIH, NPHIOKAMHU CIIPSMO
TaKCUTe, 3alUlallaHM Ha ATeHIUATa W Ha KOMIICTCHTHUTE
OpraHv Ha ObPXKABUTC-YJICHKHU, BKIIIOYUTCIIHO HCO6XO}1HMOCTT3.
Ja ce B3eMar I0j BHUMaHHE, CIOpeA Ciiydas, cHelupuIHnTe
notpebHocTu Ha MCII.

Heobxomumo e na ce mpenBuau BB3MOXKHOCT 3a oOXkajBaHE Ha
ONpEJIeNIEHN pelleHns Ha AreHuusTa. ATNENAaTUBHUSAT CbHBET,
ch3masmeH B pamkure Ha AreHmusita ¢ Permament (EO)
Ne 1907/2006, cnensa aa pasriiexaa xajaOUTe Cpelly pPeleHUsTa,
MPUETH OT ATEHIUATA ChITIACHO HACTOALIMSA pPEerjaMeHT.

CollecTByBa Hay4YHa HECHI'YPHOCT IO OTHOIICHHE Ha Oe3omac-
HOCTTa Ha HAHOMATCPHAIIUTE 3a 3[PABETO Ha XOpara, 3[paBeTo
Ha JKMBOTHUTE M 3a OKoiHata cpema. C men Ja ce OCHIypsT
BHCOKO paBHHIIE Ha 3alldTa Ha MOTpPeOHTENHTEe, CBOOOTHO
JIBIDKCHUE HAa CTOKHUTE W MpaBHA CUT'YPHOCT 3a MPOM3BOJUTEINTE,
¢ HeoOxoauMo na OblIe pa3pabOTeHO EIUHHO OMNpECICHUE Ha
MOHSTHETO ,,HAHOMATepPHAIU, KOETO MO BB3MOXKHOCT Ja ce
OCHOBaBa Ha paboTaTa Ha MEKAyHApOIHHTE (GOpYMH B Ta3u
o0macT, KakTo W [a C€ MOCOYH, Y€ ONOOPEHHEeTO 3a HajIeHO
AKTUBHO BEIECTBO HE CE OTHACs 3a (opMaTra Ha HaHOMAaTepHal,
OCBCH aKO TOBa HE € M3PHYHO yrmomeHaro. Kommcusra cienBa
PEIOBHO Jia Tpepasriiekaa pasnopenOuTe OTHOCHO HaHOMaTe-
puanvTe B CBETIMHATA HA HAYYHMS IPOTPEC.

3a ocurypsiBaHe Ha IUIaBEH IPEXOA € YMECTHO Ja Ce IpeIBUIU
OTCPOYEHO NpUJIaraHe Ha HACTOSIIMS pErjaMeHT, KakTo W Ja ce
NPEABUIAT crielU(UYHN MEPKU 1O OTHOUICHHE HAa OLEHSBAHETO
Ha 3asBIEHMS 3a ONOOpsSBaHE Ha AaKTUBHHM BEIIECTBA U
paspenraBaHe Ha OMOLWAM, MOAAJCHU IPEAN HAYaJlOTO HA MpHIIa-
TaHETO Ha HACTOSIIHUS PEriiaMeHT.

OT faraTa Ha MpWIaraHe Ha HACTOSIIMS PErJaMeHT ATCHIHsATA
clieBa Aa IOEME 3a/JayiTe [0 KOOPIMHHPAHE W OKa3BaHE Ha
ChieiicTBAC BBB BPb3Ka C HOBUTE 3asBICHHUs 3a OJOOpsBaHE Ha
aKTHBHHU BEIIECTBAa. BBIpPeKH TOBa C OMJIeA Ha royiemus Opoit
ApXMBHHU JIOCHETa € YMECTHO []a C€ OCHUTYPH H3BECTHO BpPEME Ha
ATeHIMATa J1a ce MOITrOTBH 332 HOBUTE CU 3aJa4yd, CBBP3aHU C
nmocueTa, monaaeHu cbriacHo dupektuBa 98/8/EO.

3a Ja CC OTroBOpHM Ha JICTUTUMHHUTC O4YaKBaHHA Ha NOpEeANpu-
STHATA [0 OTHOIICHHE HA ITyCKAHETO Ha Ma3apa M yrmorpebara
Ha OWOIMIN C HHUCHK PHUCK, KOHTO Ca BKIIOYeHH B JIMpeKTHBa
98/8/EO, Ha Te3u MpeanpusiTHs Cle/Ba Ja Ce pa3peln JIa mpe-
OCTaBAT TaKWBa NPOJYKTH Ha TMa3apa, ako Te OTrOBapsAT Ha
npaBWiaTa 3a pPErHCTPUpaHe HAa OWONMAM C HHCBK PHCK
CBIJIACHO Ta3W [JHUPEKTHBA. BBOpPEKH TOBAa  HACTOSIIHUSAT
periaaMeHT clieBa jAa ce Ipuiara cjiei W3THYaHeTO Ha CpoKa
Ha bPBaTa PErUCTPALHSL.
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Kato ce nma mpensun, 4e HAKOM NPOAYKTH He Osixa oOXBaHATH
OT 3aKOHOJATENCTBOTO Ha OOMHOCTTa OTHOCHO OWOIMOWTE, €
YMECTHO Ja C€ MpeABUAAT IPEXOAHU IIEPUOAM 3a TaKuBa
HNPOAYKTH W TPETHPAHUTE H3IEIHSL.

B Hacrosimmst pernaMeHT cliiefiBa ia ce B3eMar IpeIBHJ, CHOpen
ciydasi, Apyrd pabOTHHM MpPOTpaMH OTHOCHO TNPOYYBAHETO WIIU
paspelaBaHeTo Ha BELIECTBA M HPOIYKTH WIM MEXIyHapoIHU
KOHBCHIIMM MO Te3M BBIPOCH. [lo-ClenWanHO HACTOSIIUAT
pernaMeHT ciejBa [a JONpuHece 3a mnpwiaraHeTo Ha Crpareru-
YeCKHs IOAXOX 3a MEXIYHapOIHO YIpaBleHHe Ha XUMHUKAJIHTE,
npuer Ha 6 ¢eBpyapu 2006 r. B lyOaii.

C men na ce JAONBIHM WM M3MEHH HACTOSIIUAT PErjaMEHT Ha
Komucusita crnena na Oble JeNerHpaHO MPAaBOMOIIMETO 1A
nmpuemMa akToBe B choTBeTcTBHE C wieH 290 or [loroopa 3a
(yHKIMOHUPaHETO Ha EBpOMNEWCKUs ChIO3 BHB BpPB3KAa C HIKOU
HECBIIECTBEHH €JIEMEHTH OT HacTosmus persiameHT. OT ocoOeHa
BaXHOCT € 110 BpeMe Ha MOJAroTBUTeNHaTa cu pabora Komucusra
Ja TpOBele MOJXOISIIM KOHCYNTAIlUH, BKIIOYUTENHO Ha
eKcrepTHO paBHuIe. [Ipu MOAroTOBKAaTa M U3rOTBSIHETO HA Jeiie-
rupaHuTe akToBe KomucusiTa cieiBa Ja OCHIYPH €IHOBpE-
MEHHOTO ¥ CBOCBPEMEHHO TMpeJaBaHe Ha CHOTBETHUTE
JIOKyMEHTH MO MOIXOI HAuWH Ha EBpomeiickus mapiaMeHT U
CnbBerTa.

Komucusita crnenBa na mpueMe JelerHpaHd akToBE ¢ He3a0aBHO
MPUIOKEHUE B HAJIEKHO 0OOOCHOBAaHM CIy4ad, CBbP3aHU C OTpa-
HUYaBAaHETO Ha aKTHBHO BEIIECTBO B MPWIOKEHHE | WM ¢ n3Bax-
JJAHETO HAa AaKTHBHO BELIECTBO OT IIOCOYEHOTO HPUIIOKEHHE,
KOTaTO TOBa C€ Hajara IOpaJd HAJOXKUTEIHH NPUYUHHM 32
CIIEITHOCT.

3a fma ce OCHUTYpSAT €JHAKBU YCJIOBUS 3a U3IBJIHEHUETO Ha
HACTOSIIMUS PErJIaMeHT, ClIe/IBa Aa ce MIPEAOCTaBST U3IIBIHUTETHU
npaBomomuss Ha Komwucusra. IlocodeHuTe mpaBomouius ciieaBa
Ja ce ynpaxHsBaT B cwoTBercTBue ¢ Permament (EC)
Ne 182/2011 wna Espomeiickust mapiameHT u Ha CbBeTa OT
16 despyapu 2011 r. 3a ycraHOBsBaHe Ha OOIIMTE MpaBHia U
NPUHLUIN OTHOCHO PEeZa M YCIOBHSATA 32 KOHTPOJI OT CTpaHa Ha
J'bP)KABUTE-WICHKH BBPXY YIPAKHABAHETO HA H3IIBJIHUTEIHUTE
npaBoMoIust oT crtpana Ha Komwucwusra (1).

Kommucusta cJ€aBa Oa TMIPUEME AaKTOBE€ 3a M3IOBIHCHHUC C
He3a0aBHO MPpUJIOXKCHUE B HAAJICIKHO 000CHOBaHHU cjy4au,
CBBpP3aHU C oz[o6peH1/1eTo Ha AaKTUBHO BCHICCTBO MHIU C
OTMsHaTa Ha O,H06peHI/Ie, KOrato ToBa C€ Hajlara Irnopajiu HaJo-
JKUTCJIHU NPUYUHH 3a CIICIIHOCT.

JIOKONKOTO 1edATa Ha HACTOSIIMA pPErjJaMeHT, a HMEHHO
nonoOpsiBaHe Ha (YHKUMOHUPAHETO HAa BBTPEIIHMS Ta3ap 3a
Ououuan, KaTo CHUIEBPEMEHHO C€ OCUTYpsiBa BHCOKO PaBHUILE
Ha 3alllMTa KaKTO Ha 37paBeTO Ha Xopara W >KHBOTHHUTE, Taka U
Ha OKOJIHaTa Cpena, He MOXke Ja ObJie MOCTUrHATa B JOCTATh4HA
CTEMEeH OT Ibp)KaBUTE-WICHKH U CIIEIOBATEIHO IOpaay o0xXBara U
HOCJIEUIIUTE CU MOXe Ja Oble Mo-1o0pe MOCTUrHaTa Ha
paBuuiiero Ha Cpio3a, CHIO3BT MOXKE Ja IpUeMe MEPKH B CHOT-
BETCTBHE C NPUHLHMIIA Ha CyOCHAMApHOCT, ypelleH B 4ieH 5 oT
Jorosopa 3a EBpomneiickus cbio3. B choTBEeTCTBHE C ImpHUHLUIA
Ha TPONOPLUUOHATHOCT, ypeNeH B CHUOIMSA WICH, HACTOAIIUAT
perinaMeHT He HaaXBBpJs HE0OXOAWMOTO 3a MOCTUTaHE Ha Ta3H
e,

IMMPUEXA HACTOAIIMA PEI'JTAMEHT:

(') OB L 55, 28.2.2011 r., crp. 13.
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I'IABA 1
MMPUIOXKHO ITIOJIE U ONIPEJEJIEHHSA

Ynen 1

Ies u npeamer

1. llenra Ha HaCTOSIIUS PErJIAMEHT € Aa ce Mmoao0pu (QyHKIMOHH-
paHeTO Ha BBTPEIIHMS Ia3ap 4Ype3 XapMOHH3MPAHETO Ha MpaBUIATa
OTHOCHO MpPEAOCTABSIHETO Ha Mas3apa W ynorpedara Ha OHOLUIH, KaTo
CBIIEBPEMEHHO CE rapaHTHpa BUCOKA CTEIICH HA 3alIXTa Ha 3IPaBeToO Ha
Xopata M JKMBOTHHTC W Ha OKOJHara cpena. Pasmopenbute Ha
HACTOSIIIMS PEIJIAMEHT CE OCHOBABaT Ha MPUHIMIIA HA MPEIITa3IuBOCT,
YUATO Lel € Ja ce 3allMTH 3[paBeTo Ha XopaTa, 3ApaBeTo Ha
JKHBOTHUTE, KAaKTO H OKomHata cpena. CreluamHo BHHMaHHE Ce
o0pbll[a Ha 3alUTAaTa HA YSI3BUMHTE TPYIIH.

2. C HACTOAIIUA PEIrIIaMEHT CC YCTAHOBSABAT IIpaBHUJIa OTHOCHO:

a) HU3TrOTBAHCTO Ha PABHUIICTO Ha Cpi03a Ha CIHCHK Ha aKTUBHUTE
BC€UICCTBA, KOUTO MOraTt aga C€ M3I0JI3BaT B ChCTaBa Ha 6I/IOIII/ILLI/I;

0) paspemiaBaHeTO Ha OMOLMIY;
B) B3aMMHOTO MpH3HABaHe Ha paspeurcHus B Cpio3a;

I) TPEAOCTAaBIHETO HA Ma3apa M ynoTpedara Ha OMONMIOM B €HA WA
noBeue JbpaBu-wieHkH wid B Chio3a;

L[) IIYCKAaHCTO Ha Ila3apa Ha TPETUPAHU U3ACIIUA.

Ynen 2

Ipnaoxkuo moJe

1.  Hacrosmmar periaMeHT ce mnpuiiara 3a OMOIMIN U 3a TPETHPAHU
n3nenus. B npunoxenne V ce chabpka CIUCHK HAa TUIOBETE OHOIMIM,
KOMTO Ca BKJIIOYEHM B O00XBaTa Ha HACTOSIIMS DPErJIaMEHT, 3aeIHO C
OMKCAHHUETO HM.

2. OcBeH ako B pasnopenda Ha HACTOSINUS PErJIaMEHT WU JPYro
3akoHozarencTBo Ha Cbio3a M3PUYHO HE € MPEABHICHO O0OpaTHOTO,
HACTOAIMAT pErlaMeHT He ce Ipwiara 3a Te3d OHONMAN WM
TPETHPaHU M3ZENHs, KOMTO IONajaT B oOXBaTa Ha CICAHUTE HPABHU
HHCTPYMEHTH:

a) JlupextuBa 90/167/EMMO nHa ChBera oT 26 Mapt 1990 r. OTHOCHO
OIIpe/ieIsiHE Ha YCJIOBUATA, PEryIUpaly IOAr0TOBKATa, IIyCKaHEeTO Ha
masapa u ymnotpebara Ha MeaMKaMeHTO3HH (ypaxu B ObmHocTTa (1);

6) HdupektuBa 90/385/EMO, HupexktuBa 93/42/EMIO wu Jlupektusa
98/79/E0;

B) JupektuBa 2001/82/EO Ha EBpomneiickus napiameHT u Ha CbBeTa OT
6 HoemBpu 2001 r. oTHOCHO Kojekca Ha OOIIHOCTTA 32 BETEPUHAPHUTE
nekapctBenu npoayktu (2), Jupexktusa 2001/83/EO na EBpometickust
napiaameHT U Ha CebBera oT 6 HoemBpu 2001 r. 3a yTBBpKIaBaHe Ha
Kofekc Ha OOIIHOCTTa OTHOCHO JIEKAPCTBEHM NPOAYKTH 3a XyMaHHa
ymotpeba ) u Permament (EO) Ne 726/2004 mwa Espomeiickus
napiaameHT U Ha CeBera oT 31 mapt 2004 r. 3a ycTaHOBsBaHE Ha
npornexypu Ha OOIIHOCTTA 3a pa3penraBaHe U KOHTPOII Ha JIeKapCTBEHH
IOPOJYKTU 3a XyMaHHAa U BeTepUHapHA ynorpeda U 3a Cb3AaBaHE Ha
EBporneiicka arenmus 1o sekapcrsarta (4);

(') OB L 92, 7.4.1990 ., c1p. 42.
® O
¢) O
* O

L

L 311, 28.11.2001 r., ctp. 1.
3 L
L

4

311, 28.11.2001 r., ctp. 67.

B
B
B
B L 136, 30.4.2004 r., ctp. 1.
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r) Permament (EO) Ne 1831/2003;

n) Pernmament (EO) Ne 852/2004 Ha EBporeiickus mapiaMeHT W Ha
Ceeera ot 29 ampun 2004 T. OTHOCHO XurueHara Ha xpanute (1) u
Pernament (EO) No 853/2004 na EBpomeiickusi mapiaMeHT H Ha
CsBera ot 29 anpun 2004 r. OTHOCHO oIpeesHe Ha clelu(UuuHU
XUTHEHHH TPaBUIa 32 XPAaHHTE OT )KMBOTHHCKH mpomusxon (%);

e) Permament (EO) Ne 1333/2008;

k) Pernmament (EO) Ne 1334/2008 na EBpormeiickus mnapiaMeHT U Ha
CeBera or 16 nexkemBpu 2008 T. OTHOCHO apoOMaTH3aHTUTE H
OINpeieNICHH XPAaHUTENHH ChCTaBKHM C apOMaTHYHH CBOWCTBa 3a
BIaraHe BbB WM BbpXy xpanu (3);

3) Pernmamentr (EO) Ne 767/2009 na EBpomeiickus mnapiaMeHT U Ha
CoBera ot 13 romu 2009 1. OTHOCHO IMyCKaHETO Ha Iaszapa W yIoT-
pebara Ha dypaxu (4);

n) Pernmament (EO) Ne 1107/2009 na EBpormeiickus mnapiaMeHT U Ha
CsBeta or 21 oxromBpu 2009 T. OTHOCHO IyCKaHETO Ha Ia3apa Ha
HPOIYKTH 3a pacTuTenHa 3amura (°);

i) Permament (EO) Ne 1223/2009;

k) Jupexrusa 2009/48/EO na EBponeiickus napnameHT u Ha CbBeTa OT
18 forn 2009 1. OTHOCHO G€30MacHOCTTa Ha METCKUTE HMrpadku (°).

HesaBucumo ot pasnopenduTe Ha I'bpBa aJlMHEs, KOraTo JaJeH Ouonup
nonajga B 00XBaTa Ha HAKOW OT TOPECIIOMEHATUTE NPaBHU MHCTPYMEHTH
7 € TpenHa3HaueH 3a ymoTpeba 3a LeNu, KOUTO He ca OOXBaHATH OT
MOCOYEHHTE MPAaBHU MHCTPYMEHTH, HACTOSIIMAT PErJIaMeHT ce Ipuiiara
7 332 TO3U OMOLMI, JTOKOJKOTO TE3W IeJIH He ca OOXBaHATH B IIOCO-
YEHUTE UHCTPYMEHTH.

3. OcBeH ako B pasmopeada Ha HACTOSINUS PETIAMEHT WU JPYro
3aKoHOJaTeNcTBO Ha Cbl03a U3PUYHO HE € IOCOYEHO OOpaTHOTO,
HACTOSIIIMAT PErJIaMeHT He 3acsira CICJHUTE MPaBHU MHCTPYMEHTH:

a) Jlupektua 67/548/ENO Ha CobBera ot 27 1oHu 1967 r. 3a cOmmxa-
BaHETO Ha 3aKOHOBUTE, IIOJI3aKOHOBUTE M aJIMHHHUCTPATHBHUTE
pasmopendu OTHOCHO KJIACH(UKALUITA, OIAKOBAHETO M ETHKETH-
paHero Ha omacuu Bemectsa (7);

6) JdupektuBa 89/391/EMMO na CoBera ot 12 wHu 1989 1. 3a
BBBEXKJAaHE Ha MEPKH 3a HachpuaBaHe MMOJOOpsBaHeTO Ha Oe3omac-
HOCTTa W 3PaBeTo Ha pabOTHHIMTE Ha paboTHOTO MsCTO (¥);

B) Jupektusa 98/24/EO na CobBera oT 7 anmpuin 1998 r. 3a omas3paHe Ha
3/[paBeTo U 0E30IIaCHOCTTa Ha PAOOTHULIUTE OT PUCKOBE, CBBP3aHU C
XUMHYHHM areHTH Ha pabotHoTo Msicto (°);

r) HupekrtuBa 98/83/EO na CoBera ot 3 HoemBpu 1998 r. oTHOCHO
KauecTBOTO HAa BOJWTE, [PEAHA3HAYCHH 33 KOHCyMauus OT
yoseka (19);

Q)
Q)
Q)
Q)

OB L 139, 30.4.2004 r., ctp. 1.
o)
o
o)
() O
o)
o)
o)

139, 30.4.2004 r., ctp. 55.
354, 31.12.2008 r., ctp. 34.
229, 1.9.2009 r., cTp. 1.
309, 24.11.2009 r., ctp. 1.
170, 30.6.2009 r., ctp. 1.
) 196, 16.8.1967 r., ctp. 1.
® 183, 29.6.1989 r., ctp. 1.
(®) OB L 131, 5.5.1998 r., ctp. 11.
(1% OB L 330, 5.12.1998 r., ctp. 32.

B
B
B
B
B
(®) OB
B
B

el el alalalaliel
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n) HupextuBa 1999/45/EO na EBponeiickus napnament u Ha CbBeTa OT
31 mai 1999 r. 3a cOmmkaBaHe Ha 3aKOHOBHUTE, IOA3aKOHOBHTE H
aJMUHUCTPATUBHUTE pa3nopendu Ha JIbpKaBUTE-WICHKH OTHOCHO
KIacU(pUIIIPAHETO, OINAKOBAaHETO M ETUKETHPAHETO Ha ONACHH
npenapar (1);

e) Jupektua 2000/54/EO na EBponeiickus napiament u Ha CbBeTa OT
18 centemBpu 2000 r. OTHOCHO 3almUTa Ha PAOOTHULUTE OT
PHCKOBETE, CBBP3aHM C EKCIO3UIMATA Ha OWOJOTMYHHM areHTH HpH
pabora (3);

) dupektuBa 2000/60/EO Ha EBporneiickus napiament u Ha CbBeTta OT
23 okromBpu 2000 r. 3a ycTaHOBsBaHE Ha paMKa 3a JCHCTBHsATA Ha
O6iHocTTa B 00/7acTTa Ha mojuThKara 3a Bogute (3);

3) Hupektusa 2004/37/EO na EBponeiickus napnament u Ha CbBeTa OT
29 anpun 2004 T. OTHOCHO 3alMTaTa Ha PabOTHHUIIMTE OT PHUCKOBE,
CBBP3aHHU C €KCIIO3MIIMUATA HA KAHIIEPOr€HH WIIM MYTareHH IO BpeMe
Ha pabora (*);

n) Pernmament (EO) Ne 850/2004 na EBpomeiickus mnapiaMeHT U Ha
CeBera or 29 anpun 2004 r. OTHOCHO YCTOMYMBHTE OPraHUYHU
sambpeurenn (4);

i) Pernament (EO) Ne 1907/2006;

k) JdupektuBa 2006/114/EO na EBponeiickus napnament u Ha ChbBera
ot 12 nexemBpu 2006 r. OTHOCHO 3a0iyXJaBallaTa U CpaBHUTENIHATA
pekmama (°);

m) Pernament (EO) No 689/2008 Ha EBpormeiickus mnapiamMeHT U Ha
CoBera ot 17 1onum 2008 T. OTHOCHO HW3HOCAZ M BHOCAa Ha OMNACHU
xumukaiu (7);

M) Pernmament (EO) Ne 1272/2008 na EBpomeiickus mnapiaMeHT U Ha
CnBera oT 16 nexemspu 2008 r. 0THOCHO KJacu(HLIUPAHETO, ETHKE-
THPAHETO W ONAKOBAHETO Ha BemiecTBa U cmecu (%);

H) Jupextusa 2009/128/EO na EBpomneiickust nmapiameHT u Ha ChbBeTa
ot 21 oxtomBpu 2009 r. 3a ch3gaBaHe Ha paMKa 3a ACWCTBHE HA
OGIHOCTTa 3a TIOCTHIaHe HAa YCTONuKMBa yrnoTpeba Ha nectunumu (°);

0) Pernmament (EO) Ne 1005/2009 na EBpomeiickus mnapiaMeHT U Ha
CsBera or 16 centemBpr 2009 T. OTHOCHO BELIECTBA, KOWTO
HapyImiaBatr 030HOBHs cioit (10);

) Jupexrusa 2010/63/EC na Eponeiickus napiaaMent 1 Ha CbBeTa OT
22 centemBpu 2010 T. OTHOCHO 3amUTaTa Ha IKUBOTHUTE,
U3M03Bany 3a Hay4yHu 1end (');

p) Hupexrusa 2010/75/EC na EBponeiickus napnameHT u Ha CbBeTa OT
24 woemepu 2010 r. OTHOCHO eMucCHHUTE OT mpomuiieHocrra (12).

L 200, 30.7.1999 r., ctp. 1.
L 262, 17.10.2000 r., ctp. 21.
L 327, 22.12.2000 r., ctp. 1.
L 158, 30.4.2004 r., ctp. 50.
L 158, 30.4.2004 r., ctp. 7.
L 376, 27.12.2006 r., ctp. 21.
L 204, 31.7.2008, crp. 1.

L 353, 31.12.2008 r., ctp. 1.

L 309, 24.11.2009 r., ctp. 71.
L 286, 31.10.2009 r., cTp. 1.

(' OB L 276, 20.10.2010 r., ctp. 33.
('?) OB L 334, 17.12.2010 r., ctp. 17.
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4. UYnen 69 He ce mpuiara 3a NpeBo3a Ha OHMOLUAM 4pe3 JKene3o-
IIbTEH, ABTOMOOWIICH, MOPCKM WM BB3IYIIEH TPaHCIOPT WIH O
BBTPEIIHN BOJHH ITbTHUILA.

5. HacroammsT pernameHT He ce mpujara 3a:
a) XpaHd Wik (ypaxkd, M3MOJ3BAHM KAaTO PEIENEHTH WIA aTpaKTaHTH;
6) OuouMaM, U3MOJI3BaHU KATO CHOMAraTelIHU BEIIECTBA.

6.  buomuau, KOUTO ca MOJTYYHIH OKOHYATEIHO OJOOPEHUE CBhITACHO
MexnyHapoJHaTa KOHBEHIIHS 32 KOHTPOJ U yIpaBJlIeHHe Ha OalacTHHUTE
BOJIM U YTalKHUTE OT KOpalu, ce CMSITaT 3a pa3pelieHd B ChOTBETCTBHE C
rmaBa VIII ot Hactosmms permamenT. CHOTBETHO c€ MpHIIAraT WICHOBE
47 u 68.

7.  Humo ot pasmopendure Ha HACTOSMIMSA PErJIaMEHT HE NPEnsSTCTBa
IObpXKABUTEC-WICHKH Ja OrpaHMYaT WIH 3a0paHAT ymorpebara Ha
6uonuan B OOLIECTBEHOTO CHAOAABaHE C NMUTEHHa BOJA.

8. B ompenenenu ciayyau AbpiKaBUTE-WIEHKH MOraT J1a M3KJIIOYaT OT
o0xBaTra Ha HACTOSIIMS pEriJaMeHT OIpejesieHn OWoLuAH, B CaMo-
CTOSITEJICH BHUJ WIH B TPETHPAHO H3JEIHe, KOraTo TOBa € HEOOXOAUMO
3a MHTEpecHTe Ha OTOpaHaTa.

9.  OOGe3BpexIaHETO HAa aKTUBHU BEUIECTBA M OWOIUAN CE W3BHPIIBA
B CBOTBETCTBHE C JIEMCTBAIIOTO 3aKOHOAaTeJacTBO Ha Chio3a U Ha
IIbPYKABUTE-WICHKH OTHOCHO OTHAIBITUTE.

Ynen 3
Onpenenenus
1. 3a menure Ha HACTOSIIMS pErIAMEHT C€ MpuiaraT CJICIHUTE
OTIpeICIICHUS:
a) ,,Omonumu‘ o3HadaBa:

— BELIECTBO WJIM CMeC BbB (hopmaTa, B KOSTO C€ JIOCTaBs Ha
HOTpeOUTENUTe, KOETO € CBCTAaBEHO OT, ChABPKA HWIN
TeHepUpa €JHO WM MOBEYe aKTHBHU BEIIECTBA, YHETO MpPE-
Ha3HA4YCHHE € YHUIIOKaBaHe, BB3MUpaHe, 00e3BpeKIaHE,
MpeOTBpaTsIBAHE Ha JCHCTBUETO WM OKa3BaHEe IO Jpyr
Ha4YMH Ha KOHTPOJHPAIIOo BB3HCﬁCTBHe BBPXY BCAKaKBHU
BPEAHH OPTaHU3MH 4Ype3 CPEACTBA, PA3JIMYHU OT YHCTO (PU3M-
YECKUTE WIH MEXaHWYHH JCHCTBHS,

— BELIECTBO MJIM CMEC, T'€HEPHPAHO OT BEIECTBA MM CMECH,
KOUTO HE MOIajaT B 00XBaTra Ha I'BPBO THPE M YHETO Mpea-
Ha3HAUCHHE € YHUIIOXKaBaHe, BB3MHpaHE, O0E3BpEKIaHE,
MpeAOTBpaTsBaHe Ha JEHCTBMETO WM OKa3BaHEe IO Jpyr
HauMH Ha KOHTPOJMPAILIO BB3JCHCTBUE BBHPXY BCIKAKBU
BPEIHU OPraHU3MHM 4pe3 CPelCTBA, Pa3iIMYHU OT YHCTO (GH3HU-
YECKUTE WM MEXaHWUYHH JCHCTBHSL

Tpetupanu wu3nenus, YUATO IJIaBHA (QYHKIUS € Ha Ououup, ce
CUHTAT 3a OMOIUIN;

6) ,,MHKpPOOpraHuU3bM™ O3HauaBa BCAKO MHKPOOUOJOTMYHO 00pas-
yBaHHe, KIETBUYHO MIIM HEKIETHhYHO, KOETO MOXe Jia Ce BB3IpPO-
U3BeXJa WIM Ja TIpefaBa TCHCTHYECH MaTepHal, BKIIOYUTEITHO
HHUCHIA I'bOM, BUPYCH, OaKTepuu, APOXKIH, IUIECEHH, BOAOPACIH,
HPOTO30M M MHKPOCKONIUYHM Mapa3sUTHH XEIMHHTH;
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)

u)

,»AKTUBHO BEILECTBO* 03HauaBa BEIECTBO WJIM MHUKPOOPIaHU3bM,
OKa3Balll Bb3ICHCTBUE BHPXY WU CpELy BPEJHU OpPraHU3MU;

,,ChIIIECTBYBAIIl0 AKTUBHO BELIECTBO* O3HAa4YaBa BEIECTBO, KOETO
kbM 14 maii 2000 r. e OWIo MpeyIaraHo Ha Ta3apa Kato aKTHBHO
BEIIECTBO B ChCTaBa Ha OMOLMJ 3a LIENH, Pa3IMYHU OT HAYUHHUTE
W3CIIEIBAHMS WM HayYHOM3CIIEA0BATeNCKaTa U pa3BoiiHa IeHHOCT,
CBBP3aHA C MPOAYKTH H IMPOLECH;

,,HOBO AaKTMBHO BEIIECCTBO* O3HayaBa BEIIECTBO, KOETO KbM
14 wmaii 2000 r. He ¢ OWJIO TpeAsiaraHO Ha Ma3apa KaTo aKTUBHO
BEIIECTBO B ChCTaBa Ha OMOLUJ 3a IENH, Pa3IMYHU OT HAYYHUTE
W3CIeABaHMSI WM Hay4IHOHU3CIIeI0BaTeNICKaTa U pa3BoiiHa AeHHOCT,
CBBbp3aHa C MPOIYKTH U IPOLECH;

,»DUCKOBO BCLICCTBO* O3HA4YaBa BCSKO BCIICCTBO, DPA3IMYHO OT
AKTHBHOTO BEILIECTBO, KOETO HMa CBOMCTBOTO [a HPHYHHSBA,
He3a0aBHO WM B TO-JajeyHo ObJelle, BpPEIHO Bb3JcHCTBUE
BbPXy Xopara, OCOOCHO BBPXY YA3BHMHUTE TIPYIH, BBPXY
JKMBOTHUTE WM OKOJIHAaTa Cpela, U KOETO Ce HaMmpa B ChCTaBa
Ha Ououua wim ce o0pasyBa B HEr0 B KOHIIGHTpAIMs, JOCTaThuHA
3a CHLIECTBYBAaHETO Ha PHCK OT TaKOBa Bb3JCHCTBHE.

Ilpu numca Ha JpYrH OCHOBaHUS 3a O€3MOKOWCTBO TakoBa
BEIIECTBO OOMKHOBEHO €:

— BEIIECTBO, KJIacH(UIMPAHO KATO OMACHO WJIM OTrOBapsIlo Ha
KpUTEpPHUUTE 3a Kilacu(UIMpaHe KaTo OMacHO MO CHilaTa Ha
HupektuBa 67/548/EO, koeTo ce chabpka B Ouoluaa B
TakaBa KOHIEHTpALUs, Y€ Ce Hajlara MpoOAYKTHT Ja C€ CUUTa
3a OmaceH MO0 CMHUCHIA Ha wWwieHoBe 5, 6 u 7 or [upexrtuBa
1999/45/EQ, wnu

— BEIIECTBO, KIACH(UIIMPAHO KATO OMACHO WJIM OTrOBapsIlo Ha
KpUTEpUHTEe 3a KiIacH(UIMpaHe KaTo OIacHO IO CUiaTra Ha
Pernament (EO) Ne 1272/2008, m xoero ce chIabpxka B
OuolMaa B TakaBa KOHIICHTpAIMs, Y€ C€ Hajara MpOIyKThT
Jla ce CUMTA 3a OIACEeH MO CMHCHJIA HAa MTOCOYCHHS PETJIAMEHT;

— BEILECTBO, KOETO OTroBapsi Ha KpUTEpUHUTE 3a YCTOWYMB
opranuued 3ambpcuten (YO3) cwrmacHo Permament (EO)
Ne 850/2004, wnu koeTro OTroBapsi Ha KpPHUTEPUUTE 32
YCTOWYMBO, OHOAKyMynupamio u TOKcH4HO BeriecTtBo (PBT
BEILIECTBO) WJIM 33 MHOIO YCTOMYMBO U MHOro OHOaKyMy-
nupaio BeriectBo (VPVB BeliecTBa) CHIVIACHO TNPHIIOKCHUE
XIIT xpMm Permament (EQ) Ne 1907/2006;

,BDEIHH OpraHU3MHU‘ O03HAa4yaBa OPraHU3bM, BKIIOUUTEIHO U
NATOTEHHM areHTU, YHETO IPHCBHCTBHE € HEXENATeIHO WU
KOMTO MMaT BpEJHO BB3JCHCTBHE BBPXY XopaTa, TEXHHUTE
JEHHOCTH MM IPOAYKTUTE, KOUTO M3IOJI3BAT WM IPOU3BEKIAT,
BBPXY JKUBOTHHUTE MJIM BbPXY OKOJHATa CPEAa;

,OCTaThYHO BEIIECTBO O3HAuaBa BEHIECTBO, HAMHPAIIO CE B
ChbCTaBa Ha IMPOAYKTH OT PpACTUTENIEH WM JKUBOTHHCKH
MIPOM3XO0Jl WM BBPXY TAX, BbB BOJHUTE PECYpCH, B NHUTEiHaTa
BOJa, B XpaHW, (pypaku WM JApyrajae B OKOJHATA Cpelia, KOETO
ocTaBa B pe3yiTar Ha yrnorpebara Ha OWOLWA, BKIIOYHTEIHO OT
MeTa0OJUTUTE HAa TOBA BEIIECTBO, KAKTO M OT MPOAYKTHTE OT
pasnazna Wi B3aMMOJIEHCTBUETO MY;

,[IPEJIOCTaBsSIHE Ha Ta3apa” O03Ha4yaBa BCSKa JIOCTaBKa Ha OWOLIUJ
WA Ha TPETUPAHO HM3JEIHE 32 TUCTPUOYLMS WK ynorpeda B xoa
Ha THPrOBCKa JICHHOCT, HE3aBUCHMO Jajii CpElly 3aruiallaHe WiIH
0e3BB3ME3IHO;
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)

M)

H)

0)

p)

<)

™)

Y)

)

X)

,II[YCKaHC Ha na3apa“ O3HavaBa IPEAOCTAaBAIHCTO Ha IIa3apa 3a
ObpPBU BT HA 6I/IOI.II/I,H WM Ha TPECTUPAHO HM3ICIIHNC,

,,yrnorpeba“ 03HayaBa BCHYKH OIEpallMy, W3BBPIIBAHU C JalcH
OHOLMI, BKIIOYUTEIHO ChXpPaHEHHE, MaHMITyJHpaHe, CMECBaHE W
IpwiaraHe, C W3KIIOUYEHHE Ha OHE3W OMepalud, KOHTO ce
M3BBPLIBAT C LEJI H3HOC Ha OWOIMIa WIM HAa TPETUPAHOTO
uznenue n3BbH Chi03a;

,,TPETUPAaHO W3AeNne” O3HayaBa BCSAKO BEIIECTBO, CMEC WU
u3jienue, KOeTo € OMIO TPETHPAaHO C eIUH M TOBeYe OMOIUIN
WM B KOETO MEJICHACOYCHO Ca BKIIOYCHH €IWH WM ITIOBEYC OT
THIX;

,,HAaIIMOHAJHO pa3pelieHue” O3HayaBa aJMUHHUCTPATHBEH aKT, C
KOWTO KOMIIETEHTHHAT OpraH Ha JbpXKaBa-wiIeHKa H3/aBa
paspelleHue 3a MpeJOCTaBsHETO Ha Iaszapa M ymnorpedara Ha
OMOIMI WM Ha Tpyna OWOLMIM Ha HEHaTa TEPUTOPHS WU Ha
qacT OT Hes,

,»paspemenne Ha Cproza“ o3HaYaBa agMUHHCTPATHBEH aKT, C
koiito KomucusaTa W3maBa paspelieHHe 3a IPEIOCTaBsHETO Ha
nasapa u ynorpebara Ha OMOLIMA WK Ha rpyrna OMOIMIM HAa TepH-
Topusita Ha Chlo3a WM Ha 9acT OT Hes,

paspenieHre” 03Ha4YaBa HALMOHAIHO pa3pEIICHHE, pa3pelICHUE
Ha CPI03a WM pa3pelieHHe B ChOTBETCTBUE C WIeH 26;

,IIpUTEXaTe] Ha paspelleHre’ o3HauaBa JIMIIETO, YCTAaHOBEHO Ha
Tepuropusita Ha Cplo3a, KOETO € OTTOBOPHO 3a IIyCKaHETO Ha
Owouna Ha TMasapa B OIpeAeleHa Ibp)KaBa-wWIeHKA WA B
Cb103a, U MIOCOYEHO B Pa3pelICHUETO;

,IPOIYKTOB THUN O3HAa4aBa €IUH OT IPOAYKTOBUTE THIIOBE,
MIOCOYEHH B MPUIIOKEHHE V;

5, CAUMHUYCH 6I/IOIII/IZ[“ O3Ha4YaBa 6I/IOHI/II[ 0e3 NpeABUACHU PA3JIUKU
B TNPOLUECHTHOTO CBHABPKAHWEC HA AKTUBHUTEC WM HCAKTUBHUTEC
BCIICCTBa B CbhCTaBa,

,,Ipymna Ouonuan o3HayaBa ChBKYITHOCT OT OHWOIMIN, KOUTO MMAT
cXo/iHa ynoTpeda, YMUTO aKTUBHU BEIIECTBA MMAT CIHAKBU Xapak-
TEPUCTHUKH W YHUUTO TOCOYCHH pA3IMKA B CBhCTaBa HE BIIUSAAT
OTPHILIATEIHO HAa HUBOTO HA PUCK M HE HaMallsiBaT 3HAYUTEIIHO
e(puKacHOCTTa Ha MPOIYKTHTE;

,, [IMCMO 3a JIOCTHI O3Ha4YaBa OpUTHMHAJICH AJOKYMCHT, IOANHCAaH
OT NPUTEKATEIL HA JaHHUTC WJIM OT HETOB NMPEACTABUTEIL, B KOUTO
C€ II0CO4Ba, Y€ JAaHHUTC MOTaT Ja C€ U3IOJI3BAT B I10JI3a Ha TpETa
CTpaHa OT KOMIICTCHTHUTE OpraHd, OT AreHnmsTa WIA OT
Komucusra 3a nenure Ha HACTOSIIUS PCTIIaMCHT;

»XpaHu" | ,,pypaxu’ 03HauaBa XpaHU CHIIIACHO ONPEACICHUETO B
wied 2 or Permament (EO) Ne 178/2002 u ¢ypaxu cwriaacHo
ompeneneHrueTo B wieH 3, maparpad 4 OT MOCOYCHHUS PErjaMeHT;

,,CTIOMaraTeJHO BEIIEeCTBO“ O3HA4YaBa BCSAKO BEIIECTBO, KOETO
OTroBapsi Ha OMNpeJeNicHHeTo B wieH 3, maparpad 2, Oyksa 0) oT
Pernament (EO) Ne 1333/2008 wiu Ha onpeieneHUETO B 4WiEH 2,
naparpad 2, Oykea 3) or Permament (EO) Ne 1831/2003;
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1)

)

)

aa)

a0)

aB)

ar)

am)

,,TEXHHYECKAa PAaBHOCTOMHOCT® O3HayaBa CXOJCTBO B XUMHYHUS
ChCTAaB M PUCKOBHS MPOGHI Ha BEIIECTBO, MPOU3BEACHO WJIH OT
W3TOYHMK, pa3lM4eH OT peQepeHTHUs, Wi OT pedepeHTHHs
W3TOYHHMK, HO CJIeJ] MPOMsHA B TNPOU3BOJICTBEHHUS IPOIEC H/HUIH
MSICTOTO Ha MPOU3BOJCTBO, B CPAaBHEHHE C BEIECTBOTO OT pede-
PEHTHHSI W3TOYHHUK, 0 OTHOIIEHHE Ha KOETO € OCBHIIECTBEHa
IbPBOHAYANTHATA OIIEHKA HA PHUCKA, Taka KAaKTO € YCTAaHOBEHO B
ujeH 54;

LATeHIHA“ o3HauaBa EBpomeiickata areHIusi IO XUMHUKaJH,
ce3nanena ¢ Pernmament (EO) Ne 1907/2006;

.peKnmama“ o3HauyaBa CpPEICTBO 3a HachbpuaBaHE Ha Mpomaxodara
W yrnoTpebara Ha OMOIMAN IIOCPEACTBOM II€UaTHH, CIEKTPOHHH
WIHA JPYTH MEIWH,;

,HaHOMaTepHan 03HayaBa €CTECTBEHO WIIM HMPOM3BEACHO aKTUBHO
WIN HEaKTHBHO BEIECTBO, CHIABPXKAIIO YACTHUIIM B HEOOBBP3AHO
CBCTOSIHME WM MOA (opMara Ha arperat WM arjoMepar, HpH
KOETO BBHIIHUAT pa3Mep B €IHO WIM [MOBEYEC H3MEPEHHs Ha
noHe 50 % ot oOmus Opoit wacTuim e B obxBara 1—100 nm.

Oynepennte, rpad)eHOBUTE JIMCTa W EIHOCIOWHHUTE BBITIEPOIHH
HAaHOTPBHOM C BBHIIEH pa3Mep B €IHO MM TOBEYE H3MEPCHUS
mojx 1 nm ce cyurTaT 3a HAaHOMATEPUAIIH.

3a 1enuTe Ha OMNpENeNIEHHEeTO 3a HaHOMaTrepuall, ,,49acTHua‘,
,,arioMepaT u ,,arperar’ ce OmpeaemsT, KaKTo CJelBa:

— ,,d4acTHLa‘ 03HA4aBa MHOI'0 Majika 4acT OT Marepual ¢ 1o00pe
olpeneneHn (GpU3NIECKH TPAHMIIY;

— ,,al"J'IOMepaT“ O3Ha4daBa CBBKYIIHOCT OT cinabo CBbp3aHU
JacTUIM WK arperatv, KaTo II0Jy4YC€HaTa BBHIIIHA BbHIIHA
IUI0I] HAa IIOBBPXHOCTTA HpI/I6HI/I3I/ITeJIHO CBhOTBCTCTBA Ha
cymMaTta OT IMOBBPXHOCTUTE HA OTACIHUTC KOMIIOHCHTH;

— ,arperar” oO3HauaBa YacTHUIA, KOSTO CE€ CBCTOM OT CHITHO
CBBp3aHH WM CJIETH YaCTHILIH;

,-8IMUHHUCTPAaTHBHO M3MEHCHHE " O3HAuaBa M3MCHCHHE Ha CHIIECT-
BYBAII[0 Pa3pelIeHHEe OT YUCTO aJMUHHCTPATHBEH XapaKTep, KOETO
HE BKJIIOYBA HM3MCHEHHE Ha CBOMCTBaTa WM e(PHUKACHOCTTa Ha
OHOIMIa WK Ha rpymnara OHOIMIN,

,,HE3HAUUTEIHO HM3MEHEHHE O3HayaBa M3MEHEHHE Ha ChIIECT-
BYBAIll0 pa3pelleHre, KOSATO HE € OT YHCTO aJMHHHCTPaTHBEH
XapaKkTep U M3UCKBAa CaMO OrPaHMYEHO INPEOLICHSIBAaHE Ha CBOU-
cTBaTa WM e(pUKacHOCTTa HAa OHOIMIA WIM Ha TpynaTa OHOLUIY,

5, 3HAUYUTECIIHO H3MEHEHNEe  03HaYaBa U3MCHCHHE HA ChIICCTBYBAIIIO
pa3pCiuI€Hnue, KOsATO HE € OT aIMUHUCTPATUBCH XapaKTCp, HUTO €
HC3HAYUTCITHO,

,YA3BUMH TPYNH™ O3HayaBa JMIA, KOUTO C€ HYXIAsT OT
CIEIMAHO BHUMAaHHWE MPH M3BBHPIIBAHETO HA OICHKA HA OCTPHTE
W XPOHHYHUTE BB3ACHCTBUS Ha OMOLMAUTE BBHPXY 3ApaBeTo. Te
BKJIFOUBAT OpEMEHHH M KbPMEILU KECHHU, HEpOJeHH, OebeTa U Jena,
BB3PACTHH XOpa M, TPH HPOIBIDKUTEIHA €KCITO3UIMS Ha OMOIIUIN
BB BHCOKA KOHIICHTPAIHsI, pAOOTHHUIM U JKUTEIH,

,MaJKd U cpeanu npeanpustus’ uinu ,,MCII“ o3rauaBa mManku u
CpeqHM TpEeAnpusATHs, KakTo ca onpeaeideHn B Ilpenopbka
2003/361/EO na Komwucusta ot 6 mait 2003 r. OTHOCHO oIpen-
EIICHUETO 3a MHKPO-, MaJKu U cpeianu mpeanpustas (1).

(') OB L 124, 20.5.2003 r., ctp. 36.
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2. 3a penurte Ha HACTOSIIMS PEIJAMEHT OIpEJNeNICHUsTa, IOCOYECHH B
wieH 3 ot Permament (EO) Ne 1907/2006, ce mpumarat 3a CIEIHUTE
TEPMUHHU:

a) ,,BEIIecTBO;
0) ,.cmec’;
B) ,,U31eNHE";

r) ,,HaydHOU3CJIEJOBaTeICKa W pa3BOMHA JIEHHOCT, CBBp3aHa C
MPOIYKTH U TIPOLIECH";

I) ,,HAyYHOM3CJICIOBATEIICKA U pa3BOWHA JACHHOCT .

3. Ilo uckaHe Ha nIbpkaBa-wieHka Kowmwucusta Moxke ga pemud
MIOCPE/ICTBOM aKTOBE 32 M3IIbJIHEHHE AalU JaJeHO BEIIECTBO € HaHOMa-
Tepual, KaTto B3ema mpeasua mo-crenuanno [Ipenopwska 2011/696/EC
Ha Komwucusara or 18 oxromBpu 2011 r. OTHOCHO ONIpENENEHUETO 3a
nanomarepuaiu ('), KaKTo W [and OmpeneieH MPOAYKT HWIH Tpyma
HNPOAYKTH € OWOLMA WIM TPETHPAHO W3JEIHe, WIH HHTO €IHO OT
nBere. Te3n akTOBE 3a M3MBIHEHHE CE€ NPHEMAT B CHOTBETCTBHE C
mpoleypara Ha pasriIexuaHe, IIocodeHa B wieH 82, maparpad 3.

4.  Ha Komucusita ce mpenoctaBaT MpaBOMOLIUATAa Ja MpHeMa Jele-
THpaHNd aKTOBE B CHOTBETCTBHE C WICH 83 ¢ IeN Ja aJanTupa Ompes-
€JICHHETO 32 HaHOMaTepHall, ChIbprKallo ce B maparpad 1, Oyksa 1) or
HACTOSIINS WIEH, C OrJie]] Ha HayYHO-TEXHWYECKHs MPOTpec M Karo ce
B3eMa npeasun IIpenopeka 2011/696/EC.

I'JTABA 11

OJIOBPSIBAHE HA AKTUBHU BEHIECTBA

Ynen 4

YcnoBus 3a onodpsiBane

1.  AKTHMBHO BEUIECTBO c€ OAOOpsBa 3a IbPBOHAYANICH CPOK, HE IO-
aeasr oT 10 TOOMHM, akO MOXKE Ja C€ OYakKBa, Y€ IIOHE €IWH OT
OuonManTe, CHABPKAIIM TOBA aKTHMBHO BELIECTBO, OTTOBAapsl Ha KpUTe-
puute, npeasuaeHu B wieH 19, nmaparpad 1, 6yksa 0), kaTo ce B3eMaT
npeaBun  (daxTopute, MocodeHH B wieH 19, maparpadm 2 u 5.
AKTMBHHTE BEIISCTBa, IMOMazaliM B oOXBaTa Ha WIEH 5, Morar J1a
Obnar onoOpeHH caMo 3a IbPBOHAYAIEH CPOK, HE MO-IBJIBI OT 5
TOJMHHU.

2. O,HO6p${BaH€TO Ha AaKTHBHO BEIIECTBO C€ OrpaHn4yaBa A0 TE3U
MPOAYKTOBH THUIIOBE, 32 KOUTO Ca MOAaJACHHU CbOTBETHUTC JaHHU B CHOT-

BETCTBUE C 4JIEH 6.

3. Koraro e yMmecTHO, B OJOOpPEHHETO C€ IIOCOYBAT CIICIHUTE
YCIIOBHS:

a) MUHMMAJIHa CTENEH Ha YUCTOTA Ha aKTUBHOTO BELIECTBO;
6) ecTecTBO W MAaKCHMAllHO ChIbpXKaHHE Ha ONpEJeTeHH IPHMECH;
B) NMPOAYKTOB THII,

T) HAYMH H OO0NAacT Ha YymoTpeda, BKIIOYUTETHO, CHOpPEXN CIydasd,
ynorpeba B TpeTUpPaHU U3AENIUS;

II) ompeeNsHe Ha KaTerOpUH MOTPEOUTEIH;

(') OB L 275, 20.10.2011 r., c1p. 38.
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€) 1O LeNIechoOpa3HOCT, XapaKTEPUCTHKA HA XUMHYHATA HJCHTUYHOCT C
OrJIe]] Ha CTEPCOM30MEPHTE;

) IpyrH crenuUIHU YCIOBUS Bb3 OCHOBA Ha OllEHKaTa Ha MH(opMa-
LATa, CBbP3aHa C TOBA AKTHBHO BEIIECTBO;

3) Jarata Ha OZIOGPHBaHe U JaraTa Ha HU3TUYaHEC Ha CpOKa Ha OH06-
PCHUETO HAa AKTUBHOTO BCILICCTBO.

4. OpoOpsiBaHETO Ha JaJICHO aKTHBHO BEIIECTBO HE BKIIOYBA HAHO-
MaTepHajy, OCBEH KOraro TOBa € M3PUYHO YIIOMEHATO.

Ynen 5

Kputepun 3a um3xkiiouBaHe

1. Tlpum cmna3zBaHe Ha pasnopeaOute Ha mnaparpad 2, cJIeTHHTE
aKTHBHH BELIECTBAa HE CE 0J00psBAT:

a) aKTUBHU BeIECTBA, KOMTO B choTBeTcTBUE ¢ Permament (EO)
Ne 1272/2008 ca xnacupuUMpaHH KaTO KaHLIEPOT€HHH OT
kateropuss 1A wimu 1B wnm oTroBapsAT Ha KpUTepuUMTEe Ja ObIatr
KTacH(UIIPaHA KaTO TaKHBa,

0) akTHBHH BelIecTBa, KoUTO B ChOoTBeTcTBHEe C Permament (EO)
Ne 1272/2008 ca xmacupuuupaHd KaTo MyTareHH OT kateropus 1A
wii 1B wiu oTroBapAT Ha KpuTepHHTE da ObAAT KiacH(DUIHpaHH
KaTO TaKHBa;

B) aKTHMBHU BEILIECTBA, KOWTO B ChoTBeTcTBHE ¢ Permament (EQO)
Ne 1272/2008 ca xinacudunupaHd KaTo TOKCUYHU 3a PEIpPOLYKLHATA
ot kareropust 1A unu 1B unm oTroBapsAT Ha KpuTepuuTe Aa ObaaT
KJIacU(pHUIUPaHU KaTO TaKHBa,

I) aKTHBHM BEILIECTBA, 334 KOHTO BB3 OCHOBA Ha KPUTCPUHTE,
OIpeNieNieHH ChINIACHO maparpad 3, IbpBa aluHes, WIH — JO
[IPUEMAHETO Ha Te3U KPUTEPUM — Bb3 OCHOBAa Ha maparpad 3,
BTOpa M TpeTa aldHes, ce CUNTa, 4e IPHUTEKaBaT CBOWCTBA, Hapy-
MIABAIl CHJIOKPHHHATA CHCTEMa W EBEHTYaJIHO IpeAU3BHKBAIIH
BpelHH BB3JICHCTBUS BBPXY XOpaTa, MIM KOUTO B CHOTBETCTBUE C
yineH 57, OykBa e) u wied 59, maparpa¢ 1 or Pernament (EO)
Ne 1907/2006 ca ompeneneHH KaTo BelleCTBa CbC CBOMCTBA, Hapy-
MIaBaIl{ CHAOKPUHHATA CHCTEMa;

I1) aKTUBHHM BEIECTBA, KOUTO OTroBapsAT Ha Kpurepuure 3a PBT
BemiecTBa uiM 3a VPvB BemectBa cwerimacHo mpuioxkenue XIII xbpm
Permament (EO) Ne 1907/2006.

2.  be3 nma ce 3acsra uwieH 4, maparpad 1, aKTHBHUTE BEILECTBA,
nocoueHn B maparpad 1 OT HACTOSIIMSA UWICH, MoraT Ja Obaar
0JI00peHH, aKo € JOKa3aHO Y€ € CMa3eHO IIOHE EIHO OT CJICIHHTE
YCIIOBHSL:

a) PUCKBT OT EKCIO3MILUS Ha XOpaTa, )KUBOTHUTE WM OKOJHATa cpeja
Ha BB3JCHCTBUETO HAa AaKTUBHOTO BEIIECTBO B ChCTaBa Ha OWOLU
OpU PEaMCTHYHO HAil-HEONarompusTHH YCIOBHS Ha ynoTpeba e
HE3HAYUTEJIeH, IO-CIEUAIHO B CIIy4auTe, KOraTo HpPOIYKTHT C€
U3I03Ba B 3aTBOPEHM CHCTEMHM WM IPU IPYTH YCJIOBUS, YHATO
el € Ja TpenoTBpaTAT KOHTaKTa € XOopa U M3IyCKaHEeToO B
OKOJIHATa Cpefa;

0) HaiHIle ca J0Ka3aTeICTBa, Ye aKTHBHOTO BEHIECTBO € OT CHIIECTBEHO
3HAYCHUE 32 MPEAOTBpPATIBAHE MM KOHTPOJ HA CEpHO3HA 3aruiaxa 3a
3IpaBeTO Ha XOpara, 3[ApaBeTO Ha J>KUBOTHUTE WM 3a OKOJHATa
cpena; wiu

B) HEOJ00PSIBAHETO HA aKTHBHOTO BELIECTBO OM HMMAaJI0 HECHhpPazMEpPHO
OTPHIIATEITHO BB3/CHCTBHE BBHPXY OOIIECTBOTO B CPABHEHHE C PUCKA
3a 3ApaBeTO Ha XOpaTa, 3/[PABETO HA >KMBOTHHUTE HJIM 32 OKOJIHATA
cpena, OPOM3THYANI OT ymoTpebara Ha BEIIECTBOTO.
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Korarto ce B3ema peuieHue Oajinu JaJ€HO AaKTUBHO BEIICCTBO MOXKE Oa
6’[)2[6 OHOGPGHO B CBOTBETCTBHEC C IIbpBa QAJWMHCA, HAJIAYUCTO Ha
noAXoAsmun W AOCTAaTbYHH AJTCPHATHBHHU BEIICCTBA WM TEXHOJOTHMHU
€ OT KJIIOYOBO 3HAYCHHCE.

VYnorpebara Ha OHOIMI, ChABPXKAIL AKTHBHU BEIIECTBA, OJOOpPCHH B
CHOTBETCTBHE C HACTOSIIMS TNaparpad, TIOUISKH HA ITOIXOISIIN
MEPKH 3a HaMalsBaHE Ha PHUCKa, 3a Jja CC rapaHTHpa, 4e eKCIIO3HLUITa
Ha XOpaTa, )KUBOTHUTE M OKOJHATA Cpella HA Te3W aKTUBHU BEUIECTBA €
CBEJICHa JI0 MHUHUMYM. Ymorpebarta Ha OHOIMIN CbC CHOTBETHUTE
aKTHBHH BEIECTBA CE OrpaHMYaBa 10 AbP)KaBU-WICHKH, B KOHTO €
W3IBJIHCHO TIOHE €JHO OT YCJOBHATA, MNPEIABHIACHH B HACTOSIIUSI

naparpad.

3. Hemno-xbcHo oT 13 nexemspu 2013 r. KomucusaTa nprema aeferupaiu
aKTOBE B CHOTBETCTBHE C WIEH 83, KONTO YCTAHOBSABAT HAYYHN KPUTEPUH 32
OIpeIEeTHETO Ha CBOMCTBATA, HAapyIIaBallll €HIOKPUHHATA CUCTEMA.

Jlo mpreMaHeTo Ha Te3W KPUTEPUH aKTHBHHTE BEIICCTBA, KOUTO B CHOT-
BerctBue ¢ Permament (EO) Ne 1272/2008 ca xnacupuuupanu KaTto
KaHLCPOreHHH OT KAaTeropusi 2 WM KaTo TOKCHYHH 3a PEIPOLyKIHSATA
OT KaTeropusi 2 WIM OTrOBapsAT HAa KpUTEpUUTE Aa ObAaT Kiacudu-
[UpaHd KaTO TAaKWBa, CC CUYMTAT 3a IPHUTEKABALIM CBOICTBA, Hapy-
[IaBany CHIOKPHHHATA CHCTEMA.

BemiectBa, kouto B chorBercTBHe ¢ Pernmament (EO) Ne 1272/2008 ca
KIacH(PUIMPAaHU KaTO TOKCHYHH 32 PEHPOAYKIMATA OT KATEropus 2 WK
OTrOBapsIT Ha KPUTEpHUTE Oa ObAaT KiacH(UIMpaHH KaTto TaKWBa, W
KOMTO HMAaT TOKCHYHO BB3/CHCTBAC BBPXY CHIOKPHHHUTE OpTaHH,
MOTaT Jla ce CUMTAaT 3a MPHUTEKABAIIM CBOICTBA, HApYIIABALIM €HIOK-
pHHHATA CHCTEMA.

Ynen 6

HN3uckBanus 3a npeaocraBgHe Ha [JaHHM IIPH MOoJAaBaHe Ha
3asiBJICHUC

1. 3asBieHUeTO 32 OI[O6p5[BaHe Ha JaacCHO AaKTUBHO BCLICCTBO
ChbAbpiKa Hal-MajKO CIICTHUTE C€JIEMEHTH:

a) JiocHe 3a aKTHBHOTO BEIIECTBO, KOETO OTroBaps Ha HM3HCKBAHUSATA,
mocoyeHn B mpuinoxenue I

0) mocue, KOETO OTroBapsi HAa W3MCKBAHUSITA, MOCOYEHH B MPHIIOKCHUE
III, 3a moHe eouH TpPENCTAaBUTENIICH OWOIHI, KOWTO ChIBpKA
aKTHBHOTO BEIIECTBO; U

B) aKO aKTHBHOTO BEI[ECTBO OTTOBapsi Ha MOHE €IWH OT KPUTCPHUTE 32
M3KIIOYBaHe, U30poeHn B wieH 5, maparpad 1, nokaszarencTBo, 4e
wieH 5, maparpad 2 e mpuIIokKuM.

2. HesaBucumo oT pasnopendurte Ha maparpad 1, 3asBUTENSIT HE €
JUIBKCH Jla TPEJOCTaBsl NTaHHUTE, KaTO 4YacT OT JOCHETaTa, M3MCKBaHU
cbriiacHo maparpad 1, OykBu a) u 0), KOoraro ce mHpuiara HSIKOe OT
CIICTHUTE YCIIOBHS:

a) TaHHUTE HE ca HEeoOXOIWMH MOpagyl €CTECTBOTO Ha EKCIO3HUIH,
CBBP3aHO C IpeJIaraHuTe BHIOBE yHorpeda;

0) oT HayyHa TIJielHa TOYKAa HE c€ Hajlara JaHHUTE Aa ObJar mpen-
OCTaBEHH; WIJIH

B) OT TEXHHYECKA IJIIHA TOYKA HE € BB3MOXHO MaHHHUTE Ja ObaaT
chOpaHu.

IpenocraBsaT ce obaye AOCTATBYHO JAHHHM, KOMTO Ja IIO3BOIAT Ja ce
ONpeneNd Jaid JaJeHO aKTUBHO BEILIECTBO OTIOBapsi HA KPUTEPHHTE,
Hoco4YeHH B wieH 5, maparpad 1 wm unen 10, maparpag 1, ako ToBa ce
M3HCKBA OT OLCHSBALMS KOMIIETEHTEH OpraH ChIVIAaCHO wWieH 8, maparpad 2.
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3.  Bcexu 3asgBuTENn MOXE JAa MNPEUIOKU aJalTUPAaHE HAa JaHHUTE,
KaTo 4YacT OT JOcHeTaTa, M3MCKBaHU CBIIAcHO maparpad 1, Oyksu a)
u 0), B cpoTBeTcTBUE C mnpuioxeHue [V. OcHoBaHuATa 3a mpen-
JOXKEHUTE aJanTalid Ha M3MUCKBAHMATA 3a MPEJOCTaBsSHE HA JAHHU Ce
1I0COYBAT SICHO B 3asBJICHUETO C II030BaBaHE HA KOHKPETHUTE IIpaBUIla B
npunoxenue V.

4.  Ha Komucusata ce mpenocTaBaT IMpaBOMOIIMS Ja IpHeMa Jele-
TUpaHH aKTOBE B CBHOTBETCTBHME C wWieH 83, ¢ KOMTO Ja yCTaHOBSBA
KpUTEPUUTE 3a OINpeNEsiHE HAa TOBAa, KAKBO NPEICTABISABA JOCTATHYHO
OCHOBAHHUE 3a aJlalTUpaHe Ha M3MCKBAaHUATA 3a MPElOCTaBsHE Ha JaHHU
mo maparpad 1 OT HacTosAmuUsA 4WICH, Bb3 OCHOBA HAa IOCOYCHUTE
OCHOBaHHUs B maparpad 2, OykBa a) OT HACTOSIIMS YJICH.

Ynen 7

IMonaBane u BajJlvMIvpaHe Ha 3asiBJCHUATA

1. 3asBuTensT mojasa 3asBICHUE 3a 0HOOpsBaHE HA JAJCHO aKTHBHO
BEIIECTBO MM 32 MOCJICABAIM U3MECHCHHS Ha YCIIOBHUATA 32 000psIBaHEe
Ha JIaJICHO0 aKTWBHO BEUIECTBO Mpea ATCHIHATA, KaTo s YBEIOMsBA 3a
HanMCHOBAaHUCTO Ha KOMIICTCHTHHS OPraH Ha AbprKaBaTa-4JICHKA, KOWTO
10 HETOBO MPEJIOKEHHE CIIE/IBA J1a OLCHHU 3asBICHUETO, M MPEIOCTaBs
OMCMEHO TOTBBPIXKICHHE, Y€ TO3M KOMIICTCHTEH OpraH Ipuema ga ro
HampaBd. TO3M KOMIICTCHTEH OpraH € OICHSBALIMAT KOMIIETEHTCH
opras.

2. AreHuusTa yBeAOMsBa 3asABUTENS 38 TAKCUTE, ABIDKHUMHU CHIIIACHO
uieH 80, maparpad 1 u OTXBBpIIS 3asBJICHUETO, B CIIyYail 4e 3asBUTEIIST
He IUIaTH TakcuTe B pamkute Ha 30 muu. Ts yBenmomsBa 3asBHTENS U
OLICHSIBAILIUSl KOMIIETEHTEH OpraH 3a TOBa.

Cnen monmy4yaBaHe Ha Takcure no wieH 80, maparpad 1 Arennusra
npuemMa  3asBICHHETO ¥  YBEIOMSBAa 3asBUTENS M OLICHSABAILUS
KOMITETEHTEH OpraH 3a TOBa, Karo MOCOYBa JaTarta Ha NpHEeMaHe Ha
3asiBICHUETO W HETOBUS YHHUKAJICH MJCHTU(PHUKAIIMOHEH KOJ.

3. B pamkure Ha 30 AHM clel IpHeMaHEe HAa 3asBICHHETO OT
ATreHUHATa OLCHSBAIIMAT KOMIICTCHTCH OpPraH BajHAWpa 3asBICHHUETO,
aKo ca OWIM MOJaJCH! JaHHUTE, HEOOXOMUMH B CHOTBETCTBUE C WIEH 6,
naparpad 1, OykBu a) u 0) u, cnopexn ciy4das, OykBa B), U IOCOYCHHU
OCHOBaHMS 32 a[JalTHPAHE Ha W3MCKBAHUATA 33 NPEIOCTABSIHE HA JAHHH.

BbB BpB3Ka C BamuMAMpaHETO, IMOCOYEHO B IIbpBaTa ajnHEs, OICHS-
BaIMAT KOMIIETEHTEH OpraH He MpaBH OIIEHKa HAa KayeCTBOTO WJIM Ha
CBOTBETCTBUETO Ha IPEACTABCHUTE NAaHHU WIH IOAKPEISLM JOKY-
MEHTH.

BbB BB3MOXKHO Hal-KpaThK CPOK ciel KaTo ATEHIHATA IpHUeMe AaJIeHO
3asBJICHUE OIICHABAIIMAT KOMIIETEHTEH OpraH yBeIOMsBa 3asBUTENS 3a
TaKCUTe, IBJDKUMU cbhIyacHO wieH 80, maparpad 2, U OTXBBpis 3asB-
JICHHETO, aKO TakcuTe He Obar miaareHu B cpok oT 30 nHu. OueHs-
BalllMAT KOMIIETEHTEH OpPraH yBEIOMsBa 3asiBUTEJNS 32 TOBA.

4. B cnyyaii ye OLEHSBAIIUAT KOMIIETEHTEH OpraH CMETHE, 4e 3asB-
JICHHETO € HEIMBJIHO, TOM yBEIOMsBa 3asSBUTENsSl KaKBa JOMBJIHUTEIHA
uHpopMmanuss ¢ HeoOXoauMma 3a BaluIWpaHe Ha 3asBICHUETO W
ompenenss pasyMEH CpOK 3a MojaBaHe Ha Ta3u uHpopmauus. Tosu
CpPOK OOMKHOBEHO He HajBuinaBa 90 ITHH.
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B pamkure na 30 paHM ciex nonydaBaHE Ha JONBIHUTENHATa
nH(OPMANHs OIEHABAIIUAT KOMIICTCHTEH OpraH BaINUAUPA 3asBICHUETO,
aKo CMETHe, 4e MOJaJieHaTa AONBbJIHUTEIHA HH(OpMaLus € J0oCTaTbyHa
3a Cra3BaHEe HAa M3MCKBAHETO, TOCOYEHO B maparpad 3.

AKO 3afBUTENIAT HE I0JaJle U3UCKBaHAaTa MH(OpMaIUs B CPOK, OLEHSI-
BallMAT KOMIICTEHTEH OpraH OTXBBPJIs 3asBICHMETO U YBEIOMsBA
3asBUTENA M AreHuusTa 3a ToBa. B TakbB cilyuall yacT OT Takcara,
IUIaTeHa B choTBeTcTBHE ¢ wieH 80, maparpadu 1 u 2, ce Bb3CTaHOBSIBA.

5. Cren BanmoupaHe Ha 3asBIICHHE B CHOTBETCTBUE C maparpad 3
Win 4 OLEHABAIIMAT KOMIIETEHTEH OpraH He3a0aBHO yBeIOMsBa 3a
TOBAa 3asBUTENS, ATEGHUUATa W JPYrUTe KOMIICTEHTHH OpraHd H
II0COYBa JaTaTa Ha BaJHIHUPAHE.

6. PemieHusita Ha AreHUUATa ChIVIACHO maparpad 2 OT HACTOSIIUS
yjeH Morar jJa 0baaT oOKajBaHH B CHOTBETCTBHE C wWieH 77.

Ynen 8

Onenka Ha 3asiBJICHHATA

1. B pamkute Ha 365 AHU ciea BaIMOMPAHETO HA JAICHO 3asiBIICHHUE
OLCHABAIMAT KOMIICTCHTECH OpraH Io OlCHsABa B CBOTBCTCTBUE C
4iieHoBe 4 W 5, BKIIIOUUTENHO, aKO € MPHIOKUMO, BCSKO TPEIIOKEHIEe
3a aJjanTUpaHe Ha U3UCKBAHMATA 3a IPENOCTaBsSHE Ha JaHHU, MOJIAJCHO
B CHOTBETCTBHE C WieH 6, maparpad 3, ¥ uM3Mmpaiia JOKJIaa 3a OleHKaTa
U 3aKJIIOYCHHUATA OT Hesl Ha ATreHIusTa.

[Ipenu na mpeacraBu 3aKIIOUEHHSATA CH Ha ATEHIIHTA, OLEHSIBAIIMIT
KOMITETEHTEH OpPTraH MpPEeNOCTaBs Ha 3asBUTENS BB3MOXKHOCT Ja Tpel-
cTaBu, B pamkutTe Ha 30 1OHM, MHCMEHH O€JNeXKH IO JOKIana 3a
OLIEHKaTa M IO 3aKIIOYeHHsATa oT Hes. IIpu M3roTBIHETO Ha OKOHYa-
TEJHATa OIICHKA OICHABALIMAT KOMIIETEHTEH OpraH H/JICKHO B3eMa
MPEIBU TE3U OCNICHKKH.

2. Koraro ce okaxe, 4e 3a M3BBPIIBAHETO HA OICHKAaTa € HE00-
XOI¥Ma [ONBJIHHUTENIHA WHQOpPMALKs, OLCHABAIMAT KOMIICTCHTCH
OpraH WCKa OT 3asBUTENS Ja MpeAOCTaBH Ta3u uHpopManus B
pPaMKHTEe Ha YCTAHOBCH CPOK M yBeIOMsiBa AreHuusra 3a ToBa. Kakro
€ TOoCOYeHo B wieH 6, maparpad 2, BTOpa allMHes, OLCHSIBALIHUAT
KOMITETEHTEH OpraH MOXE Ja HM3UCKA, KOTaTo € YMECTHO, 3asBUTENSAT
Jia TIPEIOCTaBU JOCTATHYHO JAHHH, KOMTO [a MO3BOJIIT Ja CE OMpPEAeIH
JIany JIaJICHO aKTHBHO BEIECTBO OTrOBapsi HA KPUTCPHUUTE, MIOCOUYCHU B
uieH 5, maparpa¢ 1 wiam wien 10, maparpad 1. ITocouenust B nmaparpad
1 oT HacTOsIUs WIEH CPOK OT 365 IHH BPEMEHHO ChUpa Jia Tede OT
Jarara Ha W3/aBaHe Ha MCKAHETO [0 Jarara Ha MoJydYaBaHe Ha HHQOp-
Manusta. BpeMeHHOTO cnmpade He Haaxebpisi o6mo 180 mHH, ocBeH
aKoO TOBa HE € ONpPABJAHO OT €CTECTBOTO HA M3UCKAHWMTE NAHHH WIH OT
M3KITFOYUTEITHA 0OCTOSITEIICTRA.

3. B cunyuail ue oueHSABAlIMAT KOMIETEHTEH OpraH CMETHE, ue
CBUIECTBYBAT OIIACEHUS 110 OTHOLIGHHE Ha 3IpaBeTo Ha XopaTta,
3]paBeTO Ha >MBOTHUTE WIM II0 OTHOLIEHHE Ha OKOJIHaTa cpefa
BCIICICTBME HA KyMYJaTHBHH eQeKTH OT ymnoTpebata Ha OHOLMIH,
CBIBPXKALIM STHO M ChHIIO aKTHBHO BEIIECTBO HJIM Pa3IMYHU aKTHBHU
BEILECTBA, TOH AOKYMEHTHPA ONACEHUSATa CH B CHOTBETCTBHE C H3HCK-
BaHMATA, IIOCOYCHM B CHOTBETHHTE 4dYacTh Ha paszgen 1.3 or
npunoxenue XV kbpM Pernmament (EO) Ne 1907/2006, u ru BkiItouBa
B 3aKJIOUCHHUATA CH.
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4. B pamkute Ha 270 OHM cliel NOJydyaBaHE Ha 3aK/IIOYCHHATA OT
oLeHKaTa AreHuusTa M3roTBl U IpeactaBd 1npen Komwucusara
CTAQHOBHUILIE OTHOCHO OJOOPABAHETO HA AKTUBHOTO BEIIECTBO, KaTO
B3€Ma IIPEABUJ 3aK/IIOUEHUATA HA OLECHSBAILUA KOMIIETCHTEH OpraH.

Ynen 9

OnoOpsiBaHe HA AKTHBHO BelIeCTBO

1. Cren moiydaBaHe Ha CTaHOBHIIETO Ha ATCHIUATA CHIIACHO WICH
8, maparpad 4 Komwucusra:

a) npueMa periiaMeHT 3a U3MBbJIHCHUC, KOWTO npeaBuxaa O,HO6p}IBaHeTO
Ha JaJICHO aKTHBHO BCIICCTBO MW IPU KaKBU YCJIOBHA CTaBa TOBa,
BKJIIOUYMTCIIHO TAaTHUTC Ha O,I[OGPCHI/IC " Ha U3THYAaHC Ha 0,[[06peHI/IeTO;
nn

6) xoraTo ycnoBusTa, peABUAEHU B wieH 4, maparpad 1 mnum, cropen
ciydasi, YCIOBUSITa MO 4YieH 5, maparpad 2 He ca Chas3eHH, WM
u3UCKBaHaTa MHGOpPMalUs U JaHHU He ca OMIM IpPEefOCTaBEHH B
paMKHTe Ha MOCOYEHHUs CPOK, MpHEMa pelleHHe 3a U3IIbIHEHHE, ue
AKTUBHOTO BEIECTBO HE ce 0J00psBa.

Te3u akTOBE 32 U3MBJIHEHUE CE IPUEMaT B CHOTBETCTBHE C IIPOLeAyparTa
Ha pasrjexaaHe, mocovyeHa B wieH 82, maparpad 3.

2. OnoOpeHuTe aKTHBHHU BEILECTBA CE BKJIIOYBAT B CIUCHK Ha Chio3a
Ha OJ0OpEHHMTE aKTHBHHU BellecTBa. KOMHUCHsITa PEIOBHO aKTyalu3upa
CIHMChKAa M MPEIOCTaBs Ha OOIICCTBEHOCTTAa CJICKTPOHEH JOCTBII J0
HETO.

Ynen 10

AKTHBHH BelIeCTBa, KAaHAUAATH 32 3aMsiHa

1. JlameHO aKTHUBHO BEIIECTBO CE€ CMsATA 3a KaHIWUIAT 3a 3aMsHa, aKko
€ CIIa3eHO HSAKOE OT CJIEJHHUTE YCIOBUS:

a) aKTUBHOTO BEIECTBO OTroBapsi Ha IIOHE €JWH OT KPHUTEpPUHUTE 3a
M3KIIIOYBaHe, M30poeHn B wieH 5, maparpad 1, HO Moxe ma Obae
0I00pEeHO B CHOTBETCTBHE C WieH 5, maparpad 2;

0) oTroBapsi Ha KpUTEpUHTE Ja ObJe KIaCH(PUIUPAHO, B CHOTBETCTBHE C
Pernament (EO) Ne 1272/2008, karo pecnupaTopeH CEHCHOWIU-
3aTop;

B) NpHEMIMBaTa My JAHEBHA 1033, KPUTHYHATA pe)epeHTHA 103a HIIH
MPUEMIIMBOTO PABHUILE HA M3JaraHe Ha OmepaTropa, CIope] Ciydas,
ca 3HAYUTENIHO IO-HHUCKH OT XapaKTEPHHUTE 3a MO-TOJSIMAaTa 4acT OT
0JI0OpEeHUTE AaKTHBHH BEIIECTBA 3a ChINUS MNPOAYKTOB THI H
BB3MOXHA ynorpeoa;

I') OTroBaps Ha JBa OT KpuTepuute 3a PBT BeliecTBo B ChOTBETCTBHE C
npuinoxenue XIII xpm Permament (EO) Ne 1907/2006;

1) HamWIle Ca [pPUYMHE 32 OINACeHHs OTHOCHO CCTECTBOTO Ha
KPUTHYHOTO BB3JCHCTBHE, KOETO B CBUETaHHE C MOJCIUTE Ha
yrnotpeba € paBHOCTOMHO Ha ymoTpeba, KOSTO BCe OIIe MOXeE Ja
MOPOIM 3arpIKeHOCT, HANpuUMep BHCOK IOTEHLHWAJIeH PHCK 3a
MOAMOYBCHUTE BOJH, JOPH W Cliel NpUiaraHe Ha MHOIO OrpaHH-
YUTETHH MEPKH 3a YIpPaBICHHE Ha PHCKa;

€) ChIbp)Ka 3HAYMTENEH IPOLECHT HEAKTUBHHM H30MEPU MIIM IPUMECH.
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2. Ilpm W3roTBSHETO Ha CTAHOBHUILETO CH 3a OJOOpsBaHE WU
MOJHOBSIBAHE HA OJOOpPEHMETO Ha [JaJeHO aKTHBHO BEIIECTBO,
ATeHIMATa TPOyYBa JANM BEIIECTBOTO OTrOBaps Ha HAKOM OT KpuTe-
punte, U30poeHH B maparpad 1, ¥ pasriexia TO3M BBIPOC B CTaHO-
BUIIETO CH.

3. Ilpemu ma mpeactaBu Ha KomucusiTa CTaHOBHILETO CH 3a 0700-
psBaHe WIM IIOJHOBSIBAaHE Ha OROOPCHHETO Ha JAJCHO AaKTUBHO
BEIIECTBO, 0Oe3 Ja ce 3acsArar pasnopeaOuTe Ha wieHoBe 66 u 67,
ATeHIuATa OCHTYpsiBa IyONMYEH NOCTBI 10 HWH(OpMamusITa OTHOCHO
HNOTCHLMAIHATe KaHIUIATH 32 3aMsiHA 3a CPOK, HE IMO-IBIBrC OT 60
IHH, B paMKHUTE Ha KOWTO 3aMHTEPECOBAHHUTE TPETH CTPaHU MOrar na
HO/aBaT CHOTBETHAaTa MH(OpPMaNus, BKIFOYHTEITHO OTHOCHO HAINYHHTE
3aMECTUTENH. ATEHLIUMATAa HaJJISKHO B3eMa NpeIBHI MONydYeHaTa
nH(OPMANUs TIPH U3TOTBSHE HA OKOHYATEHOTO CH CTaHOBWIIIE.

4. Upes neporanus oT paznopendute Ha uieH 4, naparpad 1 u uieH
12, nmaparpad 3 omo0psiBaHETO Ha J3JCHO aKTHBHO BEIIECTBO, KOETO CE
CMsTa 32 KaHAMJAT 32 3aMsiHA, M BCSAKO IOJHOBSBAaHE Ha OJ0OpPEHUETO
CTaBa 32 CPOK, HE MO-IBIBI OT CEAEM TOIUHU.

5. AKTUBHUTE BEILECTBa, KOUTO C€ CMATAT 3a KaHAWIATH 32 3aMsHa B
CHOTBETCTBHE ¢ maparpad 1, ce 0003HauaBaT KaTo TaKUBa B CHOTBETHUS
periamMeHT, KOITO ce mpuema ChIJIacCHO 4iieH 9.

Ynen 11

TexHuveckun YKazaHusi

Komucusita M3roTBs TEeXHMUYECKH YKa3aHHs, 3a Ja CE€ YJICCHH IpHia-
TaHEeTO Ha HACTOAIIATA TJaBa, MO-KOHKPETHO Ha wieH 5, maparpad 2
u uned 10, maparpad 1.

I'JIABA 111

NOAHOBSABAHE M IIPEPA3IVIEXXJAHE HA OJOBPEHUETO HA
AKTHBHO BEHIECTBO

Ynen 12

YcaoBus 3a nmoaHOBsIBaHE

1. Kowmucusta TOIAHOBSBA OJOOPCHHETO Ha JAJCHO AKTUBHO
BEIIECTBO, aKO TO MPOABIDKABA Ja OTrOBaps Ha yCJOBUSATA, IPEABUICHU
B wieH 4, maparpad 1, wiu, ako € IPUIOKUMO, Ha YCJIOBHSTA, yCTa-
HOBEHH B WieH 5, maparpad 2.

2. Karo B3ema mpeiBu HayyHO-TeXHHYecKus nporpec, Komucusra
mpepasriexzia M ako € YMECTHO, M3MEHs YCJIOBMATA, IIOCOYEHH 3a
AKTUBHOTO BELIECTBO ChINIacHO uiieH 4, maparpad 3.

3. TlomHOBsiBaHETO Ha OJOOPEHHETO HA JAJICHO AKTHBHO BEILECTBO €
3a 15-roguileH CpPOK 3a BCHUYKH HPOJYKTOBU THUIIOBE, 3a KOUTO C€
npuiara OJ0OpPEHHETO, OCBEH aKo B perjaMeHTa 3a H3IBJIHEHHE,
IpUeT B CHOTBETCTBHE ¢ wieH 14, maparpad 4, OykBa a), ¢ KOHTO ce
HOHOBSIBA TOBAa OJOOpEHHE, € ONpe/eNeH MO-KpaThK CPOK.

Ynen 13

ITonaBane u npueMaHe Ha 3asiBJICHUA

1. 3asBuTenuTe, KOMTO HCKAaT NOAHOBSBaHE Ha OJOOpEHHETO HA
JaJEHO aKTHBHO BEIIECTBO 3a €AUH WIM IOBEYe NPOAYKTOBH THUIIOBE,
MoJiaBart 3asiBJIeHHE 10 AreHuusTa Hai-manko 550 nHu mpeau n3ThyaHe
Ha onoOpenuero. Koraro CpoKbT 3a pa3iMYHUTE MPOJYKTOBH THIIOBE
W3THYa Ha pa3IM4YHU J1aTH, 3asBJIEHUETO ce IMojaBa Hai-mManko 550
IHU TIpeAd Hal-paHHATa JaTa Ha W3THYAHE.
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2. Ilpu nonmaBane Ha 3asBJIEHHE 3a IIOJHOBSIBAHE Ha ONOOPEHUETO HA
AaKTHBHOTO BEILECTBO 3asBUTENAT IPEICTaBS:

a) 6e3 nma ce 3acsra wied 21, maparpad 1, ChOTBETHHTE IaHHH,
M3MCKBaHU ChriacHo wieH 20 u chOpaHK B HEpUOAa CIel IbPBOHA-
YaHOTO  OJOOpEeHWe WM, CHOpeA  Ciydas, MpPEeIUIIHOTO
MOJIHOBSIBAHE; U

0) olleHKa Jany 3aKIIOYECHHUSTA OT IbPBOHAYATIHATA WM IMPEAMIIHATA
OLlEHKa Ha aKTUBHOTO BELIECTBO OCTaBaT BalUAHHM, KAKTO MU
BCsIKakBa MH(OpManus B MOJAKpPENa HA TOBA.

3. 3asBUTEIAT npeacraBd W HAMMEHOBAHHUETO HA KOMIICTCHTHHA
OpraH Ha Abp)KaBaTa-dJICHKA, KOWTO 1O HEroBO MpEAJIOKCHHUC CJICABA
Ja OLCHH 3adBJICHUECTO 3a IIOAHOBABAHEC, W TIIPECOOCTaBA ITUCMCHO
TNOTBBPIKACHHUC, Y€ TO3M KOMIICTCHTCH OpraH npueMa Ja ro HallpaBH.
To3u KOMITETEHTEH OopraH € OLCHABAIIUAT KOMIICTCHTCH OpraH.

ATeHIMATa yBEAOMSBA 3asBUTEISI 32 TAKCUTE, TBIDKHUMH CBIVIACHO WIEH
80, maparpad 1 U OTXBBpPISI 3asABICHUETO, B CIydall 4Ye 3asBUTEIST HE
wiatu Takcure B pamkute Ha 30 guu. Ts yBemomsBa 3asBHUTENS U
OLICHSBAIIMS KOMIIETEHTEH OpraH 3a TOBA.

Crnen moiyyaBaHe Ha TaKCUTE, IBJDKMMHU cbritacHO wieH 80, maparpad
1, AreHumsTa mnpueMa 3asBICHHETO ¥ YBEOOMSBA 3asABHTEIS H
OLICHSBAIMSI KOMIICTCHTEH OpraH 3a TOBa, KAaTO [MOCOYBA JaTaTa Ha
npHeMaHe.

4.  Peumienusita Ha ATEHIUITAa ChriacHO maparpad 3 OT HacTOSIIHS
YyjieH MoraT Ja ObJaT oO0KaJlBaHM B CHOTBETCTBHE C 4jeH 77.

Ynen 14

OuneHka Ha 3asiBJEHHATA 32 MOJHOBSIBaHe

1. Bwb3 ocHOBa Ha OlLicHKA Ha Halu4YHaTa MH(oOpMaIMs U Ha HEOOXO-
JUMOCTTa OT MpepasriekJaHe Ha 3aKIIoYCeHUsITa OT MBbPBOHAYAIHATA
OlIEHKA Ha 3asABJICHHETO 3a OJ00psIBaHE WM, CIOpEa Caydas, Ha Mpe-
WITHOTO TIOAHOBSIBaHE, B pamkuTe Ha 90 mHM cinem Karto AreHIusTa
npreMe 3asiBIICHHETO B CHOTBETCTBUE ¢ wieH 13, maparpad 3, ouens-
BAIlT KOMIICTEHTEH OpraH pellaBa Jald NPEeIBHI CHBPEMEHHHTE
HAyYHU TIO3HAHWS € HEeoOXOJWMa ITbJIHA OLICHKA Ha 3asBICHUETO 3a
IMOAHOBSABAHC, KAaTO B3C€Ma IMPCABUJ BCHUYKH INPOAYKTOBH THUIIOBE, 3a
KOHUTO € IOWCKaHO IOJHOBSIBaHE.

2. Koraro oneHsBalmMAT KOMIIETCHTEH OpraH pelId, 4e € Heoo-
XOJ¥Ma ITbJIHA OICHKa Ha 3asBJICHUETO, OL[EHKAaTa Ce M3BBPINBA B CHOT-
BeTCTBHE ¢ uieH §, maparpadu 1, 2 u 3.

B cnydaii ue oueHsiBaMAT KOMIIETEHTEH OpraH pelld, 4e He € HeoO-
X0JlMMa THJIHA OLIEHKAa Ha 3asfBIIEHUETO, B paMmkuTe Ha 180 mHHU, cien
Karo AreHUHMSTa TNpHEME 3asBJICHUETO B CHOTBETCTBHE C wWieH 13,
naparpad 3, TOW H3rOTBS W TOJaBa 10 ATCHLHUATA Ipernopbka 3a
MMOTHOBSIBAHE HA 0JJOOPEHHETO HA aKTUBHOTO BelecTBO. OpraHsT mpe-
OCTaBsl Ha 3asBUTEJSl KOIHME OT CBOSATA IPENOpbHKa.

BBB BB3MOXHO Hal-KpaThK CPOK Ciel KaTo ATEHIHATA MpHUeMe HaJICHO
3asBJICHHE OLICHABAIIMAT KOMIETEHTEH OpraH yBeIOMsBa 3asBUTENS 3a
TaKkCuTe, ABDKUMH cbriaacHo wieH 80, maparpad 2. OueHsBalusar
KOMIIETEHTEH OpraH OTXBBpPJS 3asABICHHETO, aKO 3asBUTENAT HE
3aIy1aTé TakcuTe B Cpok OoT 30 OHM OT yBEJOMIJIEHHETO, U yBEIOMsBa
3asiBUTEJIA 3a TOBA.
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3. B pamkute Ha 270 nHM ciel Hody4aBaHE Ha Ipenopbkara Ha
OICHSABAIINS KOMIIETEHTEH OpraH, aKko € HalpaBeHa IThIIHA OIeHKa Ha
3as8BI€HUETO, WIM B paMkuTe Ha 90 1OHM B INPOTHBEH Ciyuaif,
AreHnuATa W3TOTBSI WM mpefctaBs npen Kommcusara craHOBHINE
OTHOCHO IIOIHOBSIBAHETO Ha OJO0OPEHHETO Ha aKTUBHOTO BEILECTBO.

4. Cnen mojdydaBaHe Ha CTaHOBHUIETO Ha AreHimsTa Komucusra
nprema:

a) perJiaMeHT 3a W3IIBJIHEHHE, KOWTO MpeIBIKAA, Y€ ONOOPEHHEeTO Ha
JIaZICHO aKTUBHO BELIECTBO C€ IIOJHOBABA 3a €AMH WIH IIOBEYE
MIPOAYKTOBU TUIIOBE U YCIIOBHATA 3a TOBA; MU

0) pelieHHe 3a M3MBJIHEHHE, Y€ OJOOPEHHMETO Ha MAaJCHO AaKTUBHO
BEILIECTBO HE CE MOTHOBSBA.

Te3u akTOBE 3a M3MBJIHCHHIE CE MPUEMAT B ChOTBETCTBHE C IPOLIEAYpaTa
Ha pasriexiaHe, mocoueHa B wieH 82, nmaparpad 3.

[Mpunarar ce paznopendute Ha uieH 9, naparpad 2.

5. Koraro mopaau nmpuYHHHU, HE3aBHUCEIIX OT 3asSBUTENSI, UMa BEPO-
SATHOCT CPOKBT, 32 KOWTO aKTHBHOTO BEIIECTBO € OMJIO 0J00peHo, aa
u3Tede Ipenu Ja ObJe B3eTO PEIIEHHE 3a HErOBOTO IOJAHOBSBAaHE,
Komucusara mprema pelieHHe 3a OTjaraHe Ha JaTaTa Ha M3THYaHE Ha
0JI00pEHHETO 3a CPOK, KOMTO ¥ NO3BOJIABA Jla pasriefa 3asBICHHUETO.
Te3n akTOBE 32 U3MBJIHEHUE CE IIpHUEMaT B CHOTBETCTBHE C IIPOLEAyparTa
10 KOHCYJITHpaHe, MpeaBuacHa B wieH 82, maparpad 2.

6. B cuyuaii ye Kommcusta pemm na He MOJHOBH WM PEII Ja
U3MEHH OJ0OpEHHETO Ha [aJeHO AaKTHBHO BEUIECTBO 3a COUH WK
rmoBeYe TPOAYKTOBH THIIOBE, IbP)KABUTE-WIEHKH WM, B CIlydail Ha
paspemienre Ha Cphro3a, KOMUCHATa OTMEHAT WIH MO 11€1eChOOPa3HOCT
WU3MEHAT paspelieHusTa 3a ChOTBETHUA(TE) THI(OBE) TMPOMAYKTH, KOUTO
CBIBPXKAT TOBA aKTUBHO BellecTBO. CHOTBETHO CE MPHJIAratr WieHoBe 48
u 52.

Ynen 15

Ipepa3riexaane Ha 0100PEHHETO HA AKTHBHO BEIECTBO

1. Kowmucusta Moxe Jnga Tnpepasriiena OJOOpPEHHETO Ha JaJIcHO
aKTHBHO BENIECTBO 32 €IMH WIM NOBEYe MPOMYKTOBU THIIOBE II0
BCAKO BPEME, KOTraTo Ca HaJULE CBIICCTBECHH IPU3HAIIU, Y€ TO BCUC
HE OTroBaps Ha YCJIOBHATA, MOCOYEHH B wieH 4, maparpad 1 wm,
CIopex ciydas, Ha ycioBusita B wieH 5, maparpad 2. Komwucusara
MOXE CBLIO Taka Ja TNpepasriiefia ogoOpeHHeTo Ha MaJIeHO aKTHBHO
BCUIECTBO 3a €AWH WK TIOBCYUC IIPOAYKTOBHU THUIIOBE II0 HMCKAaHC Ha
IbpKaBa-wIEHKa, ako MMa IpH3HAIM, Y€ M3IOJ3BAHETO Ha AaKTHBHOTO
BEIIECTBO B OHMOLUIN WM TPETUPaHH H3IEIHs BOAU N0 CHIISCTBCHU
omaceHuss 3a 0e30MacHOCTTa Ha Te3W OWOLUAM WM TpPETHPAHU
n3aenus. Komucusta onoBectsiBa HHGOPMAIHATA, Y& TPOBEXKIA TIpepas-
rJIeKJaHe U NIpeaoCTaBs Bb3MOKHOCT Ha 3asABUTCIIA 3a NPEACTABAHEC Ha
Oenexkn. Kommcusrta HamuexxHO B3eMa MpPEABUA Te3H OENEXKH B
PaMKUTE Ha CBOETO INPEpasIIIeIKAaHE.

AKoO Te3u mpusHaNU ObJAT MOTBBPAcHH, KOMUCHATA TIpHeMa perjaMeHT
3a M3MBJIHEHHE, C KOWTO M3MEHS YCIIOBHATA 3a OJ00psIBaHE HA JAICHO
aKTHBHO BEINECTBO WM 33 OTMsHA Ha 0a00peHHeTo My. ITocoueHHAT
periaMeHT 3a M3IBIHCHHE Ce MpPHEeMa B CHOTBETCTBHE C MPOILEAypara
Ha pasriexaaHe, mocoueHa B wieH 82, maparpad 3. Ilpmarar ce
pasnopenoure Ha wieH 9, mnaparpad 2. Kommucusta ChOTBETHO
yBEIOMSBA [TbPBOHAYATHUTE 3asBUTEIH 33 OJOOPEHHUETO.
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Koraro ca Hanuume HamIeKHO OOOCHOBAHM HEOTJIONKHH OCHOBAHHUS
Komucusita mprema He3a0aBHO NPHIOKHUMH aKTOBE 32 M3IIBIHCHHE B
CHOTBETCTBHE C IpolEeNypaTa, IocoueHa B wieH 82, maparpad 4.

2. Komucusta Moxxe na ce KOHCyITHpa C ATeHIMATa MO BCUYKU
BBIPOCH OT HAY4YHO WM TEXHHYECKO €CTECTBO, OTHACAIIUA CE [0
mperiiefia Ha OAZ0OpEeHMEeTO Ha JaJIeHO aKTHBHO BelIecTBO. B pamkure
ga 270 pgum cieq momaBaHe Ha MCKAaHETO ATEHIMSITa H3TOTBS
CTaHOBHIIE U To mnpeacras Ha Komucusra.

3. B cayuyaii yve Komucusita pemu na OTMEHH WM H3MEHH 0/100-
pPEeHHETO Ha JaJeHO aKTUBHO BEIIECTBO 3a €IWH MJIM IIOBEYe
MPOJYKTOBU THUIIOBE, IbPKABUTE-YICHKU WM, B CIy4all Ha pa3pelicHHue
Ha Cpro3a, Kommcusra OTMEHAT WM IO IEeIeCHOOPAa3HOCT H3MEHST
paspelieHusiTa 3a ChOTBETHHUs(Te) THUI(OBE) MNPOAYKTH, KOUTO
CBIBPXKAT TOBa aKTUBHO BemiecTBO. CHOTBETHO CE IMpHiIaraT WIEHOBE
48 u 52.

Ynen 16
Mepku 3a U3NbJIHEHHE
Komucusita Moke na mpuemMe IMOCPEICTBOM aKTOBE 3a H3IIBJIIHEHHE
MOIPOOHM MEpKH 3a TpUIIaraHeTo Ha wieHoBe 12—15, karo nombi-
HUTEJIHO YTOYHM IPOLEIYypPHUTE 32 MOJHOBSBAHETO U IPEpasrieKIaHeTo
Ha ONOOpEHHETO Ha MJafeHO AaKTHBHO BemecTBO. Te3d akToBe 3a

W3MIBJIHEHWE C€ TIpueMaT B CBOTBETCTBUE C IIpoleaypara Ha
pasriexjaHne, mocoueHa B 4ieH 82, maparpad 3.

TJIABA 1V

OBl NPUHIUIIA OTHOCHO PA3ZPEHIABAHETO HA BUOLUIA
Ynen 17
IIpenocraBsine Ha ma3zapa M ynorpedéa Ha OmMoUUAHU

1. buonunu He ce npeiaraT Ha I1a3apa U HE CC yHOTpe6$IBaT, OCBCH
AKO HC Ca pa3p€mi€HU B CBOTBETCTBUC C HACTOAIIUA PETIIAMCHT.

2. 3asBIICHHETO 3a pa3pemi€eHue C€ mpasu OT 6’[:,[[61111/15[ MPUTEIKATEIT
Ha pa3pClICHUCTO WKW OT HETOBO HME.

3asBICHHUATA 32 HALMOHAJIHO Pa3pelICHHE B JaJCHA AbpIKaBa-uICHKA CE
MOJaBaT 1O KOMIICTCHTHHS OpraH Ha CHOTBETHATa Jbp)KaBa-4ICHKA
(,,iprEeMAIUAT KOMIIETCHTEH OpraH®).

3asBnenusTa 3a paspemieHre Ha Cpro3a ce MOAaBaT 10 ATEHIHATA.

3. Paspemenuero MoXe J1a ce MPEAOCTaBH 32 OTICICH OHOIMI WA
3a Tpyna OMOLMIH.

4. PaszpemeHHETO ce IpeaocTaBs 3a MaKCUMalieH cpok oT 10 romuHu.

5.  buonupure ce ynorpeOsBaT IpH Clla3BaHEe HA pela U yCIOBUSATA HA
Pa3pelIeHneTo, yCTAaHOBEHH B CHOTBETCTBUE C WieH 22, maparpad 1, u Ha
U3UCKBAHUATA 33 €THKETUPAHE U OIIAKOBaHE, NIPEABUJICHU B 4ieH 69.
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IMpaBunHata ymoTpeba BKIJIIOYBA PAIMOHAIHOTO IIpWJIAaraHe Ha
KoMOMHAIMsA OT (u3nMuHM, OHOJNOTHMYHM, XUMHYHH WIH APYTH
HOAXOAAIIM MEPKH B 3aBUCHMOCT OT Cilydas, C KOMTO ymnorpebara Ha
Oronuau ce orpaHnYaBa 0 HEOOXOAWMHS MUHHMYM H C€ MpEINpHeMaT
NOJXOJSIIY NPEANa3H MEPKH.

IIT:p)KaBI/ITe-tUIeHKI/I npeanpuemar HeO6XOZ[I/IMI/IT€ MCEpKH, 3a Ha Opea-
OCTaBAT Ha O6U.ICCTB€HOCTT3. noaxogsAma I/IH(pOpMaHI/IH 3a NOJIBUTC U
PUCKOBETE, CBHpP3aHU C 61/IOL[I/I,£(I/IT6, KakKTO M 3a BB3MOXHOCTHUTE 3a
CBCXKXJaHE 1O MHMHUMYM Ha TAXHaTa yHOTp€6a.

6. IlpurexarensT Ha pa3pelICHUETO YBEIOMSBAa BCEKH KOMIIETEHTEH
opraH, KOHTO € TMpeJoCTaBHJ HAIlMOHAJIHO pa3pelieHhe 3a rpymna
OWOIMIN, OTHOCHO BCEKH OWouHMi OT Trpymnara, Haii-manko 30 aHM
npead Ja To IyCHE Ha Ia3apa, OCBEH KOraTo OIpPEICNeH NpPOIYKT e
WU3PUYHO TIOCOYCH B pa3pelICHUETO WM pPa3JIMKUTE B ChCTaBa Ce
OTHACST CaMO JI0 NMHUIMEHTH, apOMAaTH3aHTH M OLBETHTEIN B PaAMKHTE
Ha pa3pelicHUTE pPa3IuKH. B YBEJIOMIICHHETO CE€ IMOCOYBAT TOYHHSAT
ChbCTaB, ThPrOBCKOTO HaMMEHOBAHWE U IOCIEIHATAa YacT OT HOMepa Ha
paspemenuero. B ciydwaif ye craBa gyma 3a pasperienue Ha Cpbrosa,
MIPUTEKATENAT HAa Pa3pelIeHUETO yBeaoMsiBa AreHuusta U Komwucusra.

7.  Upe3 akt 3a mimeiaHeHne Komucusita ompeznens mpoueaypuTe 3a
paspeniaBaHe Ha €IHH M ChIIM OHOUUIU OT €AHO M CHIIO WIH OT
Pa3NMYHM IPEANpUSATHS IPU €AHAKBB pelq U ycioBus. To3m akT 3a
W3MBJIHEHHE Cc€ TIpHeMa B CHOTBETCTBHE C Ipoleaypara Ha
pasriexjaHne, nmocoueHa B wieH 82, maparpad 3.

Ynen 18

Mepku 3a ycroiiunmBa ynorpedoa Ha Omounuau

B cpox mo 18 romu 2015 r. Komucusara, Bb3 OCHOBa Ha HaTpyHaHUS
OIIT TIpU TIPHUJIATAHETO Ha HACTOSAIIMS PEriIaMeHT, mpexacTaBs Ha EBpo-
neickys mapiaMeHT U Ha CbBeTa JOKIAJ OTHOCHO HadMHA, IO KOHTO
HACTOAIIMAT pPErJaMeHT JOTpHHACS 3a yCToWdmMBaTa ymoTpeba Ha
Ououuay, BKIIOUMTEIHO OTHOCHO HEOOXOAMMOCTTa OT BbBEXKJAHE HA
JOIBIHUTENHN MEpKH, IO-CIIEIHAIHO 3a NpOoQEeCcHOHATHUTE IOTpe-
OuTeny, 3a HaMalsBaHE HAa PHCKOBETE, HA KOHTO OWOILMIWTE H3JIarat
30paBeTO Ha XOpaTa, 3[pPAaBEeTO HAa >KUBOTHHUTE, KAaKTO M OKOJIHATa
cpena. To3m moxman, Hapen ¢ APYTOTO, PasTIIEKAA:

a) HAaChPYaBaHETO HA Hal-IOOpPHM MPaKTHKU KaTO HAYMH 3a CBEXKIAaHE IO
MHHUMYM Ha ynorpebarta Ha Guouuay;

0) Hali-e)eKTUBHUTE TOAXOAM 3a HaOmoJacHHEe Ha ynorpebara Ha
OHOLIHIH;

B) pa3pa0OTBaHETO M IpPWJIATaHETO Ha MPHHLUUIM 32 HHTETPHPAHO
yIpaBieHHe Ha BPEAMTENIHTE C Orjie] ynorpebara Ha OMOLMIN;

I) PUCKOBETE, CBBP3aHM C ymoTrpebara Ha OHOIMAM B CHELU(DUIHU
MecTa KaTo YYIIININA, paOOTHN MeCTa, NeTCKH TPaJiHH, 00IMeCTBEHH
MecTa, LIEHTPOBE 3a TepUATPUUHU IPUXKU WM B OIM30CT 10 HOBBP-
XHOCTHH WIJIM TIOJ3€MHH BOJAH, U JalH ca HEOOXOIWMH IOITBI-
HHUTEJIHM MEPKU [0 OTHOLIEHHE HA TE3H PHUCKOBE;

II) pojIsTa, KOATO MOBUINABAHETO Ha €(DEKTHBHOCTTA Ha 0OOPYABaHETO,
W3ION3BAaHO 3a TpWIaraHe Ha OWonMAM OM MOIJIO Ja MMa [0
OTHOIIIEHHE Ha yCTOWYMBaTa ymorpeda.
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Bb3 ocHoBa Ha To3u Iokian KomucusaTa mpencraBs, IO Leaechoo-
Pa3HOCT, NpeIOKEeHNE, KOETO J1a Obe MPHETO B CHOTBETCTBHE C OOMK-
HOBEHATa 3aKOHOJATEIHAa IPOLenypa.

Ynen 19

YcaoBusa 3a u3iaBaHe Ha pa3penieHue

1. buouun, pa3snuyeH OT Te3W, 32 KOUTO € JOIyCTUMa ONpOCTEeHATa
Opoleaypa MO M3JaBaHe HA pa3pelieHHE B CHOTBETCTBHE C WieH 25, ce
paspeinaBa, ako ca H3IBJIHCHH CICIHUTE YCIOBHS:

a) aKTHUBHHUTE BEILEeCTBa ca O0JOOpEHH 32 CHOTBETHHS MPOIYKTOB THIT U
BCUYKHM YCIIOBHS, IIOCOUYEHM 3a TE3M AaKTUBHU BEIECTBa, Ca
U3IIBJIHEHH;

0) B ChOTBETCTBHE C OOIIUTE NPUHLIMIM 3a OLIEHKAa Ha JOCHeTa 3a
OWoIMIu, TOCOYEHH B mpwiokeHue VI, e ycTaHoBeHO, de
OHOIMIBT MPHU YIOTpedaTa My CHIVIACHO Pa3peIIeHHETO U C OIJIeH
Ha (akTopuTe, MOCOUEHM B maparpad 2 OT HACTOSIIMS 4JIEH,
OTroBaps Ha CIICAHUTE KPUTCPHUH:

i) OMOIMIOBT € IOCTATHhYHO EPEKTHBEH;

ii) OMOIMOBT HAMA HENPUEMIIMBO BB3/ICHCTBHE BBHPXY IEJIEBHUTE
OpraHM3MH, MO-CHELHAaTHO HENPHEMINBA PE3UCTEHTHOCT HIIH
KPbCTOCAHA PE3UCTEHTHOCT, WJIM HEHYXHO CTpajJlaHue WiIn
Oonka npu rpbOHAYHKUTE KUBOTHH;

iii) OMonMabPT HAMA He3a0aBHO WM 3a0aBEHO HEMPUEMIIUBO
COOCTBEHO BB3ICHCTBUE WM BB3IICHCTBHE B pE3yJITAT Ha OCTa-
THUHHUTE BELIECTBA BBPXY 3/paBETO Ha XOpara, BKIIOYUTEIHO
BBPXY 3IpaBETO Ha YSA3BHUMUTE TIpYyNU, WIM Ha J>KUBOTHUTE,
NpSIKO WM Ype3 MHTeHara BoJa, XpaHara, Qypaxkure, Bb3ayXa
WIN 4pe3 JpYr BUJ HENPSKO BB3JCHCTBUE;

V) OMOLUIBT HAMA HENPUEMIIMBO BB3JCHUCTBHE CaM IO cebe CH, WIIH
B pe3yJTaT Ha OCTAThbYHHUTE BELICCTBA, BHPXY OKOJHATA CpEeAa,
KaTo ce oOpbia 0cOOCHO BHUMAHHUE Ha CIEAHHUTE (HaKTOPH:

— JKHM3HEH IIMKBJ U Pa3sNpoCTpaHeHHe Ha OMoIMa B OKOJIHATA
cpena;

— 3apa3sBaHE Ha IOBBPXHOCTHHTE BOIM (BKIIOYHUTEIHO B
yCTHATA M MOpPETO), MOJINOYBEHHUTE BOAM W NHTEHHATa
BOJIa, BB3JlyXa M MOYBAaTa, KaTo CE B3eMaT I0Ji BHHUMaHHE
MeCTa, OTJaJledeHH OT MsICTOTO Ha ynorpeba, cief
IpeHacsiHe B OKOJHATa Cpela Ha TOJISIMO Pa3CTOSIHUE;

— BJIMAHHUEC Ha 6I/IOI_II/IZ[a BBPXY HCLCJICBUTC OPraHU3MU;

— BIMsAHUE Ha OWouMIa BBPXY OHOJIOTMYHOTO pa3HOOOpasue u
€KOCUCTEeMATa;

B) XMMHYHATa HIEHTHYHOCT, KOJHYECTBOTO M TEXHMUYECKaTa PaBHO-
CTOWHOCT Ha aKTUBHHTE BEIIECTBA B ChCTaBa Ha Ououuaa W,
KOTaTo € YMECTHO, TOKCHKOJOTHYHO WIH EeKOTOKCHKOJIOTHIHO
BaXHUTE M 3HAYMMH IPUMECH U HEAKTHBHU CBCTaBKH, KaKTO H
HETOBUTE OCTAaThYHH BEUIECTBA ¢ TOKCHKOJIOTWYHO WM E€KOJIOTHMYHO
3HAYCHHUE, POU3THYAIIN OT BUIOBETE YNOTpeda, KOUTO MPEICTOU N
MOJTyyaT pa3pelleHue, Morar 1a ObAaT ONpeiesIeHH CBIVIACHO ChOT-
BeTHUTE M3ncKkBauus B npwioxenus 11 u I1I;
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r) ¢u3nuHUTe N XMMUYHHUTE CBOHCTBA Ha OMoOLUAA ca ONpeleeHd U ce
CMATAT 3a TIPHEMIIMBH 32 LENHTe HAa MOAXOAAINAaTa yrmorpeda H
TPaHCIOPT HAa HPOJIYKTa;

II) KOTaTo € Ielecho0pa3Ho, ca YCTAHOBEHM MaKCHMaJlHH HUBA Ha OCTa-
TBUHUTE BEIIECTBA 3a XpaHUTe U (ypaxkuTe IO OTHOLIEHUE Ha
AKTHBHUTE BEILECTBA, CHIBPKAIIN ce B OHMOIMIA, B CHOTBETCTBUE C
Permament (EMO) Ne 315/93 Ha CoBeta oT 8 dpeBpyapu 1993 r. 3a
YCTaHOBsIBaHE Ha OOIIHOCTHU NPOLEAYPH OTHOCHO 3aMBPCUTENUTE B
xpanute (1), Permament (EO) Ne 1935/2004 wna Espormeiickust
napiaMeHT 4 Ha CobBera oT 27 okxtomBpu 2004 r. OTHOCHO Mate-
pHaTNTe W MPEAMETHTE, MpPEeIHa3HAYCHH 338 KOHTAKT C XxpaHu (%),
Pernmament (EO) Ne 396/2005 na EBpomeidckusi mapiaMeHT W Ha
CsBeta ot 23 ¢eBpyapu 2005 r. OTHOCHO MaKCHMAJIHO AOMYCTHMHUTE
TPaHHLIM Ha OCTAThYHU BEILECTBA OT MECTHULHIN BbB M BHPXY XpaHH
Wi Qypakd OT pacTUTENICH WIM JKMBOTMHCKH mpousxon (),
Permament (EO) No 470/2009 na EBpomeiickusi mapiaMeHT W Ha
CnBera or 6 Maii 2009 r. OTHOCHO yCTaHOBSBaHE Ha IPOLENYPH
Ha OOIIHOCTTa 3a OmpeneNsHe Ha JOMyCTUMHTE CTOHHOCTH Ha
OCTaThbUHU KOIMYECTBA OT (hapMaKOJIOIMYHO AKTHBHU CyOCTaHLUU
B XpaHH OT KUBOTUHCKH mpomsxon (*) mnu dupekrusa 2002/32/EO
Ha EBponeiickus napnament u Ha CbBeta ot 7 mai 2002 r. OTHOCHO
He)KelTaHUTEe BEIIECTBA B XpPaHUTE 33 XUBOTHU (°);

€) ako B TO3W MPOAYKT Ca W3MOJI3BaHH HAHOMATEPUAJH, € WU3BBPIICHA
OT/IeNIHA OLICHKa Ha pPHUCKa 3a 3[pPaBeTO Ha Xopara, 3/IpaBeTo Ha
JKHBOTHHUTE W 3a OKOJIHAaTa cpena

2. Tlpm oneHkara Janu JajaeH OWOLMI OTroBapss KpHUTEPUUTE,

mocoueHn B maparpad 1, OykBa 0), ce B3emar TpEABUI CIECIHUTE

(axropu:

a) peaNMCTHYHO Hai-HEOJIArONMPUATHH YCIOBHUS, TPH KOUTO OHOLMIBT
MOXe Ja Obe yrmoTpeOsBaH;

0) HAYMHBT Ha yrmoTpeba Ha TPETUPAHU M3JENHUs, KOUTO ca 00paboTeHU
¢ Ouonmma WM ChABPKAT OMONHIA;

B) TIOCJICACTBUATA OT ynorpebaTa u 00e3BpekIaHETO Ha OMOLNAA;

I) KyMyJaTUBHHU €(eKTH;

II) CHHEPTUYHH e(eKTH.

3.  Janmen Owomun Moxe na Obae paspelleH eIUHCTBEHO 3a Te3u
BHIOBE ymorpeda, 3a KOMUTO € IMOAajJCHa ChOTBETHATa MH(OpPMAIMI B

choTBeTCTBHE ¢ uieH 20.

4. He ce mnpemocraBs paspelieHue najieH Ououua aa Obae mpen-
OCTaBCH Ha MMa3apa 3a ymorpeda OT MacoBHs IOTpEOHUTEl, aKo:

a) orroBapss Ha Kpurepuure cbriaacHo Jlupekrua 1999/45/EO 3a
KiacuHIUpaHe KaTo:

— TOKCHUYHO WJIM CHJIHO TOKCHUYHO BCIICCTBO,
— KaHIIEpOTEHHO BEMIECTBO OT Kareropus | wmm 2;
— MyTareHHO BEIIECTBO OT Kareropus 1 wiau 2; uiu

— BCHICCTBO, TOKCUYHO 3a pCHpoAYyKOHATaA, OT KaTCTrOopua 1 nmun 2;

(') OB L 37, 13.2.1993 r., ctp. 1.
() OB L 338, 13.11.2004 r., ctp. 4.
() OB L 70, 16.3.2005 r., ctp. 1.
(*) OB L 152, 16.6.2009 ., ctp. 11.
() OB L 140, 30.5.2002 r., ctp. 10.



2012R0528 — BG —23.09.2013 — 001.001 — 34

6) oTroBaps Ha KpuTepuute cbriacHo Permament (EO) Ne 1272/2008 3a
kinacuuIupaHe KaTo:

— OCTpa opajlHa TOKCUYHOCT OT Kareropus 1, 2 unu 3;
— ocTpa JepManHa TOKCUYHOCT OT Karteropus 1, 2 umu 3;

— OCTpa MHXAJIAIMOHHA TOKCUYHOCT (Ta30Be WM Npax/U3MapeHHs)
ot kareropus 1, 2 wim 3;

— OCTpa WHXaJaIlMoOHHA TOKCHYHOCT (Tapu) ot kareropus | wmum 2;
— KaHIIEpOreHHO BEILecTBO OT kareropus 1A wnum 1B;
— MyTareHHo BellecTBO OT Kareropus 1A wmm 1B; wnu

— BEIIECTBO, TOKCHYHO 3a PEMpPOAYKIMATa, OT Kareropus 1A win
1B;

B) oTroBapsi Ha kputepuute 3a PBT BemectBa unu 3a vPvB Bemectsa
cbritacHo mocouyeHoto B mpwiokeHue XIII kbm Permament (EO)
Ne 1907/2006;

F) puTe)KaBa CBOﬁCTBa, HapymaBamy CHAOKPUHHATA CUCTEMA; UJIN

) IMa HEBPOTOKCHYHO WJIM MMYHOTOKCHMYHO BB3JCHCTBHE 32
Pa3BUTHETO.

5. HesaBucumo ot pasnopenodute Ha naparpadu 1 u 4, nageH ouonup
MoOXe Ja ObJie paspelleH, KoraTo yCcTaHOBeHHMTe B maparpad 1, Oyksa
0), MONTOYKY iii) U 1V) YCIIOBUS HE ca HAIBIHO HM3IBIHEHH, WM MOXE
na ObJe paspelleH 3a MpefocTaBsHe Ha Masapa 3a ynorpeda OT MacoBHS
motpeduTeNn, Koraro mocoueHuTe B maparpad 4, OykBa B) KpHUTEpUH ca
W3IBIIHEHU, aKo B Cilydail ye OMouunbT He Oblie paspelleH, ToBa Ou
OKa3alo HeChpPa3MEpHO OTPHIATEIHO BB3ACHCTBHE 3a OOIIECTBOTO B
CpaBHCHHE C pHCKOBETE 3a 3IpPaBETO HA XoOpara, 3JpaBeTo Ha
JKUBOTHHTE WM 3a OKOJHATa Cpena, MPOM3THYAIlM OT yHoTpebara Ha
OwonuIa TpH OINpPEACIECHUTE B Pa3pEICHHETO YCIOBHSI.

VYnorpebara Ha OHMOLMIM, Pa3pelICHH CBIIACHO HACTOAIMsS mHaparpad,
HO/UICKU Ha MOAXOJSAIIM MEPKM 3a HaMalsBaHEe Ha pHCKa, 33 Ja ce
TapaHTHpa, Ye EKCIIO3MIMATAa Ha XOopaTa M OKOJHAaTa cpefa Ha Te3H
Ouonuau e cBeJeHAa [0 MMHUMYM. YnoTrpebara Ha Ouonmiw,
paspelIeHd ChIVIACHO HAcTosuusl maparpad), ce orpaHnuasa 1o
JBPKABU-WICHKH, B KOUTO € M3IBIHEHO YCIOBUETO IO IIbPBATA ATUHES.

6. Ilpu rpynure Ouonnau Moxxe Aa ObJe paspelieHO HaMallsiBaHE Ha
MIPOLICHTHOTO CHIbPXKAHUE HAa €JHO WM TOBeYe AaKTUBHM BEIECTBa,
I/I/I/IHI/I pasjimka B MPOLCHTHUA CbCTAaB Ha CIAHO WM IMOBCYC HCAKTHBHU
BEIIECTBA, M/MIM 3aMeCTBaHE Ha €IHO WM ITOBEYe HEAKTHBHH BEUIECTBA
C IPYTU MOCOYCHU BEIIECTBA, KOMTO HOCST CHINUS WM ITO-MaJIBK PUCK.
Knacudukanusra, npenynpexxaeHusTa 3a ONAaCHOCT M NPETNOPBKUTE 3a
0e30IacHOCT 3a BCEKH MPOAYKT OT AaJicHa Ipyna OHOLIUIN ca eJHAKBH
(c u3KIIOYEHHE Ha rpyna OMOLMIYM, KOSTO BKIIOYBA KOHLEHTPAT 3a
npodecroHanHa ynotpeba H TOTOBH 3a ymorpeda NpPOIYKTH,
HOJIyYeHU 4pe3 pa3pekJaHe Ha TO3M KOHLEHTPAT).

3a pmameHa rpyma OMOIMAM c€ JaBa pas3pelieHHEe CaMO aKO BCHYKH
Ovomuau OT Hesl ce OdYakBa Ja OTrOBapsAT Ha YCTAaHOBEHUTE B
naparpag | ycioBus, KaTo ce B3eMar MPEABH] MO3BOJCHUTE PA3JIHKH,
IIOCOYEHH B IIbpBATa ajMHEs..
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7.  Koraro e nenecbo0pa3HO, OBICHIMAT NPUTEKATE] Ha pa3peliu-
TETHOTO WJIM HETOBHWST MPENCTABHUTEN IMOJaBaT 3asBICHHE 3a YCTaHO-
BBAaHC HAa MaKCHMaJHHMTC HHMBAa Ha OCTaThYHM BEIIECTBA IO
OTHOIICHHWE HAa aKTHBHHUTE BEIECTBA, CHIBPIKAIIM CE B TaJCH OMOLWJ,
B cwotBercTBHe ¢ Permament (EMO) Ne 315/93, Permament (EO)
Ne 1935/2004, Permament (EO) Ne 396/2005, Permament (EO)
Ne 470/2009 wnu upexrtusa 2002/32/EO.

8. Koraro, B ciryyast Ha akTHBHH BeIlECTBA, MOMAJalld B 00XBaTa Ha
uneH 10, maparpa¢ 1, 6yksa a) ot Permamentr (EO) Ne 470/2009, no
BpeMe Ha OmoOpsBaHETO Ha aKTHBHOTO BEUIECTBO HE € YCTaHOBEHA
MaKCUMAJHO JIOMyCTUMAaTa CTOMHOCT Ha OCTaThYHU KOJUYECTBA B CHOT-
BETCTBHE C WIEH 9 OT MOCOYEHHS PErjJaMeHT WM KOraTo € HEOOXOAUMO
MaKCHUMAJHO JOMYyCTUMa CTOHHOCT, YCTAHOBEHA B CHOTBETCTBUE C WICH
9 OT chIUs periaMeHT, fa Obae M3MEHeHa, MaKCHMAaIHO JIOIyCTHMAaTa
CTOMHOCT Ha OCTAaThYHH KOJHYECTBAa C€ YCTAHOBSBA WIIM HU3MEHS, B
CHOTBETCTBHE C IMpoleaypara, mocodeHa B uneH 10, maparpad 1,
OykBa 0) OT MOCOUYCHHS PErJIAMEHT.

9. Koraro nmageH Owouma € OpeJHA3HAYCH 3a MOPSKO MpHIaraHe
BbpPXY BBHIIHH YaCTH HA YOBEIIKOTO TSJIO (EHMHICPMHUC, KOCA, HOKTH,
YCTHH M BBHIIHH TCHUTAIMH), WIH BBPXY 3bOUTE WM JUTABHIHUTE B
ycTHaTa KyXWHa, TOM HE ChABPKA HUKAKBH HEAKTHBHH BEIECTBA,
KOUTO HE MOTaT Ja Ce ChIbPXKAT B KO3METHYCH MPOAYKT CHIIACHO
Pernament (EO) Ne 1223/2009.

Ynen 20

M3uckBanus 3a 3asiBJICHHSITA 32 pa3pellieHue

1. 3asgBHTEIAT 3a paspeuiceHue mnoaaBa CICAHUTE NOKYMCHTHU 3aCIHO
CbhbC 3ai4ABJICHUCTO:

a) 3a OMOIMIH, PA3JIMYHU OT TE€3U, KOUTO OTTOBapsT Ha YCTAHOBCHUTE B
qieH 25 ycioBus:

1) JIOCHE WM MUCMO 3a JOCTBIT 3a OHOIMIA, KOETO OTroBaps Ha
HM3UCKBaHUATA, TIocoueHu B npuioxkenue IlI;

ii) mpuMepHO 0000IIEeHHE HA XapaKTePUCTUKUTE Ha OMOLUIa, BKITIO-
YUTENHO HH(pOpMaluATa, MocoueHa B wieH 22, maparpad 2,
OykBH a), 0) U 1)—p) cHopen ciyuas;

iil) JocWe WM MHCMO 3a JOCTBII 3a OWOIMIA, KOETO OTroBapsi Ha
HU3MCKBaHUATA, MOCOUYEHU B INpmiiokeHue I, 3a BCAKO akTHUBHO
BEIIECTBO B OMOIN]IA;

0) 3a OmonMaM, 32 KOUTO 3asBUTENAT CUUTA, Y€ OTTOBApsAT Ha yCTaHO-
BEHUTE B WEH 25 yCJIOBUS:

1) oboOmeHnre Ha XapakTepUCTUKUTE Ha OHOLMIA, KakKTo €
IIOCOYCHO B OyKBa a), MOATOYKA i1) OT HacTosuMs maparpad;

il) JaHHUTE 32 €(UKACHOCTTA; W

iii) BCAKakBa Jpyra ChIIEeCTBeHa HH(MOpMalMs B IMOJIKpena Ha
3aKJIFOYCHUETO, 4Ye OHOIMABT OTroBaps Ha ONPEICIICHUTEe B
YyiieH 25 ycloBusl.

2. HpHeMaH.IHHT KOMIICTCHTCH OpraH MOXE [a U3HUCKBa 3asABJICHUATA
3a HAlUOHAJIHO pa3pClICHUEC Oa 6T>,HaT nogaBaHM Ha €JWH WK IIOBCYC
oT 0(1)I/ILI,I/IaJ'IHI/ITC €31UIHU Ha AbpiKaBaTa-q4JICHKA, B KOATO C€ HaMUpa TO3U
KOMIICTCHTCH Opras.
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3. 3a 3agBneHus 3a paspeuieHust Ha Cblo3a, OJAZCHHU CHITIACHO WIECH
43, 3asBUTEIST NPEICTaBs Pe3fOMe Ha XapaKTepHCTHKHATE Ha OWoIMIa,
nocoueHu B naparpad 1, OykBa a), HOATOUYKA ii) OT HACTOSIIMS YJICH, Ha
enuH oT odunmanHuTe e3unu Ha Cpro3a, MPUEMaH OT OLEHSBAIIUS
KOMIICTEHTEH OpraH KbM MOMEHTAa Ha TI0JIaBaHE Ha 3asBIICHUETO, W Ha
BCUYKK opuimanHu e3nny Ha Cbro3a npean oJ00psBaHeTO Ha OuouuAaa.

Ynen 21

OcB000K1aBaHe OT M3UCKBAHUA 32 npeaocraBsiHe HaA JaHHHU

1. Upes meporanust ot wieH 20 3asBUTEIAT HE € JATBXEH Ja Ipea-
OCTaBsl JAHHHTE, KOWUTO CE€ M3HCKBAT CBIVIACHO TO3M WIEH, aKo ¢
BAJIMIHO HSKOE OT CIEIHHUTE OOCTOSTEINICTRA:

a) JaHHATE He ca HEeoOXOAMMH MOpajd ECTECTBOTO Ha EKCIIO3WLHS,
CBBP3aHO C IpEJIaraHuTe BHOBE yHorpeda;

0) OT HayyHa TJieJHA TOYKA HE CE Hajara JaHHUTE Aa ObJaar mpe-
OCTaBEHU; WUJIU

B) OT TeXHHMYECKa IJIeJHA TOYKA HE € BB3MOXKHO JAHHUTE Ja ObJar
chOpaHu.

2. 3asgBUTENAT MOXKE Ja MPEJUIOKU aJalnTUpaHe Ha U3UCKBaHMATA 3a
MpeocTaBsiHe Ha JaHHU 1o 4ieH 20 B ChbOTBETCTBHUE ¢ Ipuiioxenue [V.
OcHoBaHMATA 32 MPEUIOKEHOTO aJanTUpaHe Ha M3MCKBAHUATA 33 Mpe-
OCTaBsSHE Ha JaHHU CE IIOCOYBAT SCHO B 3asBJICHUETO C [1030BaBaHE HA
KOHKpETHHUTE IpaBuia B mpuioxenue IV.

3. 3a 5a ce OCHTypH XapMOHHM3HMPAHOTO Npuiarane Ha mnaparpad 1,
OykBa a) OT HacTosAmMs wieH, Ha KomucusTa ce mpeaocTaBiT HpaBo-
MOIIMATA Ja IpUeMa JIeJIETMPaHUd aKTOBE B CBHOTBETCTBHE C 4ieH §3,
KOHUTO YCTQHOBSIBAT KPUTEPHUH, ONPEACISIIIN B KAKBH CIy4al €CTECTBOTO
Ha €KCIO3UIIMS, CBBP3aHO C MpeAlaraHuTe BHUJOBE YIHoTpeba, Ou
ONIpaBAaNO aJanTHPaHETO Ha HW3UCKBAaHUATA 32 TNPEJOCTaBSHE HA
Ia"HHU chritacHo 4ieH 20.

Ynen 22

CbabpikaHue HA pa3pelIeHHeTo

1. B paspemieHHeTo ce [MOCOYBAT YCJIOBUATA 3a IPEHAOCTABIHE Ha
masapa ¥ ynorpeba Ha eIUHUYHUsS OMOLWA WM Ha rpynara OWOIMIH,
¥ ce BKIIIOYBA 0000IEHHE HA XapaKTEPUCTUKUTE Ha OHMOLUAA.

2. be3 pa ce 3acarar pasnopenOute Ha uwieHoBe 66 u 67, 0000-
LICHHETO HA XapPaKTePUCTHUKHTE Ha OHOLHIa 33 CAMHHYCH OUOLH
Wiy, B ClOy4ail Ha rpyna Ououuny, Ha OMOLMAUTE OT Tas3u Ipyma
OuoIMIM, BKJIIOYBA CcleqHaTa HH(opMarms:

a) THPrOBCKO HaMMEHOBaHME Ha OUOLMJA;
6) uMe U ajgpec Ha IMpUTEXaTelsl Ha Pa3pelleHUeTo;

B) JlaTa Ha U31aBaHC Ha PaspCIICHUETO U JaTaTa Ha U3TUYaHEC Ha BaJIUI-
HOCTTa MY,

r) HOMEp Ha pa3pelliCHHETO Ha OHOLHIA, 3a€[HO C, B CIydYas Ha IpyIa
OMOLNIN, MOCIETHUTE YaCTH, KOMTO C€ OTHACAT [0 OTACIHHUTE
OHOIMIU OT rpymara;
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}1) Ka4eCTBCH UM KOJIMYCCTBCH CBHCTAB HAa AKTHUBHUTC M HCAKTHBHHUTC
BELIECTBA, IT03HABAHETO Ha KOWTO € OT CHIIECTBEHO 3HAYCHHE 32
npaBWIHAaTa ymnorpeba Ha Ououuaure, a B CilIydas Ha rpyna
OuoLMIM, KOJUYECTBEHHSAT CHCTAaB COYM MHUHHUMAIHOTO M MaKCH-
MaJHOTO HPOIEHTHO CHIBP)KAHME 33 BCAKO AKTHBHO M HEAKTHBHO
BCUICCTBO, KAaTO MHUHHUMAJIHOTO ITOCOYECHO IPOLHCHTHO CbHABbPIKAHUEC
3a OIpeJesieH! BelecTBa Moxe 1a 0bae 0 %;

€) Mpou3BOAUTENM Ha Ououuaa (HAUMEHOBAaHUS M aJpecu, BKIIO-
YUTESTHO MECTOHAXOXKACHHE Ha IPOU3BOICTBEHUTE OOCKTH);

) IPOM3BOANTENN HAa aKTHBHHTE BelllecTBa (HAUMEHOBAHUS M aJlpecH,
BKJIFOUMTEITHO MECTOHAXOXKJICHUE Ha MPOU3BOJCTBEHHUTE OOCKTH);

3) BUA QopMynaius Ha OUOLHUIA;
1) MPEIyNPEkKICHNS 32 OMACHOCT U MPENOPHKH 3a 0e30MacHOCT;

i) MPOMYKTOB THII H, CIIOPE]] CiIydasi, TOYHO OMHMCAHUE Ha pa3pellcHara
ynotpeba;

K) LEJeBU BPEJHU OPTaHU3MU;
JI) IO3MPOBKa M MHCTPYKIIMU 3a YMoTpeoa,;
M) KaTeropuu NoTpeduTeny;

H) JaHHU 32 BEPOSATHM TNPEKH WM KOCBEHHM BpPEIHHM BB3ACUCTBUS M
yKa3aHHMs 3a I’bpBa IMOMOII, KAKTO W CIICIIHM MEPKH 3a OIa3BaHe
Ha OKOJIHATa cpena;

0) yKa3aHusi 3a Oe3omacHO oO0e3BpexkIaHe Ha MPOJYKTa M HEroBara
OIIaKOBKa;

H) YCIIOBHUA Ha CBXpAaHCHUE M CpPOK Ha TI'OJHOCT Ha 61/10111/12[21 npu
HOpMaJIHU YCJIOBHS Ha CbXPAaHCHHC,

p) cnopen ciydasi, Apyra uHGopMalus 3a OHOIHIA.

Ynen 23

CpaBHUTe/IHA OLIEHKA HA OHOLMIMTE

1. IlpmemamusT KOMIIETEHTEH OpTraH WM, aKO CTaBa BBIPOC 3a
OLICHKa Ha 3asBJICHHWE 3a M3/aBaHe Ha paspeuieHne Ha Cplo3a, OLEHS-
BalllUAT KOMIIETCHTEH OpraH HU3BHPIIBA CPABHUTCIIHA OLEHKA KaTO 4YacT
OT OIIEHKaTa Ha 3asBJICHHE 3a pa3pelicHHe WM 3a IMOJHOBSIBaHE Ha
paspelieHue 3a JajeH OMOLUA, CBhABbPXKAIl AaKTUBHO BELIECTBO —
KaHAMIAT 3a 3aMsiHa, B ChOoTBeTCTBUE ¢ wieH 10, maparpad 1.

2. Pesysnrarure OT CpaBHHTEIHATA OLICHKA CE MpeaaBaT He3a0aBHO Ha
KOMIICTEHTHUTE OPraHH Ha JPYTUTE TbPXKABU-WICHKH U HA ATCHIIMATA,
a B CIlyYaii ye craBa BBIIPOC 3a OL[CHKA Ha 3asBICHHE 32 Pa3pelicHue Ha
Cpro3a — u Ha Komucusra.

3. HpI/IeMaIJ_[I/IﬂT KOMIICTCHTCH OpraH — WJIH, IIPpU pEHICHUE OTHOCHO

3asBleHHe 3a paspemieHue Ha Cwbro3a, Komucusita — 3a0paHsiBa uim
OrpaHM4YaBa MpPEJOCTaBSIHETO Ha Ta3apa wWid ynorpebara Ha
ompenesnieH OWOLMA, ChABPXKAIL AKTHMBHO BEIIECTBO — KaHIUAAT 3a

3aMsfHa, aKO B paMKHTE Ha CpaBHHUTEIIHATA OIICHKA CBHIJIACHO
npuinoxenue VI (,,cpaBHUTeNHaTa OIEHKA') c€ YCTaHOBHM, Y€ €/IHO-
BPEMEHHO Ca M3IIBJIHEHH CIEIHUTE J[BA KPUTCPHUS:

a) 3a ymorpeOuTe, IMOCOYEHH B 3asBICHHETO, BEUe CBILECTBYBA IPYT
paspelieH OWOIMI WJIM HEXMMHYEH METOJ 3a KOHTPOJI MU
MPEBEHIMS, KOMTO NpeAcTaBisiBa 3HAYUTETHO IO-MalbK OOII PHCK
3a 37paBeTo Ha XOpara, 3[paBeTO Ha KUBOTHUTE M OKOJIHATA Cpe/a U
KONTO € J0CTaThbuyHO e(EKTHBEH W HE BOIU 10 JPYrd 3HAYHUTEITHH
UKOHOMHMYECKH WM MPAKTHYECKU 3aTPyAHEHHS;
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6) XMMHYECKOTO pa3HOoOOpa3ue Ha aKTHBHHUTE BEIECTBA € afeKBaTHO 3a
CBeXJAaHE M0 MHHHMYyM Ha (OPMHUpPAHETO HAa PE3UCTEHTHOCT B
LENIEBUSI BPEJICH OPTaHU3bM.

4.  Upes geporanus ot naparpad 1 B U3KIIOYUTEIHU Clydad OUOLU,
ChIbpIKAll aKTUBHO BELIECTBO — KaHIWIAT 3a 3aMsHa, MOXe Ja Objae
paspelleH 3a CPOK A0 YETHPH TOAWHM 0e3 CpaBHUTENHA OLIEHKa, KOraTo
€ HeoOX0oAMMO IbPBO Ja Cce€ NpUAOOHE ONHT 4Ype3 IpaKTHYecKa
ynorpeba Ha TO3U HPOIYKT.

5. AKO cpaBHHTENHaTa OIIEHKa BKJIIOYBA BBIIPOC, KOWTO IMOpagu
Maiaba WM MOCIENCTBUATA CH MOXe Aa ObJe pelleH HOo-YCHElHO Ha
paBHumero Ha Cblo3a, OCOOEHO KOrato 3acsira JBa WJIM IIOBEYE
KOMITETEHTHH OpraHH, MpUeMaIlusIT KOMIIETEHTEH OpraH MOXe na
otHece BbHpoca 10 Kowmucusata, KOATO Ja B3eMe peLICHUE.
Komucusara mpuemMa pemeHHeTo MOCPEICTBOM AaKTOBE 3a HM3IIBIHEHHE
B CBOTBETCTBHE C IIpOLEAypaTa Ha pasriexiaHe, MOCOYeHa B UICH
82, maparpad 3.

Ha Komucusra ce npenocraBaT npaBOMOLIUATA Aa MIpUeMa JielerupaHu
AaKTOBE B CHOTBETCTBHE C Wi€H 83, C KOUTO C€ YTOUHSIBAT KPUTEPUUTE 3a
OIpElIelsiHEe Ha CIlydyauTe, KOraro CpaBHUTEIIHUTE OLICHKU 3acarar
BBIIPOCH, KOUTO MOraT jga ObJaT pelIeHH IO-yCIEIIHO Ha PaBHUILETO
Ha Cpl03a, KakTO M TPOLEAYypUTE 3a M3BBPIIBAHE HAa TAaKUBA CpaB-
HUTEJIHU OLICHKHU.

6. HesaBucumo ot wuimeH 17, maparpadp 4, u 0Oe3 ga ce 3acsrar
pasmopendute Ha maparpad 4 OT HACTOSIIMS 4YICH, pa3pelieHHe 3a
O6uonuI, KOWTO ChIBPXKA aKTHBHO BEIIECTBO — KAaHAWIAT 3a 3aMsHa,
Ce M3/1aBa 3a CPOK HE MOBEYE OT IMET TOJMHH U CE TOTHOBSBA 3a CPOK,
HE TMO-ABJIBI OT MET TOAUHH.

7.  Koraro nma pelrenne a He ce M3[aBa paspeuicHue 3a ynorpedara
Ha JaJeH OWOLMJ WIM Td Ja Ce OTpaHWYd ChITIACHO maparpad 3,
OTMsIHATA WJIM H3MCHCHHETO Ha Ppa3pCLICHUETO IMOPaXIa ICHCTBHE
YeTHpU TOMMHHU CIE]] B3CMAHETO HA CHOTBETHOTO pelleHHe. Bbmpexu
TOBa, B Ciy4ail 4e OHOOPSBAHETO HAa AKTHBHOTO BEILIECTBO, KOETO €
KaHIUIAaT 3a 3aMsiHa, WH3THYa Ha [0-paHHA JaTa, OTMSIHATA Ha
pa3pelIeHNeTo Mopax/a JeHCTBHE Ha ChOTBETHATA MO-paHHA JaTa.

Ynen 24
TexHUYeCKH YKa3aHHUS
Komucusta M3rorBs TeXHUUYECKM YyKa3zaHMs, 3a Ja CE€ YJIECHHM Ipuia-

TaHETO Ha HACTOAIIATA IJIaBa, M MO-KOHKPETHO Ha wieH 22, maparpad
2 u uneH 23, naparpad 3.

I'JTABA V

ONNPOCTEHA NPOLEAYPA 3A U3JJABAHE HA PA3PEIIEHUE

Ynen 25

JomycTuMocT 3a ONpoCTeHAaTa MpoleAypa 3a H3AaBaHe Ha
paspeinieHne

3a pmomyctrMuTe OWOIMIM 3asBICHUETO 32 HM3JaBaHe Ha pa3pelleHre
MOXe Ja ObJle HalpaBEeHO IO ONpPOCTEHaTa Mpoledypa 3a U3JlaBaHe Ha
paspemenue. JlageH OWoOIMI € IOIMYyCTHM, aKO OTroBaps Ha BCSKO OT
CIICZIHUTE YCJIOBHSL:

a) BCUYKHN aKTUBHHU BCIIECTBA, KOUTO CC CBHABPXKAT B 6I/IOL[I/IZ[a, ca
BKJIFOYC€HU B IIPUIIOKECHUE Iu OTTOBApPAT HAa BCHUYKHU OIpaHUYCHHA,
TMOCOYCHU B TOBA MPUIIOKECHHC,

0) OMOLMIBT HE ChIbPKA HUKAKBH PUCKOBU BEIECTBA;
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B) OMOLMABT HE ChIBpIKa HAaHOMATEPHAJIH;
r) OHOLMABT € NOCTaThbUHO €(PEKTHBEH; KAKTO U

1) GopaBeHeTO ¢ OWolMIa W TpeABUICHATa My yrnorpeba HE M3UCKBAT
JIUYHY 3alIUTHH CPEJICTBA.

Ynen 26

Ipunoxuma npouexypa

1. 3asgBurenuTe 3a paspellaBaHe Ha OHOLMA, KOHTO OTroBaps Ha
yCIoBHSTA B WiIeH 25, ToJaBaT 3asBIEeHHE A0 ATCHOHATA © S
YBEIOMSBAT 32 HAaWMEHOBAaHMETO HAa KOMIIETEHTHHS OpraH Ha
JIbp)KaBaTa-4JICHKA, KOWTO IO TAXHO TNPEAJIOKCHUE CJelBa Jia OLCHH
3asBICHUETO, M NPEAOCTaBAT MHCMEHO TIOTBBPXKAECHUE, Ye TO3U
KOMIIETCHTEH OpraH IpueMa Jia To HampaBH. To3u KOMIIETEHTEH OpraH
€ OIICHABAIIUAT KOMIIETCHTEH OpTraH.

2. OrmeHSABamMAT KOMIICTCHTEH OpraH yBEAOMsBA 3asBUTENS 32
TaKCUTe, IBJDKUMU cbIyacHO wieH 80, maparpad 2, U OTXBBpIS 3asB-
JIEHUETO, B CIIy4all Ue 3asBUTENST HE IUIATH TakCHTe B pamkuTe Ha 30
guu. Toil yBenomsiBa 3asiBUTENS 3a TOBA.

Cren moiryyaBaHe Ha TaKCHTE, TBDKHMMHU cbriacHo wieH 80, maparpad
2, OLIEHSBALIUAT KOMIIETCHTEH OpraH npueMa 3asBJICHUETO U yBEIOMsIBa
3asBUTENS 3a TOBA, KaToO MOCOYBA JaraTa Ha IpHEMaHe.

3. B pamkure Ha 90 gHM cien mpreMaHe Ha 3asBICHUETO OLICHS-
BalllMAT KOMIIETEHTEH OpraH W3IaBa paspelieHHe 3a Ouomuma, ako ce
YBEpH, Y€ MPOJAYKTHT OTrOBapsi Ha MOCOYEHHTE B HJICH 25 YCIIOBHS.

4. AKO oLEHsSBAIIUAT KOMIETEHTEH OpraH CMETHE, Y€ 3asBJICHUETO €
HEITBJIHO, TOH yBEeIOMsBa 3asBHTEN KaKBa JOIMBIHNUTENHA HHPOPMAIIHSI
€ HeoOXoJMMa U OIpefeNs pa3yMeH CPOK 3a [I0JaBaHe Ha Ta3d MH(Op-
Mmanus. To3u cpok OOMKHOBEHO He HajBuuaBa 90 mHu.

B pamxure nHa 90 1HM cnen IodydaBaHe Ha JIONBIHUTENIHATA
nH(OPMANHs OIEHSIBAIMAT KOMIIETEHTCH OpraH H31aBa paspelIcHue
3a OuonMaa, ako Bb3 OCHOBA Ha I[OJaJcHAaTa JONBJIHHUTEIHA
uHbOpMAIHA Ce YBEpH, 4Ye MPOIYKTHT OTTOBaps Ha IIOCOYCHHUTE B
wieH 25 ycnoBusl.

AKO 3afBUTEIIIT HE IOJaJe W3UCKBaHATA WH(OpPMALUs B CPOK, OLEHSI-
BalllUAT KOMIIETCHTEH OpraH OTXBbpJS 3asSBICHHUETO U YBEIOMsBa
3asBUTENI 32 TOBAa. B TakbB Cly4ail, akO TaKCHUTE Bedye ca Ouiu
IUIATEeHH, 4YacT OT Takcara, IUlaTeHa B cbhoTBeTCTBHE C uieH 80,
naparpad 2, ce Bb3CTaHOBSBA.

Ynen 27

IIpenocraBsine Ha mazapa Ha GMOLMIM, pa3pellieHd B ChOTBETCTBHE
¢ OMpocCTEeHATa MpoLeaypa 3a W3JaBaHe HAa pa3pelleHne

1.  buommn, 3a KOWTO € W3AaEeHO pa3penieHle B ChOTBETCTBUE C WIEH
26, Moxe na Oble IMpeAoCTaBeH Ha I1a3apa BbB BCHYKU Jbp)KaBU-
4IIeHKH, 0e3 Ja € HeoOXOAMMO B3aMMHO TNpH3HaBaHe. [IpuTexaremsrt
Ha paspelieHueTo obaue yBeJOMsBa BCSKa Abp)KaBa-uJeHKAa HE IO-
KbcHO OT 30 AHU, mpeau Ja IycHe OMoLuza Ha Maszapa HA TEPUTOPHSTA
Ha Ta3d JbplKaBa-wiCHKa, M HW3M0J3Ba oduiuanHus(Te) e3uk(I) Ha
Tasy Abp)KaBa-4JICHKAa NPU ETHKETHPAHETO Ha INPOAYKTA, OCBEH aKo
IbpKaBaTa-wWwieHKa He € MpeABUANIA IPYTO.
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2. B ciyy4aii ye nbprKaBa-ulI€HKa, pa3jinuyHa OT AbpKaBaTa-uICHKa Ha
OLICHSBAIIMS KOMIIETEHTEH OpraH, CMETHe, Y€ JaJleH OHMOIHI, pa3penieH
B CBHOTBETCTBHE C WieH 26, He € OW HOTH(QHUUIMpAH WIH HEe € Ol
eTUKETHpaH B CHOTBETCTBHE ¢ maparpad | OT HACTOAIMS WIEH WIN
HE OTroBaps Ha M3HCKBAaHUATa 1O 4WiIEH 25, T MOXE Ja OTHece
BBIIPOCa A0 KOOpAMHAIIMOHHATA TIpyna, Ch3JaJeHa B CHOTBETCTBHE C
wieH 35, maparpad 1. Unen 35, maparpad 3 u wien 36 ce mpuarar
mutatis mutandis.

Koraro nppkaBa-uwieHKa WMa OCHOBATEIHH TNPHYMHH Ja CMsATa, Ue
Ouonup, pa3pelieH B CbOTBETCTBHE C WIEH 26, HE OTroBaps Ha YCTaHO-
BEHUTE B WieH 25 KPUTEPUH M OIIe HE € B3ETO pPEIIEHHE CBHIIIACHO
wieHoBe 35 u 36, Ta3um [IbpKaBa-wIeHKa MOXE BPEMEHHO Ja

OTpaHMYM WM 3a0paHu MPEAOCTaBsHETO My Ha fasapa Wiu ynoTrpebara
My Ha CBOS TEPHUTOPHSL.

Ynen 28

HN3menenne Ha nmpuio:kenne I

1. Ha Komucusita ce mpemocTaBsST HpaBOMOILIUS Ja Tpuema Jaene-
TUpPaHW aKTOBE B CHOTBETCTBHE C WieH 83 3a H3MCHEHHE Ha
npuiokeHue I, cien mojyyaBaHe Ha CTAaHOBUILETO Ha ATEHIMsTA, 3a
Jla BKJIIOYM B HETO aKTHBHH BEIECTBA, aKO MMa JI0Ka3aTeJICTBA, Y€ TE HE
MOpaKAAT OMaceHHe ChIIAcHO maparpad 2 OT HACTOSIIHS YJIeH.

2. AKTHBHHTE BEIIECTBAa MMOPaXKJaT OMACeHHe, KOTaTo:

a) oTroBapsAT Ha kpurepuure no Permament (EO) Ne 1272/2008, 3a na
ObJarT KIacCHPpHUIUpPaHU KaTO:

— EKCIUIO3MBHO/CUJIHO BB3IUIAMEHSIEMO BELIECTBO;

— OpraHuYeH NEPOKCHUI;

— OCTpPO TOKCHYHO BELIECTBO OT Kareropus 1, 2 umu 3;

— KOpPO3HMBHO BeriecTBo oT kareropus 1A, 1B umu 1C;

— pecIUpaTopeH CeHCHOMIN3aTop;

— KOXXE€H CEHCHOMJIM3ATOp;

— MyTareH Ha 3apoJUILIHMUTE KJIETKH OT Kareropus 1 wmm 2;
— KaHIIEPOr'€HHO BEILECTBO OT Kareropus 1 mnm 2;

— BEILECTBO, TOKCUYHO 3a PENpOyKIHUATa Ha XOpaTa, OT KaTeropus
1 wiu 2 uiaM ¢ BB3JCHCTBUE BHPXY JIAKTALUATA WM 4Ype3 Hes;

— BC€IICCTBO, TOKCHUYHO CIICOHAJIHO 3a ONPECIACICH OpraH Ipu €IHO-
KpaTHa WJIM IMOBTapslla €€ C€KCIO3UlUs; U

— BEIIECTBO, OCTPO TOKCHMYHO 32 BOJHHUS XKUBOT, OT KaTteropus 1;

0) OTroBapsAT Ha HAKOW OT KPUTCPHHTE 32 3aMsHA, YCTAHOBEHH B WICH
10, maparpad 1; wu

B) UMaT HEBPOTOKCUYHO WJIM MMYHOTOKCHYHO BBSHCﬁCTBHe.

AKTHBHM BelLIECTBa IOpPaXJaT OIACEHHUE JOPH M KOraTto HHMKOH OT
CNeLHAIHUTE KPUTEPUH IO OyKBH a)—B) HE € H3IIBIHEH, aKO Bb3
OCHOBa Ha HaJeXIHAa MHpOpMaLus MOXe Ia Oble pasyMHO IOKa3aHo,
e CTEeHeHTa Ha OINACceHHETO ¢ CKBHBAJICHTHA Ha Ta3W 10 OYKBH a)—B).
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3.  Ha KomucusTta cbLIIO Taka ce INpPeAOCTaBAT I[PaBOMOLIMA Ja
IpHeMa JeNeTHPAHH aKTOBE B CHOTBETCTBHE C WiIeH §3 3a M3MEHEHHE
Ha npunoxeHue I, cies monyyaBaHe Ha CTaHOBHUIIETO Ha ATEHLUATA, 32
Jla OTPAaHMYH WM 3a1MYH BIIMCAHO aKTUBHO BEIIECTBO, aKO MMa JOKa-
3aTENICTBA, Y€ ChAbPXKALIUTE TOBA BELIECTBO OHOLMIU IPU OIpEACICHU
00CTOATENICTBA HE OTrOBAapsT Ha YCJIOBUATA, YCTAHOBEHM B maparpad 1
OT HACTOSAIIMS WICH WX B wieH 25. Koraro mMmepaTuBHM OCHOBAaHHS
3a CIEITHOCT M3MCKBAT TOBa, NpoLielypaTa, NpeaBueHa B dieH 84, ce
IpHUiIara 3a JeNeTHPaHH aKTOBE CHITTACHO HACTOSIIMS Iaparpad.

4.  Kommucusra npunara naparpad 1 mwim 3 mo coOCTBeHa HHUIIMATHBA
WIM 0 UCKaHE HAa HMKOHOMUYECKH OIepaTop WIH IbpKaBa-wiIeHKa,
MIPENOCTaBHIM HEOOXONMMHTE [OKA3aTeICTBa, IIOCOYEHH B TE3H
naparpadu.

Koraro Kommucusita wu3MeHs MPUIO0XKCHUEC I, T OpueMa OTACIICH
ACJICTUPpAaH aKT IO OTHOIICHHWE Ha BCAKO BEHICCTBO.

5. Komwucusra Moxxe J1a IpHeMe aKTOBE 332 U3IMBIHEHHUE, YTOYHSBAIIH
JOIIBJIHUTEIHO NPOLEIYPUTE, KOUTO TPsOBa J1a ce cieqBaT BbB BPb3Ka C
W3MEHeHHneTo Ha npmiokeHne [. Te3u akToBe 3a M3MBIHEHHE C€
npueMaT B ChOTBETCTBHE C MpOIeaypaTa Ha pasriiexkIaHe, MOCouYeHa B
unen 82, maparpad 3.

I'IABA VI
HU3JABAHE HA HAIIMOHAJIHU PA3PELIEHHUSA 3A BUOLMIU

Ynen 29

IMonaBane u BaJIHAUPAHE HA 3asiBJICHUATA

1. 3agBuTenure, KOMTO HCKAaT Ja KaHIUIATCTBAT 3a HAIMOHAIHO
paspelieHue B CHOTBETCTBHE C WieH 17, ToaaBaT 3asBICHHE [0
rpueMalus KOMIIeTeHTeH opraH. Ilpuemamusr KOMIETEHTeH OpraH
YBEIOMsIBA 3asBUTENIl 3a TAaKCUTE, JB/DKAMH cbriacHo wieH &0,
naparpad 2, ¥ OTXBBPI 3asBICHHETO, B CIydall 4e 3asABUTENAT HE
miatu Takcure B pamkute Ha 30 nuu. Toil yBemomsBa 3asBUTENS 3a
toBa. Cren monydaBaHe Ha TaKCHTE, IBJDKAMH ChriaacHo wieH 80,
naparpag 2, npueMaliusAT KOMIIETEHTEH OpraH Nnpuema 3asBICHUETO U
yBEIOMsIBA 3asBUTENS 3a TOBA, KaTo M0OCOYBA JaTaTa Ha IIpUEMaHe.

2. B pamkure Ha 30 gHM cneq TONy4aBaHETO MPUEMALIUAT
KOMIIETEHTEH OpraH BalMJUpa 3asBICHUETO, IPU YCIOBHE YE TO
OTroBaps Ha CIEIHUTE U3UCKBAHUS:

a) HeoOxoaumara uHopManus, nocodeHa B wieH 20, e moxajieHa;
KaKkTo M

0) 3asABHUTENAT ICKIapupa, 4e He ¢ MOJaBall 3asiBJICHHUE 3a HAIIMOHAIHO
paspenieHue 3a chlys Ououua M 3a cbuiara(ure) ynorpeda(u) mpen
JPYT KOMIICTCHTEH OpTraH.

BeB BpB3Ka C BamMIMpaHETO, IIOCOYEHO B IIbpBaTa ajuHed,
MpUeMaIlusAT KOMIETEHTEH OpraH He NpaBU OLEHKa Ha KayeCTBOTO
WIA Ha CHOTBETCTBMETO HA IPEJCTaBEHUTE AAHHU WU HOIKPEISILN
JIOKYMEHTH.

3. B cayuaii ue npueMamusaT KOMIETEHTEH OpraH CMETHE, 4e 3asiB-
JICHHETO € HEeIMbJIHO, TOM YyBEJOMSBA 3asBUTENA 3a JOMBIHUTEIHATA
uHpopManus, HEoOXoqMMa 3a BaJWJAMPAHE Ha 3asABJICHUETO, W
ompenesss pasyMEH CpOK 3a MojaBaHe Ha Ta3u uHpopmauusi. Tosu
CpPOK OOMKHOBEHO He HajBuinaBa 90 ITHH.



2012R0528 — BG — 23.09.2013 — 001.001 — 42

B pamkure na 30 paHM ciex nonydaBaHE Ha JONBIHUTENHATa
nH(QOpPMaNHs MPHEMAIIUAT KOMIICTCHTEH OpTaH BalHWAWpa 3asBICHUETO,
aKo CMETHe, 4e NOJaJieHaTa AONBJIHUTENHA HH(OpMaLus € J0oCTaTbyHa
3a Cra3BaHEe HAa M3MCKBAaHMATA, IOCOYEHM B maparpad 2.

AKO 3agBHTENAT HE IMOJajge H3WCKBaHaTa HHGpOpPMamus B CPOK,
MpUEMAIUAT KOMIIETEHTEH OpraH OTXBBpJIS 3asBJICHHETO M yBEIOMsBa
3asiBUTEJIA 3a TOBA.

4.  Koraro B Perucrbpa 3a Ouonuau, mocoueH B wieH 71, uma AaHHH,
Yye KOMIIETEHTEH OpraH, pa3JIMueH OT IpHEeMallus KOMIIETEHTEH OpraH,
pasriexia 3asBlICHHE, CBbP3aHO ChC CHIUIMS OWOIMI, WM Beue € Jall
paspelieHue 3a ChIMs OHOLWA, MPUEMAIUSIT KOMIICTEHTEH OpraH
OTKa3Ba Ja OLEHM 3asBieHHeTo. B To3u ciyuyail npuemamusar
KOMIIETCHTEH OpraH yBEIOMSBa 3asBUTEIS OTHOCHO BBH3MOXHOCTTA Ja
MIOWCKAa B3aMMHO INpH3HAaBaHE B CHOTBETCTBHE ¢ wiieH 33 wiu wieH 34.

5. Axko maparpad 3 He ce mpwiara W NPUEMAINUIT KOMIICTCHTEH
OpraH CMETHE, Y€ 3asBJICHUETO € ITBJIHO, TOH BaJHIUpa 3asBICHUETO
u He3abaBHO yBeJOMsBa 3asBUTENS 3a TOBA, KAaTO MOCOYBA JaraTa Ha
BaJlUJMpaHeE.

Ynen 30

Onenka Ha 3asiBJICHUATA

1. B pamkute Ha 365 AHU cilef BalUIUPAHETO HA JAJAEHO 3asBICHUE
B CBHOTBETCTBUE C WICH 29 NpUEMallUsIT KOMIIETEHTEH OpraH pellaBa
Janyu Ja u3jaane paspemieHre cwriaacHo wied 19. Toit Blema mpensup
pe3yiTaTuTe OT CpaBHHUTEIHATa OIEHKA, M3BBPIIEHA B CHOTBETCTBUE C
4iieH 23, ako € MPHIIOKUMO.

2. Akxo ce okaxe, ue 3a U3BBPIIBAHETO Ha OLEHKATa € HeoOXoauMa
JOIBJIHUTENHA HH(OPMALHS, TPHEMALUAT KOMIIETEHTEH OpraH HCKa OT
3asBUTEINIS J1a MPEJOCTaBH Ta3u MH(OpMaIMs B paMKUTE HAa YCTaHOBEH
cpok. ITocouenust B maparpad 1 cpok ot 365 mHM BpEMEHHO CIUpa Ja
Te4ye OT JaraTa Ha MCKaHETO JI0 JaTara Ha IojydaBaHe Ha HH(oOpMma-
usaTa. BpeMeHHOTO criupaHe He HaaxBbpuisa o0 180 1HU, OCBEH ako
TOBa HE € OIpaBIAaHO OT €CTECTBOTO HAa HM3WCKAHWUTE JAaHHU HIH OT
U3KITIOYUTENIHH OOCTOSATEINCTBA.

AKO 3asgBUTENAT HE ToAaZe H3UMCKBaHaTa I/IH(i)OpMaIlI/ISI B CpPOK,
IMpueMalIAT KOMIIETCHTCH OpPraH OTXBBPJIA 3asdBJICHUETO U YBCOOMsBA
3as4BUTCIIA 3a TOBA.

3. B pamxure Ha 365-mHEBHHA CpOK, I[OCOYeH B maparpad 1,
HpHEMAIIUAT KOMIIETeHTeH OpraH:

a) M3TrOTBSI JOKJIAJ, B KOMTO 0000IIaBa 3aKIOYCHUSITA OT OLCHKATa CU
W OCHOBAaHWSTA 32 HM3JaBaHE HAa pa3pelleHre 3a OHOIMAA WU 3a
OTKa3a Jia u3jane paspenieHue (,,JI0KJIaj 3a OleHKaTa™);

6) u3Mmpaia Ha 3asABHUTENS €JIEKTPOHHO KOMHE OT MPOEKTa 3a JAOKJIAd 3a
OIlEHKaTa U My JiaBa BB3MOKHOCT JIa TIPEACTaBH OEIEKKH B PAMKHTE
Ha 30 OHM; KAaKTO U

B) HaUIC)KHO B3€Ma NpEABUI TE3U OCIIEKKHU Ipu U3roTBAHETO HAa OKOH-
JaTCIHaTa OICHKA.
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Ynen 31

ITonHOBsIBaHE HA HALIMOHAJIHO paspelmieHue

1.  3asgBneHHETO 3a IOJHOBSIBAHE HA HAIMOHAIHO pas3pelleHHe 3a
€MH WU T0BeYe NPOJYKTOBU THIIOBE CE€ MOAaBa OT MPUTEKATENs Ha
pa3pelIeHueTo WM OT HErOBO MME JI0 MpHeMallus KOMIIETeHTEH OpraH
nore 550 mHU mpeau M3TUYAHETO Ha CPOKa Ha BAJIMIHOCT Ha paspele-
Hueto. Korato ce ucka NOAHOBSIBAaHE 3a IOBEYE OT €IUH IPOAYKTOB
THUII, 3aBJIEHUETO ce MojaBa Hai-manko 550 AHM mpeau Hal-paHHaTa
JaTa Ha W3THUYaHe.

2. IlpumeMamysT KOMIETEHTEH OpraH IIOAHOBSABA HAaIMOHAIHOTO
paspelieHue, NpU IIOJOKEHHWE Y€ YCIOBHATA, MOCOYEHH B wwieH 19,
IpoJbKaBaT Aa ca cra3eHu. Toll B3eMa NpeiBUJ PE3yJITaTUTE OT CPaB-
HUTEITHAaTa OLEHKAa, W3BbPIIEHA B CBHOTBETCTBHE C 4JeH 23, ako e
IPUIIOKUMO.

3. HpI/I IoJJaBaHC Ha 3asABJICHUC 3a IIOAHOBABAHE 3adBUTCIIAT NPECO-
CTaBs:

a) 6e3 ma ce 3acsra wien 21, maparpad 1, ChOTBETHHTE JIaHHH,
M3UCKBaHM chriacHo wieH 20 u cpOpaHu B mepHoja ciel IIbpBOHa-
YaJHOTO  paspellieHHe WM, CIOpel  Ciydas, NpeIuIIHOTO
MOJTHOBSIBaHE; KaKTO W

0) oLleHKa Jany 3aKJIIYEHHsATa OT I'bpBOHAYAJIHATA WM IpEIUIlHATa
OllCHKa Ha OuolMga oOcTaBaT BalMIHW, KAaKTO W BCAKAaKBa
uH(OpMaIys B MOJKpENa Ha TOBA.

4. Ilpuemamusr KOMIETEHTEH OpraH YyBEAOMsBa 3asBUTENsd 3a
TaKCHUTe, IBDKUMH chbrilacHO wieH 80, maparpad 2, ¥ OTXBBPIA 3asB-
JICHUETO, B ClIydail ue 3asBUTENAT HE IUIATU TakcuTe B paMmkute Ha 30
nau. Toil yBemomsiBa 3asiBUTEINS 32 TOBA.

Crnen moslyyaBaHe Ha TaKCUTE, IBJIDKMMHU cbhbritacHO wieH 80, maparpad
2, mpueMaIlusAT KOMIETEHTEH OpraH IpHeMa 3asBICHHETO U yBEeIOMsBa
3asBUTENS 32 TOBA, KaToO IOCOYBA JaTaTa Ha IIpHUEMaHe.

5. Bwb3 ocHOBa Ha OlleHKa Ha HaJIM4HATa MH(pOpMauUUs U Ha HEOOXO-
JUMOCTTa Ja ce IpepaslyiefiaT 3akIIoueHUSATa OT IIbPBOHAYAIHATA
OLIEHKA Ha 3asBJIECHUETO 3a pa3pellieHHe WM, CIIopeX ciydas, Ha Ipea-
WIIHOTO TOAHOBSIBaHEe, B pamkuTe Ha 90 AHM cien npueMaHeTo Ha
3asBIICHHETO B CHOTBETCTBUE ¢ Taparpad 4, mpueMamusT KOMIETeHTeH
OpraH pellaBa Jalyd B CBETJIMHATA HA CbBPEMEHHHTE HAY4YHU MO3HAHUS
¢ HeoOXoIMMa IIbJIHA OIICHKA Ha 3asBJICHUETO 3a IIOJHOBSBaHE, KaTo
B3eMa IIpPEABHJ BCHYKH MPOAYKTOBH THIIOBE, 3a KOMTO C€ HCKa
MIOJTHOBSIBaHE.

6. Koraro npuemManusaT KOMIETCHTEH OpraH pellid, Y€ € HeoOxoauma
ObJIHA OLCHKA HA 3asIBJICHHETO, TOW B3eMa PEILICHHE OTHOCHO MOAHOBSI-
BaHETO Ha Pa3pelleHUeTOo, CIIe] KaTO M3BHPLIM OLEHKA Ha 3asBICHUETO
B cvorBeTcTBUE ¢ wieH 30, maparpadu 1, 2 u 3.

Korato npueMaluyiaT KOMIICTCHTCH OpraH pelid, Y€ HE € H€06XOZ[I/IMa
II'bJIHA OLICHKA Ha 3asiBJICHUCTO, TOW B3eMa PCUICHHUE OTHOCHO ITOJHOBSA-
BAHCTO Ha pa3pClI€CHUETO B PAMKUTC Ha 180 JHU CJI€A NpUEMAHE Ha
3as4BJICHUCTO B ChOTBECTCTBUEC C naparpa(p 4 or HACTOAIMA YJICH.

7. Koraro mo mnpu4YMHH, He3aBUCELIM OT MpUTEeKaTeds Ha
HAI[MOHAJIHO pa3pellieHue, HE € B3eTO PEeIIeHNe OTHOCHO MOJIHOBSIBAHETO
Ha CHOTBETHOTO pa3pelleHre Mpead M3THYaHe Ha HEeroBaTa BaJIMIHOCT,
MpUEMAIUIT KOMIIETEHTEH OpraH MOJHOBSBA Pa3pELICHUETO 3a CPOKa,
HE00XO/IUM 3a TPHKIIIOYBAHE HA OICHKATA.
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I'TIABA VII
NPOLEAYPU 3A B3AUMHO ITPU3HABAHE

Ynen 32

Pa3permenne ype3 B3aMMHO NpHU3HABaHe

1. 3asBieHusTa 32 B3aMMHO NPH3HABAHE HA HAIIMOHAIHO Pa3pEIICHHE
Cce MoJaBaT B CBHOTBETCTBUE C IpOIEaypaTa, MOCOYeHa B wWieH 33
(mocnenBamio B3aMMHO TpU3HaBaHe) wWid wieH 34 (mapajienHo
B3aMMHO IIPU3HABAHE).

2. be3 pma ce 3acsara uwieHn 37, BCHUKH IBbpPXKaBU-UICHKH, KOUTO
MoJiyyaBaT 3asBJICHHS 3a B3aMMHO T[PU3HABAHE HA HAIMOHAIIHO
paspeuieHue 3a OMOLMJ, W3JaBaT pa3pellieHUe 3a AaJeH Ououui IMpu
C[HH W CBIIH YCIOBHUS, B CHOTBETCTBHE C IMPOICIYPHTE, WU3I0KECHU B
HacTosIIaTa TJiaBa.

Ynen 33

IlocneaBamo B3aMMHO NnpUu3HaBaHe

1.  3agBuTenure, KOMTO MCKAT Ja MOJy4aT IIOCIENBAIIO B3aWMHO
MPU3HABAaHE B €/HA WJIM MOBEYE IbPIKABU-YICHKH (,,3aHHTEPECOBAHUTE
IbPXKaBU-WICHKH ‘) HA HAIMOHAIHO pa3pelleHre 3a OMomu, KOWTo Beue
€ paspellieH B Apyra AbpxaBa-wiCHKa B ChOTBETCTBHUE ¢ wWieH 17 (,,pe-
(depeHTHaTa IBpKaBa-wWIEHKA ), MOAABAT IO BCEKH OT KOMIICTEHTHHUTE
OpraHd Ha 3aWHTEPECOBAHUTE JbPXKABU-WICHKH 3asBJICHHE, KOETO
ChIbpXKa MPEBOJ HA HAIMOHATHOTO pa3pelleHHe, M3AaAeHO OT pede-
pEHTHaTa JIbp)KaBa-WwieHKa, Ha IIOCOYEHHTE OT 3aMHTEpPecOBaHaTa
I'bp)KaBa-wieHKa OQHUIHUAIHU €3UIH.

KoMmeTeHTHUTE OpraHd Ha 3aWHTEPECOBAHUTE  JIBbPIKABU-WIEHKH
YBEIOMSIBAT 3asBUTENS 3a TaKCHTE, IBDKUMH CbhrylacHO wieH 80, u
OTXBBPJIAT 3asBJICHHETO, B CIIydyail ue 3asBUTENAT HE IUIATH TaKCHTE B
pamkute Ha 30 nHU. Te yBeqOMSIBAT 3asBUTEIS U JPYTHTE KOMIICTCHTHH
opranu 3a ToBa. Cien TmoiydaBaHe Ha TaKCHTE, IBDKMMH ChITaCHO
yieH 80, KOMIIETGHTHHTE OPraHH Ha 3aHMHTEPECOBAHHUTE JIbPIKABH-
YICHKH TpUeMarT 3asABICHHETO W YBEAOMSBAT 3asBUTEIs, KaTo
1OCOYBAT JlaTaTa Ha MpHEMaHe.

2. B pamxure Ha 30 gHU cnex mpHeMaHETo, IIOCOUeHO B maparpad 1,
3aMHTEPECOBAHUTE  JBP)KABU-WICHKH  BAIUAUPAT  3adBICHHETO H
YBEIOMSBAT 3asBUTENS 3a TOBA, KaTO IOCOYBAT J1aTaTa HAa BAJIMIHUPAHE.

B pamkure Ha 90 aHM cien BanuIUpaHe Ha 3asBICHUETO U IPU
cria3BaHe Ha pasnopendute Ha wieHoBe 35, 36 u 37, 3aMHTEpeCOBaHUTE
IbPKABH-WICHKHA OROOpSABAT OOOOIIEHHETO Ha XapaKTEPHUCTHKUTE Ha
Ouonuna, MocoyeHu B uieH 22, maparpad 2, U BIUCBAT OJ0OPEHUETO
cu B Perucrbpa 3a GHOIMIH.

3. B pamkure Ha 30 JHU Clie[ MOCTHTAHETO HA CIIOpPa3yMEHHE BCSKa
OT 3aWHTEPECOBAHNTE IbPKaBHU-UWICHKH M3[aBa paspelieHne 3a Onomnnaa
B CBOTBETCTBHE C OJOOPEHOTO OOOOIICHHE HAa XapaKTePUCTUKHTE Ha
ouormaa.

4.  be3 nma ce 3acarar wieHoBe 35, 36 u 37, ako He ObJ€e MOCTHUIHATO
CIIOpa3yMeHHEe B paMKUTe Ha cpoka oT 90 qHM, mocoyeH B maparpad 2,
BTOpa aJMHes, BCAKA AbPKaBa-wIeHKa, KOATO € 0J00puiia 0000IIeHHeTO
Ha XapaKTePUCTUKUTE Ha OWOLWAA, MOCOYEHH B maparpad 2, Moxe
CBHOTBETHO J1a Pa3peIid NpOIyKTa.
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Ynen 34

Hapaﬂemlo B3aMMHO INPpU3HaABaHe

1. 3asgBuTenure, KOUTO HCKAaT Ja IMOJy4yaT Iapalie;IJHO B3aUMHO
MpU3HaBaHe 3a OHMOIMI, KOWTO OIIe HE € pa3pelieH B ChOTBETCTBHE C
yneH 17 B HHUTO €[HA Ibp)KaBa-wiCHKa, IMOJaBaT JO KOMICTCHTHHS
opran Ha wu30paHata OT TIX JbpKaBa-wieHKa (,,pedepeHTHara
I'bpKaBa-wICHKA ) 3asBJICHHUE, ChIBPIKAIIO:

a) uHpopmarmsra, nocoueHa B uieH 20;

6) cIHMCBK Ha BCUYKM JPYI'H IbPXKABU-WICHKU, B KOUTO CE€ MCKa
HALMOHATIHO paspelieHue (,,3anHTEePECOBAHUTE IbPKABU-WICHKU ).

Pe(l)epeHTHaTa AbpiKaBa-4JICHKAa OTToBaps 3a OILICHKAaTa Ha 3asABJICHUCTO.

2.  EnHOBpeMEHHO C IOJaBaHETO Ha 3asBICHHUETO N0 pedepeHTHaTa
IbpKaBa-wIeHKa CbIVIACHO maparpad | 3asBUTEIAT IOAaBa 10 KOMIIET-
SHTHHUTE OpPTaHM Ha BCAKA OT 3aMHTEPECOBAHMUTE IBP)KABHU-UICHKH
3asdBJICHHE 3a B3alMHO IpPU3HABAaHE HA Pa3pPEIICHUETO, 32 KOETO €
KaHIUIATCTBa] Hpex pedepeHTHaTa ObpikaBa-wieHKa. ToBa 3asBieHHE
ChABpIKA:

a) UMeHaTa Ha pedepeHTHATa Ibp)KaBa-WwiICHKA M HAa 3aMHTEPECOBAHHTE
JIbPKaBH-YICHKHY,

0) 00o0IIEeHne Ha XapaKTepUCTUKUTE Ha Ououuaa chriacHo wieH 20,
naparpad 1, OykBa a), MoATOYKA ii) HA TTOCOYCHUTE OT 3aMHTEPECO-
BaHHUTE IbPXKABH-WICHKH OQHIHATHUA €3UIIH.

3. KomnereHTHHTEe OpraHd Ha pedepeHTHATa IbpiKaBa-yJicHKa W Ha
3aMHTEPECOBAHUTE IbPKABU-YJICHKH YBEJOMSBAT 3asBUTENS 33 TAKCHUTE,
IBIDKUMH cbritacHO wieH 80, U OTXBBPIAT 3asBICHUETO, B CIydall 4e
3asgBUTENIAT HE IJIaTH Takcute B pamkute Ha 30 nuu. Te yBemomsBar
3asBUTEJIS U JIPYTUTE KOMIIETEHTHH opraHu 3a ToBa. Ciies mosyuyaBaHe
Ha TaKCHTE, ABDKUMH ChIiacHO wieH 80, KOMIIETEHTHHUTE OpraHd Ha
pedepeHTHaTa ABpKaBa-4ICHKA M Ha 3aWHTEPECOBAHHUTE Jbp)KaBH-
YJICHKU TPUEMAT 3asBIICHHETO W YBEIOMSBAT 3asBHUTEIS 3a TOBA, KATO
[I0COYBAT JaraTa Ha MpHUEMaHe.

4.  PedepentHaTa IbpkaBa-uJCHKA BaJHMIUpa 3asBICHUETO B CHOT-
BETCTBUE C wieH 29, maparpadu 2 u 3 U yBeAOMsBa 3asBUTENS U 3aUH-
TEPECOBAHUTE IbPIKABU-UICHKU 33 TOBA.

B pamkute Ha 365 nHM ciel BaauIUpaHe Ha JAJCHO 3asBICHUE pede-
pEHTHATa IbpXKaBa-WwICHKA OLCHSABA 3asBICHUETO W M3TOTBS JOKIAZ 3a
OlLIEHKaTa B ChoTBEeTCTBUE ¢ wieH 30, maparpad 3, ciex KoeTo u3lpalua
JIOKJIaJla CH 3a OLleHKaTa M OOOOIIEHHETO Ha XapaKTePUCTHKUTE Ha
Onoryaa Ha 3aMHTEPECOBAHHUTE IBP)KABH-UICHKH W Ha 3asBUTEILL

5. B pamkure Ha 90 mHM crex moiydyaBaHe Ha IIOCOYEHUTE B
nmaparpad 4 JOKYMEHTH W INpH Cla3BaHe Ha pa3lopenOuTe Ha WICHOBE
35, 36 u 37 3aMHTEpeCcOBaHUTE IbPKABU-WICHKH OJ00psBaT 0000-
[OIEHNETO Ha XapaKTepHCTHKHATE Ha OMOLWAa W BIHCBAT OZOOPEHHETO
cu B Perucrepa 3a Ouonmau. PedepentHata nbpikaBa-djeHKa BIHCBa
0100peHoTo 0000IIeHHE HA XapaKTEPHCTHKUTE HAa OMOLKIA U OKOHYA-
TSNTHHAT JOKJa] 3a OlleHKa B PermcThpa 3a OMOIMIH, 3a€ITHO C BCHYKH
0100peH ycIoBHsS HEOOXOAMMH 32 MPENOCTaBSIHETO Ha Masapa WM 3a
yrnoTpebata Ha OMOLMIH.

6. B pamkure Ha 30 AHUM ciieA MOCTUTaHE Ha criopasyMeHue pede-
pEHTHaTa Ibp)KaBa-WIEHKAa W BCSAKAa OT 3aHMHTEPECOBAHUTE IbPIKaBU-
YJIEHKU M3]laBa pa3pelieHue 3a OuoIuga B CbOTBETCTBUE C OZOOPEHOTO
000011IeHIEe HA XapaKTEPUCTHKUTE Ha OUOLHUIA.
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7. be3 ma ce 3acsrar uneHose 35, 36 u 37, ako He OBJe IMOCTHUTHATO
CIIOpa3yMeHHE B paMKUTe Ha cpoka oT 90 aHM, mocoyeH B maparpad 5,
BCSIKA Jbp)KaBa-4eHKa, KOATO € o100puia 0OOOLICHHETO Ha XapakTe-
PUCTHUKUTE Ha OMOLM[IA, TIOCOYCHH B maparpad 5, MOXe ChOTBETHO Ja
pa3pens mpoayKra.

Ynen 35

OTHacsiHe HA Bb3paskeHUsl 10 KOOPAMHALMOHHATA rpymna

1. Cs3maBa ce KOOpAMHALUMOHHA Ipyla 3a paslIeXJaHe Ha BCUUKU
BBIIPOCH, PA3IMYHU OT BBIPOCUTE NO 4jeH 37, CBbP3aHU C TOBA Jalu
JameH Owomupa, 3a KOWTO € TOJAameHO 3asfBICHHE 3a B3aHMHO
IpU3HABaHE CBIVIACHO WieH 33 wiu wieH 34, 0TroBaps Ha yCTaHOBEHHUTE
B wieH 19 ycnoBus 3a m3gaBaHe Ha pa3pelICHHE.

Benuku appxkaBu-unenku u KoMucusta Mmar mpaBo Ja ydyacTBaT B
paboTaTta Ha KOOpAWHAIOHHATa Tpyna. ATEHIHUSITa OCUTYpsBa CEKpe-
TapuaTa Ha KOOpAMHAIMOHHATA IpyTa.

KOOp,Z[I/IHaI_II/IOHHaTa rpyna npuema CBOM IpOoUCAYPECH IMpPaBUITHUK.

2.  AKO HSKOS OT 3aMHTEPECOBAHMTE IbP)KABH-WICHKH INPELECHH, ue
Ouorma, KOHWTO € OIeHEeH OT pedepeHTHaTa IbpikaBa-4iIeHKa, He
OTroBapsi Ha MOCOYEHHTE B WieH 19 ycioBws, TS H3Mpama moapoOHO
00sICHEHHE Ha CIIOPHUTE BBIIPOCH M HA OCHOBAHMSATA 32 CBOSTA MO3MIHS
Ha pedepeHTHATa Ibp)KaBa-dwieHKa, Ha JPYIHTe 3aHHTEPECOBAHU
JbP)KABU-WICHKH, Ha 3asBUTENS M, CIOPEl Cydas, Ha MpPHTEKATeNs
Ha paspemennero. CHOpHHTE BBIPOCH He3abaBHO ce OTHAcAT 3a
pasriiexxaaHe 10 KOOpIHHAIIMOHHATA TPYIa.

3. B paMkure Ha KOODAMHAIMOHHATA TIPyla BCHYKH JbPIKABH-
YJIEHKH, OCOYEHH B maparpad 2 OT HACTOSIIHWS WICH, MPABSIT BCHYKO
BB3MOXKHO 32 IIOCTHI'aHE Ha CIIOPa3yMEHHE OTHOCHO JCHCTBHUSITA, KOMTO
na ce mpenmnpremar. Te NpemocTaBAT Ha 3asBUTENS BB3MOXKHOCT Ja
W3pa3d CBOSATA TJIEAHA TOYKA. AKO TIOCTHTHAT CIIOpasyMeHHe B
pamkuTe Ha 60 JHM OT OTHACSIHETO 3a pAa3reXIaHe Ha CIOPHHTE
BBIIPOCH, MTOCOYECHO B maparpad 2 OT HACTOSIIMS 4ieH, pedepeHTHaTa
Ibp)KaBa-4ICHKA BIKCBa 0J00peHnero B Perucrepa 3a Ouonnan. Ciuexn
TOBa MpOLEAypaTa Ce CUUTa 3a 3aKpuTa U pedepeHTHaTa IbprKaBa-
YICHKA M BCsKa OT 3aMHTEPCCOBAHUTE [BPXKABH-UWICHKH H3/1aBa
paspeleHre 3a OWOIMAA B CHOTBETCTBHE C wWieH 33, maparpad 4 wiu
uned 34, naparpad 6 cropen ciaydas.

Ynen 36

OTHacsiHe HA HEPECIICHU BB3PAKEHHUSA 10 Komucusita

1. AKO JbpXaBUTE-WIEHKH, MOCOYEHU B uieH 35, maparpad 2, He
HOCTHTHAT CIIOpa3yMEHHE B PAMKHTE Ha IIOCOYCHUS B wieH 35, maparpad
3 cpok ot 60 oHU, pedepeHTHATA AbpIKaBa-YIICHKA He3a0aBHO HHpOpMHUpa
Komucusita, kaTo B penocTaBs MOAPOOHO M3JIOKEHUE HA BBIPOCHUTE, IO
KOHUTO JBPKABUTE-YWICHKU HE Ca MOTIIH Ja IOCTUTHAT CIIOpa3syMeHHe, 1 Ha
TNPUYMHKUTE 33 pasHoriacuero. Ha 3auHTepecoBaHUTE JbP)KABU-UICHKH U
HA 3asBHUTENS, a CIIOPE CIIy4asi ¥ Ha MPUTEKATENS Ha PaspellCHHUETO, Ce
MPEOCTaBs KOMUE OT TOBA H3IOKCHHE.

2. Kowmmucusra Moxe aa MOUCKA OT ATEHIMATA CTAaHOBHUILE OTHOCHO
HAYYHUTE WM TEXHUYECKUTE BBIPOCH, IMOBIUTHATH OT Ibp)KaBUTE-
wieHku. Koraro Komucusta He ucka craHoBuIle OT ATeHIMATA, T 1aBa
BB3MOXXHOCT Ha 3asBUTENS M, CHOpEN Cllyyas, Ha MpUTekKaTelas Ha
pa3penIeHneTo 1a NpeiCTaBh MUCMEHH OeleXKH B paMkute Ha 30 mHU.

3.  Kowmmucusra npruema HOCpeACTBOM aKTOBE 3a M3IIBIHEHUE PELICHHE
IO OTHECEHHUS JI0 Hes BBIpOC. Te3n akToBe 3a M3IBIHCHHE CE IpHeMat
B CHOTBETCTBUE C IPOILELypaTa Ha pas3liIexkAaHe, I0COYeHa B 4ieH 82,
naparpad 3.
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4.  Pewmenuero, mocoueHo B maparpad 3, ce aapecupa A0 BCHYKH
IbP)KaBU-WICHKH W Cc€ W3mpama 3a uHpopMaumus A0 3asBHTENS H,
cropen ciydasi, A0 HpUTexaTels Ha paspelleHuero. B pamkure Ha 30
IHU CIIel YBEJIOMSBAHETO 32 PEIICHHUETO 3aWHTEPECOBAHUTE JBbPIKABH-
4IIeHKH U pedepeHTHaTa AbpKaBa-WICHKa W31aBaT, OTKA3BaT Ja M31aaT
WJIN OTMEHAT Pa3pClICHUETO, U IIPOMCHAT HECTOBUTC YCJIOBUS, KAKTO €
HEOOX0AUMO, 32 Ja ce ChoOpas3sAT ¢ PEeHIeHUETO.

Ynen 37

I[eporauml OT B3aMMHOTO IIPpU3HABaHE

1.  Upes geporauusi ot wieH 32, maparpad 2 Bcsika OT 3aWHTEPECO-
BaHUTE AbPIKABH-WICHKH MOXE Ja MPEIJIOKH Ja OTKAXKE W3aBaHETO Ha
paspelieHre WK Ja aJanTHpa YCIOBHATa Ha pPa3pelICHHETO, KOETO
npezcTon Aa ObAe M3AaJCHO, TIPU YCIIOBHE Y€ TaKaBa MspKa MOXE Ja
ce 000CHOBE CHhC CHOOpaKEHUsI 3a:

a) OIla3BaHETO Ha OKOJHATA CPEJa;
6) oOmecTBeHUs pe] WM OOLIeCTBEHATa CUI'YPHOCT;

B) 3all[UTaTa Ha 3APaBETO M XXMBOTA Ha XOpaTa, 0COOEHO HA YSI3BUMHUTE
rpyny, UiIM HA )KUBOTHUTE WM PACTCHUSTA;

F) OIla3BaHETO HAa HAIMOHAJIHHTE OOrarcrea C XYAO0XKECTBCHA, HCTO-
puYceCKa UK apX€oJIOTUYECKa CTOﬁHOCT; W

) ¢akra, ye LENEBUTE OPraHU3MH HE NPHCHCTBAT BBHB BPETHM KOJH-
YecTBa.

Bcesika 0T 3aMHTEPECOBAHUTE ABPKABU-UICHKH MOXKE, TO-CIEIHATHO, J1a
IPEUIOKN B CHOTBETCTBHE C IIbpPBa AJIMHES Ja OTKaKE M3AaBAaHETO HA
paspelieHre WIH Ja aJanTHpa YCIOBUSATa Ha pa3pelieHHueTo, KOeTO
npeAcron Aa  ObAe M3AANCHO 3a OWOLMI, ChIbpXKAL] aKTUBHO
BEIIECTBO, 32 KOETO ce mpwiarat wieH S5, maparpad 2 wiau uien 10,
naparpad 1.

2.  3auHTepecoBaHaTa [bp)KaBa-wiIeHKa IPEJCTaBs Ha 3asBUTEIT
MoJpOOHO H3JIOKEHHWE Ha MOTHBHTE 32 HCKaHETO Ha Jeporamus Ha
OCHOBaHUATa 1o maparpad 1 u ce cTpeMu Ja MOCTUIHE CHOpa3yMEeHUE
ChC 3asBUTENA 10 MPEJIOKEHATa Aeporawus.

AKO 3apHTepecoBaHaTa AbPKaBa-wICHKA HE € B ChbCTOSIHUE Ja IIOCTHIHE
CIOpa3yMEHUE CbC 3aABUTENA WM HE IOJIy4Yd OTrOBOp OT HErO B
pamkuTe Ha 60 [OHM clel NOPEACTaBIHETO HAa M3JI0XKEHHETO, Ts
unpopmupa Komucusra. B TaxeB ciyuait Komucusra:

a) MOXe Jia MMOUCKa OT ATCHIHUATA CTAHOBMIIEC OTHOCHO HAYYHHTE WU
TEXHUYECKUTE BBIPOCH, MOBAWTHATU OT 3asBUTENS WM OT 3auHTeE-
pecoBaHaTa AbpXKaBa-WICHKA;

0) mpuema peleHHe OTHOCHO Jeporanusra B ChOTBETCTBHE C IIPOLie-
Jypata Ha pasrjekaaHe, ocodYeHa B wieH 82, maparpad 3.

Pemrennero Ha Komucusita ce aapecupa O0 3aMHTEPECOBaHaTa AbprKaBa-
yiaenka 1 Komucusita yBCAOMsBa 3asBUTCIIA 3a TOBaA.

3aMHTepecoBaHaTa JbpKaBa-4JicHKa B3eMa HEOOXOAMMHUTE MEPKHU Ja ce
cpoOpazu ¢ pemenuero Ha Komucusita B pamkure Ha 30 mgHM ciex
MOJy4aBaHE HAa yBEJOMIICHHETO.

3. Axo Komwucusita He e mpuena pelieHdue chriaacHo maparpad 2 B
cpok ot 90 mHM, ciex Karo € Owia yBeJOMEHa B CHOTBETCTBHE C
naparpad 2, BTOpa ajMHes, 3aUHTEpecOBaHATa Ibp)KaBa-u4JICHKA MOXKE
Jla TIPWIOKH AeporanusaTa, IpeuloskeHa ChrilacHo maparpad 1.
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Jlokaro Tede mpoleaypara Mo HACTOALIMS YJIEH, CPOKBT OT JBE FOJUHU
clieq narata Ha oJ00peHHeTo, MoCcoueH B wieH 89, maparpad 3, mbpBa
aluHes, 3a M3MBbJIHEHHE HAa 33JbJDKEHMETO Ha JIbpiKaBaTa-uieHKa Ja
u3/aje paspelieHne 3a OMouua, CIHpa oa Tede.

4.  UYpes geporauust oT wieH 32, maparpad 2 abpkaBa-4JieHKa MOXE
Ja OTKaxe Ja U3Jaje pa3pellieHus 3a MpoayKToBu Tumose 15, 17 u 20
BB3 OCHOBA Ha CHOOPAKEHMS, CBBP3aHU C XyMAaHHOTO OTHOIIEHUE KBM
JKUBOTHHUTE. JIbpKaBUTE-wIEHKH HHPOpMHpAT He3a0aBHO JpyruTe
IbpKaBU-wieHKH W KommucusTa 3a BCSKO pelleHHe, B3eTO BBB BPB3Ka
C TOBa, U 3a HEroBaTa O0OOCHOBKA.

Ynen 38

CraHoBHIIe HA ATreHUHUsTA

1. Axo Komucusara ormpaBu MckaHe ChIVIACHO wieH 36, maparpad 2
mwii 4nen 37, maparpad 2, AreHuusrta JaBa CTaHOBHUINE B paMKHTE Ha
120 mHM OT nmaTara, Ha KOATO CIOPHHAT BBIPOC € OWII OTHECEH 0 Hesl.

2. Ilpemm ma mame cTaHOBHILIETO CH, ATEHIUMATA aBa Bb3MOXKHOCT Ha
3asBUTENIS M, CIOpeN Cilydyas, Ha IpUTEXaTels Ha pa3pelieHueTo Ja
MpeJCTaBU MUCMEHH OCNIC)KKH B ONPEACICH CPOK, HEe Mo-Ibiabr oT 30
JTHH.

AreHnusATa MOXKE BPEMEHHO J]a NMPEKbCHE CPOKa, MOCOYEH B maparpad
1, 3a 1a MO3BOJIM HA 3aABUTENS MM HA IPUTEXATENsl HA Pa3pelieHueTo
Jla TOATOTBAT TE3U OEJEeKKH.

Ynen 39

3asgBiieHMe 32 B3aMMHO NpPH3HaBaHe OT O(GHMUHAIHHM WIH HAYYHH
oprasu

1. Koraro B mageHa IbpkaBa-wieHKa HE € MOCTHIMJIO 3asBICHHE 32
U37aBaHe Ha HAIMOHAIHO pas3pelleHue 3a Ouonuj, KOWTO Bedye e
paspelieH B Ipyra Abp)KaBa-4wieHKa, OQUIMAIHA WIM Hay4YHH OpTaHH,
KOWTO C€ 3aHHMaBaT C KOHTPOJ Ha BPEAUTEIHMTE WM C OIa3BaHE Ha
OOILECTBEHOTO 3[paBe, MOraT CBIVIACHO MpOIEAypaTa 3a B3aUMHO
Mpu3HaBaHe, MPEIBHACHA B WieH 33, U ChC CHIVIACHETO Ha MPHUTEKATENS
Ha paspelieHue OT Apyrara IbpKaBa-wieHKa, Aa IOAaAaT 3asBJICHHE 32
HAIMOHAITHO pa3pelleHre Ha ChIUsS OWOLMI, ChC ChIIaTa ynorpeba u
CBIVIACHO CHIIUTE YCJIOBHS 32 YHOTpeda KaTo BbB BBIPOCHATA JbpiKaBa-
YIICHKA.

3asBurenart TpsAOBa Aa JoKaxe, ye yrnorpebaTa Ha momobeH Ououua e B
MHTEpEC Ha ChOTBETHATA JbpKaBa-4JICHKA.

3asBIeHUETO C€ MPUAPYKaBa OT TaKCUTE, IBIDKUMH chriiacHO wieH 80.

2. Koraro KOMIIETEHTHHST OpraH Ha 3aMHTEPECOBaHATa JbprKaBa-
YJICHKa CMCTHE, 4€ 6I/IOLU/IZ["I>T OTFOBapﬂ Ha yCJ'[OBI/IﬂTa, IIOCOYCHU B
wieH 19, ¥ 4Ye ycCloBUATA IO HACTOSIIUS WIEH Ca HW3MBIHEHH, TOH
paspeliaBa NpenoCTaBsSHETO Ha Masapa W ynorpebara Ha Ouornuna. B
TO3M ClIydyall OpraHbT, NOAAN 3asBICHHETO, MMa CBIINTE NpaBa H
3aTBJDKEHUST KaTO OCTAHAUTE TPUTEXKATEIN Ha pa3peliecHue.

Ynen 40

I[Ol]'l).]IHl/ITe.]'lHl/I npaBujaa U TEXHUYECCKH YKaA3aHUA

Ha Komucwusra ce npenocraBaT npaBoMOLIUATA Aa IIpUeMa Jelerupanu
aKTOBE B ChOTBETCTBME C WieH 83, ¢ KOMTO /ia c€ yCTAaHOBSBAT JOIBJ-
HUTEJIHU MPaBUJIa 32 IOJHOBSBAHE HA Pa3peIICHUsATA, KOUTO Ca MPEIMET
Ha B3aMMHO INIPH3HABaHE.



2012R0528 — BG — 23.09.2013 — 001.001 — 49

Komucusra CbIIO Taka HU3roTBA TEXHUYCCKH YKazaHUsd, 3a Jla CC€ YJICCHU
IIpUIaraseTo Ha HaCTosdMaTa rjiaBa, U Io-CIICUalHO Ha YJICHOBE 37 u 39.

T'JIABA VIII
PASPEIIEHUA HA CBbIO3A 3A BUOLMIN

PA3JIEJT 1

H30asane na paspewenua na Coroza

Ynen 41

Pa3pemenne Ha Cnblo3a

Paspemenne nHa Cwioza, koeto e m3mameHo oT Kommcusita B CHOT-
BETCTBHE C paslopen0uTe Ha HACTOALIMA pa3fiei, € BaIUJHO B LIEJNHUS
Cpl03, OCBEH aKO HE € MOco4YeHo apyro. To maBa cChIIMTE NIpaBa U
Hajara ChIIUTE 3abJDKEHHUS BbB BCAKA JIbp)KaBa-uiIeHKa, KAaKTO HaIHO-
HAJIHOTO pa3peuieHue. 3a KaTeropuure OMOIMIN, TIOCOYCHU B 4WieH 42,
naparpag 1, 3asgBUTENAT MOXe Ja Mojaje 3asBJICHHE 3a pa3pelieHue Ha
Cpbro3a KaTo ajlTepHAaTUBA Ha II0JJABaHETO Ha 3asBJICHHE 38 HALIMOHAIHO
paspelieHrue U B3auMHO INpHU3HaBaHe.

Ynen 42

Buouuau, 3a KOUTO MoxKe 1a ObJe H31aeH0 pa3penieHue Ha Cho3a

1. 3agBuTenuTe Morar Ja TOAABAT 3asBICHUS 3a pa3pelIeHHs] Ha
Cepro3a 3a Ovouuau, Mpu KOWTO YCIIOBHATA 3a TIXHAaTa yrnorpeba ca
cxonuu B 1enust Cbrlo3, ¢ U3KIIOUCHHE HAa OWMOLUAM, KOMTO ChABpPKAT
aKTUBHHU BEIIECTBa, IMOMAJany B 00XBaTa Ha WICH 5, M C U3KIIOYCHHE
Ha Te3u OT mpoaykroBu Tumose 14, 15, 17, 20 u 21. Pa3pemenue Ha
Cnhro3a MOKe Ja ObJie MPeIOCTaBeHO:

a) or 1 cenremBpu 2013 1. 32 OHOIMIH, CHABPKAIIK €HO MU TTOBEYC
OT €/IHO HOBO aKTHBHO BEIIECTBO W OMOLUAN OT MPOAYKTOBU THUIIOBE
1,3,4,5, 18 u 19;

6) ot 1 styapu 2017 r. 3a OGuouuau OT MPOLYKTOBU THIOBE 2, 6 U 13;
KaKkTo M

B) or 1 suyapu 2020 . 32 OMOUKAM OT BCHUYKU OCTAHAIN MPOJYKTOBH
TUIIOBE.

2. Ho 1 cenremBpu 2013 r. Komwucusra HU3rorBs JOKYMEHTH C
HACOKH OTHOCHO OIIPENENICHHETO 3a ,,CXOJHHU YCIOBHA 3a ymoTpeba B
nenust Cproz®.

3. Komwucusara npencrass Ha EBpometickus mapmamenT u Ha CbBera
JIOKJIal OTHOCHO MpPWJIAraHeTO0 Ha HacTosmMs wieH 1o 31 nekeMBpH
2017 r. JokmagbT ChObpKa OIEHKAa Ha M3KIIOYBAHETO Ha MPOIYKTOBU
tunose 14, 15, 17, 20 u 21 or pa3spemenuero Ha Chro3a.

Ax0 ¢ HeoOXOAMMO, MOKIAIbT CE MPUAPYKaBa M IOIXOMISIIN Ipes-
JIOXKCHH, KOUTO Ja 6’b)laT MpueT B CBHOTBETCTBUC C O6I/IKHOB€H3.T3.
3aKOHO/IATENIHA MPOLEAYpa.
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Ynen 43

IMonaBane u BaJlMIHpaHe Ha 3asiBJCHUATA

1. 3asgBuTenuTe, KOUTO XKENaAT Ja KaHAMAATCTBAT 3a pa3pellcHUE Ha
Cnh103a B CHOTBETCTBUE C WieH 42, maparpad 1, mojgaBar 3asBiICHHE 0
AreHuusTa, BKJIIOUYUTEIHO IOTBBpXKJEHHE, ue OWOLMABT IIe KMa
CXOOHM YcCIOBHS Ha ymoTrpeba Ha Teputopusita Ha Cplo3a, KaTo
nHpopMHUpaT ATEHIHATA 32 HAaUMEHOBAHWUETO Ha KOMIIETEHTHHS OpraH
Ha JIbpXKaBaTa-wWIeHKa, KOUTO MO TAXHO NPEJIOKEHHE CleBa Ja OLEHU
3asBICHHETO, W TMPENOCTaBAT IHCMEHO TMOTBBPXKICHHE, Y€ TO3H
KOMIIETEHTEH OpraH IpHeMa Jia TO HampaBH. 103U KOMIIETEHTEH OpraH
€ OLCHSABAIIUAT KOMIICTEHTEH OpraH.

2. AreHuusta uHGOPMHUpA 3asABUTENS 32 TAKCUTE, IBJIKMMHU CHIIIACHO
uieH 80, maparpad 1 U OTXBBpIIS 3asBJICHHETO, B CIIy4ail Ye 3asBUTEIIST
He 1iaTh Takcure B pamkute Ha 30 nuu. Ts yBenomsiBa 3asBUTENS U
OLICHABAIIMA KOMIIETCHTCH OpraH 3a TOBa.

Cren noiryyaBaHe Ha TaKCHUTE, IBDKUMU cbriacHo wieH 80, maparpad
1, AreHmusara mpueMa 3asBICHHETO M YyBEAOMSABA 3asBUTEIS U
OIICHSABAIINS KOMIIETCHTEH OpraH 3a TOBa, KaTO II0OCOYBA JaTaTa Ha
IpUEMaHETO.

3. B pavkure Ha 30 AHH chel NpHeMaHEe Ha 3asABICHHETO OT
ATEHIUATA OLCHSABAIIUIT KOMIICTCHTEH OpraH BaluAWpa 3asBICHUETO,
aKko e mojajeHa HeoOxoauMaTa wH(OpMalus, nmocoueHa B wieH 20.

BnbB Bpb3Ka C BaJIUJUPAHETO, IOCOUYCHO B IIbpBaTa aJIMHEA, OLICHA-
BallUAT KOMIIETCHTCH OpraH HC IIpaBH OIICHKA Ha Ka4Y€CTBOTO WJIKM Ha
CbOTBECTCTBUCTO Ha MNPEACTABCHUTC MNaHHU WKW TOAKPCISIIMU JOKY-
MCHTH.

Cnen kato AreHUUsATa NpHEME JaJCHO 3asBJICHHE, BbB BH3MOXHO Haii-
KPaTbK CPOK OLIEHSBAIIMAT KOMIIETEHTEH OpraH MHGOPMHpa 3asBUTEIIS
3a Takcara, IB/DKHMa cbriacHo wieH 80, maparpad 2, WM OTXBBPISL
3asBJICHHETO, B Cllyyail ue Takcata Ha ObJe IuiareHa B cpok oT 30
nau. Toil yBenmomsBa 3asBUTENS 3a TOBA.

4.  Korato oneHSBamuUAT KOMIIETEHTEH OpraH CMETHE, dYe 3asB-
JICHHETO € HEeN'bJIHO, TOM yBEJOMSBA 3asBUTENA 3a JOIBIHUTEIHATA
uH(popMaIys, HeoOX0AUMa 3a OLCHSABAHE HA 3asBJICHUETO, U ONIpeess
pasyMeH CpOK 3a TojaBaHe Ha Ta3u WHQpopmaius. To3u CpoK OOHK-
HOBEHO He HajBumasa 90 IHH.

B PpaMKUTE Ha 30 JAHU CJIC€H TI0JIy4aBaHC Ha JOIBJIHHUTCIIHATA
I/IH(l)OpMaI_[I/ISI OLCHABAIIUAT KOMIICTCHTCH OpraH BaJluaupa 3asBJICHUCTO,
aKO CMCTHEC, Y€ noJgaacHara JOIBJIHHUTCIIHA I/IH(t)OpMaI.[I/IH € JocTrarTb4Ha
3a Clla3BaHC Ha HU3MCKBAHCTO, IIOCOYCHO B naparpa(b 3.

AKO 3agBUTEIIIT HE IOJaJe W3UCKBaHATAa WH(OpPMALUs B CPOK, OLEHSI-
BalllUAT KOMIIETEHTEH OpraH OTXBbpJA 3asBICHHETO U YyBEIOMsBA
3asBUTENS 32 TOBA. B TakbB ciyyail yacT OT TakcaTa, IUIaT€Ha B CHOT-
BerctBue ¢ wieH 80, maparpadu 1 u 2, ce Bb3CTaHOBSBA.

5. Crnen BanuaupaHe Ha 3asBJICHUETO B ChOTBETCTBHE C maparpadu 3
WK 4 OIEHIBAIMAT KOMIIETEHTEH OpraH He3a0aBHO yBEIOMSBA 3a TOBa
3asaBUTCIIA, AFEHLII/IHTB. U JPpYIruTe€ KOMIETECHTHU OpraHu MU I0COYBa
JaraTa Ha BaJMJUPAaHe.

6. Pemenusra Ha AreHIMsATa CbIVIACHO Maparpad 2 OT HacTOAIIUSL
9lIeH Morar ga ObJaT 00XanBaHM B CHOTBETCTBHE C 4IeH 77.



2012R0528 — BG —23.09.2013 — 001.001 — 51

Ynen 44

OuneHka Ha 3asiBJICHHATA

1. B pamxure Ha 365 nHM ciell BaIMIUPAHETO Ha JAJCHO 3asBICHUE
OLICHABAILUAT KOMIIETEHTEH OpPIaH IO OLIEHSIBAa B CHOTBETCTBUE C UIECH
19, BKIIOYMTENIHO, CHOpEZ Clydas, U BCSIKO IpPEATIOKEHHE 3a ajall-
TUpaHe Ha M3MCKBAHMATA 34 NPEIOCTaBsHE HA JaHHM, MOJAJICHO B CHOT-
BeTCTBUE ¢ WieH 21, maparpad 2, W M3Mpama JOKIAaJg 3a OLCHKATa H
3aKJIIOYCHUATA OT HCA Ha AFGHLII/IHT&.

[Ipenu na mpexncraBu 3aKIIOUYEHHSATA CH Ha ATEHIHMTA, OLEHSBAIIMSIT
KOMIIETEHTEH OpraH MpEeJoCTaBs Ha 3asBUTENSI Bb3MOXXHOCT Ja Mpe.l-
cTaBH, B paMkuTe Ha 30 THH, MHCMEHH OENeKKH O 3aKIIOUYCHHATA OT
ormenkara. [Ipm M3rOTBSHETO HAa OKOHYATETHATa OIEHKA OIEHSIBAIIMSIT
KOMIIETEHTEH OpraH Ha/JIeKHO B3eMa IMPENBUJ TE€3H OENEKKH.

2. Koraro ce oxaxe, 4e 3a M3BBPIIBAHETO HAa OLEHKAaTa € HE00-
XOAWMa JIONMBIHMTETHA HWH(OpPMAIMS, OIEHIBAIMAT KOMIECTCHTEH
OpraH HCKa OT 3asBUTENS Ja IpefocTaBU Ta3u uHpopMmamus B
paMKUTE Ha YCTaHOBEH CPOK M yBeIOMsBa AreHIHATa 3a ToBa. [loco-
yeHUAT B naparpad 1 cpox or 365 AHM BPEMEHHO CIMpa Ja Tede OT
JataTa Ha MCKAaHETO A0 JaraTa Ha MOJy4aBaHe Ha HH(pOpMAIUATA.
Bpemennoto crmmpane o6ade He HaaxBBpis obmo 180 mHU, OCBeH B
U3KIIOYUTENIHA CIy4al U KOraTo TOBa € ONpPAaBIaHO OT €CTECTBOTO HA
rorckaHata uHpopManus.

3. B pamkute Ha 180 mHU ciex moiydaBaHE Ha 3aKIIOYEHHSITA OT
OllCHKaTa ATreHUusATa W3roTBI M mpencrtaBs mpen Komucusra
CTaHOBHIIIE OTHOCHO pa3peliaBaHeTO Ha OHOIHIA.

B ciyuaii ye AreHumsATa mpenopbuBa CHOTBETHHUST OHMOIM[ Ja Oble
paspelieH, CTAHOBHUIIETO ChIbPKa HA-MaJIKO CIICIHUTE €JIEMEHTH:

a) JeKiapanys Ialy ca M3MBIHCHH YCJIOBHUSATA, YCTAaHOBEHH B WieH 19,
naparpad 1, ¥ TpoekT 3a 000OIICHHE HA XapaKTEPUCTHKUTE Ha
O6uonuzia CHIVIACHO MOCOYEHOTO B WieH 22, maparpad 2;

0) cropex ciaydas, NOJpOOHOCTH OTHOCHO YCJIOBHUSTA, KOMTO Clie/iBa J1a
Ce HAOXKaT 3a MPEeJOCTaBsSHETO Ha Ia3apa WM 3a yrnorpebara Ha
ouonuaa;

B) OKOHYATEJIHHUsS AOKJIAJ 3a OLIEHKaTa Ha OMoLMAA.

4. B cpok ot 30 nHu cien npefaBaHe Ha cTaHOBUIIEeTO cu Ha Komu-
cuara, AreHuusra mnpenaBa Ha KomucusaTa, Ha BCHYKH O(UIHATHU
esunu Ha Cblo3a, NMPOEKT 3a 00OOIIEHHWE HAa XapaKTEPUCTHUKUTE Ha
OWOIMINTE B CHOTBETCTBHE C wieH 22, maparpad 2 cropes ciydas.

5. Cnen mnomyyaBaHe Ha CTaHOBHINETO Ha AreHuusta Komucusra
npreMa WIM perJIaMeHT 3a M3IBJIHCHHE, C KONTO ce MpenocTaBs
paspemrenre Ha Cbro3a 3a OMOLHMzA, WM DPELICHHE 32 H3IIbIHEHHE, C
KOGTO ce IOCTAHOBSBA, Y€ HE C€ NPENOCTaBs paspelreHne Ha Cpro3a 3a
Ouonuna. Te3n akTOBe 3a M3IBIHEHHE CE NPHEMAT B CHOTBETCTBUE C
npolesypara Ha pasIiexJaHe, IocodeHa B wieH 82, maparpad 3.

I[lo wuckane Ha JgbpxaBa-wieHKka KomwucusitTa B3eMa pelIeHHE Ja
ajianThpa ONpeeCHH YCJOBUs Ha paspelieHue Ha Chblo3a KOHKPETHO
3a TEPUTOpUATa Ha Ta3W Jbp)KaBa-wieHKAa WIM Jla pelH, 4Ye TOoBa
paszpemicine Ha CplOo3a He ce MNpuWilara Ha TEPUTOPUATA Ha Ta3M
I'bp)KaBa-uJIeHKa, TIPU yCJIOBUE Y€ TaKOBa MCKaHE MOXe jaa Obae oboc-
HOBaHO C €HO WU IMOBEYE OT ChOOpaKEHHsTa, MOCOYEHH B wiieH 37,
naparpad 1.
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PA3NET 2

Iloonoeasane na paspewenusa na Cvioza

Ynen 45

IlonaBane u npueMaHe Ha 3asiBJICHUSA

1. 3asBnenuwero 3a MONHOBSIBaHE Ha pa3pemenne Ha Cbioza ce
rmojaBa OT NpUTEXKaTeds Ha pa3pelleHHeTO WJIM OT HEeroBo HMe [0
Arennusta noHe 550 mHM mpeau U3THYAHETO HA CPOKa Ha BAIUIHOCT
Ha pa3pelieHueTo.

3asBICHHETO Ce MNpUIApY)XaBa OT BHACSHE HAa TaKCHUTE, JABDKAMHU
cpriuacHo wieH 80, maparpad 1.

2. HpI/I NnogaBaHE Ha 3asBJICHHUC 3a IIOJHOBSBAHC 3asABUTCIIAT IMPEI-
CTaBA:

a) 6e3 nma ce 3acsra wien 21, maparpad 1, chOTBETHHTE JaHHH,
W3UCKBaHH ChINIacHO WwieH 20 W chOpaHu B mepHona cliell IIbPBOHA-
YaJHOTO pa3pelieHHe WIH, CHOpe] Cliydas, CJIeA MPEAUIIHOTO
MO/IHOBSIBAHE; U

0) olleHKa Jany 3aKIIOYCHUSITA OT MBbPBOHAYAJIHATA WM IPEAMIIHATA
OllCHKa Ha Ouomuga ocraBaT BaJlMIHM, KaKTO W  BCAKAaKBa
nH(opMaLys B MOAKpENa Ha TOBA.

3. 3asBUTEIAT npeacraBgd W HAMMEHOBAHHUETO Ha KOMIICTCHTHHA
OpraH Ha Abp)KaBaTa-4JICHKA, KOUTO 1O HETrOBO MPEUIOKCHUE CIICABA
Ja OLCHH 3asaBJICHUETO 3a IIOAHOBABAHC, MW TMPEAOCTaBsA ITMUCMCEHO
HNOTBBPKACHUE, Y€ TO3HM KOMIICTCHTCH OpraH InpueMa Ja ro HallpaBH.
To3u KoMIIeTEeHTEH OopraH € OLCHABAIIUAT KOMIICTCHTCH OpraH.

AreHuusTa nHQOpMHUpA 3asBUTEIIS 34 TAKCUTE, TBDKUMH ChIIACHO YJICH
80, maparpad 1 u OTXBBpJS 3asABJICHUETO, B CIy4all ue 3asBUTEIAT HE
miatu Takcure B pamkute Ha 30 nHM. Ta yBenomsiBa 3asBUTENS U
OLICHABAIMS KOMIIETCHTEH OpPraH 3a TOBa.

Crnen moslyyaBaHe Ha TaKCUTE, IbIDKMMHU cbritacHO wieH 80, maparpad
1, AreHmusra mnpuema 3asBICHHETO W YBEJOMsBA 3asBHTENS U
OLICHSBAIlMSl KOMIIETEHTEH OpraH 3a TOBa, KaTo IOCOYBA JaraTa Ha
MpUEMaHETO.

4.  Peumenusita Ha ATEHIUsITAa ChriacHO maparpad 3 OT HacTOSALIMS
YyjieH MoraT Ja ObJaT o0KaJlBaHM B CHOTBETCTBHE C 4jeH 77.

Ynen 46

Onenka Ha 3asiBJIEHUSITA 32 MOJHOBSIBaHe

1. Bwb3 ocHOBa Ha OlLlEHKAa Ha HalW4YHaTa MH(oOpManMi U Ha HE0OXo-
JUMOCTTa Ja C€ TIpepasrienaT 3akjilueHHsTa OT IMIbpBOHAYAIHATA
OIICHKa Ha 3asBJICHHETO 3a paspemenne Ha Cplo3a WIH, CHOPEX
ciydasi, NpPEAMIIHOTO IIOJHOBsBaHe, B pamkure Ha 30 1HH cruen
TMPUEMAHETO Ha 3asABICHHETO OT AreHIusATa CBIriIacHO wWwieH 45,
naparpad 3 OLEHSBAIIMAT KOMIIETEHTEH OpraH pellaBa i B CBET-
JMHATA Ha CHBPEMCHHHMTE HAYYHH IIO3HAHUS € Heo0XoauMma IThJIHA
OIIEHKA Ha 3asBJICHUETO 3a IOJHOBSBAHE.

2. Koraro oueHsBamMAT KOMIIETEHTEH OpraH peld, 4Ye € Heol-
XO/IMMa MBJIHA OIIEHKA Ha 3asBJIICHUETO, OI[CHKATA Ce U3BBPIIBA B CHOT-
BeTcTBHE ¢ uwieH 44, maparpadu 1 u 2.
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Korarto oneHsBauaT KOMIETEHTEH OpraH pellid, 4e He € HeoOXoauMa
IIbJIHA OLIEHKAa Ha 3asdBJICHHMETO, B pamkure Ha 180 nHM cuen
MPUEMAHETO Ha 3asBICHUETO OT AreHUHMsATa TOW W3rOTBS M IpPEICTaBs
Ha AreHuusTa IpernopbKka 3a MOJHOBsABaHE Ha paspeuieHuero. OpraHprt
MIPEeJOCTaBsl Ha 3asBUTENS KOMHE OT CBOSATA IpErophKa.

Crnen xato AreHuusTa mpueMe IaJeHO 3asBICHUE, BHB Bh3MOXKHO Haii-
KpaTbhK CPOK OLEHABALIMAT KOMIIETEHTEH OpraH MH(OpMHpa 3asBHUTEIIS
3a Takcara, ABDKHMMa chkriacHo wieH 80, maparpad 2, U OTXBBpIIA
3asBJICHHETO, B Cly4ail 4e TakCUTe He ObJaT IulaTeHd B cpok or 30
gHU. OLEeHABAIMAT KOMIICTEHTEH OpraH yBeIOMsBa 3asBUTENS 3a TOBA.

3. B pamkure Ha 180 aHM cien moilyyaBaHe Ha MpPENopbKa OT
OLICHSIBAIIIUST KOMIIETCHTEH OpraH ATEHIMATA M3TOTBS W TIPEACTaBS Ha
Komucusita craHOBUILE OTHOCHO IOJHOBSIBAHETO HAa Pa3pelICHUETO Ha
Cnro3a.

4. Cren moiyyaBaHe Ha CTaHOBHLIETO Ha AreHuusra Komucusra
mpueMa WIM perjiaMeHT 3a U3IBJIHEHHWEe 32 TMOJHOBSBAaHE Ha
paspemeHrero Ha Cblo3a 3a OMONMAA, WIM PELICHHE 32 W3IIBIHCHUE
3a OTKa3 3a IIOAHOBsBaHE Ha paspenieHnero Ha Cwro3a. Te3w akroBe
32 H3MNBJIHEHHE Ce ITpPHEeMaT B CHOTBETCTBHE C MpoIedypara Ha
pasriexxaaHe, rmocodeHa B uieH 82, maparpad 3.

Komucusita momuoBsiBa paspemenuero Ha Cpro3a, MPH TOJIOXKEHUE Ue
YCIIOBUSITA, TOCOYEHU B wieH 19, mpoabikaBaT Ja ca CIA3eHU.

5. Koraro mno TpHYMHM, HE3aBHCEIIM OT IpPUTEXaTeNsd Ha
paspemienne Ha Chro3a, HE € B3€TO PEIICHHE OTHOCHO MOJHOBSBAHETO
Ha pa3pelIeHHeTo Npear M3THIaHe Ha HeroBaTa BaduaHOCT, Komucusra
HOAHOBSABA paspemeHnero Ha Cploza 3a Cpoka, HEOOXOOMM 3a
TIPUKIIOYBAHE HAa OIEHKATa ITOCPEICTBOM aKTOBE 3a M3IBIHEHHE. Te3n
aKTOBE 32 M3IBJIHCHUE CE IPHEMaT B CHOTBETCTBHE C NPOLEXYypaTa IO
KOHCYJITUpaHe, MpelBuieHa B wieH 82, maparpad 2.

I'IABA IX

OTMAHA, IPEPA3IJIEXKJAHE U U3BMEHEHUE HA PASPEIIEHMA

Ynen 47
3agb/oKkeHHe 32 yBeJOMfIBaHe 3a HEOYAKBAHW WJIM BPEIHH
Bb3/lelcTBUS
1. Tlpu nomydaBaHe Ha WHQOPMAIMs OTHOCHO pa3pelieHHs OMOIH]T

WU CHABPKAMIOTO(MTE) ce B HETO aKTUBHO(M) BemecTBO(a), KOSATO
MOXE Jia TIOBJHs€ Ha pPa3pelleHHeTO, NMPUTESKATEIAT Ha pa3pelicHHe
He3a0aBHO YBEIOMsBAa KOMIICTEHTHHs OpraH, IpPeIOCTaBHI Haluo-
HAJIHOTO pa3pelieHne, W ATreHIusTa WIH, aKo CTaBa BBIPOC 3a
paspemenue Ha Cproza — Komucusita m AreHuusita. YBenomsiBa ce
IO-CIIEIHATHO 33 CIEAHOTO:

a) HOBH MJaHHM WIM HHGOpManus 3a BpEeIHWTE BB3ICHCTBUS HA
AaKTUBHOTO BEUIECTBO WJIM OMOLKAA BBPXY XOpaTa, IMO-CHEIUAIHO
ySI3BUMHTE TPYNH, )KUBOTHUTE WIM BbPXY OKOJIHATa Cpena;

0) maHHM, yKa3BallM IMOTEHIMala Ha aKTUBHOTO BELISCTBO Jla Mpe-
W3BUKBA PE3HCTEHTHOCT;

B) HOBU JaHHM MM HHGpOpPMAIMs, YKa3Balld, ue OHOLUABT HE €
JIOCTATHhYHO C(PEKTHBEH.

2. KowmmereHTHHAT oOpraH, W3JAajd HAIMOHAIHOTO pa3pelleHue, WIH
aKko craBa BBIIpOC 3a paspeuieHue Ha Cplo3a — AreHuMATa, MpoyyBa
JAJId CEe Hajara paspelieHHeTo Ja ObJe W3MEHEHO WM OTMECHEHO B
CHOTBETCTBHE C wieH 48.
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3. KomnereHTHHAT opraH, U3ail HalMOHAIHOTO pa3pelleHue, Wik, ako
cTaBa BBIPOC 3a paspemieHne Ha Cpro3a — ATeHIMATa, HE3a0aBHO
yYBEIIOMSIBA KOMIIETEHTHHTE OpraHM Ha JPYTHTE IbP)KABU-WIEHKH W,
criopen cayd4asi, Komucusra 3a BCHUKH TOJOOHN JaHHH WIIH WHPOPMAIINS,
KOHTO I10JTy4aBa.

KomnereHTHUTE OpraHu Ha JIbpKaBUTE-WICHKU, HM3JAJIM HAIMOHAIHO
paspelieHue 3a ChIUs OHOLUA CHIVIACHO TPOLEAypaTa 3a B3aMMHO
NpU3HaBaHe, MpOy4yBaT Jajld Ce Hajara paspelieHHeTo Ja Obae
W3MEHEHO HMJIM OTMEHEHO B CHOTBETCTBHE C WieH 48.

Unen 48
OTMsIHA WM M3MEHEeHHe Ha pa3pelleHne

1. Be3 nma ce 3acsrar pasnopendute Ha 4YieH 23, KOMIETCHTHHSAT
OopraH Ha JaJeHa JIbp)kKaBa-uJieHKa WJIM, aKo CTaBa BBIPOC 3a
paspemienne Ha Cwioza — Komucusta, mMorar mo BCSKO Bpeme [1a
OTMEHST WJIM M3MEHAT M3IAJeHO OT TIX paspelleHre, ako CueTaT, 4e:

a) YCJIOBUSTA, IIOCOYEHHU B wWieH 19, Wiy, Korato € npuiokumo, B 4WiIeH
25, He ca M3IBJIHCHHU;

0) paspelIeHHeTo € U3IaleHO B3 OCHOBA HA HEBSIpHA HUIH ITOJBEXKAAINA
uH(pOpMALUS; HITH

B) MPUTCIKATCIIAT HAa PaspClICHUCTO HE € CIa3ujl CBOUTC 3adbJDKCHUS
CBbIJIaCHO Pa3pC€HICHUECTO WM HACTOAIIUA PETIIaMCHT.

2. Korato KOMIETEeHTHHSAT OpraH WIH, aKO CTaBa BBIPOC 3a
paspemienue Ha Chroza — Komucusara, Bb3HamepsiBa Ja OTMEHU WIIH
M3MEHH MaZieHO pas3pellieHue, TOHW/TS yBeIoMsBa IpPHUTEXaTesls Ha
pa3pelleHHeTo 3a TOBa, KaTo My IIpeloCcTaBsi BB3MOXKHOCT J1a
IpeICTaBU OCNEeXKH WM AONBIHUTENIHAa MHGOpPMAalMsi B PaMKHUTE Ha
ompeneseH cpok. IIpu B3eMaHe Ha OKOHYATEIHOTO CH pEIICHHE OLEeHS-
BallIMAT KOMIIETCHTEH OpraH WMJIM, aKkO CTaBa BBIIPOC 3a pa3pelieHUe Ha
Cpro3a — Komucusra, HaaIe)KHO B3eMa NMPEABUI TE3U OCIIEIKKH.

3. Koraro KOMIETEHTHHAT OpraH WIH, aKO CTaBa BBIPOC 3a
paspemienne Ha Cpioza — Komucusara, OTMEHH WIH H3MEHH
paspelieHue B CHhOTBETCTBHE C maparpad 1, TOWH/TS yBemoMsiBa
He3a0aBHO MPUTEKATEINST Ha Pa3pelICHUETO, KOMIIETCHTHUTE OpPTraHd Ha
IOPYTUTE ABPIKABU-WICHKH W, Criopex ciydvas, Komucusra.

KoMnereHTHHUTE OpraHy, M3AIN pa3pelieHns] ChINIAcHO Mpoleaypara Ha
B3alMHO IPU3HABaHE 32 OUOLU/IH, 32 KOMTO Pa3peIIeHUEeTO € OTMEHEHO WIN
U3MEHEHO, B paMkuTe Ha 120 IHH OT HOTU(UKALUATA CHOTBETHO OTMEHSIT
WM M3MEHST pa3pellieHusITa 1 yBegomssar Komucusita 3a ToBa.

B ciyuail Ha Hecbhriaacue MexAy KOMIIETEHTHHUTE OpPraHM Ha HIKOU
IbPKABU-WIEHKM  OTHOCHO  HAIlMOHAJHMTE  Pa3pelleHHs, KOUTO
MOJJIEKAT HA B3aHUMHO IIPU3HABAHE, NIPEABUACHUTE B 4ieHOBE 35 u 36
IpOLENypH ce NpwiaraT mutatis mutandis.

Ynen 49

OTMsiHA Ha pa3pellileHHe M0 WHCKAHe HAa MPHUTeXATedsi Ha
pa3penieHHeTo

[Tpu MOTHBHpPAHO UCKAaHE OT PHUTEKATENS HA pa3perieHNe KOMIIETSHTHUST
OpraH, U3Ja1 HallMOHAJHOTO pa3pelleHNe WiK, B CIy4ail Ha pa3pelieHue Ha
Crio3a — Kommcusita, oTMeHs1 paszpenieaneTo. B cioydaii ye mckaneto ce
OTHacs 3a pazpelenue Ha Cblo3a, TO ce oflaBa 4O ATeHIUATA.

Ynen 50

H3veHeHne Ha pa3spelieHHe M0 HCKAHe HA MNPHUTEXATedsl Ha
pa3penieHHeTo

1.  V3meHeHHs B yCIOBHUSITA Ha Pa3pelIEHHETO CE BHACSAT SAUHCTBEHO OT
KOMITETEHTHHSI OpraH, KOWTO € U3/1aJl pa3pelIeHHETO 3a BBIPOCHUS OHOLIU,
WJIH, aKO CTaBa BBIPOC 3a pasperienne Ha Crio3a — ot Komucusra.
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2.  Ilputexarten Ha paspelieHHe, KOWTO HMCKa Ja NpOMEHH HH)Op-
Malus, IOJaJeHa BBB BPB3KA C IIBPBOHAYAIHOTO 3asdBICHHE 3a
paspelmieHne Ha OWolMIa, TOJaBa 3asBICHME JIO KOMIIETEHTHHTE
OpraHd Ha CBOTBETHUTE IbPKABU-WICHKH, KOHUTO Ca DPa3pellnid
BBIIPOCHUS OMOLMJ WM, aKO CTaBa BBIPOC 3a paspelieHue Ha Cbro3a
— 10 Arennusara. Te3n KOMIETEHTHM OpPraHM pellaBat, WM, ako cTaBa
BBIPOC 3a paspemeHue Ha Cpro3a — AreHuusra IpoBepsBa, a
Komucusra pemaBa ganu yciaoBHATa ChINIACHO wieH 19 mimM, xorato e
IIPUJIOKUMO, CBIVIACHO YieH 25, NpOoAbKaBaT Ja ca CHa3eHU U Jajlu
yCIOBHUSITA Ha pa3pellieHHeTo Tpsa6Ba Aa ObJaT U3MEHEHH.

3asBICHHETO Ce MPUIpPYKaBa OT TAKCUTE, IBIDKUMHU ChIriaacHO wieH 80,
naparpadu 1 u 2.

3. l3meHenme Ha CBHIIECTBYBAIIO pa3pelIeHHE TMOMaZa B €AHa OT
CIIEIHUTE KAaTETOPUH TPOMEHHU:

a) aJMUHHUCTPAaTHBHA IPOMSHA;
0) He3HaYWTEJIHA NMPOMSHA; WIH

B) 3HAYUTECJIHA IIPOMsHA.

Ynen 51

Ioapo6un npasunia

C ormen ocurypsBaHe Ha ChIJacyBaH IOJXOJ| IO OTHOIICHHE Ha
OTMsIHATA M WM3MCHCHHETO Ha paspeureHusita Kommucusara omnpenens
moApoOHU TIpaBMIiIa 3a MpUIIaraHeTo Ha wieHoBe 47—50 mocpencTsoM
aKTOBE 3a M3MbJIHEHHe. Te3W aKkToBe 3a W3MBJIHCHHE Ce MpUeMaT B
CBOTBETCTBHE C IMPOLEAYypaTa Ha pas3rieKIaHe, [MOCOYCHA B WieH 82,
naparpad 3.

ITocouenure B IbpBaTa aJIMHESA OT HACTOALIMA YJICH IpaBuja C€ OCHO-
BaBaT, Hapel € APYroTo, Ha CICAHMTE IPHHIIUIIN:

a) 3a aIMHUHUCTPATHBHHU MPOMEHH Ce MpHJjiara OlpoCTeHa MpoIeaypa 3a
HOTU(UKAINS;

6) 3a HC3HAYUTCIHHU IIPOMCEHU CC€ ONPEACiid CBHKPATCH CPOK 3a OLICHKA,

B) B CJIy‘IafI Ha 3HAYUTCIHU NPOMEHU CPOKHBT 3a HU3SBBPUIBAHC Ha
OLICHKa € MPOIIOPIHUOHAJICH Ha Mama6a Ha npeajiaraHara rnpomsHa.

Ynen 52

IIpexonen nepuon

HezaBucumo ot paznopendute Ha wieH 89, KOTraTo KOMIICTCHTHHST
OpraH WY, ako CTaBa BBIPOC 3a OMOLUJ, pa3pelleH Ha pPaBHUILETO
Ha Cproza — Komucusta, OTMEHM WINM HM3MEHHM JAJCHO pa3pelleHHe,
WK Pelld 1a He TO IIOJHOBSBA, TOW/TS MPEJOCTaBs MPEXOAeH MEPHOJ 3a
o0e3BperkiaHe, MpPeAoCTaBsHE Ha Ia3apa M yHoTpeba Ha CBILECTBY-
BaIllUTE 3allacH, OCBEH aKO NPOIbKaBalllOTO MPEJOCTaBsIHE Ha Iasapa
uu ynorpeda Ha 6uonuaa Ouxa IpeacTaBiIiBall HENPUEMIIUB PHCK 3a
3/IpaBETO Ha XOpaTa, 3APaBETO Ha XKMBOTHMUTE WM 3a OKOJHATa Cpeja.

[Ipexonnusar nepuon He HaaAxBBpAs 180 AHM 3a TpegOCTAaBIHETO HaA
ma3apa ¥ JOITBIHATENEH MakcuMaineH cpok ot 180 muHu 3a 06e3Bpex-
JaHeTo W yrnorpebara Ha ChIIECTBYBAIUTE 3alacH OT BBIPOCHUTE
OUOLIUIHN.
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T'JIABA X
IMAPAJIEJTHA THPI'OBHA

Ynen 53

ITapanesHa Thpropus

1.  KowmmereHnteH opran Ha abpkaBa-dieHKa (,Jbp)KaBaTa-4JeHKa Ha
BbBEXJaHe) JaBa, IO KMCKaHE Ha 3asBUTENS, pPa3pEIIUTE]IHO 32
napajeiqHa THProBUs C AaZeH OMOLUA, KOWTO € paspelieH B JApyra
IbpXKaBa-wieHKa (,,Jbp)KaBaTa-wIeHKa Ha TMPOM3XOA'‘), 3a Ha Obae
OpejiaraH Ha TIasapa M ynoTpeOsBaH B JIbpkaBaTa-djeHKa Ha
BBBEXK/AHE, aKo TIPEeleHH, B CHOTBETCTBHE ¢ maparpad 3, de
OuoLuABT € HAEHTHYEH ¢ Ououun, KOHTO Beue € paspelieH B
Jbp)KaBaTa-4JICHKa Ha BbBEXIaHE (,,peQEepeHTHHAT MPOIAYKT ).

3asBUTENAT, KOHTO Bb3HaMepsBa Ja IyCHe OWouMIa Ha Maszapa B
J'bp>KaBaTa-4JIeHKa Ha BBbBEXKIAHE, 110/1aBa 3asBJIECHUE 3a Pa3pELIMTEIHO
3a mapajesgHa ThPTOBHs 10 KOMIIETEHTHHUS OpraH Ha JbpKaBaTa-4JeHKa
Ha BBHBEKIAHE.

3asBIEHHETO ce IpUApY)KaBa OT IOcoyeHaTa B maparpad 4
uH(popMmalsd U OT BCAKakBa Jpyra uHpopMalus, HeoOXoauma jaa ce
JOKaxe, dYe OHOIMIOBT € HICHTHYeH C pedepeHTHUs MPOAYKT,
CBIJIACHO OIpeJeleHueTo B maparpad 3.

2.  Korato KOMIETEHTHHAT OpraH Ha Jbp)KaBaTa-wieHKa Ha
BBBEXKIAHE TMPEIECHHU, Y€ JaJeH OWOIM] € HIACHTHUEH C pedepeHTHHS
MPOAYKT, TS JIaBa Pa3pelIMTENHO 3a MapajieiHa ThbProBHUs B PAMKHUTE Ha
60 mHUM cren Moy4YaBaHEe HAa TaKCUTE, IBIDKUMH cbhrimacHOo wieH 80,
naparpad 2. KomnereHTHHAT oOpraH Ha Jbp)KaBaTa-4ieHKa Ha
BBBEXKIAHE MOXE Ja M3UCKA OT KOMIICTCHTHHS OpraH Ha JIbp)KaBaTa-
YJIeHKa Ha MPOU3XO0J JOIMBIHUTEIHA HH(pOpMaIus, HeoOXoauma Ja ce
omnpeneNd Jali TNPOAYKTBT € HICHTUYCH C pedepeHTHHS NPOIYKT.
KomrereHTHUAT OopraH Ha JbpikaBaTa-4JCHKA Ha MPOM3XO]] MPEAOCTaBSs
M3UCKBaHaTa uHpopMmauus B pamkure Ha 30 IHU ciel Mojy4aBaHE Ha
HCKaHETO.

3. agmen Ouommpa ce cuMTa 3a WACHTHYEH C pe)epeHTHHS IPOTYKT
€IMHCTBEHO aKO € M3IIBIHEHO BCSAKO OT CJICIHHUTE YCIIOBHS:

a) MPpOU3BCACHN Ca OT €4Ha MW ChbIla KOMIIaHWUA, OT aCOOMUPAHO IIPECIa-
NpuATHE WIKM 110 JHUIOEH3 B CBOTBETCTBHC C €IWH W CBbI]
MPOU3BOACTBEH IIPOLECC,

6) UMaT UIEHTHYHA cHelu(UKaMi U ChABbPKAHHE IO OTHOLICHHE Ha
aKTUBHUTE BEIIECTBA, KAKTO W Ha BHAA (hOPMyIAIlHs;

B) €JHAKBHM Ca 110 OTHOIICHHWEC HAa HCAKTUBHUTEC BCIICCTBA B ChCTaBa CH,
KaKTO U

F) CIHAKBH Ca WIM Ca CKBUBAJCHTHU II0 OTHONICHHUEC Ha pa3Mepa,
Marepuajia ujin (bopMaTa Ha OIIaKOBKara, € OIJICJ Ha IMOTCHIHATHOTO
BpPEAHO BB3JIEUCTBUE BBpPXY 0e30IacHOCTTa Ha npoayKTa 3a 34paBETO
Ha Xopara, 34paBC€TO Ha JXMBOTHUTEC WJIM 3a OKOJIHaTa Ccpcla.

4. 3asBneHWeTO 32 W3JAaBaHE HA pa3pEIIMTENHO 3a TapaieiHa
TBPrOBUS ChIbpPKA clelHaTa WHPOPMALUSI U €JICMEHTH:

a) HaUMCHOBaHMEe Ha OWolMIa W HOMEp Ha pa3peuicHHETo B
JbprKaBaTa-WwICHKa Ha MPOH3XO;

0) uMe W azpec Ha KOMIIETCHTHHUS OpraH B Jbp)KaBaTa-wiIeHKa Ha
MIPOU3XO0JI;

B) M€ M aJpec Ha MpHUTEXKaTelld Ha pa3pelIeHHETO B JIbp)KaBaTa-
YIEHKa Ha MPOM3XOL;
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I) OpUTHHAJIEH €THUKET U YKa3aHMs 3a ynorpeba, ¢ KOUTO OMOLUABT ce
pasnpocTpaHsBa B AbpKaBaTa-wieHKa Ha IPOU3XOA, aKO TOBa Ce
CUMTa 3a HEOOXOAMMO 3a Da3rIekKIAaHETO OT KOMIETCHTHUS OpraH
Ha JbpiKaBaTa-4IeHKa Ha BbBEXKIAHE;

,E[) HME U aJpeC Ha 3adABUTCIIA;

e) HanMCHOBAaHHUEC, KOCTO IIC ObJle MaJieHO Ha OWonuaa 3a pasnpocTtpa-
HCHHUETO MY B ObpKaBaTa-4JICHKa Ha BBBCKIAHE,

)K) IMPOCKT 3a €TUKET Ha 61/10111/11121, NpE€AHA3HAYCH 3a IMMPEAOCTABIHETO Ha
naszapa B AbpiKaBaTa-4JICHKa Ha BBBCKIAHE, Ha O(i)I/II_[I/IaJ'IHI/Ifl €3UK
I Ha O(I)I/IL[I/IaJIHI/ITC €3MU Ha AbpiKaBaTa-4JICHKA Ha BBBCKIAHE,
OCBCH aKO Ta3uW AbpiKaBa-4JICHKAa HEC € IIpCABHUAUIIA APYTO;

3) MocTpa Ha OuWoIMga, KOHTO € TpenHa3HaueH 3a BBBEXKIaHE, aKo
KOMITETEHTHHAT OpPTraH Ha IbpkaBaTa-wieHKa Ha BBBEKIAHE CUMTA
TOBa 3a HEOOXOIMMO;

1) HaMEHOBAaHUE Ha peQEepeHTHUs NPOAYKT U HOMEP Ha Pa3peIIeHUETO
B JbpKaBaTa-4JIe€HKA Ha BbBEXKJAHE.

KomnereHTHUST opraH Ha Abp)KaBaTa-wieHKa Ha BHBEXKIAHE MOXE Ja
M3UCKa TPEBOI Ha CHOTBETHATA YacT OT OPUTHMHAJHUTE yKa3aHWs 32
ynotpeba, mocoueHu B OykBa T).

5. Paspemenuero 3a mnapajenHa TBProBUSl TOCTaHOBSBA CBIINUTE
YCIOBHUS 32 MNpENOCTaBsSHE Ha Iazapa W 3a ymorpeba Karo Te3du OT
pa3penieHueTo Ha peepeHTHHS MPOIYKT.

6.  PaspenieHueTo 3a mapaieiHa THPrOBUs € BaJHMIHO 33 CBHUIUS CPOK,
32 KOMTO € BaJlMOHO pa3pelICHHETO Ha pedepeHTHHs MPOLYKT B
IbpKaBaTa-uWICHKA Ha BbBEXKIAHE.

AKO TIpUTEXATeNAT Ha paspelieHue 3a pedepeHTEH MPOIYKT IO/
3asBJICHHE 32 OTMSHA Ha pPa3pelIeHHeTO B CHOTBETCTBHE ¢ WieH 49 u
aKO HM3UCKBAaHMATA Ha wieH 19 mponbipkaBaT Ja ca CHA3eHU, BaJIW[-
HOCTTa Ha pa3pemuTeIHOTO 3a IMapajielHa THPrOBUS M3THYa Ha
Jarara, Ha KOSTO HOPMAaJIHO OW M3TEKbJ CPOKBT Ha pa3pelIeHHEeTO Ha
pedepeHTHUST TPOAYKT.

7.  Be3 ma ce 3acsraT CIEIMAIHUTE Pa3nopea0U Ha HACTOSIIHS YJICH,
uneHoBe 47—50 u rmaBa XV ce mnpunarar mutatis mutandis 3a
Ovouuay, TpeUlaraHd Ha Ta3zapa CHIVIACHO Ppa3pelieHHeTo 32
rapajesgHa ThProBusl.

8. KOMMOETeHTHHAT OpraH Ha Jbp)KaBaTa-wICHKA Ha BBEKIAHE MOXKE
Ja OTTerI JAaJCHO paspelieHHe 3a MapajeinHa TbProBHs, akKo
pa3penIeHNeTo 3a BBBEACHHS OWOLMI OBblIE OTTEINIEHO B IIbpKaBaTa-
YJIeHKa Ha MPOM3XOJI OT ChOOpaXKeHHUs 3a 0E30IaCHOCT WK e(hUKACHOCT.

TJIABA XI

TEXHUYECKA PABHOCTOMHOCT

Ynen 54

OueHsiBaHe HA TEXHUYECKATa PaBHOCTOIHOCT

1. Koraro e HeoOXoauMO Ja ce YCTAaHOBHM TEXHMYECKAaTa pPaBHO-
CTOWHOCT Ha aKTHBHH BEIIECTBA JIMIIETO, KOETO JKellae Ja yCTaHOBU
TakaBa pPaBHOCTOWHOCT  (,,3asBUTENAT), TOJaBa 3asBJICHHE [0
AreHuysgTa W 3amiaiia ChbOTBETHHTE TaKCH B ChOTBeTCcTBHE ¢ uieH 80,
naparpad 1.

2. 3asBUTENAT npeaocCTtaBsl BCUYKU HaHHU, U3UCKBAHU OT AFCHHI/IﬂTa
3a OLICHABAHC Ha TCXHHUYCCKaATa paBHOCTOﬁHOCT.
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3. Arenuusra uHGOpPMHUpA 3aBUTENA 32 TAKCUTE, IBIKUMH CHITaCHO
unen 80, maparpad 1 ¥ OTXBBPIIS 3asBICHUETO, B CIIydail ye 3asBHTEIST
He IulaTH Takcute B pamkuTe Ha 30 nuu. Ts yBemomsiBa 3asBUTENS U
OLICHSBAILlMSl KOMIIETEHTEH OpraH 3a TOBa.

4. Crnen xaro Jazne BB3MOXKHOCT Ha 3asBUTENS Ja IPEJCTaBU
Ocnexxku, AreHuusTa B3eMma peuleHHe B pamkuTe Ha 90 nHU cuen
npueMaHe Ha 3asBICHHETO, IMOCOYeHo B maparpad 1, m ro choOmasa
Ha JIbP)KaBUTE-WICHKU U Ha 3asBHUTEIIS.

5. Koraro cnopen AreHuusTa € Heo0XOAWMAa  JOMBIHHUTEIHA
vHpoOpMalUs 3a OICHSIBaHE HA TEXHUYECKaTta pPaBHOCTOWHOCT,
AreHIHUATa MCKa OT 3asiBUTENS Aa NPENOCTaBU TakaBa MHpoOpManus B
CpOK, ompeeieH OT ATeHIUSTa. ATCHIHATA OTXBBPIS 3asBICHHUETO,
aKo 3asBHUTEIIAT HE NpeAaje NONbIHHUTENIHATa WHPOpPMalus B ONpe-
enenust cpok. [locouenust B maparpad 4 cpok or 90 gum crnupa naa
Te4e OT JaraTa Ha OTIPaBsSHE HAa HMCKAHETO JI0 JaraTa Ha I0JyYyaBaHe
Ha uH(popmanusaTa. Crnimpanero He HaaAxBbpiis 180 qHM, OCBEH aKko HE €
OIpaBAaHO OT €CTeCTBOTO Ha ITOWCKAHUTE JAaHHU WIH TPH H3KIIO-
YUTEJIIHU OOCTOSITEJICTBA.

6. Tlpu HeoOXOmUMOCT ATeHIMATa MOXE Ja C€ KOHCYJITHpa C
KOMIIETCHTHUSI OpraH Ha Jbp)KaBaTa-4iICHKa, KOWTO € JeicTBal B
KaueCcTBOTO Ha OICHABAll KOMIIETEHTEH OpraH 3a OIleHKaTta Ha
AaKTUBHOTO BELIECTBO.

7. Pemenusita Ha AreHiusATa cbriuacHo maparpapu 3, 4 u 5 ot
HACTOSIIHS WIEH MOTaT Aa ObJaT 00XaIBaHHU B CHOTBETCTBUE C WIEH 77.

8. AreHuusTa I/I3pa60TBa TCXHUYCCKH YKa3aHUsd, 3a Ja YJIICCHU
MpUIaraHeTo Ha HACTOALIUA YJICH.

I'JIABA XII

JEPOTALIIH

Ynen 55

Jleporanusi oT M3UCKBAHUATA

1.  Upes meporauusi oT pasmnopendoure Ha wieHoBe 17 u 19 xommer-
SHTHHAT OpraH MOXKE Ja pa3peld 3a CPOK, He MOo-Abiabr oT 180 mHH,
MPEJOCTaBSIHETO Ha Maszapa Wid yrnorpebara Ha OWOLWA, KOWTO He
M3MBJIHSABA YCIOBHATA 3a H3JaBaHe Ha pa3pellieHHe, YCTaHOBEHH B
HACTOSAINMS PErJIAMEHT, 3a OrpaHMYeHa W KOHTPOJHMpaHa ymortpeoda,
MO HaA30pa Ha KOMIIETEHTHHS OpraH, aKko TakaBa MsApKa € HeoOXoauMa
MOpaji OMACHOCT 32 OOIIECTBEHOTO 37paBe, 3[PABETO Ha JKUBOTHUTE
WIM 32 OKOJHATa Cpela, KOSITO HE MOXe Ja ObJe OrpaHdHyYeHa o
IpyT HAa4HH.

KomnereHTHUST oOpraH, TIOCO4YeH B IbpBa aiuHes, He3a0aBHO
yBEIOMsBAa JpyruTe KOMIETeHTHH opraHu u Kommucusra 3a cBOETO
JeficTBUe M 32 OCHOBaHMATAa 3a Hero. KOMIETEeHTHUST opraH
He3a0aBHO YBEIOMsBa OPYIMTe KOMIICTEHTHH oprand u Komucusara 3a
OTMsHATa Ha TaKoBa JeiicTBUE.

B3 ocHOBa Ha O000OCHOBAaHO MHCKaHE OT KOMIIETEHTHHMS OpraH
Kowmmucusra pemaBa He3a0aBHO M MOCPEICTBOM aKTOBE 3a M3ITBIHEHHE
Janld W IOpU KakBU YCIOBUS JAEHCTBUETO, IPENIPHETO OT TO3U
KOMIIETEHTEH OpraH, MoXe Ja ObJe MPOABIDKEHO 3a CPOK, HE IIo-
aerer oT 550 mum. Te3n akToBe 3a M3IBIHEHHE Ce IPHEMAT B CHOT-
BETCTBUE C IpolLeAypaTa Ha pasIiekJaHe, IocoueHa B 4ileH {2,
naparpad 3.
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2. Upes peporamus oT pasnopeadbure Ha wieH 19, naparpad 1, Oyksa
a) W JIOKAaTO JaJICHO aKTHBHO BEUIECTBO HE ObJe 0J0OPEHO, KOMIET-
eHTHHUTe opraHu W Kommcusita Morar aa paspeliaBar 3a CpOK, HE MO-
IOBIIBI OT TPH TOAMHH, NPEAOCTABSIHE OUOLM, ChABPIKAIL HOBO AKTHBHO
BEIECTBO.

TakoBa BpeMEHHO pa3pelieHne MoXe Ja Ob/e M3JaJeHO CaMo aKo Clex
OllcHKa Ha JOCHeTaTa B CBOTBEICTBHE C WICH 8§ OLCHABAIIUAT
KOMIICTGHTCH OpraH ¢ MpeICTaBWII Mpernopbka 3a ox00psiBaHe Ha
HOBOTO aKTHBHO BEIIECTBO M KOMIIETEHTHHTE OPraHH, MONYYHIH 3asB-
JIEHHETO 3a BPEMEHHOTO pa3pellieHHe, WIH, aKo CTaBa BBIPOC 3a
BpeMeHHO pa3pemieHne Ha Cpro3a — ATEHIUATa, MPEIeHsT, 4Ye ce
OYakBa, uYe OWOUUIBT OTroBaps HAa W3UCKBaHUATA 1O wWieH 19,
naparpad 1, OykBu 0), B) U T), KaTO CE€ B3eMAaT MPEABUI TMOCOUYCHUTE
B wieH 19, nmaparpad 2 ¢akropu.

Axo Kommcusara pemn na He 0X00pHM HOBOTO AKTHBHO BEIIECTBO,
KOMIIETEHTHUTE OPraHU, MPEAOCTABUIM BPEMEHHOTO pa3pelleHHe, WU
Komucusara oTMEHAT TOBa paspelicHHE.

Koraro npu ustnuyane Ha TpuroaumHzus cpok Komucusta Bce orie He €
Ipuena pelleHue 3a omoOpsBaHe HAa HOBOTO AaKTUBHO BEILECTBO,
KOMIIETCHTHUTE OpraHd, W3JaJd BPEMEHHOTO paspelleHue, WiIn
Komucusara Morar na yabiKaT CpOKa Ha BPEMEHHOTO pas3pelleHHe 3a
TIepPHOJI, HE MO-ABJIBI OT €[Ha TOJWHA, IIPU YCIOBHE Y€ MMa CEPUO3HM
OCHOBAHHS J1a C€ CMSTa, Y€ aKTUBHOTO BEILIECTBO 1€ OTrOBaps Ha YCIO-
BUSTA, NIPEABUACHN B WwieH 4, maparpad 1, wim — cropeq ciaydas — Ha
yCIIOBHATA IO WieH 5, maparpad 2. KoMImeTeHTHUTe OpraHy, YIbIKHINA
CpOKa Ha BPEMEHHOTO pa3pelleHHe, YBEIOMSBAT 3a TOBa JAPYIHTE
KoMmIeTeHTHU opranu u Kommucusra.

3. Upes meporaunus ot uneH 19, maparpad 1, Oyksa a) Komucusra
MOK€ TOCPEACTBOM aKTOBE 3a M3IIBIHEHHE Ja IIO03BOIHM HA JbpKaBa-
YJIeHKa pa3pellaBaHeTO Ha OMOLUA, ChAbPXKAIL aKTHUBHO BEIIECTBO,
KOeTO He € 0J00peHo, MpH yCIOBHE Ye TOBAa aKTHBHO BEIIECTBO € OT
BaXXKHO 3HA4YEHHME 3a ONAa3BaHETO Ha KYITYpHOTO HACIEACTBO M HE
CBILECTBYBAT MOAXOMAAILIM AITEPHATUBU. 1€3M aKTOBE 3a W3IbIHEHHE
ce IMpHeMaT B CHOTBETCTBHE C ITIPOLEAypaTa MO KOHCYITHpaHe, Mpen-
BusieHa B wieH 82, maparpad 2. JIbpxaBa-wieHKa, KOATO XKejlae Ja
HONydrd TaKaBa Jeporamus, IofaBa 3asBieHHme 10 Kommcnsara wu
IIPEACTaBs HaJIEXKHA OOOCHOBKA.

Ynen 56

Hay4ynou3sciienoBaresicka M pa3sBoiHa JeiHOCT

1.  Upes geporanusi oT wieH 17 ONUT WIM U3MUTBAHE 3a IEUTE HA
Hay4yHOM3CJIEZIOBATeJICKa WM pa3BOMHA JEWHOCT, IIpH KOHUTO C€
M3M0JI3Ba Hepas3pelieH OWOIWA WM HEeoJ00peHO AaKTHBHO BEIIECTBO,
NpeHAa3HAYeHO M3KJIIOYUTENHO 3a H3I0J3BaHe B Ououup (,,OMUT WIN
M3NMTBaHE ), MOraT Ja ce NPOBEXKAAT EAMHCTBEHO IPU YCIOBHATA,
OIIpe/ICICHH B HACTOSIIHS YICH.

Jlumara, KOMTO M3BBPIIBAT ONWUT WM H3MUTBAHE, CBCTABAT W
MOAABP/KAT NHCMEHA JOKyMEHTAalHMsA, IOCOYBalla HMICHTUYHOCTTa Ha
Ouonuia MIM aKTUBHOTO BEIECTBO, JAHHUTE Ha ETUKETHTE, J0CTa-
BEHUTE KOJIMYECTBA M HMEHATa M aApPECHTe Ha JMLATa, KOWTO
HojlyyaBaT OuoLUJa MIM AaKTUBHOTO BEIIECTBO, U U3LOTBAT JIOCHE,
ChABPIKAIIO BCHYKH HAIWYHH HAaHHH OTHOCHO BB3MOXKHHTE e(eKTH
BBPXY 34paBeTO Ha XOpaTa MM Ha JKMBOTHHTE WIM OTHOCHO
BIMSTHUETO BBPXY OKOJHATa cpena. Te MmperocTaBAT Ta3uw MHoOpManus
Ha KOMIIETEHTHHUS OpPIaH IIPH IOMCKBaHE.
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2. Bcesko iume, KOETO Bb3HaMepsBa Ja U3BBPIIM ONUT WIN
M3NHATBaHE, KOETO BKIIOYBA WM MOXE Ja IOBEAe 10 OTACIHSIHE Ha
OuoLu B OKOJIHATA Cpela, MPEIBAPUTEIHO YBEIOMSBA KOMIIETEHTHUS
OpraH Ha [bP)KAaBaTa-WwIEHKa, B KOATO IIE€ CE U3BBPIIN ONUTHT HIH
U3IUTBAHETO. YBEJOMIIEHHETO BKIIOUBA HIEHTUYHOCTTA Ha OHoLUAa
WIN aKTUBHOTO BEIIECTBO, JAHHHUTE 3a €TMKETHPAHETO U JOCTaBEHUTE
KOIIMYECTBA M BCHYKH JAHHHM HA PA3IOJIOKEHHE OTHOCHO BB3MOXKHOTO
Bb3/IeiCTBHE BBPXY 3/ApaBETO HAa XOpaTa WJIM Ha >KUBOTHUTE, WIU
OTHOCHO BB3JCHCTBHETO BBPXY OKONHaTa cpema. CHOTBETHOTO IHIIE
IpefocTaBsd Ha PaA3MONOKCHUE HAa KOMIIETEGHTHUTE OpraHU BCsKa
MoKMCKaHa WHQPOPMAIHS.

[Ipn numca Ha cTaHOBHUINE OT KOMIETEHTHHS OpraH B paMKuTe Ha 45
IHU cJell IMOCOYEHOTO B IbpBa allMHEs YBEIOMJICHHE ONIWUTHT WM
M3IHUTBAHETO, 32 KOUTO € YBEJIOMEHO, MOraT Ja ObJaT M3BBPIICHH.

3. AKO ONMUTHT WM M3NIHUTBAHETO OWM MOIJIO Ja MMa BPEOHO BB3JCH-
CTBHE, HE3aBHCHUMO JaJlHM HEIOCPEICTBEHO WM 3a0aBEHO, BBPXY
3/IpaBETO Ha XOpara, 0COOEHO BBPXY YSI3BHUMHUTE T'PYIH, WU 3/IPABETO
Ha XKMBOTHHUTE, WJIM HENPHUEMJIMBO BPEIHO BB3JCHCTBHE BBPXY XOpara,
JKUBOTHUTE WJIM OKOJHATa Cpeja, ChbOTBETHHAT KOMIIETEHTEH OpraH Ha
3apHTEpecOBaHaTa Abp)KaBa-4jeHKa MOXe Ja ro 3a0paHu WIM Ja To
pa3penIy pH yCclIOBHUs, KOUTO TOH CMsTa 32 HEOOXOANUMH 3a IPEJOTBpa-
TABaHE Ha Te3W mnocneauud. KomnereHTHHAT opraH He3a0aBHO
yBenomsaBa Komucusata M [ApyruTe KOMIIETEHTHH OpPTaHH 3a CBOETO
pelieHue.

4. Ha Komwucusita ce mpenocTaBsT IpaBOMOLIMATA J1a MpHeMa Jielie-
TUPaHN aKTOBE B CHOTBETCTBHUE C WIEH 83 OTHOCHO OIpENeIsIHeTO Ha
MOJPOOHHU TMpaBHJA, MOMBJIBAIIMA HACTOSIINS YJICH.

Ynen 57

OcBoGox1aBaHe oT perucrpanus cbriacio Pernament (EO)
Ne 1907/2006

B JonbiHeHHE KbM aKTUBHHTE BEIISCTBA, MOCOYCHH B wWieH 15,
naparpad 2 ot Permament (EO) Ne 1907/2006, akTUBHHTE BEILECTBA,
TPOU3BEICHH WM BHECCHH C 1€ U3MOJI3BaHE B OHOLWAW, YHETO
MyCKaHe Ha Ia3zapa € pa3pelieH0 B CHhOTBETCTBHE C wieHoBe 27, 55
i 56, ce CUMTAT 32 PETHCTPHPAHH, a PETUCTpalHsiITa UM — KaTo
3aBbpINEHA, C IIe7 MPOM3BOACTBO MJIM BHOC 3a W3MOJI3BAaHE B OHOIMIM,
7 CIIEIOBATENHO CE PA3reKAaT KaTo OTTOBapsIIM Ha W3UCKBAHUSATA Ha
nsu1 11, tmaBu 1 u 5 ot Permament (EO) Ne 1907/2006.

TJIABA XIII
TPETUPAHU U3JIEJIUSA

Ynen 58

IyckaHe Ha ma3apa Ha TPETHPAHH H3IEJHS

1. Hacrosmmar wieH ce Npuwiara H3KIIOYUTEIHO 3a TPETHPaHU
u3zenus, Kouto He ca Owouunu. Toil He ce mpuiara 3a TpeTHpaHU
U3JeNus, TPU KOUTO EOUHCTBEHOTO WU3BBPLIEHO TpPETHpaHEe €
ONyIIBaHE WM AE3WH(EKIHs Ha IOMEIICHHATA WM KOHTEHHEpHUTe,
U3IOJI3BAaHKU 32 CBhXPAaHEHHE MM TPAHCIOPT, U KOraTo HE CE OYaKBa
ClIe]l TOBA TPETHpaHE J1a OCTAHAT OCTAThbYHM BEILECTBA.
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2.  TperupaHo u3menue He ce Nycka Ha I1a3apa, OCBEH aKO BCHUYKU
aKTHBHH BEIlECTBA B CHhCTaBa HA OHOIMINTE, C KOUTO € TPETHPAHO WIIU
KOWUTO ChIBPXKA, HE Ca BKIIOYCHH B CIHCHKA, CHCTABEH B CHOTBETCTBHE
¢ wieH 9, maparpad 2, 3a CbOTBETHHS HPOAYKTOB THUI U yHnoTpeba, Win
B TIpWIOKEHHE [, U BCHYKU YCIOBHS WJIM OTPAHUYCHUS, TPEIBUICHU
TaM, HE Ca CIa3eHU.

3. Jlumero, KoeTo OTroBaps 3a MyCKaHETO HA a3apa Ha TPETUPAHOTO
u3zenue, MpaBd HEOOXOAMMOTO HH(OpPMAIMATA, TOCOYCHa BBHB BTOpA
anuHes, 1a GUrypupa Ha €THKETa, B CIydauTe, KOTraTo

— IpPOM3BOJUTENAT Ha JAJEHO TPETHPAHO U3/EIHE, ChABPKAIIO
OMonMI, TpEeTeHAMpa, Y€ BBIPOCHOTO TPETHPAHO  H3JENne
IpUTeXaBa OMOLUIHN CBOWCTBA, WU

— BBB BPB3Ka ChC CHOTBETHOTO aKTHBHOTO(HTE) BEeHIECTBO(a) TOBa ce
M3UCKBA OT YCIOBUSTA, CBBP3aHH C OJOOPSIBAHETO HA AKTHBHO-
To(uTe) BemiecTBO(a), KAaTo C€ B3eMa MPEIBUJ  IO-CIICIHATHO
BB3MOXKHOCTTAa OT KOHTAKT C XOpa WIIM H3MYCKAaHETO B OKOJHATA
cpena.

ETHKeTBT, IOCOYEH B IbpBa ajuHes, TPiOBa Ja ChAbpXKa CleAHATa
nabopManus:

a) TEKCT, KOUTO I0COYBa, Y€ TPETHPAHOTO U3JENIUE ChIbpXKa OHMOLUAH;

0) Korato ¢ OO0OOCHOBaHO, OHWOIMIHOTO CBOWCTBO, TPHUIIMCBAHO HAa
TPETHPAHOTO U3ZEIHE;

B) 0e3 nma ce 3acsrar pasmnopendure Ha wieH 24 or Permament (EO)
No 1272/2008, HanMeHOBaHHSATA Ha BCHYKH aKTHBHM BEIECTBA B
ChCTaBa Ha OMOUMINTE,;

I) HAaNMCHOBAHHWITA Ha BCHYKM HAHOMATEPHAIH, CBHABPXKAIIA Ce B
ouoruaa(ure), MOCIeBaHU OT JAymara ,,HaHO* B CKOOW;

1) BCAKAKBH IOOXOMSAIIM yKa3aHWs 3a ymorpeba, BKIOYUTEIIHO
npeamnasHiu MEpKU, KOUTO Ja CC€ B3€MaT, BbB BpPb3Ka C 6I/IOL[l/lZlI/ITC,
C KOWTO € O0pabOTeHO TPETHUPAHO M3CIHETO HWJIH KOHWTO TO
ChIBpIKA.

Hacrosmusr naparpad He ce mpuiara, KOoraro Ho CHjaTa Ha JpYyro
cenudUIHO 3a CEeKTOpa 3aKOHOJAATEICTBO Bede Ca HaJHIe Hai-Maiko
PABHOCTOMHU M3UCKBAHUS 332 €TUKETUPAaHE HAa OUOLMIU B TPETUPAHU
NPOOYKTH C OTJie[ M3IBIHCHHETO Ha M3HCKBAHUATA 32 MHPOpMHpaHe
OTHOCHO T€3M aKTHBHHU BELIECCTBA.

4.  HeszaBuCHMO OT 3aJB/DKCHHATA 3a STHUKETHpaHe mo maparpad 3,
JMIETO, KOETO OTroBapsi 3a IIyCKaHETO Ha [a3apa Ha MJajeHO
TPETHPAHO H3IeNHe, MOCOYBa Ha ETHKETAa MY BCSKAKBH MOAXOISIIN
yKa3zaHus 32 ynoTpeba, BKIIOYHTENHO TPEINa3sHd MEpKH, aKo TOBa €
HEOOXOMMO 3a 3alUTaTa Ha XOpaTa, )KUBOTHHTE M OKOJHATA Cpeja.

5. HesaBucumo oT 3aibiDKEHHMATA 3a €TUKETHpaHe 1o mnaparpad 3,
JOCTaBYMKBT Ha AAAECHO TPETHPAHO M3JeIHe IPeNoCTaBs Ha HOTpeOuTen
IIPU TIOMCKBaHE OT CBINUS NOTpeOuTelN, B CpOK OT 45 nHU u Oe3IuIaTHo,
UHPOpPMAaIMsl OTHOCHO OWOLMAHOTO TpPETHpPaHE Ha TPETHPAHOTO
n3JeTne.
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6. Ertuxerute ce BMXKIAT ACHO, YETaT C€ JECHO U ca C MOAXOZsIIA
TpaitHoct. Koraro ToBa ce Hajara mopagM pa3Mepa WIN IpeJHa3Ha-
YEHHETO Ha TPETUPAHOTO H3JEIHe, ETHKETUTE CE OTIEeYaTBaT BBHPXY
OIIaKOBKAaTa, BBPXY YKa3aHUATA 33 yHOTpeOa WIIM BbpXY rapaHIMOHHATA
Kapra Ha oduuuanHuiA(Te) e3uK(IM) Ha IbpKaBaTa-wieHKa Ha
BBBEKJAHE, OCBEH aKO Ta3W JbpXKaBa-4JCHKAa NpeABIKAa Apyro. B
cilydall Ha TPETHpaHH H3JEJHs, KOUTO HE CE MPOM3BEXIAT KaTo dacT
OT cepusi, a ca NMPOCKTUPAaHH M IMPOU3BEACHU 1O CIELHallHA MOPbUKa,
MIPOM3BOIUTEISAT MOXKE J1a Ce TOTOBOPH C KJIMEHTa 3a JPYTd METOAW Ha
IpefocTaBsHe Ha HeoOxoanmara MHGOpMAaIUs.

7. Komucuara Moxke Ja TNpUeMe aKTOBE 3a M3IIBJIHEHHE I10
mpuiaraie Ha mnaparpad 2 OT HACTOSIIMS WICH, BKIIOYUTEIHO
OTHOCHO TOJXOJSIIM TMPOLEAYPH 32 HOTH(HKALHUSA, KOUTO Morar jaa
BKIIFOYBAT ATEHIUsATA, KaTO C€ YTOYHSBAT W3UCKBAHHUATA 33 ETHKe-
THpaHe cbIvlacHO maparpadu 3, 4 u 6 oT Hacrosumus uwieH. Te3u
aKTOBE 32 M3IBJIHEHHE Ce NPHEMAT B CHOTBETCTBHE C INpOLEAypara Ha
pasriexzaaHe, IocodeHa B wieH 82, maparpad 3.

8. Koraro uMa 3Ha4MTEIHM OCHOBAaHHUA [Ja CE€ CMATa, Y€ JaJeHO
aKTHBHO BEIECTBO B CbCTaBa Ha Ououun, ¢ Koiito e oOGpaboreHO
TPEeTHPAaHO M3JeNHe WIN KOWTO ce ChObp)Ka B HEro, He OTroBaps Ha
yCIIOBHATa, MOCOYCHHM B uieH 4, maparpad 1, wien 5, maparpad 2
wim wieH 25, Komucusara mnpepasriexna o0J0OpeHHETO Ha ToBa
aKTUBHO BEIIECTBO WIIM BKIIOYBAHETO My B IpHIIOKEHHE | B CBHOT-
BeTCTBHE ¢ uieH 15, maparpad 1 mnu unen 28, maparpad 2.

I'JIABA XIV
3AIUTA HA JAHHUTE U OBMEH HA JAHHU

Ynen 59

3ammuTa Ha TaHHUTE, CHXPAHSIBAHU OT KOMIIETEHTHUTE OPraHH WU
0T AreHuusTa

1. Be3 ma ce 3acsrar pasnopenduTe Ha wieHOBe 62 u 63, mpemocra-
BeHuTe 3a uenure Ha JupexkrtuBa 98/8/EO wmnm Ha HacTosmus
perjaMeHT JaHHU HE Ce W3MOJI3BAT OT KOMIICTEHTHHTE OPTaHH HIIH OT
AreHnpATa B IOJI3a HA ITOCJIENBAIL 3asgBUTEN, OCBEH KOraro:

a) TOCJIEABALIMAT 3asiBUTEJ MPEJICTaBU IMUCMO 3a JOCTBIT; WU
0) CHOTBETHHAT CPOK 3a 3alIWTa HA TaHHHUTE € M3TeKbIL.

2. Koraro mpenocraBss naHHM Ha KOMIIETEHTEH OpraH WM Ha
AreHnmsTa 3a MENUTE HA HACTOSAILINS pEriiaMeHT, 3asBHTEISAT MMOCOYBA,
aKo e 1esecho0pa3sHo, UMETO U JaHHUTE 33 KOHTAKT Ha MPHUTEXAaTels Ha
JAHHUTE 32 BCUYKU MONAJCHHU JAaHHH. 3asBUTENST YTOUHSBA CHIIO JATH
€ COOCTBEHHK Ha JaHHWTE WU MPHUTEkKAaBa MHCMO 32 JOCTHIL

3.  3asBureniar He3a0aBHO YBEJIOMsIBA KOMIICTCHTHHUS OpraH MU
ATeHIUATa 32 BCAKAKBU TPOMEHH B COOCTBEHOCTTA Ha JaHHHUTE.

4.  KoHCynTaTHMBHHTE HAy4YHH KOMHTETH, CB3JaJcHH C PelieHue
2004/210/EO na Komucusara ot 3 mapt 2004 1. OTHOCHO Ch3JIaBaHe
HAa HayYHd KOMHUTETH B 00JacTTa Ha MOTpeOHUTeNnckara Oe30MmacHOCT,
00IIeCTBEHOTO 31paBe W OKodHaTa cpena (!), ChII0 MMAT IOCTHII IO
JaHHUTE, MOCOYCHU B maparpad | OT HACTOSIIUS WICH.

(') OB L 66, 4.3.2004 r., ctp. 45.
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Ynen 60

CpOKOBe 3a 3aluTa Ha JaHHUTE

1.  Jlanaute, npenocraBeHu 3a uenure Ha Jupextusa 98/8/EO wmun Ha
HACTOSILIMS PErIaMEHT, CE MOJ3BaT ChC 3ALIWTA NPH YCIOBHUATA, MPE/-
BUJICHH B HacTOsIus wieH. CpOKBT 3a 3alllUTa Ha Te3W JaHHH 3aIouBa
Jia Teye OT MOMEHTa Ha IPEIOCTaBSIHETO MM 3a IIbPBH ITBT.

IIaHHI/ITe, KOHUTO Ca 3alllMTCHU ChITIACHO HACTOANIHA 4YJICH, WK 3a KOUTO
CPOKBT 3a 3amuTa € HU3TCKBI CBIVIACHO HACTOAIIUA YWICH, HE CC
3aluraBaT OTHOBO.

2. CpoxbT 3a 3alIUTa HA JaHHWTE, MPEJAOCTABEHH C OrJie] Ha 0700-
psBaHETO Ha ChHIIECTBYBAIl0O AaKTUBHO BemlecTBO, u3thuya ciex 10
TOOWHU, CYHUTAHO OT IBPBHUSA [E€H Ha Mecela, cleABall aarara Ha
npueMaHe Ha pelleHne B CHOTBETCTBHE C WieH 9 3a omoOpsBaHe Ha
CHOTBETHOTO aKTHBHO BEIIECTBO 3a ONPEAETCHUS MPOAYKTOB THIL

CpOK’bT 3a 3allMTa Ha IOaHHUTEC, NPEAOCTABECHU C OIJICO Ha O,H06p51-
BAaHCTO Ha HOBO AKTHMBHO BCIICCTBO, M3TH4YA CJIC 15 TOJUHH, CYUTAHO
OT IIBPBUA €H HAa MECEla, CICABAII AaTaTa Ha IMPUEMAaHEC HA PCIICHUC B
CHOTBETCTBHE ¢ wWieH 9 3a 0/:[06p51BaHe Ha CBOTBCTHOTO AaKTHBHO
BCIUIECTBO 3a ONPECACIICHUA MPOAYKTOB THIIL.

CpoKbT 3a 3allMTa Ha HOBHUTE JaHHH, INPENOCTAaBEHH C OIJe] Ha
NOAHOBSBAHE WM TPEPasrNIeKAaHe Ha OJOOPCHHETO HA AaKTUBHO
BEUIECTBO, M3TWYa CJeX 5 TOJWHH, CYATAHO OT IbPBUI JECH Ha
Mecella, CIeABalll JaTaTa Ha NpHEeMaHe Ha PEIIeHHETO B ChOTBETCTBHE
c wieH 14, maparpad 4 OTHOCHO IIOJHOBSIBAHETO WM MpepasTiIexK-
JIAHETO.

3. CpokbT 3a 3ammra Ha [aHHUTE, MOPEJOCTABEHH C OLNIe] Ha
pa3peliaBaHeTo Ha OHONMA, CHIBPXKAIl CaMO CHIIECTBYBAIM aKTHBHU
BellecTsa, u3tnya ciex 10 rofanHu, CYNTAHO OT IIBPBHS [ICH HA Mecela,
CIIeBAIl IBPBOTO DEIICHHE 3a pa3pellaBaHe Ha MPOJYKTa, B3ETO B
cpoTBeTcTBHE ¢ wieH 30, maparpad 4, unen 34, maparpad 6 WiM 4ieH
44, naparpad 4.

CpoKbT 3a 3alidTa Ha IaHHUTE, MPEJOCTABCHH C OLJIEA Ha pasperia-
BaHETO Ha OWOLMI, ChIBPXKAI HOBO AKTUBHO BELISCTBO, U3THYA CIIEI
15 roguHM, CYMTAHO OT MBPBUS [JCH HAa Mecela, CICABALl TBPBOTO
pelieHre 3a pa3peliaBaHe Ha MPOIYKTa, B3ETO B CHOTBETCTBUE C WICH
30, naparpad 4, unen 34, naparpad 6 wiu unen 44, naparpad 4.

CpOK’LT 3a 3alliTa HAa HOBU [JaHHH, IPEAOCTAaBEHU C OIJIeq Ha
IMMOAHOBSABAHC WJIM HM3MCHCHUE Ha PaspClICHHUCTO 3a 6PIOLH/I}I, HU3TH4a

cnen 5 roguHv, CYUTaHO OT IMbpBHUA JE€H Ha MeEcCla, CJCABaIl
PCHICHUCTO 3a MOJAHOBABAHEC WM M3MCHCHHC Ha PaspClICHHUCTO.

Ynen 61
IIncmo 3a gocThn
1.  TIucMoTO 3a JOCTBIT ChIbpPXKA HAW-MAJKO CleaHaTa WHPOpPMAIUS:

a) UMe W JIaHHH 332 KOHTaKT Ha COOCTBEHHKA Ha JaHHHUTE M Ha OeHedu-
nuepa;

0) HaNMEHOBaHME Ha aKTHBHOTO BEIECTBO WM OMOIMIa, 3a KOHUTO ce
paspeliaBa JOCTBII O JAHHHUTE,

B) JaTa, OT KOATO MUCMOTO 3a AOCTBII MOpaXaa IEHCTBUE,

F) CIIMCBK Ha MNPEACTaBCHUTC MOaHHH, 3a KOUTO MHCMOTO 3a AOCThII
IpeaoCcTaBAa IpaBa Ha ITO30BaBaHE.
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2. OTMsiHaTa Ha NOHCMO 3a JOCTBI HE 3acsira BaJWJHOCTTa Ha
pa3peleHueTo, u3AaieHO Bb3 OCHOBA HA BBIIPOCHOTO IMHCMO 32 OCTBHII.

Ynen 62

O0MeH Ha JaHHHU

1. 3a Ja ce n30erHaT M3IUTBAHHUSITA BBPXY XKMBOTHH, U3IIUTBAHUATA
BBpPXY FpT;6Ha'—IHI/I JKUBOTHH 3a LCJIUTC Ha HACTOAIIHUA PErJIaMCEHT CC
H3BBPIIBAT €AMHCTBCHO KaTO IIOCJICAHA BB3MOXKHA MspKa. ManutBanus
BBpPXY I‘p’B6Ha‘IHI/I JKUBOTHH HE CC€ IIPOBCIKAAT IOBTOPHO 3a LECJIUTC HaA
HaCTOsAIIUA PEriIaMCHT.

2. Bcsko nuie, KOeTo Bb3HaMepsiBa [1a M3BbPIIBA WU3IMUTBAHUSA WIN
uscaenBanus (,,0bACHIMAT 3aBUTEN ),

a) B Cily4alli Ha JaHHHM, KOMTO C€ OTHACAT 3a H3MHTBAaHUSA BBPXY
rpbOHAYHN KUBOTHHU, U

6) mo >xenaHue, B Clydail Ha JaHHU, KOUTO HE c€ OTHAacAT 3a
W3NUTBAHUS BBPXY IPbOHAYHM KUBOTHH,

IpeCTaBsl MUCMEHO HCKaHe A0 ATeHLUusATa Aa ONpEeNeNd Jalyd TaKuBa
W3MUTBAHMS WM W3CIEIBAHUS ca TPEICTaBsHA Ha ATCHIHATA WIA Ha
KOMIIETEHTEH OpraH BbB Bpb3Ka C MPEIXOAHO 3asBJICHUE 10 CHiIaTa Ha
HacTosimusl pernameHT win Ha JupektuBa 98/8/EO. Arenuusra
MIpOBepsABa Jajiil Be4ye ca MPECTaBsIHU TaKHBa W3MUTBAHUS WU H3CIE]-
BaHHUs.

Koraro PE3YyATAaTUTE OT TE3UW UBNUTBAHUA WA H3CJICABAHHUSA BCYC Ca
MPEICTaBeHH HAa ATCHUHMSTA MM HA KOMIICTCHTCH OpraH BBB BPB3Ka C
IPENXOMHO 3asBJICHHE 1O CHUJIaTa HA HACTOSIIMS PErJaMeHT WM Ha
HupexktuBa 98/8/EO, AreHuusita He3a0aBHO ChOOIaBa Ha ObaeUIMs
3asBUTEN HMMETO W JAHHUTE 3a KOHTAaKT Ha JIHIETO MPEJOCTABIIO
JaHHUTEC U Ha CO6CTBGHI/lKa Ha TC3U JaHHU.

Jlunero mpenocTaBWIIO JAHHUTE CHIECHCTBA, KOraTo € HEeoOXOAMMO 3a
OCBINECTBSBAHETO HA KOHTAKT MEXTy OBJCImHMs 3asfBHTET U COOCT-
BEHUKa Ha JIaHHUTE.

Koraro nanHuTe, NOJIy4eHH OT Te3M M3NUTBAHUS WIM HM3CIEIBaHHI, ca
BCE OIII€ 3aIUTEHH CHIIacHO wieH 60, ObICHIUAT 3asIBUTEIL:

a) 3aJb/DKUTENIHO, B Ciydal Ha JaHHM, KOUTO C€ OTHAaciT 3a
W3MUTBAHUS BBPXY IPbOHAYHU JKUBOTHH, U

0) O KeNaHWe, B Ciy4all Ha [aHHH, KOUTO HE C€ OTHACAT 3a
W3IHUTBAHUS BbPXY TPHOHAYHH KUBOTHH,

OTIIpaBd HCKAaHE 10 coOCTBEHHKA Ha JAHHUTE 3a BCHUYKU HAYYHU U
TCXHUYCCKHU JaHHHU, CBBP3aHU C BBIPOCHUTC H3NUTBAHUA WU U3CIICI-
BaHUs, KaKTO MW 3a IOJIydYaBaHEC Ha IIPaBOTO Ja C€ IO30BaBa Ha TE3U
JaHHHU, KOTaTO IoJaBa 3asBJICHUS CHITIACHO HACTOAIIUS PErIaMCHT.

Ynen 63

Oobe3merenre mpu o0MeH HA JaHHHM

1.  Koraro e oTnpaBeHO HCKaHE B ChOTBETCTBHE C WiieH 62, maparpad
2, ObmemmAT 3asBUTEI M COOCTBEHHKBHT HA NAHHWUTE IOJNATAT BCHYKH
YCUJIMSL 32 MOCTHIaHE Ha CIOpasyMEHHE OTHOCHO OOMEeHa Ha pe3yJ-
TaTUTE OT WM3MHUTBAHHUATA WIIM HM3CICIBAHUATA, HMOMCKAHH OT OBICIIHS
3asBUTE]N. BMecTo MOCTUraHe Ha TaKOBa CIIOPa3yMEHHE, BBIIPOCHT
MoOXe J1a ObJie OTHEeceH 10 apOuTpakeH OpraH, Kato ObJe MOeT aHra-
JKHMEHT 3a IpHEMaHe Ha apOMTPaKHOTO PEILCHHE.
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2. Koraro ce mocturHe TakoBa CIOpa3yMeHHE, COOCTBEHHKBT Ha
JaHHUTE TMPeNOCTaBs Ha OBIEMUs 3asBUTEN BCHYKM HAYYHH W
TEXHUYECKHd [JaHHHM, CBBP3aHM CbC CBHOTBETHUTE U3IMTBAHUS U
U3CIEABAaHMS WM My JaBa paspellieHHe Ja ce II030Be Ha JaHHUTE OT
IIPOBEJECHUTE OT HEr0 WU3NUTBAHUS WM M3CIEABaHMSA, KOTaTo IOJaBa
3asBJICHUS CHIVIACHO HACTOSIIMS PErjaMeHT.

3. B ciyuaii ue He ObJE NOCTHIHATO CIIOPa3yMEHHE IO OTHOLICHUE
Ha M3MUTBaHHUS WIM HM3CIEIBAHUS C TPHbOHAYHM S>KMBOTHH, OBJICIIUSAT
3asBHTE] YBEIOMsABa ATEHIUATa M COOCTBEHHKA Ha JaHHUTE 32 TOBA
HE MO-PaHO OT €AMH MECEl, CJie[l KaTo MOIy4d OT ATrCHIHMATA MMETO
U ajpeca Ha JIMLETO, NMPEIOCTABUIO IaHHHTE.

B pamxure Ha 60 OHM OT MOMEHTa Ha yBEIOMsBAaHETO ATeHIMATa 1aBa
Ha OBIEmUs 3afBHTEN pa3pelleHHe Ja ce 030BaBa HA ITOMCKAHHUTE
U3NMTBAHUSL WU U3CIEIBAHUS BbPXY TIpPbOHAUHM JKUBOTHU, IpHU
ycioBue dYe OBICIIMAT 3asgBHTEN IIOKaXe, 4e ca OWIM TONOXKEHH
BCHYKM YCWJIMSA 3a IIOCTUTaHE Ha CIIOpa3yMEHHE, KAaKTO Hu 4e
OBIemMAT 3asBUTENl € IIATHI Ha COOCTBEHWKAa HA JaHHHTE 4YacT OT
HanpaseHuTe pasxonu. Korato Obaemusar 3asBuTel U COOCTBEHUKBT
Ha JlaHHUTE HE MOraT Ja IOCTHTHAaT CIOpa3yMeHue, HalMOHAJHHUTE
CBHAWIMINA B3e€MAaT pELICHHE OTHOCHO HPONOPLUOHAIHUSA Ul Ha
pa3xomuTe, KOWTO OBAEHMAT 3asBUTEN TpsOBa Na 3amuaTH Ha coOCT-
BEHHMKA Ha JaHHUTE.

CoOCTBEHHKBT Ha JaHHUTE HE MOXE JIa OTKaXe Jia MpUeMe IUIallaHeTo,
OPEUIOKEHO CBINIACHO BTOpa anuHes. [IpmemMaHeTo He 3acsra MpaBOTO
My Ha TPONOPLUHUOHATEH ST OT Pa3XxOIHTe, ONPENeNeH OT HAMOHAJICH
CbJl, B ChOTBETCTBHE C BTOpa alIHHESI.

4.  OOe3uiereHNeTo Npu OOMEH Ha JaHHM Ce€ Ompejaens Mo crpa-
BE/UIMB, MPO3paueH M HEIUCKPHUMHUHAIIMOHEH HAYMH, KaTo Ce B3eMar
mpenBH ompenesicHuTe OoT Arenimsra ykasanus (). Ot Obiernust
3asBUTEN C€ M3MUCKBA Jla IIAaTH EIMHCTBEHO M1 OT DPa3XOAUTE 3a
nHpopManuiITa, KOITO Ce M3UCKBa Ja ObJe MpeAcTaBeHa 3a IeuTe Ha
HACTOSIIIMS PErJIaMeHT.

5. PemieHusita Ha AreHIUATa ChIUIACHO maparpad 3 OT HACTOSIIUS
YyjeH MOraT Ja ObJaT o0kajlBaHH B CHOTBETCTBHE C 4jieH 77.

Ynen 64

HN3no3BaHe HA JaHHM 32 MOCJIeBAIM 3asiBJIEHUS

1.  Koraro chOTBETHHAT CPOK 3a 3alllWTa HAa JAHHWUTE CHIIIACHO HWICH
60 e U3TeKbI 0 OTHOIICHUE Ha JaJICHO aKTUBHO BEILECTBO, IPUEMAIUSIT
KOMIIETCHTEH OpraH WM ATEHIHUSITa MOTaT Jla c€ ChIJIACAT MOCIEIBAIIl
3asBUTEN 3a pa3pelieHHe Ja Ce M030B€ Ha JaHHUTE, MPEIOCTaBEHH OT
OBPBHS  3asBUTEN, JIOKOJIKOTO TIIOCICIABALIMAT 3asBUTENl MOXE Jia
TIPEZICTaBU JIOKA3aTENICTBO, Y€ aKTUBHOTO BEILECTBO € TEXHUYECKH PaBHO-
CTOIHO Ha aKTUBHOTO BEILECTBO, 32 YMHMTO JIaHHH € M3TEKbJI CPOKBT Ha
3aIIMTa, BKIFOYMTEIIHO IT0 OTHOIIEHWE Ha CTENEHTa Ha YHCTOTa M
€CTECTBOTO Ha EBEHTYAIHHTE HMPUMECH.

Korato choTBETHHAT CpOK 3a 3alIMTa HA JAHHHUTE CHIVIACHO 4iieH 60 e
W3TEKBJI 110 OTHOIICHHE Ha JajeH OHOIUI, MPHUEMAIIUAT KOMIETCHTCH
OpraH WM ATEHIHsATa MOTaT Jia Ce CBIVIACAT IOCIenBal] 3asBUTEN 32
paspellieHHe Jla ce II030BE Ha [JaHHWUTE, MPEAOCTaBEeHU OT IbPBUS
3asBUTEN, JOKOJIKOTO IIOCTEIBALIMAT 3asBUTEN MOXE Ja IPEACTaBH
JIOKa3aTeJICTBO, Y€ OMOLMIBT € CHINUAT KaTo Be4e pa3pellieHus, WM
4ye paszIMKUTE MEXKAY TAX Ca HE3HAYUTEJIHM [0 OTHOIIECHHE Ha
OIICHKaTa Ha PHUCKa M Y€ aKTHBHOTO(MTE) BemiecTBO(a) B Omouuaa e/ca
TEXHUYECKH PABHOCTOMHO(M) Ha TOBA/T€3M BHB BEYE pa3peIICHHS
Ononun, BKIIOYMTETHO IO OTHOLIEHHE Ha CTENeHTa Ha YHCTOTa M
€CTECTBOTO Ha €BEHTYAIIHUTE IPHMECH.

(') Vkasaumst 3a oOMeH Ha NaHHH, ompeneneHH chriacHo Permament (EO)
Ne 1907/2006.
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Pemenusra Ha AFCHHI/IﬂTa CbIJlaCHO IIbpBa W BTOpa ajJuHEA OT
HacTosImus maparpad) Morar jaa ObaaT 00XajlBaHH B CHOTBETCTBHE C
e 77.

2.  HesaBucumo OT pasmopenbutre Ha mnaparpad 1 mnocnenBamure
3asBUTENU MPEAOCTABAT CJICIHUTE IAaHHH CHOTBETHO HA TMpHEMAaIIHs
KOMITETEHTEH OpraH WM Ha ATEHIHMATA, CIOpEeN Ciydast:

a) BCHMYKH HEOOXOJMMH JaHHU 3a UAeHTH(UIMpaHe Ha OHOIM/A, BKIFO-
YUTEIHO HETOBUS CHCTAaB;

6) naHHUTEe, HEOOXOAUMHU 3a MACHTU(HULIUPAHE Ha AKTUBHOTO BELIECTBO
U 32 yCTaHOBSIBAaHE HA TEXHMUYECKaTa PAaBHOCTOMHOCT Ha aKTUBHOTO
BEIIECTBO;

B) JaHHHWTE, HEOOXOAMMH 3a JIOKa3BaHE Ha CPAaBHMMOCTTA HA PHCKA U
Ha e(UKACHOCTTa Ha OMOLHKIA C Beue paspelieHHUs] OMOIM/IL.

I'IABA XV
NHO®OPMAIIUA U KOMYHUKAIIUA

PA3JIEJI 1

Habniwoenue u ooxnaoeane

Ynen 65

Cna3BaHe Ha M3HCKBaHHATA

1.  JIbpKaBUTE-WICHKH YCTaHOBSIBAT HEOOXOAUMUTE P/l U YCIOBHA 32
HaOJIfoieHNe Ha OMOLMANTE M TPETUPAaHUTE U3AENUs, KOUTO ca IyCHATH
Ha rasapa, 3a Jla YCTAaHOBAT JaJld CHhOTBETCTBAT HAa M3MCKBAHUATA Ha
Hacrosius pernameHt. Permament (EO) Ne 765/2008 na EBpomnelickus
mapimaMeHT 1 Ha CopBera oT 9 1omm 2008 T. 3a ompernensHe Ha W3UCK-
BaHMsATA 3a aKpeAWTals M Hau30p Ha Ia3apa BbB Bpb3Ka C Mpea-
JaraHeTo Ha maszapa Ha HpoaykTH (') ChOTBETHO ce mpHJara.

2. I[T:p)l(aBI/ITe-tUIeHKI/I YCTaHOBABAT HeO6XO,HI/IMI/ITe pea u ycjioBus 3a
IMPOBEKAAHETO HA O(i)I/IHl/IaJ'lHI/I IIPOBEPKHU 3a OCUT'YPsAABAHE CIIa3BAHCTO Ha
HaCcTOAIMUA PEriIaMCHT.

3a 1a ce ylecHH KOHTPOIIBT HaJ CHa3BaHETO HA periiaMeHTa, MPOU3BO-
QUTEIUTE Ha OWolMIM, mycHaTh Ha maszapa B Cblo3a, MOAIBPKAT MO
OTHOIIICHUE HA MPOM3BOJCTBEHUS MPOIEC MOAXOASNA IOKYMCHTAIUS
Ha XapTHEH HOCUTE] WIM B €JIEKTPOHEH ¢opmar, OTHAcsIa ce 0
KayecTBOTO M 0e30MacHOCTTa Ha OWoIMIa 3a IMyCKaHe Ha masapa u
ChXpaHSBaT MapTUAHU TPOOM OT mpoayKuusTa. JloKyMeHTanusTa
BKJIIOYBA Hal-MaJKo:

a) MHQOpMAIIMOHHMA JIMCTOBE 3a OE30MaCHOCT W CHCHU(HUKANUU Ha
aKTHBHUTE BEIIECTBA W JPYIHTE CbCTaBKU, W3MOJN3BAaHH 34
MPOM3BOJICTBOTO HA OMOIMJIA;

0) CIUCHK Ha PA3NTUYHUTE M3BBPIICHH IPOU3BOJICTBEHH OIECpALUH;
B) pe3yJTaTd OT BBTPEUIHHU MPOBEPKH Ha KAa4eCTBOTO;
I) uaeHTH(HUKALUs Ha MPOM3BOACTBEHUTE MapTUAU.

B caydaure, xorato ToBa € HEOOXOIMMO, 3a J1a C€ TapaHTHpa €IHAKBO
mpuiaraie Ha Hacrtosmus maparpad, Kommcusta moxe na mpueme
AKTOBE 3a M3IBJIHCHHE B CHOTBETCTBUE C MPOLEAypaTa MO Pa3riIeKaaHe,
mocoueHa B uieH 82, maparpad 3.

(') OB L 218, 13.8.2008 r., ctp. 30.
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[Ipu MepkuTe, B3eTH B CHOTBETCTBHE C HACTOSIIUS naparpad, TpsOBa aa
ce m30sArBa CH3JABAHETO HA HEMPOIOPLHOHAIHA aJIMHHICTPATHBHA
TEXKECT 32 UKOHOMHUYECKUTE OMEPATOPU U TbPIKABUTE-UICHKH.

3. Ha Bcekm mer romuHHM, cumtaHo ot 1 cemremBpu 2015 T,
I'bp)KaBUTE-YJICHKH TpeacTaBsIT Ha KomucusTa AOKiIa] 3a MpuUaraHeTo
Ha HACTOSIIMS PETJIAMEHT Ha ChOTBETHHUTE CH TEPUTOpHUH. JIOKIaabT
BKJIIOUBA TMO-CIEIHATHO:

a) mHpoOpMamus 3a  pe3yNTaTUTe OT O(UIMANTHUTE MPOBEPKH,
OCBILECTBEHU B CHOTBETCTBHE C mHaparpad 2;

0) mHpOpMaNUs OTHOCHO BCHYKH CIyYad Ha OTPaBsSHE M, KOraTo MMa
TakMBa, Ha MpopecHOHATHH 3a00JsABaHUS, CBBP3aHH C OHOIHMIH,
0CO0OCHO 10 OTHOLIEHHE Ha YSI3BHUMHU TPYIH, ¥ BCHYKH KOHKPETHHTE
MEpKH, TMPEIIpUEeTH 3a HaMalsgBaHE HA PHUCKa OT OBJCLIM Cllydaw;

B) BCSKaKBa HAIMYHA MH(OPMALHSI OTHOCHO HEONAroOMpUATHATE e(eKTH
BBPXY OKOJHATa Cpeja, HaOmoqaBaHU NpH ynoTpebara Ha OHOLUIA,

r) uHQopManys OTHOCHO M3IIOJI3BAHETO Ha HAHOMATepuald B
OMOIMIUTE M CBCHTYaJIHUTE OMACHOCTH OT TOBA.

Joknanute ce BHacsaT 10 30 OHU IIpe3 ChOTBETHATA rOAKMHA U 00XBalaT
nepuoaa a0 31 nekeMBpU Ha roavHaTa, MpEANIeCTBaIla MPEeACTaBIHETO
UM

JoknaauTe ce myOJaMKyBaT Ha ChOTBETHHs yeOcalT Ha Komucusra.

4.  Bwb3 0cHOBa Ha JIOKJIAJNTE, TIOJIyYE€HH B CHOTBETCTBUE C maparpad
3 u B cpok or 12 Mecema OT maraTra, IMOCOYEHA BHB BTOpa alMHes] Ha
cpuys maparpad, Komucusita u3rorss oOur I0Kiaa 3a MpujaraHeTo Ha
HACTOSILIMSL pEerjlaMeHT, To-KOHKpeTHOo Ha wieH 58. Komwucusra
npeacrass Jokinana Ha EBponelickus mapiameHT U Ha CbBera.

Ynen 66

IloBepuTeanocT

1.  Permament (EO) Ne 1049/2001 na EBpomeiickus mapiaMeHT U Ha
Csbaera or 30 maii 2001 r. OTHOCHO IMyOIMYHUS AOCTBI A0 JOKYMEHTU
na Espormeiickust mapmament, nHa CwBera m Ha Kowmwmcusra (1) u
IpaBMilaTa Ha YIPAaBUTCIHHS ChBET HA ATCHIUATA, NPHETH B CHOT-
BercTBUe ¢ wieH 118, maparpad 3 or Permament (EO) Ne 1907/2006,
ce mpwiiaraT 3a JOKYMEHTH, NPUTEKaBaHU OT ATEHIMTa, 3a [EeNUTe Ha
HacToOsAIUA PEriIaMCHT.

2.  AreHuusara M KOMIETEHTHUTE OpraHM OTKa3BaT JOCTbIA JO
uH(opMaIys, KOraTo pasKpUBaHETO I OM HAaKBPHWIO 3aluTaTa Ha
TBPrOBCKATE WHTEPECH WM JHWYHATA HEMPHUKOCHOBEHOCT  WITH
6e30MacHOCT Ha 3aMHTEPECOBAHUTE JIMIIA.

OmnoBecTsIBaHETO Ha cieqHaTa WHPOpManus OOMKHOBEHO CE CYHTa 32
MOCEraTeJICTBO BbPXY 3alllUTaTa HA THPrOBCKUTE MHTEPECH WM BBPXY
JMYHATa HENPUKOCHOBEHOCT WJIM OE30IacHOCT Ha 3aWHTEPECOBAHUTE
nuua:

a) moapoOHa MH(pOpManus 3a MBIHUS CHCTaB Ha OMONIA;

0) TOYEH TOHAX HA aKTUBHOTO BEILECTBOTO MJIM OMOLMAA, MPOU3BEICHU
WITH TIPEIOCTaBCHU HA I1a3apa;

(') OB L 145, 31.5.2001 r., ctp. 43.
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B) BPB3KH MEXAY MPOU3BOJWTENS HA AKTHBHO BEIIECTBO M JIHIIETO,
OTrOBOPHO 33 MyCKAHETO Ha OHONMA HAa TMasapa, WIH MEKIy
JIMIETO, OTTOBOPHO 3a MyCKaHEeTO Ha OMOLMJ Ha Ia3apa, W JUCTPH-
OyTopHUTE Ha MPOAYKTA;

r) IMCHA M aJpecd Ha JIMIaTa, YYacTBald B H3MUTBAHHUATA BBPXY
rpbOHAYHHU KUBOTHH.

Koraro obaue ce Hamarar crnieniHu AEHCTBHA 3a 3alllMTa HA 37pPABETO Ha
XOpaTa, 3[paBeTO Ha >KMBOTHHUTE, 0E30MAacHOCTTa WIM 3a Ola3BaHE Ha
OKOJIHATa Cpefa, WK MO JAPYTH IPUYMHHU OT II'bPBOCTEIEHEH OOIIECTBEH
UHTEepec, ATEHUUATA WIM KOMIETCHTHUTE OPraHH ONOBECTSABAT MH(OP-
MalpATa, IOCOYeHa B HAcTOSIIMs maparpad.

3. HesaBucumo ot maparpadp 2, ciex kato ObAe U3AAACHO
paspelieHre, B HUKAaKbB CIydail HE MOXKE Ja Ce OTKa3Ba JOCTBI 10
cienHata MH(pOpMAIUs:

a) UMe U aJpec Ha MPUTEeKATeNsI HA Pa3pelICHUETO;
0) UMeTo M azpeca Ha MPOM3BOJMTENA Ha OuouuAa;
B) UMETO W aJIpeca Ha MPOU3BOAUTEIS HAa aKTHBHOTO BEIECCTBO;

F) CbABbPIKAHUETO Ha aKTUBHOTO BCUICCTBO WJIM BELICCTBATa B 61/10111/1)13.
W HAMMCHOBAHHMETO Ha 61/10u1/1na;

L[) (1)I/I3I/I“IHI/IT€ U XMMHUYHUTC JaHHU 3a 6I/IOHI/II[a;

€) BCAKAKBH METOAM 3a 00e3BpEeXaaHe Ha aKTHBHOTO BEIIECTBO HIIH
ouonuaa;

) 0000IIEHHETO Ha pE3yNTaTHTE OT HW3IUTBAHUATA, H3UCKBAHU II0
cunara Ha wieH 20 3a ycTaHOBsBaHEe Ha e(pUKACHOCTTA M BB3JCH-
CTBHETO Ha MPOAYKTa BBPXY XOpara, )KUBOTHHUTE M OKOJHATa cpeja
M, KOraTo € IMPWIOKHMO, CHOCOOHOCTTa Ha MPOAYKTa 1Ia MHpe.-
M3BUKBA PE3HUCTCHTHOCT;

3) NpeHnopbYBAaHUTE METOAU U IPElIa3HU MEpPKM 3a HaMajlsBaHe Ha
ONACHOCTUTE IPH MAaHUIyJauus, TPAHCHOPT M ymoTpeba Ha
IIPOAYKTa, KAKTO M 32 HaMaJsBaHE Ha ONACHOCTUTE OT IIOKAp MM
JIPyTH PHCKOBE;

1) UH()OPMAIIMOHHUTE JIMCTOBE 3a 0E30IaCHOCT;
i) MeTronuTe 3a aHaimu3, nMoco4yeHu B wieH 19, maparpad 1, Oyksa B);
K) METOAuTE 3a 00e3BpeXkIaHe Ha MPOAYKTAa M Ha HEroBara ONAKOBKa;

JI) TpOLeSypHUTe, KOUTO TPpsAOBa 1a ObJar cieJBaHH, U MEPKHUTE, KOUTO
TpssOBa 1a OBIAT MPEANPUETH NPH PA3CHIIBAHE WM H3THYAHE,

M) IIbpBaTa MOMOI U MEIUIUHCKUTE ChBETH B ClIydyail Ha HapaHsABaHUSI
Ha xopa.

4.  Bcesko nuile, KOETO MPENOCTaBs Ha ATEHIHUSITA WIH HAa KOMIIET-
SHTHUsI Oprad MH(GOpPMAIHs, CBbP3aHa C 1aJCHO aKTHBHO BEILECTBO HJIH
OuoLu/, 3a [ENUTE HAa HACTOAIIMS PEriiaMeHT, MOXE Jia MOWCKA Jia He
ObJie MPEeOCTaBsIH JOCTHI 10 HH(pOpMaNUATa 10 WwieH 67, naparpad 3,
KaTo BKIJIFOYM OOOCHOBKA 3all[l0 OIOBECTSIBAHETO Ha HWH(MOpMAIHSTA
MOXKE Ia HaBp€AW Ha HETOBUTC THPIrOBCKH HMHTCPECH HJIM Ha TE3W Ha
Jpyra 3aMHTEpecOBaHa CTPaHa.
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Ynen 67

EnexTponen my0/jau4eH I0CThI

1.  CunraHo OT jmarara, Ha KOSATO € OJOOPEHO aKTUBHOTO BEIIECTBO,
CIICHATA aKTyalHa MH(POPMAIKS OTHOCHO aKTHBHHTE BELICCTBA, [IPUTE-
’KaBaHa OT AreHIuMsATa win oT KomucusaTa, ce mpemocrtaBs Oe3rUiaTeH
MyOJIMYeH JOCTBII:

a) Korato MMa TakuWBa, HauMeHoBaHue 1o ISO W HanMMeHOBaHUE IO
HOMEHKJIaTypaTa Ha MeXIyHapoOHUsI CBIO3 110 TEOpEeTHYHA H
npuioxsa xumus (IUPAC);

0) ako MMa TaKoBa, HAMMECHOBaHUE B EBpoIneiickrs HHBEHTapH3AIIMOHEH
CIHICHK Ha CHIIECTBYBAIIUTE THPrOBCKA XUMHYHH BEILECTBA;

B) KJIaCI/I(bI/IKaIII/ISI U CTUKCTHUPAHC, BKIOYUTCIIHO KOrarto aKTUBHOTO
BCHICCTBO OTroBaps Ha HSIKOH OT KPUTCPUUTE, TOCOUYCHU B 4JICH 5,

naparpad 1;

r) QU3MKOXMMHYHM KpaHM TOYKM M JAHHHU 3a IIBTUINATA HA Pa3Ipo-
CTpaHEHHE W JKM3HEHUS LUKBJI M MOBEIECHHE B OKOJIHATA CPENa;

,I[) pe3yiaratd OT BCAKO TOKCHKOJIOTMYHO M CKOTOKCHKOJIOTUYHO
H3CJICABAHE;

€) IOMYCTHMO HUBO HAa €KCIIO3MLMS WM IpelroyiaraeMa HeleicTsamia
KOHIIEHTpAILHs, YCTAHOBEHU B ChOTBETCTBHE C IpuioxeHue VI;

) yKa3aHHS 3a Oe30macHa ymorpeda, IPeIoCTaBeHH B CHOTBETCTBHE C
npunoxenus II u III;

3) aHAIUTUYHA METOJIHU, MOCOYeHW B pasmenu 5.2 u 5.3 or man 1 m
paznen 4.2 ot gan 2 ot mpuioxenue II.

2. CuuraHo OT JjaTaTa, Ha KOSTO € paspelleH JajJeH Ououup,
AreHnusATa IpenocTaBs Oe3lUIaTeH U JIeCeH MyOnudeH ITOCTBI [0
cllefHaTa aKTyajIu3upaHa WHpopManus:

a) yCIIOBHsTA HA Pa3peLICHHUETO;
0) pe3loMe Ha XapaKTepUCTUKUTE HAa OMOLWAA; KaKTO U

B) aHAIUTUYHH METOJIH, MOCOYeHH B pasmenu 5.2 u 5.3 or msn 1 u
paszgen 5.2 or gan 2 ot npuinoxenue III

3.  CuurtaHo oT pgarara, Ha KOSTO € OJOOpPEHO JaJEeHO AaKTUBHO
BEIIECTBO, OCBEH KOraTo [JOCTaBUMKBT HA JAaHHUTE [PEJCTaBU
00OCHOBKa B CHOTBETCTBHE C WieH 66, maparpad 4, KOsITO ce mpueMa
32 BaJIUJHA OT KOMIICTEHTHHsS OpraH WM OT ATCHIUSTa, OTHOCHO
MPUYMHHATE, TOPaIM KOHTO TakoBa ITyONMKyBaHe € TOTEHIMAIHO
BPEIHO 3a THPTOBCKUTE My MHTEPECH WM 3a TE€3U Ha Jpyra 3auHTepe-
COBaHa cTpaHa, AreHIUsTa IpeIocTaBs Oe3IIaTeH myOJIMueH TOCTHI 10
clleflHaTa aKTyalu3upaHa UHGOpPMAIMs OTHOCHO aKTUBHHUTE BELIECTBA:

a) aKk0 € OT CBIICCTBCHO 3HA4YCHHUC 3a KJ'IaCI/I(bI/IKaIII/ISITa n CTHUKCTHU-
PaHETO — CTCICHTAa Ha YHUCTOTAa Ha BCHICCTBOTO M HUACHTUYHOCTTA
Ha TIPUMECHUTE H/WIn I[O6aBKI/IT€ Ha aKTHWBHHM BCHICCTBA, KOHUTO Ca
HU3BCCTHU KaTO OIIaCHH,

0) pe3roMeTa Ha W3CIEIBAHETO WIM TOAPOOHH pe3loMeTa Ha H3CIeHd-
BaHUs, MPEACTAaBEeHW B MOJKpera Ha OJ00pPEHHETO Ha aKTUBHOTO
BEILIECTBO;

B) uHdoOpManus, pa3IuyHa OT OmHMcaHaTa B maparpad 1 ot Hacrosmus
4JieH, ChIbpKalla ce B HH()OPMAIIMOHHHUS JIUCT 3a 0E30MaCHOCT;



2012R0528 — BG — 23.09.2013 — 001.001 — 70

I') THPrOBCKO(M) HaMEHOBAaHHUE(S]) HA BEIIECTBOTO;

1) JOKJIaabT 3a OLCHKA.

4.  CuuraHO OT JaTara, Ha KOSITO € pa3pelicH IajeH OWOIUI, OCBEH
KOTaTO JIOCTaBYMKBT Ha JIAHHUTE IPEJICTaBU OOOCHOBKA B CHOTBETCTBHE
¢ wieH 66, naparpad 4, KoATO ce npreMa 3a BaIUIHA OT KOMICTCHTHHUS
OpraH WiIH OT ATEHIUsTa, OTHOCHO MPUYUHHTE, MOpPagd KOUTO TaKOBa
HY6J'II/IKyBaHC € NOTCHUHAJIHO BPE€AHO 3a THBPTOBCKUTEC MY MHTCPCCU HUIINU
3a TE3W Ha Jpyra 3aWHTEPECOBaHa CTpaHa, ATCHIMATA IPEIOCTaBs
Oe3miateH myOJIM4eH JOCThII JI0 CeIHaTa aKTyalu3upaHa HHPOpMaLus:

a) pe3roMe Ha M3CIIC/IBAHETO WM MOAPOOHM pe3loMeTa Ha U3CICABAHUS,
OpPEICTaBEeHN B MOJAKpPENa HA Pa3pellaBaHETO Ha OWMOLHIA; KAKTO W

0) JoKJIaza 3a OLCHKA

Ynen 68

OTYEeTHOCT M JOKJaABaHe

1. Ilpurexarenute Ha pas3pelICHHE CHXpaHSIBAT JOKyMEHTAlHUATa 3a
OuonMaNTe, KOUTO MYCKAaT Ha MMa3apa, B MPOJB/DKEHHE Ha TOHE JIECET
TOJVHU CJIe/l MyCKaHeTO MM Ha Ia3zapa, WU JIeCeT TOIMHM Cle] J1aTara,
Ha KOATO pa3pelIeHUeTo € OMJI0 OTMEHEHO WM € H3TEKJIO, Karo ce
npuiara no-paHHata aara. [Ipy nmouckBaHe Te NperocTaBsAT CbOTBETHATA
rHpOpManus, ChAbPKAIA CE B Ta3W JOKYMEHTALUs, HA KOMICTCHTHHS
OpraH.

2. 3a Ja OcCHUTYpHM €IHAKBOTO TpwiaraHe Ha maparpad 1 or
Hacrosmus wieH, Komucusara mpuema akToBe 3a H3MBIHCHHE C Lel
yTouHsBaHEe Ha (hopMaTa U CHIBP)KAHUETO Ha MHPOpMALUATA B JIOKY-
MeHTaluATa. Te3H aKTOBE 3a M3IIBJIHEHUE Ce MPHEMAT B CHOTBETCTBHE C
npoleaypara no KOHCYJITHUpaHe, MpeaBujacHa B wieH 82, maparpad 2.

PA3JIEJI 2

Hugpopmayusa 3a 6uoyuoume

Ynen 69

Knacuduxanusi, onakoBaHe U eTHKeTHPaHe HA OMoOLUAMTE

1. IlpurexaTenurte Ha pa3pelleHHe B3eMAaT MEPKU OHOLMAUTE Ja Ce
KIacuGUIMpaT, OIAKOBAT W ETHKETUpPAT CBIVIACHO OHOOPEHOTO
0000I1IeHIe HA XapaKTePUCTHUKUTE Ha OWOLKAA, TO-CIEIHATHO Mpe-
YIOPSKACHUATA 32 ONACHOCT M IPEMOPBKUTE 3a  0E30IacHOCT,
nocoueHu B wieH 22, maparpad 2, OykBa H), U CbINIacHO JlMpeKTHBa
1999/45/EO  wu, cmopen ciuy4as, cbriacio Permament (EO)
Ne 1272/2008.

OcBeH TOBa MPOAYKTH, KOMTO MOraT Ja ObJaT B3eTH IOTPENIHO 32
XpaHa, BKIIOYHTEITHO HAIMKWTKA, WM 3a (ypax, ce OMaKkoBaT Taka, e
Ja ce CBele IO MUHHMMYM BEPOSITHOCTTA 3a TakaBa Ipemka. Ako ca
JNOCTBITHM 32 MacoBUSI TOTPEOHTEN, T€ CHIBPKAT CHCTABKH, KOHTO
BB3MUPAT KOHCYMHPAHETO WM, U TO-KOHKPETHO HE Ca MPHUBJICKATEIHU
3a jgemara.
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2. OcBeH 3a cma3BaHeTo Ha maparpad 1 mpuTexarenure Ha
paspelieHue B3eMaT MEPKH ETHKETUTE Ja HE ca MOABSKAANIM [0
OTHOLICHHE HA PHCKOBETE OT IMpOAYKTa 3a 3JpaBeTO Ha Xopara,
3/IpaBETO Ha >KMBOTHUTE WJIM 32 OKOJIHATA Cpeja, WIH IO OTHOIICHHE
Ha HeroBaTa e(h)UKacHOCT M B HUKAKbB CIy4dall HE ce I10COYBAT yKa3aHHS
KaTto ,HUCKOPUCKOB Owouupa”, ,HETOKCHYEH, ,0e3BpelneH”, ,.C
€CTeCTBEH IPOMU3X0[ ", ,,0€30MaceH 3a OKOJHATa cpena’, ,,0e30maceH 3a
JKUBOTHHTE wiau momoOHH. OCBEH ToBa Ha CTHKETAa II0 SICCH H
HE3aJIMYMM HAa4YMH € MOCOoYeHa cieqHata HH(opMarms:

a) UACHTUYHOCT Ha BCAKO AKTHUBHO BCHICCTBO MW HECroBaTa KOHIICH-
Tpanyusd B METPUYHHU COUHHUIIN,

0) ChIOBpKAIIUTE CE B MPOIYKTa HaHOMATEpHAalH, aKO MMa TaKHBa, U
BCUYKH CBBpP3aHH C TAX CHEU(PUYHM PHUCKOBE, KAaKTO U JymMaTa
,»HaHO* B CKOOM cJell BCAKO MOCOYBAHE Ha HAHOMATEpPHAIIH;

B) HOMEp Ha Pa3pelIeHHeTo, OnpeseNicH 3a OHOIMIa OT KOMIIETCHTHUS
opran uiau ot Kommucusra,

r) UMe M ajpec Ha MPUTEXKATesl Ha pa3pelieHUeTo;
) BUA (GopMyianus;
e) BUIOBe ynorpeba, 3a KOUTO € pa3pelieH OHOIHIbBT;

) yKa3aHusi 3a ymnoTpeda, 4YecToTa Ha TMpuWiaraHe M JO3MPOBKA,
W3pa3eHa B METPHYHU CAWHHIM, IO MMOKa3aTeJieH W pa3dupaeM 3a
MOTpeOuTeNsT HA4WH, 3a BCsKa ymnorpeba, NpeIBHICHA CHIVIACHO
yCJIOBUSATA Ha Pa3pelCHHETO;

3) AHHW 32 BEPOSTHH NPEKH WM KOCBEHU BPEIHU CTPAHHYHU €(PEKTH
U yKa3aHMs 3a I'bpBa IOMOILL;

M) aK0O € CBIOPOBOJEH OT Opourypa, u3pedeHuero ,Ilpodern
MHCTPYKIUUTE Tpend ymotpeda“ ¥, CHOOpeA chydas, mpel-
YIOpeKACHUE 32 YSI3BUMHUTE IPYIIH;

1) yka3aHusi 3a 0e30macHO o00e3BpexJaHe Ha OHOIMIAa W Heromara
OMAaKOBKa, BKJIIOYHMTENHO, CIIOpe] Ciydas, 3a0paHa 3a IMOBTOPHO
M3IMI0J3BaHE HAa OIAKOBKATa,

K) TapTHICH HOMep WiM 00O3Ha4YeHHWe Ha (OPMyNalUsATa U CPOK Ha
TOAHOCT TIPH HOPMAJIHU YCJIOBHS Ha ChXpaHCHHE;

1) criope] cilydas, BpeMe, He0OXOAUMO 3a MOopaxJaHe Ha OMOLUIHOTO
JieficTBUe, MHTEpBaJl, KOWTO Jia ce cla3Ba MEXIy NpWIaraHusATa Ha
OuonuIa WIM MEXAy IpUIaraHeTo M cleJBaliara ynorpeda Ha
TPETUpaHUsl TPOAYKT, WJIM CIeIBallds JOCThII Ha XOpa HIU
JKHBOTHH JI0 MSICTOTO, KBJIETO € M3IIOJI3BaH OMOLMIBT, BKIIOUHTEITHO
JAaHHY 3a CPEJCTBaTa U MEpKUTe 3a o0e33apa3siBaHe U IPOIBIKU-
TEJHOCT Ha HEOOXOOMMOTO NPOBETpsBaHE HA  TPETHPAHHUTE
oOnacTH; JaHHM 3a aJeKBaTHO IIOYHMCTBAaHE Ha O0OOPYIBAHETO;
JAHHM 32 TpeIlia3Hi MEPKH NpH yrnoTpeda M TPaHCIIOPT;

M) CIIOpeA ciydas, 10 KOW KaTeropuu TMOTPEOMTENd € OrpaHuveH
OUOLIUIBT;

H) cnopexn ciydas, MH(OpMaIus 3a BesKa clenuuyHa ONAcHOCT 3a
OKOJIHAaTa Cpefa M II0-CHELMaTHO 3a 3allMTaTa Ha HeLeNeBU
OpraHuM3MH M U30srBaHE Ha 3apa3sBaHE Ha BOJATA;

0) 3a OMOLMAM, CHABPXKAIIM MHKPOOPTaHW3MH, W3UCKBAHUS 3a ETHKE-
Ttupane B chorBeTcTBUE ¢ JlupektuBa 2000/54/EO.



2012R0528 — BG — 23.09.2013 — 001.001 — 72

Upes meporaiiisi OT pa3noperOUTe Ha MbpBa alnHes, ako TOBa € HeoO-
XOIMMO TIOpaan pasMepa Win (YHKIHATa Ha OHONKIA, MHPOPMAIHATA,
nocoueHa B OyKBH ), X), 3), i), K), JI) ¥ H), MOXxKe Ja Obae 0003HaYeHa
BBPXY OIAaKOBKAaTa WM B IPHAPY’KaBaIia Oporrypa, KOsSTo € HepasaeaHa
4acT OT ONAaKOBKATa.

3. I[Lp)l(aBI/ITe-‘IHeHKI/I Mmorar aa M3HUCKBAT:

a) MPeJOCTaBSHETO HA MOJENH WIIH MPOEKTH HA OIAaKOBKATa, CTUKETHTE
u Opolrypure;

0) OmomManTe, KOUTO CE MPENOCTaBAT Ha Ia3apa Ha TAXHA TEPUTOPHS,
Ja ObJaT eTUKETHPAHU HA TeXHHUS O(pUIMANICH €3UK WM C3HILU.

Ynen 70

Nndopmanuonnn jgucroBe 3a 0€30MaCHOCT

WudopmanmoHHuTE JIHCTOBE 3a 0€30MaCHOCT 3a aKTUBHM BEIIECTBA U
OrouuIM ce MOATOTBAT M TPEIOCTaBAT B CHOTBETCTBHE C wWieH 31 or
Pernament (EO) Ne 1907/2006, korato € mpuiIoKuUMO.

Ynen 71

Perucrsp 3a Ououuan

1.  AreHnusra ch3laBa U HOANBPKa MHGOPMAIIMOHHA CHCTEMA, KOSTO
ce Hapuua Peructsp 3a Guonunu.

2. PeructnpbT 3a OuOLUIY CIIyKH 32 OOMEH Ha HH(pOpMALUs MEXIY
KOMIIETEHTHHTE oOpraHu, AreHnusara u Kommucusara, KakTo U MEXIy
3asBUTENIUTE U KOMIIETEHTHUTE opraHu, AreHuusra u Komucusra.

3. 3asgBUTenMTe M3MOJ3BAaT Perucrbpa 3a OHOIMAM, 32 Ja MONAAAT
3asBICHUATA M JAHHUTE 3a BCUYKA NPOLEAYPH, MPEIABHICHH B
HACTOSIIIUS PErJIaMEHT.

4. Ilpu nonaBaHETO Ha 3asBICHUATA W JAaHHUTE OT 3asABUTCIIHTE,
ATreHIUATa TPOBEpsiBa Al ca IMOJAJCHW B MNpaBWwIHHA (opMaT H
yBEIOMsBa HE3a0aBHO CHOTBETHHUS KOMIIETEHTEH OpraH.

Ako AreHnusATa NpeleHH, Y€ 3asiBICHUETO HE OTrOBaps Ha W3UCKBAHHS
¢dopMaT 3a momaBaHe, TA OTXBBPJIA 3aSABICHHETO U YBEAOMSBA
CHOTBETHO 3asIBUTEJI.

5. Crmex kaTto CBOTBETHHAT KOMIIETCHTCH OpraH BallUAUpa HIU
rnpueMe JaJeHO 3asBJIEHHE, TO CTaBa JOCTBIIHO IIOCPEACTBOM
Perucrbpa 3a OMOLMIOM 32 BCHYKM JAPYT'M KOMIIETCHTHH OpPTaHU M 3a
Arenuusra.

6. Komnerentnute oprann u Komwcusita msmomsBar Permctbpa 3a
OvonMIM 3a BIMCBAaHE M CHOOIIABAaHE Ha PEIICHHTa, KOUTO Ca B3ENH
M0 OTHOIICHUE Ha pa3pelIaBaHeTO Ha OMOIMIN, M aKTyaJIu3upaT HHQOp-
ManusaTa B Perucrbpa mpu B3eMaHe Ha TakwBa pemieHus. B Perumcrbpa
3a OWOLMAM KOMIETEHTHHUTE OpraHd IO-CIEHHAIHO aKTyaJlu3upar
rHpOpMaLUATa OTHOCHO OMOLUAN, KOUTO Ca pa3pellleHd Ha TSIXHA TepH-
TOpUSI, WIN TAaKWBA, 32 KOUTO € OWJIO OTKa3aHO, M3MEHEHO, MOJHOBEHO
WM OTMEHEHO HALMOHAJIHO pa3pelieHre, WIM 32 KOUTO € IaJeHo,
OTKa3aHO WJM OTMEHEHO pa3pelIUTeNHO 3a IapajieliHa ThProBHUsl.
Komucusara axTyanusupa TNO-CHEUUATHO HHGOPMANUATa OTHOCHO
Oouonmau, xouto ca paspeumieHd B Cblo3a, WIM TaKkuBa, 3a KOUTO €
OUI0 OTKa3aHO, U3MEHEHO, MOJHOBEHO WJIM OTMEHEHO pa3pelleHHe Ha
Cnro3a.
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NudopmanusTa, KosTO ce BbBEXkAa B Perucrbpa 3a OMOIM/IHU, BKIIOYBA,
B 3aBUCHMOCT OT CiIyyas:

a) yCIOBHsITA Ha Pa3peLIMTEIHOTO;

6) 00o01EeHne Ha XapaKkTepUCTUKUTE Ha OMOLMAa ChIJTIACHO wWieH 22,
naparpad 2;

B) JOKJIaJa 3a OIleHKa Ha OWOIUaa.

I/IH(bOpMaHI/IS[Ta, IoCco4Y€Ha B HACTOAIIUA naparpa(b, CC mpeaocTaBsa
CbIIO TaKa Ha 3asABUTCIIA 4YpE3 PCFI/ICT'Lpa 3a 61/101.11/1211/1.

7. B cnyuait ue PeructbpbT 3a OHOLMIM HE € HAmbIHO
¢yskunonupan; g0 1 cenremBpu 2013 1. wiM  mpectaHe ja
(GyHKIMOHMpA CJel Ta3W JaTa, BCUYKH CBBP3aHM C II0JIaBaHETO Ha
uH(OpMaIMA ¥ KOMYyHUKAIUATa 3aIbDKEHUS, KOUTO UMAT IbpiKaBUTeE-
YIEHKH, KOMIIETEHTHUTE OopraHu, KoMucusra M 3asBHUTEIUTE CBHITACHO
HACTOSIILUS PErJaMeHT, NPOABIKaBaT Aa ce mpuiarar. C Iena ocury-
psBaHe Ha €JHAKBO NpHJIaraHe Ha HACTOSIUs maparpad, To-
CIELMANHO IO OTHOIIEHHE Ha (opMaTa, B KOWTO MOXKe Ja ce Ipea-
ocrtaBs ¥ oOMeHs wuH(popmanus, Komucusra npuema HEOOXOIUMHTE
MEpKU B CBOTBETICTBHE C IIpoLeAypara IO pasriexaaHe, [OCOYeHa B
uneH 82, maparpad 3. CpokbT Ha TE3M MEpPKH CE€ OrpaHH4aBa [0
BpPEMETO, CTPUKTHO HEOOXOIMMO, 3a Jla CTaHe PerucrppbT 3a OHOLMAN
Hal'bJIHO (DYHKIMOHUPAILL.

8.  KowmmucusatTa MOXe [Oa mpHemMa akTOBE 3a H3IIbIHEHHE, C KOUTO
YCTaHOBSIBA TOAPOOHHM TpaBWiia 3a BUAOBETe HH(pOpMAlLUs, KOSATO
TpsiOBa Ja ce BBbBekIa B Peructbpa 3a Owonmau. Te3u akroBe 3a
U3IBIIHEHUE Ce IpUeMaT B CHOTBETCTBUE C IpOIelypara 10 KOHCYII-
TUpaHe, TMpeiBujicHa B wieH 82, maparpad 2.

9. Ha Kowmwucusra ce MpeaoCTaBAT IIpaBOMOLIMATA Jda IpueMa JAeiic-
THPAaHU aKTOBE B CHOTBETCTBUEC C WICH 83 oTHOCHO YCTAaHOBSABAHCTO Ha
JAOIIBJIHATEIIHU TIpaBUJIa 3a HU3IOJI3BAHETO Ha PETUCTHPA.

Ynen 72

Pexama

1. Bceska pekiiaMa Ha OMOLMIHM, OCBEH Y€ CIa3Ba pa3nopeaduTe Ha
Pernament (EO) Ne 1272/2008, ce mnpuapyxkaBa OT H3pEUYCHUITA
L 3mon3Baiite OHomumMTe MpeanasnuBo. llpexu ymotpeba BHHATH
4yeTeTe eTWKeTa W MHpopmaiusTa 3a mpoaykra“. V3pedeHusra ca sScHO
Pa3IMYUMHU M YETIIMBU B IUIaTa PEKiIaMa.

2. B 3agpmxuTenHuTe U3pEUYEHMs aBTOPUTE HA peKiiaMara Morar jaa
3aMecTsAT Iymara ,,OMOUUIU C SICHO TO030BaBaHE Ha pEeKIaAMUpPAHHS
MPOAYKTOB THII.

3. Tlpu pekiamara Ha OMOIMIN MPOAYKTHT HE MOXKE Jla Ce TPEACTaBs
M0 HAa4yMH, KOWTO € TOABEXJall 10 OTHOIIEHHE Ha PHUCKOBETE 3a
3IpaBETO Ha XOparta, 3/[paBeTO Ha KMBOTHUTE WJIM 32 OKOJHATA Cpeia,
WIM 110 OTHOIIEHWE Ha HeroBaTa edukacHocT. Pexiiamara Ha OGuounn B
HUKaKbB ClIlydall HE CBABpXKA H3pa3H KaTo ,,HUCKOPHCKOB OWMOLUA™,
,,HETOKCHYeH", ,,0e3BpeaeH", ,,c €CTECTBEH NpOU3X0[ ", ,,0e30maceH 3a
OKOJIHaTa cpeaa“, ,,0e30maceH 3a KHBOTHUTE WU MOJOOHH.

Ynen 73

bop6a cpemy oTrpaBsiHMATA

3a menuTe Ha HACTOAIIMS PEryIaMeHT ce mpuiara wied 45 ot Pernament
(EO) Ne 1272/2008.
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I''TABA XVI
ATEHIUA

Ynen 74
Poast Ha AreHuuaTa

1. ArenuusaTra H3IBIHSABA 3aJaydTe, KOUTO Ca M BB3JIOKEHH IIO
CUJIaTa Ha HACTOSIIUS PErJIaMeHT.

2. Unenoee 78—84, 89 u 90 ot Permament (EO) Ne 1907/2006 ce
npunarat mutatis mutandis, Kato ce B3eMa IPEABHIA poJsTa Ha
AFGHLII/I?{Ta IO OTHOUICHHC Ha HACTOALIUA PETIAMCHT.

Ynen 75

Komurer no omouuaure

1. KoM Arennusra ce ydpensa Komurer mo Ouonmaure.

KomurersT 1m0 6I/IOI_II/I,JII/ITC OTroBaps 3a MU3rOTBSAHETO Ha CTAaHOBUILCTO
Ha ATCHIUATA MO CJICTHHUTE BBIIPOCH:

a) 3adBJEHHS 32 ONOOpsSBaHE M TIONHOBSBaHE Ha OA00pEHHETO Ha
aKTUBHH BEILECTBA;

6

=

npepasriexaaHe Ha 0J00pCHHETO Ha aKTUBHH BELICCTBA;

B) 3adBJEHHs 3a BK/IIOYBAHE B IPUJIOKEHUE | HAa aKTHBHU BELIECTBA,
KOMTO OTrOBapsT Ha YCJIOBMATA, YCTAHOBEHU B wieH 28, W mpepas-
MIeKAaHe Ha BKIIOYBAHETO HA TaKUBa aKTHBHU BELIECTBA B
npunoxenue I;

F) I/I,E[EHTI/I(I)I/IHI/IpaHe Ha aKTUBHUTC BCIICCTBA — KaHAWJATH 3a 3aMsHA,

H) 3ad4BJICHUA 3a Pa3pCUICHUA Ha Crro3a 3a 6I/IOHI/I,III/I Ui 3a
MOAHOBsABAHC, OTMsAHA W H3MCHCHUS Ha pa3pClICHUs Ha C"I)I'O3a,
OCBC€H KOraTto 3asBJICHHATA Ca 3a aIMUHUCTPATUBHU IIPOMCHHU,

€) Hay4YHU M TEXHUYECKU BBIIPOCH, CBHP3aHU C B3aUMHOTO IpPU3HABaHE
B CBOTBETCTBHE C 4JieH 38;

JK) Ipy uckaHe oT KomwucusAra Wi OT KOMIETCHTHHTE OpraHM Ha
JbPKABUTE-YICHKH, 110 BCHUYKH JPYTH BBIPOCH, IOPOAEHU OT
JIEICTBUETO HA HACTOSINMSA DErIaMeHT, KOMUTO C€ OTHACAT JO0
TEXHUYECKU YKa3aHUs WMIM 1O DUCKOBETE 3a 3JPaBETO Ha XOpara,
3/PaBETO Ha JKMBOTHHUTE MJIM 3a OKOJIHATa CPena.

2. Besika nppxkaBa-uieHKa MMa IpaBO Ja HAa3HA4YM €IUH WIEH Ha
Komurera no Ouornumure. IbpkaBUTE-4ICHKM MOTraT Ja Ha3HAyaT |
3aMECTHHK-UJICH.

3a na ce ynecuu paborara Ha Komurera, Toli Moxxe na Obae pasziesicH
Ha [IBa WM TIOBEYE TMapajie)IHd KOMHUTETA C PEIIeHne Ha YIPaBHTEITHHS
ChBET Ha ATeHIUATa, B3eTO B chriacue ¢ Komucusra. Beexu napanesnen
KOMHTET OTroBaps 3a 3afaunte Ha Komurera 1o OHMOIUAWTE, KOUTO ca
My BB3IIOKEeHH. Besika nbprkaBa-wieHKa MMa MPaBO J1a HAa3HAYW €IUH
4JieH BbB BCEKH OT MapalieIHUTE KOMUTETH. ETHO M ChUIO JIMIIE MOXeE
na Obic HA3HAYEHO B MOBEYE OT CIHMH MapajielicH KOMHUTET.
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3.  Unenosere Ha Komwurera ce HazHayaBar Ha 0a3ara Ha OIUTA UM
MpH U3MBJIHSIBAHE HA MOCOYEeHUTe B maparpad 1 3amaun ¥ Morar jaa
paboTAT B HSAKOW KOMIETEHTEH OpraH. Te ce Mmoi3BaT OT MHOJKpenara
Ha HAYYHUTE U TEXHHUYECKUTE PECYpPCH, C KOUTO pa3mojarar IbpKaBUTE-
WIeHKH. 3a Ta3d LeJl JAbPXKAaBUTE-WICHKU IPENOCTaBAT MOIXOMSAIIN
Hay‘{HI/I U TCXHHUYECCKHU pecypcvl Ha HA3HAYCHUTEC OT TAX YJICHOBC Ha
Komurera.

4. UYnen 85, maparpadu 4, 5, 8 u 9 u unenore 87 u 88 or Pernament
(EO) Ne 1907/2006 ce mpunarat mutatis mutandis xpM Komurera mno
ouonuauTe.

Ynen 76

CexperapuaT Ha ATeHIMATA

1.  CekperapuarsT Ha ATEHIUATA, MOCOYEH B wieH 76, maparpad 1,
OykBa x) or Permament (EO) Ne 1907/2006 moema cnemHuTe 3amadu:

a) Ch3laBaHe W MOJAIbpIKaHEe Ha Peructopa 3a OMOLUAM;

6) H3OBJIHCHUEC Ha 3aJa4YuTe, CBBP3aHM C INPHCMAHC Ha 3asABJICHUATA,
00XBaHATH OT HaCTOAIUA PEriIaMEHT,

B) YCTAHOBSIBAHE Ha TCXHHUYCCKa paBHOCTOﬁHOCT;

F) npeaoCTaBsiHE Ha TEXHUYCCKHM W HAYYHH YKa3daHUA U HHCTPYMECH-
TapuyM 3a IpuiIiaraHne Ha HaCTOAIUA PErjIaMCEHT OT Komucusita u
OT KOMIIETCHTHUTC OpPraHd Ha ABPKABUTC-YJICHKH W IIPCOOCTABAHE
Ha MOAKpeIia Ha HAllMOHAJTHUTE HH(bOpMaI_[I/IOHHI/I 6}0pa;

II) TIpeoCTaBsiHe Ha WH(pOpMANWs U ChACHCTBHE Ha 3asBUTENUTE, I10-
cnenuanHo Ha MCII, 3a onoOpsiBaHETO Ha aKTHBHHU BEIECTBA WM
BKJIFOUYBAHETO UM B TNPHIJIOKEHHE | OT HACTOSIINS perfiaMeHT, WX 3a
[OJIy4aBaHETO Ha paspelieHue Ha Cbro3a;

e) HM3TOTBSHE HAa OOSICHUTCIIHA HH(bOpMaI.II/ISI 3a HACTOALIUA PEriIaMCHT,

JK) Ch37IaBaHe W TMONABpKaHe Ha 0Oasza(u) AaHHM ¢ HHbOpPMAIHS 32
AKTUBHH BEIECTBA U OWOIUIH;

3) mpu TouckBaHe 0T KoMHCHsATa, MPENOCTaBsSHE Ha TEXHUYECKa U
HayYHa MOJAKpena 3a IMOmo0psBaHe Ha CHTPYIHHIECTBOTO MEKTY
KOMITETEHTHHTE OpraHd Ha Cbio3a, MEXKIyHAPOTHHUTE OPraHU3alUH
W TPETH IbPKaBH M0 HAYYHH M TEXHHYIECKH BBIPOCH, CBBP3AHH C
OHMOLIMINTE;

1) ChOOIIaBaHE HA B3ETHTE OT ATCHIUATA PEIICHHUS,

i) ompenensHe Ha GopMaTuTe U COPTYEPHHUTE TAKETH 3a MOJAaBaHE Ha
uHdopmanyst B AreHuusTa.

K) OCHUTypsiBaHE Ha IOMOLI M CHIACHCTBHE MEXIy AbP>KaBUTE-WICHKU C
1en M30srBaHe Ha MapajeiiHO OLICHSBaHE Ha 3asBIICHUATA, CBHP3aHU
C €IHAKBH WM IOJOOHH OWOIMAM B CHOTBETCTBHE C wWieH 29,

naparpad 4.

2. CexperapuaThT IpegoCTaBs Ha OOLIECTBEHOCTTa Oe3IUIaTeH
JIOCTBII B MHTEPHET OO0 WHQOpMAIUATA, MOCOYCHAa B 4WieH 67, OCBEH
Koraro Objie CYETEHO 3a OCHOBATEIHO MCKaHE, OTIPABEHO CBIJTIACHO
yieH 66, maparpad 4. AreHumsTa NpeAOCTaBs JOCTBII [0 Jpyra
uH(bOpMAaLUs TPH TIOUCKBAHE B CHOTBETCTBHE C 4WICH 60.



2012R0528 — BG — 23.09.2013 — 001.001 — 76

Ynen 77

Oo0kaiBaHe

1.  C obxanBaHe Ha peIICHUS Ha ATCHIHATA, B3CTH CHIVIACHO WICH 7,
naparpad 2, unen 13, naparpad 3, winen 26, maparpad 2, uwien 43,
naparpad 2, wieH 45, maparpa¢ 3, unen 54, naparpadu 3, 4 u 5,
uineH 63, maparpad 3 u wieH 64, maparpad 1, ce 3aHMMaBa Amena-
TUBHUST CBBET, CB3laAeH B choTBercTBUE ¢ Permament (EO)
Ne 1907/2006.

Unen 92, maparpadpu 1 u 2 u uneHose 93 u 94 or Pernament (EO)
Ne 1907/2006 ce mpuiaraT mpH mpoleaypu Ha oOxkanBaHe, 00pa3yBaHH
CBITTACHO HACTOSIINS PETJIaMeHT.

Cwrinacio wieH 80, maparpad 1 OT HACTOSIIMSA pPErJIaMEHT MOXKE Ja
ObJie IBDKMMa Takca OT JIMILATa, MMOJABaIld XKaoa.

2. Kanba, momazeHa B ChOTBETCTBHE ¢ maparpad 1, cnmpa u3mbiiHe-
HHETO.

Ynen 78

Broaker Ha AreHuusita

1. 3a LCJIUTC HAa HACTOAIUA PEIIIaMCHT IMPUXOAUTE Ha AFCHHI/IﬂTa ce
CBCTOAT OT:

a) cyocuaus ot Chlo3a, BKIIIOYEHA B oOmus Oropker Ha EBponelickus
cbro3 (pasaen ,,Komucus‘);

0) TakcuTe, IUTAaTeHH Ha ATEHIHUSITa TO CHIaTa HAa HACTOSIIUS
periaamMeHt;

B) BCHYKH IUIAIIAaHUS KbM ATCHIUATA 33 YCIYTH, KOUTO TPEAOCTaBs 10
HACTOAIIUS PETIIAMEHT;

I') BCAKAaKBU J0OPOBOJIHM BHOCKH OT IIbPKaBHTE-UJICHKH.

2. Ilpuxoaute M pazxoauTe BbB Bpb3Ka C JIEHHOCTUTE MO HACTOSIINSA
pernament u no Perimament (EO) Ne 1907/2006 ca moco4yeHH OTAEIHO B
Orojpkera Ha ATrEHUUMSATa W 3a TAX C€ BOJAM OTHENHA OM/DKEeTHa U
CYETOBO/IHA OTYETHOCT.

[Mpuxoaure Ha AreHimara, nocoyeHd B uwieH 96, maparpad 1 or
Pernament (EO) Ne 1907/2006, He ce W3MON3BaT 3a W3IIBIHSIBAHE HA
3aJa4M M0 HACTOSIIMS perjaMeHT. [IpuxoanuTe Ha AreHIUsITa, TTOCOUYCHU
B maparpad 1 OoT HacTOSIIMUS WiIEeH, He Ce U3IOJI3BAT 32 W3IbJIHABAHE HA
3agayn mo Permament (EO) Ne 1907/2006.

Ynen 79

®opmatu u codryep 3a nogaBaHe Ha MHPOPMANHNA 10 ATCHIHATA

AreHrusaTa onpenenst GopMaTtH U cCOPTyepHH MakeTH W TH U TH Ipej-
ocTaBs Oe3mIaTHO Ha yeOcaiiTa cH ¢ Iiel mojaBaHe Ha MHGOpMaLUsI 10
Arennusta. KoMIETeHTHHUTE OpraHd M 3asBUTEINTE H3ION3BAT TE3U
dopmMatH ¥ TaKeTH MpH II0JaBaHe Ha HHQOpPMaUUs CBHIIACHO
HACTOSILIUS PEIIaMeHT.

[Ipu monaBaHe Ha TEXHHYECKOTO JIOCHE, MIOCOYEHO B 4WieH 6, maparpad
1 u unen 20, ce m3nonsBa copryeper maker [UCLID.
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I'TIABA XVII
SAKUIIOYUTEJHU PA3IIOPEJIGH

Ynen 80

Taken u mIamaHus

1. BB3 ocHOBa Ha YycTaHOBeHHTe B maparpad 3 TPUHIMIIN
Komucusita npuema periaMeHT 3a M3MbJIHEHHE, ¢ KOWTO C€ YTOYHSBAT:

a) TaKCHUTe, IBJDKMMHU Ha ATEHIMATA, BKIIOUWUTEIHO TOAMIIHA Takca 3a
MPOAYKTH, MOJIy4rsin pasperieHue Ha Chro3a B ChOTBETCTBUE C TJIaBa
VIII, u Takca 3a 3asiBIE€HUS 3a B3aUMHO NPU3HABaHE B CHOTBETCTBHE
¢ rnaea VII;

6) npaBujiaTa, MO KOUTO C€ ONPEACIIAT YCIOBHUA 3a HaMaJICHU TaKCH,
OTMsAHAa Ha TakKCH W BB3CTAHOBABAHC Ha pPa3xXOJAWTC Ha 4YJICHA Ha
Komutera 1m0 61/IOIII/IZ[I/ITG, KOUTO JelicTBa B Ka4yeCTBOTO Ha
JOKJIaJYMK, KaKTO U

B) YCJIOBHATa 3a IUIalllaHe.

[TocoueHusaT periaMeHT 3a M3NBIHEHUE CE€ NpHEMa B ChOTBETCTBHE C
mpolleypara 1Mo pasriexaaHe, mocoveHa B wieH 82, maparpa¢ 3. Tou
ce mpuiiara camo I0 OTHOIICHHWE HA TaKCHTE, IUIATEHW HAa ATEHIMATA.

AreHIMATa MOXKE J1a chOMpa IUTAIIaHKs 32 IPYTH NPENOCTaBSIHU OT Hes
yCIyTH.

Takcure, IBIDKUMU Ha ATEHIMATA, CE OINPEIENSAT B TaKbB paszMep,
KOWTO TapaHTHpa, Ye MPOM3TUYAIIUAT OT TSIX NPHXOJA, KOMOWHHpaH C
JIpYTUTEe M3TOYHUIM HA NPUXOAU Ha ATrEHIHMATA CHIVIACHO HACTOALIMA
perjaMeHT, € JOCTaThUCH Ja TMOKpUE Pa3XOJHUTe MO MpPEIAOCTABSIHUTE
ycayrd. JbIDKUMHTE TaKCH ce MyOJHKYBaT OT ATEHIUSATA.

2. JppXaBUTe-WICHKH CBOMpAT TPSIKO TaKCH OT 3asBUTEIH 32
YCIIYTH, KOUTO IPEAOCTaBAT MO0 OTHOUICHWE Ha MPOLEIYPHUTE CHITACHO
HACTOSILLUS PErIaMeHT, BKIIOYMUTEIHO 3a YCIyTWTe, W3BBPUIBAHU OT
KOMIIETEHTHUTE OpraHd Ha JbpXKABUTE-WICHKH, KOraTo [eicTBaT B
Ka4eCTBOTO Ha OLCHSBAI KOMIIETEHTEH OpraH.

B®3 ocHOBa Ha u3noxenute B maparpad 3 npuniunu Komucusra nasa
HACOKM OTHOCHO XapMOHH3HpaHA CTPYKTypa Ha TaKCHTE.

H’bp)KaBI/ITe-"IHEHKI/I MoraTr aa C'L6I/IpaT TOOWIIHA TaKCH BBB BpPB3Ka C
NPEAOCTAaBCHUTEC HAa TCXHUTC Ia3apu 6I/IOI_II/IHI/I.

ﬂT:p)KaBI/ITe-‘IHGHKI/I Mmoratr naa C’b6I/IpaT IJIalaHysa 3a JApyru Impen-
OCTaBsIHU OT TAX YCIIYT'H.

IIT)p)KaBI/ITe-‘IJ'IeHKI/I ONpeaciAT U Hy6J'II/IKyBaT pasMe€pa Ha TaKCHUTE,
ABJDKUMH Ha TEXHUTEC KOMIICTCHTHH OpTaHH.

3. Kaxkro mocoyenusr B naparpa¢ 1 periameHT 3a M3NbIHEHHE, Taka
U COOCTBEHHTE TpaBUIA HAa JBbPXKABUTE-WICHKH [0 OTHONIEHHWE Ha
TaKCHUTE CHa3BaT CJICAHUTE IPHHIUIIN:

a) TAaKCUTE CC€ OIIPCACJISIT Ha TaKOBa paBHHUIIC, KOCTO Aa rapaHTupa, 4e
TMOJYYCHHUAT OT TAX NMPUXOA IO NPUHIUI € OOCTATBhYCH Oa ITOKPHUE
pasxoauTe 1Mo NpeAOCTaBCHUTC YCIYrd U HE HAAXBHbPJIA HE00X0-
JAVMOTO 3a INOKPHWBAHC Ha TE3W Pa3XOau,

0) TakcaTa Ce BBH3CTAHOBSIBA YaCTUYHO, KOraTO 3asABUTEIAT HE MOIAMC
M3UCKBaHAaTa WH(M)OPMAIMS B ONPEIEIICHUS CPOK;
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B) B3eMar ce npensuj cnennpuunute Hyxau Ha MCII, ciopex ciydas,
BKJIIOYUTEIIHO BB3MOXKHOCTTa 3a pasfelsiHe Ha [JallaHusATa Ha
pa3IMYHU BHOCKHM U €Taly;

r) B CTpyKTypara U pa3Mepa Ha TaKCHUTE Ce OTYHUTA Aaid WH(opMarusTa
e Ouia mpenocTaBeHa ChbBMECTHO WM NOOTIEIHO;

,Z[) npu HaJJICKHO 000CHOBaHH OOCTOSTEIICTBA U opu Cbriiacue OT
CTpaHa Ha AFCHLII/IHTa WIN Ha KOMIICTCHTHHSA OpraH, IsjiaTa Takca
WM 49aCT OT HEA MOXE aa 6'[)2[0 OTMCHCHA, KAaKTO U

€) KpailHHTe CPOKOBE 3a IUIAll[AHC HAa TAKCHTE CE OIPEICNAT, KaTto ce
OTYUTAT HAIJIEKHO CPOKOBETE HA IPOLEAYPUTE, IMPEABHICHH B
HACTOSIIUS PETTaMEHT.

Ynen 81

KomnerenTHun OpraHu

1. I[’I)p)l(aBI/ITe-'{J'ICHKI/I OonpeacAT KOMIICTCHTCH opraH niun
KOMIICTCHTHHU OpraHu, KOHUTO OTroBapsAT 3a MPHIIAraHETO Ha
HaCTOAIUA PCriIaMEHT.

JbpKaBUTe-UICHKH CIEAAT 3a TOBA KOMIIETGHTHHTE OpraHH Ja
pasmojnaraT C JOCTaTbueH Ha Opoil moaxomsamo KeanubuuupaH U
OIIUTEH MEepCOHaN, TaKa 4Ye 3a[bDKCHHATA, NMPEABUICHH B HACTOSIIHSA
periaaMeHT, Ja MoraT Ja ce€ M3I'bIHABAT e€(PUKAaCHO U e()EeKTUBHO.

2. KoMmeTeHTHHTE OpraHd TpPEAOCTaBAT Ha 3asABUTEIHUTE, II0-
cnenpanHo Ha MCII, W Ha BCHYKHM JpyTM 3aUHTEPECOBAHU CTPAHU
KOHCYJITAIIUM OTHOCHO CBHOTBETHHUTE MM OTTOBOPHOCTH M 3aJbJDKCHHS
10 HACTOAIIMSA peryiaMeHT. ToBa BKJIIOYBA TMPEIOCTaBIHETO HAa
KOHCYJITAIIUM 332 BB3MOXKHOCTTa Jla CE€ aJanTUpaT W3UCKBAaHHUATA 3a
TIpeIOCTaBsiHE HA JTaHHW ChriaacHo wieHoBe 6 m 20, 3a OCHOBaHUSATA,
Ha KOMTO TaKoBa ajanTHpaHe MOXe Ja ObJie HalpaBeHO, U 32 HAUWHHUTE
32 M3TOTBSHE HA TMpEUIoKeHHe. Te3d KOHCYJTAIMM C€ IMPEJOCTaBsT B
JIOTIBJIHCHUE KbM KOHCYJITAl[HMTE U CHACHCTBHETO, KOUTO CEKpeTa-
puareT Ha AreHUUATa MpeNocTaBs B CBbOTBETCTBUE C wieH 76,
naparpad 1, Oyksa T).

KoMmeTeHTHUTE OpraHd [O-CIHEI[HaJHO MOraT Ja MpeIoCTaBsT
KOHCYNITAalliK  TOCPeACTBOM mH(popMannoHau Oopa. Ch3nageHure
cermacHo Permament (EO) Ne 1907/2006 wundopmanmonnu Gropa
MOrar ga AeiicTBaT Karo MH(MOPMAIMOHHM Oopa CHIIIACHO HACTOSILHS
periiaMeHT.

3.  JIppkaBUTe-wICHKH ChOOIIaBaT Ha KoMHCHsATa HANMEHOBAHUATA U
aJIpECUTE Ha OIpENENICHUTe KOMIETEHTHH OpPraHd M HH(POPMALUOHHU
Oropa, KkoraTo uMa TakuBa, B Cpok a0 1 cenremBpu 2013 .
JbpxaBuTe-4JeHKH He3a0aBHO choOmaBar Ha Komucusita 3a BCHYKH
MPOMEHH B HAMMEHOBAHHUATA M aJpPECHTE HA KOMIETCHTHUTE OpPTaHU U
“HQOpMaMOHHUTE OrOpa.

Komucusra my6inuKyBa CIHCHK HA KOMIICTEHTHATE OPTraHu U Ha WHQOp-
MalMOHHUTE Oropa.

Ynen 82

IIpouenypa Ha KOMHTET

1.  Kommucusira ce mommomara ot [1oCTOSHEH KOMUTET MO0 OHOLMINTE
»KOMHUTETHT). TIOCOYCHHAT KOMHUTET € KOMHUTET IO CMHCHJIa Ha
Pernament (EC) Ne 182/2011.

2.  Koraro ce mpaBu I1030BaBaHe Ha HaCTOsIIUs maparpad, ce
npunara wieH 4 ot Pernmament (EC) Ne 182/2011.
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3. Koraro ce mpaBu mO30BaBaHEe Ha HACTOSIIIUS maparpad, ce
npunara wied 5 ot Permament (EC) Ne 182/2011.

Koraro xoMHUTEeTBT He Aaje cTaHoBHUINE, Komucusra He nmpuema mpoekrta
Ha aKTa 3a M3IBJIHEHUE U ce Ipuiiara wieH 5, naparpad 4, Tpera aauHes
ot Pernament (EC) Ne 182/2011.

4. Korato ce mnpaBu T1030BaBaHE Ha HacTosmMsa maparpad, ce
npuiara wieH 8 ot Permament (EC) Ne 182/2011.

Ynen 83

Jenernpane

1. HpaBOMOHII/IS[Ta Ja npueMa ACJICrupaHyu aKTOBE CC€ IMPEAOCTABAT Ha
Komucusita Ipu cChnasBaH€ Ha MNPCABUACHUTEC B HACTOAIIUA YJICH
yciioBus.

2.  IIpaBomormmero na mpueMa JeNeTHpaHd aKTOBE, MOCOYEHO B WICH
3, naparpad 4, uneH 5, maparpad 3, uneH 6, maparpad 4, unen 21,
naparpad 3, unen 23, naparpad 5, unen 28, maparpadu 1 u 3, uneH
40, unen 56, maparpad 4, unen 71, nmaparpad 9, unen 85 u unen 89,
naparpad 1, ce mpemoctaBs Ha Komucusara 3a CpoK OT MET TOJUHH,
cuutado ot 17 romu 2012 r. Komucusita U3rorsst JOKJaJ OTHOCHO Jele-
TMpaHETO Ha IpaBOMOIIMSA HE MO-KbCHO OT ACEBCT MEcCCla MNpeaAnu HU3THU-
YaHeTO Ha MEeTTOAWIIHHSA CPOK. JlelernpaHeTo Ha NPaBOMOIIHS Ce
MOJHOBSBA MBJIYAJIIMBO 33 CPOKOBE C €IHAKBa MPOIABIKUTEIHOCT,
ocBeH ako EBpomelickmsar mapmameHT win CBBETBT HE BB3PA3ST
cpelty 1noso0HO MOJHOBSBAHE HE MO-KBCHO OT TPU Mecela Mpeau U3TH-
YaHETO Ha BCEKH CPOK.

3. JlemerupaHeTo Ha MpaBOMOIUIMS, TOCOYEHO B wieH 3, maparpad 4,
wieH 5, maparpad 3, wien 6, naparpad 4, unen 21, maparpad 3, wieH
23, nmaparpad 5, wien 28, maparpagu 1 u 3, unen 40, uneH 56,
naparpad 4, uien 71, maparpad 9, wien 85 u wien 89, maparpad 1,
MOXke Ja OBbJie OTTErJIEeHO IO BCSKO BpeMe OT EBpomeWckus mapaaMeHT
win oT CpBeta. C pelIeHneTo 3a OTTEIVISIHE ce NMPEKpaTsiBa HOCOYEHOTO
B HETO JIeJIETUpaHe Ha IIpaBoMoIIHs. To mopaxnia JeiicTBIe B IEHS ClIe]
myOnIuKyBaHeTo Ha peuieHuero B Oguyuanen eecmuux na Eeponetickus
Cbl03 WIN Ha TO-KbCHA, MOCOYEHA B pEIIeHHeTo jaaTa. To He 3acsra
BAJIMJHOCTTA Ha JICJICTHPAHUTE aKTOBE, KOMTO Bede ca B CHJIA.

4. Bepanara mom npueme aenerupaH akt, Komucusara ysemomsiBa 3a
Hero enHoBpeMeHHO EBpomeiickus mapmameHT u CoBeTa.

5. JlemerupaH axT, NpUET ChINIaCHO 4ieH 3, maparpad 4, wieH 5,
naparpad 3, uwien 6, maparpad 4, wien 21, maparpad 3, wien 23,
naparpad 5, uien 28, naparpadpu 1 u 3, unen 40, unen 56, naparpad
4, unien 71, maparpad 9, unen 85 u unen 89, maparpad 1, Biu3a B cuna
€MHCTBEHO ako HUTO EBponeiickusar mapiameHT, HUTO CBHBETHT ca
MIPEACTaBUIN BB3PAKEHUS B CPOK OT JIBa Mecela ciel HOTU(HHIUPAHETO
Ha akta Ha EBpomeiickus mapiameHT u ChBeTa WIM aKO MPEIH U3TH-
YaHeTO Ha TO3U Cpok u EBpomeickusar mnapiament, u CbBETHT ca
yBenomwin Komwmcusra, de HsIMa Ja MPEACTABAT BB3paKeHUs. To3n
CpPOK ce€ yAb/DKaBa C JiBa Mecella Mo WHHIMaTuBa Ha EBpomeiickus
mapiaMeHT win Ha ChbBera.
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Ynen 84

IIponeaypa mo crieurHocT

1. JlemerupaHuTe aKTOBE, MPUETH CHIIACHO HACTOSIIMS WICH, BIM3AT
B cuWja He3a0aBHO M ce Mpujarar, JOKaTO HE ObJaT MpelCcTaBeHH
Bb3paXKeHUs B CBOTBETCTBHE ¢ maparpad 2. B HoTudukanusra
OTHOCHO Jenerupanusi akt Ao EBpomneiickus mapmameHT u CbBera ce
MMOCOYBAT MPUYMHHUTE 32 M3MOJI3BAHETO HA MPOIEAypaTa IO CHEHIHOCT.

2. EBpometickuar nmapiameHnT wid ChBETHT MOTAT J1a BB3PA3ST CPEILy
JeJerpaH akT B ChOTBETCTBHE C IpolLieAypara, IIOCOYEHA B 4wieH &3,
naparpad 5. B takpB ciyuait Komucusta oTMeHs akTa He3a0aBHO ciel
HOTH(UIMPAHETO Ha pelIeHHeTo Ha EBpomeiickus mapiaMeHT WM Ha
CnbBeTa, ¢ KOETO c€ MPEeACTABAT Bb3PaXKEHUS.

Ynen 85

AllaHTP[pﬁHe KbM HAYYHO-TEXHHUYECKHS IIporpec

C nen z1a gane Bb3MOXKHOCT Pa3nopeAOHUTe Ha HACTOSIIMS PETNIaMEHT Ja
61)213T agarnTupaHl KbM HAYYHO-TEXHHYCCKUSA MPOTrpec, Ha Komucusita
ce IIPEeAoCTaBAT IPABOMOIIMATA J1a MIPUEMa AEIEerUpaHH aKTOBE B ChOT-
BETCTBHE C WIeH 83 OTHOCHO ajantupaHeTo Ha npuiaoxenus I, 1T u IV
KbM IIOCTHKEHHUSATA HA HAayKaTa M TEXHHKATa.

Ynen 86

AKTHBHH BelleCTBa, BK/JI4YeHH B npuiaoxeHue I kbm upextnsa
98/8/EO

AKTHBHATE BCIECTBA, BKIIOUCHH B mnpuwioxkeHne | xpM JlupexTusa
98/8/EO, ce cumTaT 3a ONOOpEHM MO HACTOAIIUS PEIIaMEeHT U ce
BKJIIOYBAT B CIUCHKA, OCOYEH B wWieH 9, maparpad 2.

Ynen 87

Cankuun

JbpkaBUTe-WICHKH TIPEABIDKAAT pPaslopeadH OTHOCHO CaHKIWHUTE,
KOMTO C€ HajaraT IpH HapyllaBaHE Ha pa3lopei0MUTe Ha HACTOSIIUS
perylaMeHT, U B3eMaT BCHYKHM HEOOXOIUMH MEPKH 3a OCHUTYpsBaHE Ha
TAXHOTO mpuiaraHe. [IpenBuueHnTe CaHKIMHU TpaOBa na ObAaT edek-
TUBHU, INPONOPLHUOHAIHM ¥  Bb3NUpamy.  JbpKaBUTE-WICHKU
yBemomsiBar Kommcnsita 3a Te3sm pasmopenbm He IIO-KBCHO OT
1 centemspu 2013 r. u HezabaBHO yBemomsaBaT Komwucusita 3a Besko
HOCTEABAI0 U3MEHEHHE, KOETO TH 3acsra.

Ynen 88

IIpenna3na kiaaysa

KoraTto B3 OCHOBa Ha HOBM [I0KAa3aTeJICTBA IbPKAaBa-WICHKA HMA OCHO-
BaTeJIHU MPUYMHHM JIa CUNTa, Ye JajeH OMOLUJ, BBIIPEKH Ue € pa3pellcH
B CHOTBETCTBHEC C HACTOSIIMS PErNIaMEHT, NMOPaXkIa CEpHO3EH, HEIoc-
PEICTBEH WM ABJITOCPOYEH PHCK 3a 3[paBeTO Ha Xopara, OCOOEHO Ha
VSI3BUMUTE TPYIH, WM 32 3[paBeTO HA JKUBOTHHUTE, WU 32 OKOJHATA
cpema, TS MOXe Ja MpeAnprueMe MOAXOASIIM BPEMEHHH MEPKH.
JbpxaBaTa-uieHka He3a0aBHO yBemoMsBa Komucusta W OcCTaHauTe
IbP)KABU-WICHKH 3a TOBa M WM MPEIOCTaBs MOTHBUTE 3a CBOETO
pelieHre Bb3 OCHOBA Ha HOBHTE JIOKAa3aTeJICTBA.
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KowmmucusaTa mocpeAcTBOM aKTOBE 3a M3IBJIHEHHE MU []aBa pa3pelleHue
3a BpeMEHHaTa MsApKa 3a CPOK, ONpeJeleH B PEIICHHETO, WIN H3HCKBA
OT Abp)KaBaTa-wICHKa Ja OTMEHHM BpeMEHHaTa MsApka. Te3u akrose 3a
U3IIBIIHEHNE Ce TMpHeMaT B CBOTBETCTBHE C IIpolexypaTa Ha
pasriexaaHe, ocodeHa B uieH 82, maparpad 3.

Ynen 89

[Ipexoanu mMepku

1. Kowmucusra mpoabiDKaBa Jia M3MBJIHSABA pabdOTHaTa mporpaMa 3a
CHUCTEMHO NpOYYBaHE HAa BCHYKU CBHIIECTBYBAI AKTHBHU BEILECTBA,
3all0YHaJIa B CHOTBETCTBHE ¢ wWieH 16, maparpad 2 ot JupekrtuBa
98/8/EO, c ormea Ha mpukiouBaneTo i g0 31 mexemepu 2024 r. 3a
Tasu 1ena Ha Komucusta ce mpenocTaBsAT NMPaBOMOIIMATA J1a TpHEMa
JICJIETUPAaHU aKTOBE B CHOTBETCTBHE C WI€H 83 OTHOCHO M3IIBIHEHHETO
Ha pa0oTHaTa mporpama M OINpPENENISTHETO Ha CHOTBETHHTE IpaBa U
3a]IbJDKEHUS] HA KOMIIETEHTHUTE OPTaHU U YYacTHULUTE B IporpamMara.

B 3aBucuMoOCT OT HampeabKa Ha paboTHaTa mporpama, Ha Komucusra ce
NPEJOCTaBAT NPABOMOIIMUATA Ja NpHeMa JeJerMpaHd aKkTOBE B CHOT-
BETCTBHUE C WiICH 83 OTHOCHO yIBJKaBaHETO HA CpoKa Ha paboTHara
rporpama 3a OIpeJiesieH Mepuo/.

C ornen ynecHsBaHe Ha IutaBHUS npexon oT Jupextusa 98/8/EO xbM
HACTOSIIIUS pPErJIaMeHT, 1Mo BpeMe Ha paborHara mporpama Kommucusra
OpreMa PeriJaMeHTH 3a H3IBJIHCHHE, B KOUTO C€ IMPEIBIKIA JAICHO
aKTHBHO BEIIECTBO Ja ObJe OJOOPEHO M NMpPU KaKBH YCIOBUS, WIH, B
CIIy4auTe Ha HeClla3BaHe Ha yCJIOBHUsATa o wieH 4, maparpad 1 wmm mo
1enechoOpasHOCT — wuieH S5, maparpad 2, WIM KOTraTo HM3HMCKBaHATa
uH(OpMalMs W JAaHHU HE ca MOJNACHH B PAMKUTE Ha MPEIIHCAHUS
CpOK, IIpUeMa pEIIeHHS 3a U3IBJIHEHHE, B KOHTO C€ IPEaBIIKIA
JIaJeHo aKTUBHO BEIIECTBO Ja He Obae omobpeHo. Te3nm akroBe 3a
M3IIBJIHGHHE Ce MpUeMaT B CBOTBETCTBUE C IpoLeaypaTa Ha
pasriexaaHe, mocodeHa B wieH 82, maparpad 3. B pernmamenTure 3a
0JI00psiBaHE HAa AaKTHBHO BEIECTBO CE IIOCOYBA Jarara Ha OmOOps-
BaHeTo. [Ipunarart ce pasmopeadute Ha wieH 9, maparpad 2.

2. Upes neporamus oT pasnopendoute Ha uwieH 17, maparpad 1, dieH
19, maparpad 1 u unen 20, naparpad 1 oT HacTosIIMS peryIaMeHT U 6e3
na ce 3acsraT maparpadgu 1 m 3 OT HacTOAIIMS WIEH, Tbp)KaBa-dwICHKA
MOXE€ Jla IpPOABIDKM Jla Ipuiara cBOsTa JeHcTBalla CUCTEMa WU
IpaKTHKa 3a NpeNoCTaBsHE Ha JAajeH OWouua Ha maszapa OO0 JBE
TOAWHH CIieN JaraTa Ha oJoOpsBaHe Ha IOCIEIHOTO OT AKTUBHUTE
BellecTBa Ha To3M Ouorun. ChITacHO CBOMTE HAIMOHAIHM IpaBHIA,
Jbp)KaBaTa-WwIeHKAa MOXKE JIa pa3pelld NpeNoCTaBsIHETO Ha Ma3apa Ha
CBOSI TEPUTOPHS CaMO Ha OWOIMJI, KOHTO CBHABPXKA CBHIIECTBYBAILU
aKTHBHH BEIECTBA, KOUTO Ca OLCHEHH HIM B MOMEHTa C€ OILICHIBAT
cerimacio  Permament (EO) Ne 1451/2007 na Kowmmcusara ot
4 nexemBpu 2007 1. oTHOCHO BTopara (aza Ha 10-romuinHata
paboTHa mporpama, nocoueHa B wieH 16, maparpad 2 or JdupekTupa
98/8/EQ (1), HO KOMTO BC€ OlIle HE ca 0J00pEHH 3a TO3U MPOLYKTOB THIL

Upes meporamust OT pa3nopendWTe Ha MbPBa aNWHES, [IPU PEIICHHE 1a
He OBJe 0100pPEeHO TaJeHO aKTHBHO BELIECTBO JbPKaBaTa-4ICHKAa MOXeE
Jia TIPOIBJDKK JIa MIPIJIara CBOSITA JSHCTBAIa CHCTeMa WIIH HPAaKTHKa 3a
MpeoCTaBsiHe Ha OWOIMIM Ha masapa 3a CPOK JI0 JABaHAJIeceT Mecela
Clie]l JlaTaTa Ha pEIHICHHETO Ja He ObJe 0J00pEHO NalieHO aKTUBHO
BEIECTBO B CHOTBETCTBUE ¢ maparpad 1, Tpera anunes..

(') OB L 325, 11.12.2007 r., crp. 3.
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3.  Cuen pemenue 3a 0J00psSiBaHE Ha OINPEJEIICHO aKTHBHO BEILECTBO
32 KOHKPETEH MPOAYKTOB THIl IBbP)KABUTC-WICHKH TapaHTHUPAT, dYe
paspelieHusTa 3a OHOIMIAM OT TO3M MPOMYKTOB THII, ChABPXKAIIA TOBA
AKTHUBHO BEIECTBO, CE M3/1aBAT, H3MEHSIT WII OTMCHST CIIOPE Ciydasi B
CHOTBETCTBHE C HACTOSIIMS PErJIaMEHT B PaMKUTE Ha JIBE TOJHHU OT
Jarara Ha oJ00psiBaHe.

3a Ta3w Wen 3asBUTENNTE, KOUTO JKEeNasT Ja KaHIWIATCTBAT 3a
paspeliaBaHe WM 33 MapajeiHO B3aUMHO MPH3HABaHE Ha OMOLMIH OT
TO3M TPOAYKTOB THII, KOUTO HE CHABPXKAT IPYro AaKTUBHO BEILECTBO
OCBEH ChIIECCTBYBAllM AKTUBHHM BEIIECTBA, IIOJABAT 3asBICHHE 3a
pa3pelaBaHe WM MapajiejHO B3aMMHO NPH3HABAHE O KOMIIETEHTHHTE
OpraHd Ha IbP)KABUTS-YICHKH HE MO-KbCHO OT JaraTta Ha Ono0psiBaHe
Ha akTUBHOTO(MTE) BemiecTBo(a). Koraro Ouonmmure ChabpKar moBeue
OT €JIHO aKTUBHO BEILECTBO, 3asBICHUATA 32 Pa3pellieHUe ce TI01aBaT He
HO-KBCHO OT JaTata Ha 0f0OpsBaHE Ha MOCICJHOTO aKTHBHO BELIECTBO
32 TO3M MPOJAYKTOB THIL

B cnyqaﬁ Y€ HE € IOAaJACHO 3asBJICHUE 3a pa3plllaBaHC WIM 3a
nmapajgCJIHO B3aMMHO IPU3HABAHC CBHIVIACHO BTOpA aJIMHCA:

a) 180 nmHm cmen gmarata Ha omoOpsiBaHE HAa  aKTHBHOTO(UTE)
BeniecTBo(a) OMOLMABT BeYe HE Ce MPEJOCTaBsl Ha Ia3apa; KakTo W

6) o0Oe3BpexxJaHeTO U yHoTpebaTa Ha CBILECTBYBAIUTE 3alacd OT
OouormIa MOXe Ja MPOABIKAT J0 365 JHU ciej jatata Ha 0100-
psiBaHEe Ha aKTHBHOTO(MTE) BelIeCTBO(a).

4. B cimyuail ye KOMIIETEHTHHST OpTaH Ha JbprKaBa-WwiIeHKAa OTXBBPIN
3asBJICHHETO 3a pa3pellaBaHe Ha OMOLNI, MOaeHO ChITIACHO maparpad
3, WK pely a He U3JlaJie pa3pelieHue, To3u OMOoLua Bede He ce Mpe-
ocraBsT Ha mazapa 180 mHEM cnenm maTata Ha OTKa3a WM PEUICHHUETO.
O0e3BpexxIaHeTo0 U ynorpedara Ha ChIIECTBYBAIUTE 3alacd OT TaKbB
OuorMa MoraT Aa MPOJBIDKAT N0 365 IHH Cliel Jarata Ha OTKasa WId
pELICHUETO.

Ynen 90

IlpexoHu MepKH OTHOCHO AKTHBHHTE BEIlECTBA, OLEHSBAHM
cbriaacHo Jupextusa 98/8/EO

1. AreHuusita OTroBaps 3a KOOPAMHUPAaHETO Ha TIIpolleca Ha
OIICHSBaHE Ha JocueTara, moganeHu ciex 1 cenremBpu 2012 r., u
yJIEeCHsSBA  OIICHSIBAHETO, KaTO TPEJOCTaBs OpraHW3alioHHAa ¢
TCXHHUYCCKA nozucpena Ha ,Z['bp)KaBI/ITe-‘{HCHKl/l U Ha KOMI/ICI/lﬂTa.

2.  BasBieHusTa, nojmaaeHu 3a nenute Ha JlupekrtuBa 98/8/EO, 3a
KOMTO OLEHSBAHETO OT CTpaHa Ha JbP)KABHTE-WICHKU B CHOTBETCTBHE
c wien 11, maparpad 2 ot JupekruBa 98/8/EO He € MPUKIIOYHIO KbM
1 centemBpu 2013 r., ce oLeHsBAT OT KOMIETEHTHUTE OPTaHHU CHIIIACHO
pasnopenOMTE Ha HACTOSIIUS pErJIaMeHT M, CIOpea cliydas, Ha
Pernament (EO) Ne 1451/2007.

Ta3u oLeHKa ce M3BBPIIBA Bb3 OCHOBA HAa MHPOpPMALUATA, MMOJAJACHA B
JIOCHETO, TIPE/ICTaBeHO B choTBeTcTBUE ¢ JlupektuBa 98/8/EO.

Koraro oneHkara faBa OCHOBaHMS 3a OHNAcEHUs BbB BPb3Ka C NpHIa-
TaHEeTO Ha pa3nopenOHTe Ha HACTOAIINS PETJIaMEeHT, KOUTO HE ca OmiH
BkmoueHd B JlupextuBa 98/8/EO, Ha 3asBuTENs c€ INPENoOCTaBs
BB3MOXKHOCT 12 MPEJOCTaBU JONBIHUTEIHA MH(BOPMAIHS.

[Monarat ce BCHYKM YyCWMs, 32 Ja ce U30erHat JIOMBIHUTEIHU
M3IHUTBAHUS BbPXY I'PHOHAUHM )KUBOTHU M J1a ce U30erHe Bb3HUKBAHETO
Ha 3a0aBsiHMS BBB BpB3Ka C NporpaMaTa 3a mpepasriexiIaHe, Mpel-
BugeHa B Permament (EO) Ne 1451/2007 B pesynrar oT Te3u
TIPEXOJHU Pa3OpeIOH.
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HesaBucumo ot pasmopexbute Ha maparpad 1, AreHmusra oTroBaps
CBIIO 32 KOOpPIWHUpAaHE HA Tpoleca Ha OIEHJIBaHE Ha IOCHETAaTa,
nojganeHu 3a uenure Ha [upextuBa 98/8/EO, 3a KOWTO OlEHABaHETO
He e mpuKIoumio keM 1 centemBpu 2013 1., u ynecHsBa IOArOTOBKaTa
Ha OICHKaTa, KaTo TPENOCTaBs OpraHM3allMOHHA W TEXHUYECKa
MnoAKpena Ha AbPKaBUTC-WICHKM W Ha KOMI/ICI/IﬂTa, CUUTAHO OT
1 smayapu 2014 1.

Ynen 91

IIpexogHu MepKH OTHOCHO 3asiBJIEHMSITa 3a pa3pelleHus 3a
Omonuau, nmoaaaenu cbriacHo Jupextusa 98/8/EO

3asBleHMATa 3a paspelleHHs Ha OHOLMIM, MOJAaJeHH 3a LEeJUTe Ha
HupektuBa 98/8/EO, 3a KOWTO OIICHSBAHETO HE € MPUKIIOYWIO KbM
1 centemBpu 2013 r., mpoab/nKaBaT na ObAAT OLEHSABAHU OT KOMIIET-
EHTHUTE OpraHH ChIJIACHO MOCOYCHATA JTUPEKTHBA.

HesaBucumo OoT pasmopenbuTte Ha IIbpBa ajrHEs, OpHIara ce CIeIHOTO:

— KOTaToO OIleHKaTa Ha PHUCKa HAa aKTHBHOTO BEIIECTBO COYH, Y€ ca
W3IBJIHEHN CUH WM MOBEYE OT KPUTCPHUTE, MOCOYCHU B WICH 5,
naparpad 1, OHOIMIBT ce paspelmiaBa B CHOTBETCTBHE C
pasnopendute Ha uieH 19;

— KOraTo OIICHKaTa Ha pUCKa Ha aKTHBHOTO BEIIECTBO COYHM, Y€ ca
U3I'BIIHEHW CIWH WM TOBEYE OT KPUTEPHUTE, MOCOYCHU B YIICH
10, OuonuabT ce paspelnaBa B ChOTBETCTBHE C pPas3MopeadOHTE Ha
ujieH 23.

Koraro omeHkara faBa OCHOBaHMsS 3a ONAcEHUs BbB BPb3Ka C MpHIa-
TaHEeTO Ha pa3nopenOHTe Ha HACTOAIINS PErJIaMEeHT, KOUTO HE ca OmIH
BkmoueHd B JlupexktuBa 98/8/EO, Ha 3asBuTens ce€ INPenocTaBs
BB3MOXKHOCT J1a TIPEJOCTaBU JOMBIHUTEIHA MH(BOPMAIHS.

Ynen 92

IIpexogHu MepKH OTHOCHO OMOLUAMTE, pa3pelieHH/perucTPHPaHU
cbriacHo Jupexrusa 98/8/EO

1. buouuau, 3a KOMTO € M3NaZCHO Pa3pellleHHe WM PETUCTpalus B
ChOTBETCTBHE ¢ wieH 3, 4, 15 wmu 17 or Jdupexkrusa 98/8/EO mpenu
1 cenremBpu 2013 r., MoraT na HpoABIDKAT Ja CE IMPEJOCTAaBiAT Ha
masapa M Ja ce ynoTpeOsiBaT, KOraTo € yMECTHO, NpU Cla3BaHe Ha
YCIIOBHATA 32 pa3pellaBaHe WM PEruCTpalyisi, YPeIeHH OT IMOCOYEeHATa
JTUPEKTHBA, 10 JaTara HAa M3TUYaHE Ha pPa3pelIeHHETO WM pPerucrpa-
IUATa, WIA HEroBaTa OTMSHA.

2.  HesaBucumo oT pasnopendOute Ha maparpad 1 HacTOSIIHMAT
periaMeHT ce TMpwiara CIpsSMO IIOCOYCHHTE B HEro OHOIMAM OT
1 centemBpu 2013 r.

Ynen 93

ITpexoHH MepKH OTHOCHO GHOLMAMTE, HEMONAJAIM B 00XBaTa Ha
JupextuBa 98/8/EO

1. HesaBucumo OT pasmopenbure Ha wieH 89 3asBieHHATa 3a
paspeuiaBaHe Ha OHOIMIW, Hemomajam B oOxBara Ha JlupekThBa
98/8/EO u momajamy B oOXBaTa Ha HACTOSINUSA PErIAMEHT, U KOUTO
ca Ouim mpenocrtaBeHH Ha mazapa kpbM 1 centemBpu 2013 r., ce mogasar
Hah-kbcHO 10 1 cemremBpu 2017 1.



2012R0528 — BG —23.09.2013 — 001.001 — 84

2. Upes meporanus oT wieH 17, maparpad 1 OumonuauTe, MOCOUCHU B
naparpad 1 OT HacTOSIIMS YJICH, 33 KOUTO € TOI3JCHO 3asBJICHUC B
CHOTBETCTBHE C maparpad 1 oT HACTOSAIIMS YJIEH, MOTaT Ja MPOIBJIKAT
Jla ce TPENOCTaBAT Ha Ta3apa WiIM Ja ca B ymoTpeda A0 nartara Ha
pelIeHHeTO 3a W3JaBaHe Ha paspeuieHue. B ciyuail Ha pemenue 3a
OTKa3 3a W3JaBaHE HAa pa3pelicHue OWOLUIBT HE MOXKE IOBede Ja
Opme mpemoctaBsH Ha mazapa 180 mHM cien B3eMaHETO Ha TaKOBa
peuieHue.

Upe3 neporamms ot wieH 17, maparpad 1 OHoOnMIuTe, MOCOYEHH B
maparpad 1 OT HacTOSAIIMS WieH, 32 KOHTO HE € TOJNAJeHO 3asBICHHE
chrilacHoO maparpad 1 oT HacTOSIIMS YiIeH, MOraT Jia MPOIBJDKAT Ja ce
npeyiaraT Ha masapa Wwid Aa ca B ynorpeba mo 180 mHu cuen
1 centemspu 2017 r.

O06e3BpexxaaHeTo U ynorpedara Ha ChLIECTBYBAIIM 3allacd OT OMOLUAH,
KOWTO HE Ca pa3pellieHH 3a CHOTBETHATa ymoTpeda OT KOMIIETCHTHUS
opran mwi ot Komucusita, mMorar na mpoawsmxar 1o 365 nHu cuen
Jatata Ha PELICHUETO, MMOCOYeHa B ITbpBa AJMHEs, WU O JBAaHA/IECET
Mecella Cclie/l AaTaTa, I0COo4YeHa BbB BTOpa ajMHes, KaTo ce Mpuiara Io-
KbCHATa Jara.

Ynen 94

l'[pexom-m MEPKH OTHOCHO TPETUPAHUTE H3ACIUNA

1.  Upe3 peporamus or wieH 58 u 0e3 ma ce 3acara wieH 89,
TPEeTHpaHH W3AENUs, KOUTO ca OWIM MNpefocTaBeHH Ha Ma3apa KbM
1 cenremBpu 2013 r., morar jma mpoAb/DKar Jxa ce INpeajaraT Ha
masapa OO JaTaTa Ha pELICHHeTO 3a OA0OpsBaHE, 3a CHOTBETHUS
MPOMYKTOB THWII, HAa AaKTUBHOTO(WTE) BemecTBO(a) B CHCTaBa Ha
Ouonmna, ¢ KOWTO ca TPETUPAHU TPETHPAHUTE HM3JCNHUS WM KOHTO Te
CBIBpPXKAT, MPH YCJIOBHE Y€ 3asBICHHUETO 332 ONOOpSBaHE HAa aKTHBHO-
To(uTe) BemecTBO(a) 3a CHOTBETHHUS NMPONYKTOB THUIl € IOJAJCHO Haii-
kbcHO 10 1 cemremBpu 2016 r.

2. B cayuail ye ce B3eMe pemieHHE HIKOE aKTUBHO BEIIECTBO [1a HE
O0bae 0J00peHO 3a CHOTBETHHUS NMPOAYKTOB THII, TPETUPAHUTE U3AEIHA,
KOMTO Ca TPETHPAHW C WM KOUTO ChABPXKAT OHOIMI(H), ChIbPIKAIIN
TOBA aKTHBHO BEILIECTBO, HE MOTaT MOBEYE J1a Ce MPEJOCTAaBsT Ha ra3apa
180 muu crnen TakoBa pemieHue WM cuutaHo ot 1 cemremBpu 2016 r.,
KaTo ce MpuJiara mo-KbCHarTa Jata, OCBeH ako He € MOAaJeHO 3asBICHHE
3a o100psiBaHE B CHOTBETCTBUE ¢ maparpad 1.

Ynen 95

l'[pexozum MEPKHM OTHOCHO JAOCTHIA 10 Jd0CHETO HA AKTHBHOTO
BCIIECTBO

1. Kem 1 cenremBpu 2013 r. BcAko nmile, KOETO Kelae Ja ITyCHE
akTuBHO(M) BemiecTBo(a) Ha masapa B Cbl03a CaMOCTOATENHO WIH B
chcTaBa Ha Ouonuau (,,3aMHTEPECOBAHOTO JHIE™), 32 BCSIKO AKTUBHO
BEILIECTBO, KOETO MPOM3BEkIA WIIM BHACSA 33 HM3MOJ3BaHE B OWOIMIM,
nojaBa B AreHIUATA:

a) JocHe, KOETO OTroBapsl Ha M3WCKBaHUATA B mpwiokenue 11 wim, mo
nenecboOpasHoct, Ha mnpunoxenue IIA kem [upektuBa 98/8/EO;
WIIN

6) mHCMO 3a JOCTBIT JO JIOCHE, TIOCOYEHO B OyKBa a); WIIH

B) T030BaBaHE Ha JOCHE, CHIVIACHO MOCOYEHOTO B OyKBa a) U 3a KOETO
BCHYKU CPOKOBE 3a 3alINTa Ha TaHHU Ca M3TCKIIH.
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AKO 3aHHTEPECOBAaHOTO JIHIE HE ¢ (DM3MYECKO WIM FOPUANYECKO JIHIIE,
YCTaHOBEHO Ha Tepuropusita Ha Cpbro3a, HHOOpPMALUSTA, U3MCKBAHA TI0
ObpBa aNWHEs Ce MoJaBa OT BHOCHTENs Ha OWONMAA, KOHTO ChIbpKa
TOBa/Te3W aKTUBHO(M) BeliecTBo(a).

3a menuTe Ha HAcTOAIMSA maparpad M 3a CHIICCTBYBALIUTE AKTHBHH
BEILECTBA, BKJIIOYEHM B cHMCbKa B mpunoxkenue II xbm Permament
(EO) Ne 1451/2007, unen 63, maparpad 3 OT HACTOSIIHS pETJIAMEHT,
ce Ipuiiara 3a BCHYKH TOKCHKOJIOTUYHU U €KOTOKCHKOJIOIMYHH H3CIeH-
BaHUS, BKJIIOYHTEIHO TOKCHKOJOIMYHH U EKOTOKCHKOJOTHYHU H3CIIE]I-
BaHMs, KOMTO HE BKJIIOYBAT M3IMMTBAHUS BBPXY IPHOHAYHH JKUBOTHH.

3anHTEepECcCOBAHOTO JIMIIE, HA KOETO € JaJIeHO MTUCMO 3a JIOCTBII JI0 JI0CHe
Ha aKTUBHOTO BEIECTBO, MMa IIPAaBO Jia MO3BOJM Ha 3asBUTEIINTE 32
paspeleHre Ha JajgeH OMOIM[, ChIbPIKAI TAaKOBA aKTHBHO BEIIECTBO,
Jla ce I030BaBaT HA TOBa IMCMO 3a JOCTBI 3a Ieiaure Ha wieH 20,
naparpad 1.

Upes neporanus ot wieH 60 OT HACTOSILUS PETIaMEHT, BCUYKH CPOKOBE
3a 3aUTa Ha JaHHM 33 KOMOWHAIMHTE BEIIeCTBO/IPOMYKTOB THII,
u3penenn B npuiioxeHue Il kpm Permament (EO) Ne 1451/2007, HO
BCE OIIe HEOJOOPEHH II0 HACTOAINMS pEriaMeHT, H3THYaT Ha
31 nexemspu 2025 r.

2.  AreHmusiTa OmNOBECTSABa MyOJMYHO CHHCHKAa HA JIMIATA, KOUTO ca
MOJaJIU 3asBJICHHE B CHOTBETCTBHE C maparpad 1, wim 3a KOUTO € B3ena
pelieHre B ChOTBETCTBUE ¢ wieH 63, maparpad 3. CIUCHKBT BKIIIOYBA H
MMEHaTa Ha JIMLATa, KOUTO YJYacTBaT B paboTHATa Imporpama, ch3iaieHa
chrilacHO uieH 89, maparpad 1, mepBa ajMHes, WM 3aMECTBAT
YYacTHHK B Hesl.

3.  bes nma ce 3acsara unen 93, cunrtano ot 1 cenremBpu 2015 r. HE ce
MpeloCTaBsl Ha ma3apa OWOIMI, aKo MPOU3BOIUTENAT WA BHOCHTEIST
Ha aKTHBHOTO(MTE) BELIECTBO(a), ChIbpKaNIO(M) ce B OHOIMIA, WIH,
Cropen Cilydasi, BHOCUTEIAT Ha OHOLMAA HE € BKIIOYEH B IOCOYCHUS
B naparpag 2 CIHUCBHK.

bes nma ce 3acsarar uieHoBe 52 u 89, o0e3BpexkIaHETO M ynoTpebaTa Ha
CBLIECTBYBAIIUTE 3allacu OT OMOIMIH, ChIBPXKALIM aKTHUBHO BEILECTBO,
3a KOUTO HE € BKJIIOYCHO 3aMHTEPECOBAHO JIMIE B IIOCOYCHUS B
naparpad 2 cHUCBK, MOrar Ja mpoasikar ao 1 cenremspu 2016 r.

4.  Hacrosummsar d4jeH HE ce INpujara KbM aKTUBHHUTE BEIIECTBa,
n30poenu B npuwioxenue I, kareropun 1—5 u 7, HUTO KbM OHOLMIUTE,
ChIbpIKAIIM €IMHCTBEHO TaKMBa aKTHUBHM BELIECTBA.

Ynen 96

OTMsiHa

be3 nma ce 3acsarar pasnopendourte Ha wieHoBe 86, 89, 90, 91 u 92 or
HACTOSIIUS periaMmeHT, ce otMeHs [upektusa 98/8/EO ¢ neiicTBue ot
1 centemspu 2013 .

[TozoBaBaHMsATa HAa OTMEHEHAaTa TUPEKTHBA CE CUMTAT 32 IT030BABAHU
Ha HACTOSILMSI PErJaMeHT M C€ 4eTaT ChIVIACHO Tabiuuara Ha ChOT-
BeTcTBHETO B mpmiiokenne VI
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Ynen 97
Bianszane B cuia
HacrosmusT perinaMeHT BiW3a B CHJIAa Ha JIBAJICCETHS JICH Cie]| ITyOJIH-
KyBaHeTo My B Oguyuanen eecmuux Ha Eeéponelickus cvio3.
[Ipunara ce ot 1 cenremspu 2013 T.

Hacrosust PErIaMEHT € 3aAbJDKUTECIICH B CBOsATA LUAJIOCT U CC IpUJIara
IPsIKO BbB BCHUYKU AbPIKABU-YJICHKHU.
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IIPUJIO)KEHUE 1

CIIMCBK HA AKTUBHUTE BEHIECTBA, IOCOYEHH B YWIEH 25, BYKBA A)

EO nomep

Nme/rpyna

OrpanuueHus

Benexxa

Kareropust 1| — BemectBa, pa3spemnieHu karo 100aBkd B xpaHute chrimacHo Permament (EO) Ne

1333/2008

200-018-0

MileyHa KHCEJIHHA

KoHueHTpanusi, mojjiexaiia Ha OorpaHdYaBaHe, Taka
4e Ja He ce M3UCKBa KiacH(HIMpaHe Ha Ououuia
coriacHo JlupextuBa 1999/45/EO mnm Pernmament
(EO) Ne 1272/2008.

E 270

204-823-8

Hatpues amerar

KoHueHTpanus, moaiexania Ha orpaHuYaBaHe, Taka
4ye Ja He ce M3MCKBa KiacuduimpaHe Ha Onouuaa
cermacuo JlupektuBa 1999/45/EO wnu Permament
(EO) Ne 1272/2008.

E 262

208-534-8

Harpues Genzoar

KoHueHnTpauus, noaiexaiia Ha orpaHuYaBaHe, Taka
4ye Ja He ce M3UCKBa KiacuduuupaHe Ha Ououuna
cbriaacHo JlupektuBa 1999/45/EO unu Pernmament
(EO) Ne 1272/2008.

E 211

201-766-0

(+)-Bunena
KHCETHHA

KoHnuenTparmsi, moanexaia Ha orpaHuYaBaHe, Taka
4ye Ja He ce M3UCKBa KiacuduuupaHe Ha OHouuna
cermacuo JlupektuBa 1999/45/EO wnm Pernmament
(EO) Ne 1272/2008.

E 334

200-580-7

OreTHa KUCEIIMHA

KonnenTpanus, noajexania Ha OrpaHAYaBaHEe, TaKa
4ye Ja He ce M3UCKBa KiacHu(UuUpaHe Ha OHouuIa
cermacuo JlupektuBa 1999/45/EO wnm Permament
(EO) Ne 1272/2008.

E 260

201-176-3

ITpormonosa
KHCEJIMHA

KoHueHTpanusi, mojjexaiia Ha orpaHdYaBaHe, Taka
4ye Ja He ce M3UCKBa KiacuHIMpaHe Ha Ouonuia
ceriacHo JlupektuBa 1999/45/EO wmnm Pernmament
(EO) Ne 1272/2008.

E 280

Kareropust 2 — BemiectBa, BkiroueHd B npuioxenue [V kem Permament (EO) Ne 1907/2006

200-066-2 AcxopOuHoBa
KHUCEIHHA
232-278-6 Macno oT jeHeHo

ceMe

Kateropust 3 — Cnabu kucenanHu

Kareropust 4 — TpaauuuoHHO ynoTpeOsBaHM BEIIECTBA C €CTECTBEH MPOU3XO.

Hatypamno macno

Macio oT
JIaBaHayIa

CAS 8000-28-0

Harypanao macno

Macno or MeHTa

CAS 8006-90-4

Kareropus 5 — dep.

OMOHHU

222-226-0

OkT-1-eH-3-011

Cmec

depoMoH oT
IUTATHEHH JIPEIIHI
MOJIIHU

Kateropust 6 — BemiectBa, Bkiouenu B npunoxenue 1 mmm IA xem Jupextusa 98/8/EO

204-696-9

Brrineponen
JTIHOKCHT

EnuHcTBeHO 3a ynorpeba B TOTOBH 3a ymorpeba
ra30BU OyTWIIKH, pabOTENH C Ta300TACIUTENL.
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EO nomep Nme/rpyna OrpanuueHus Benexxa
231-783-9 A3sor EnuncTBeHO 32 ynotpeba B OrpaHHYeHH KOJIMYECTBA
B TOTOBH 32 ynotpeba OyTHIKH.
250-753-6 (Z,E)-rerpanexa-

9,12-1ueHnn
areTar

Kateropust 7 — Hpyru

BbaxynoBupyc
215-108-5 benronut
203-376-6 Hutponenan
231-753-5 Kenesen cyndar
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IIPUJIOKEHUE 11

MN3UCKBAHHUSA 3A IMPEJOCTABSAHE HA HWH®OPMAIUA 3A

1.

AKTUBHUTE BEHIECTBA

B HacTOAMIOTO MPUIOKEHHE Ce OTPENEIAT N3NCKBAHHATA 3a MPEIOCTABSIHE Ha
HHpOpMAIHS 32 M3TOTBAHE HA JOCHETO, MOCOYCHO B wieH 6, maparpad I,
OykBa a).

I[aHHI/ITe, ChABpKAIIKH CE€ B HACTOAUIOTO MNPUIIOKEHUE, BKIIFOUYBAT OCHOBHH U
JOIIBJIHUTCIIHU JTaHHH. ﬂaHHI/ITe, KOUTO cmaaaT KbM OCHOBHHUTC JaHHH, C€
cyuTar 3a 0a30BUTE JJaHHW, KOUTO IO MPHUHOMUII CJI€ABa Ja C€ MNPEAOCTaBAT
3a BCHYKHM AaKTHBHH BCIICCTBA. B Hsaxon clIyyan obaue (bI/ISI/I'-IHI/ITe N
XUMUYHUTE CBOMCTBA Ha BEHIECTBOTO MOXE Ja O3Ha4vaBaTr, 4Y€ HEC €
BB3MOXHO HJIK HE € HBO6XOHI/IMO Ja C€ IPEOOCTaBAT KOHKPETHU HOAaHHU,
KOHUTO CriaaT KbM OCHOBHHUTC JAaHHH.

[lo oTHOmIEHWE Ha NOMBIHUTENHUTE AAHHU EIEMEHTHTE, KOHTO TpsOBa 1a
OBJIaT MPEIOCTaBEHU 32 KOHKPETHO aKTHBHO BEIIECTBO, CE OIMPENENAT, KaTo
ce pasriiek[a BCEKH E€JIIEMEHT OT MOCOYCHHTE B HACTOSAMIOTO NPUIIOKEHUE
JOMTBJIHUTEHN JaHHHM, Karo Ce OTYUTAT Hapeq C APYyroto (GU3WYHUTE H
XHUMHYHUTE CBOWCTBAa HA BEIECTBOTO, CHIIECTBYBALUTE AaHHH, HH(pOpMa-
OUATa, KOSATO € 4YacT OT OCHOBHHTE JaHHHW, W TPONYKTOBUTE THUIIOBE, B
KOUTO I C€ M3II0JI3Ba aKTHBHOTO BEUIECTBO, KAKTO M CBBP3aHUTE C Ta3u
yrnoTpeba MO Ha €KCIO3HUIIHS.

B kosona 1 or Tabnuuara B npuinoxenue Il ca najgeHn KOHKPETHH yKa3aHUS
3a BKJIIOYBAHETO HA HSAKOWM [aHHU. l[lpwiarat ce chIo ¥ 00mmre CHOO-
paKeHUS 3a aJalTHPaHe HA M3MCKBAHUSITA 33 MPEIOCTaBsIHE HA WH(OpMAIHs,
mocoueHn B mpuioxkenne V. [Ipeasua ToBa KONKO € BaKHO J1a c€ HaMAalsT
ONMUTHUTE BBPXY TIPHOHAYHH IKUBOTHH, B KOJIOHA 3 OT Ttabiumara B
nputoxenue Il ca majgeHu KOHKPETHH yKa3aHUs 3a alalTUPAHETO HA HAKOU
JTAaHHU, KOETO MOKE J[a HAJ0XK H3MOJI3BAaHETO Ha TaKWBA OMUTH BBPXY
rpbOHAYHU KUBOTHU. BBB BCHYKHM CIy4ad MpenoCTaBeHaTa wHpopMauus e
B JIOCTaTh4yeH 00eM, 3a Jia MO3BOJIM OLIEHKA HA PHCKA, KOSTO Ja TOKaxe, ue
MocoYeHnTe B wicH 4, maparpad | KpuTepuu ca H3MBIHCHH.

3asBUTENINTE CIIEIBa Jla HANPaBsT CIIPaBKa B MOJPOOHOTO TEXHMYECKO PBKO-
BOJICTBO OTHOCHO NPHJIAraHEeTO Ha HACTOSIIOTO NPHIOKEHHE U MOArOTOBKAaTa
Ha JIOCHETO, OCOYEHO B WieH 6, maparpad 1, OykBa a), KoeTo MOxe 1a Obie
HaMepeHo Ha yeOcaiita Ha ATreHUUSITA.

3asBUTENAT € 33JbJDKEH Jla 3al04He KOHCYNTAlMsS NPEAu MoJaBaHe Ha 3asB-
nennero. OCBEH 3aIb/DKEHHUETO, OMpEAeiIeHO B wieH 62, maparpad 2,
3asABUTEIAT MOXE Ja Ce KOHCYJITHpPa M C KOMIICTCHTHHs OpraH, KOWTO Iie
OLICHSIBA JIOCHETO, MO OTHOLICHHE HA NPEJIOKCHUTE H3MCKBAHMS 3a TIPea-
ocTaBsiHe Ha MH(OPMALMS M IO-CIHELMATHO HA ONMTHTE BBPXY I'PBOHAYHU
JKMBOTHH, KOMTO 3asBUTEIIAT Mpeiara 1a U3BBPILIH.

Moxe fma ce HamoXu na Oble TPEAOCTaBeHa NOMBIHHUTENHA HHO)OPMAINS,
ako ¢ HeoOXOoOMMO [a Ce W3BBPLIM OIICHKAara, II0COYCHa B WIEH 8,
naparpag 2.

BxirouBa ce HOIIpO6HO U IIBJIHO ONMCAaHUE Ha U3BBPUICHUTE WU ITUTUPAHUTE
H3CIICABAaHUA W HA HU3IOJ3BAHHUTE METOAU. Baxno ¢ Jla C€ HallpaBu HE00X0-
JUMOTO HAJIMYHUTEC JAaHHU 1A Ca NPECACTABUTECIHU U TOCTAThYHO KA4YC€CTBEHH,
3a Jda OTTOBOPAT Ha H3UCKBAaHUATA. CJ'Ie,HBa Jla C€ IpPEACTaBAT W JOKasa-
TEJICTBA, 3a MOa C€ IOKaXe, Y€ AaKTUBHOTO BEIIECTBO, BBPXY KOCTO Ca
M3BBPUICHU ONUTHUTE, € CHIUIOTO KAaTO TOBA, 3a KOETO € 6110 IOJaICHO 3asAB-
JICHUECTO.

3a mpeacTaBsHE HA JIOCHETaTa 3aJBIDKUTEIIHO CE H3MOJN3BarT (opMaTuTe,
npemocraBeHn oT Arenimsara. OcBeH Tsx TpsOBa na ce msnomsea u [UCLID
3a Te3W YacTU OT JocueraTa, 3a kouto ce orHacs [UCLID. ®opmarute u
JOMBJIHUTEIIHUTE YKa3aHUS OTHOCHO H3MCKBaHHATA 3a MPEJOCTaBsSHE Ha
MAHHU ¥ W3TOTBSHETO HAa JIOCHETaTa MOraT [ga ObJaT HaMEpeHH Ha
yebcaiiTa Ha AreHiusra.
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5. I/ISHI/ITBaHI/IﬂTa, NpeACTaBCHU C LIS ITOJyJaBaHE Ha 0,H06peHI/Ie Ha aKTUBHOTO

BEIECTBO, C€ MPOBEXKJIAT B CHOTBETCTBHE C METOAUTE, ONMCAHHU B Pernament
(EO) Ne 440/2008 na Kommucusara or 30 mait 2008 r. 3a ompenensHe Ha
METOIH 3a u3nuTBaHe B choTBeTcTBHE C Permament (EO) Ne 1907/2006 na
EBponeiickus mapmameHT M Ha CbBeTa OTHOCHO PETHCTpALMATA, OLCHKATa,
paspemraBaneto ¥ orpanndaBanero Ha xumukamun (REACH) ('). Boopexkn
TOBa, aKO JAJeH METOJ € HEMOAXOSL WIM HE € OIKMCaH, Ce H3I0J3BaT
JIPYTH METOJM, KOUTO ca TOIXONSAINM OT HaydyHa TIJIe[Ha TOYKa, IO
BB3MOXKHOCT MEXAYHApOAHO INpPU3HATH, U YMATO LENeChOOpPasHOCT TpsOBa
na e obocHOBaHa B 3asBiIeHHETO0. Koraro MeromuTe 3a M3NHMTBaHE Ce
npUjIaraT 3a HaAaHOMATepHallk, Ce TNpPEeNOCTaBs OOSICHEHHE HAa Hay4yHATa MM
1eJech00Pa3HOCT 32 HAHOMATEPHAIIUTE, U, PH LENeChOOPa3HOCT, HAa TEXHH-
YeCKOTO aJalTHPaHe/TIPUCTIOCO0sIBaHe, KOETO € HANpaBeHO C LeN Ja ce
OTrOBOPH Ha cHelU(HYHUTE XapaKTEPUCTUKHM HA TE3M MaTepUalH.

IlpoBeneHuTe M3NMTBAaHUS ClelBa Ja ca CbOOpPA3eHH CBbC CHOTBETHUTE
U3UCKBAHMS 3a 3alllMTa Ha Ja0OpPATOPHUTE S>KUBOTHH, OIpEJEICHH B
JupexruBa 2010/63/EC na EBpomeiickust mapnameHT M Ha CbBera oOT
22 centemBpu 2010 r. OTHOCHO 3amMTaTa Ha JKMBOTHHUTE, M3ION3BAHHU 3a
HayyHu uend (?), a Ipy eKOTOKCHKOJIOINYHM M TOKCHUKOJIOTHYHU H3MHTBAHHUSI
— ¢ noOpata aboparopHa IpakTuka, onpezneneHa B Jupexrusa 2004/10/EO
Ha EBponeiickus nmapinament u Ha CobBera ot 11 despyapu 2004 r. oTHOCHO
XapMOHM3MPaHE Ha 3aKOHOBHUTE, IIOJ3aKOHOBHTE U aJAMMHHMCTPATHBHUTE
pasnopenOu, CBbP3aHM C NpHIAraHeTo Ha IPUHIMIMTE Ha Jo0pa Jabo-
paTopHa MpaKTHKa M BepU(ULUPAHETO HAa TIAXHOTO INpHUJIAraHe Ipu
M3LHTBAHASI HA XMMHYECKH Bemectsa (%), WM ¢ APYTH MEeXIyHapOJHH CTaH-
JIapTH, NPU3HATH 3a eKBUBalIeHTHU oT Komucusra unu ot Arenuusra. M3nut-
BaHUATA 32 (DU3MKOXMMMYHMTE CBOMCTBA M JaHHHUTE 3a BELIECTBOTO OT
3HauUCHHE 3a 0E30I1aCHOCTTA Cle/Ba Jla Ce M3BBPILIBAT IIOHE B CHOTBETCTBHUE
C MEXIyHapOJHHTE CTaHIAPTH.

Ilpn wu3BBpLHIBaHE HA W3MUTBAaHE, TPAOBa Ja Ce MPEICTaBH MHOAPOGHO
onucanne (creuuduKamus) Ha HM3MO0J3BAaHOTO aKTHBHO BEIIECTBO H
Herosure mpuMecH. V3MUTBaHETO cieqBa 1a Ce M3BBPIIBA, KATO aKTHBHOTO
BELIECTBO € BBB BH/A, B KOWTO ¢ MPOM3BEACHO, MIIH B CIIyYail Ha W3IUTBAaHE
Ha HAKOM QM3MYHH WIM XMMHYHH CBOWCTBA (BK. yKa3aHMsTa B KOJOHA 1 OT
Tabiuiara) — ¢ npedrcTeHa (GopMa Ha aKTHBHOTO BEIIECTBO.

Korarto chluecTByBaT JaHHH OT M3MMTBAHMS, MMOJyYCHH mpeau | cenreMBpu
2013 r. upe3 MeroaM, pa3nuMyHH OT wu3noxkenure B Permament (EO)
Ne 440/2008, amekBaTHOCTTa Ha TE3M JAaHHM 3a ICJINTE HA HACTOSIIHUS
periaaMeHT W HeoOXOAMMOCTTa OT HOBM M3IHMTBaHHs ChOOpa3HO PeriameHt
(EO) Ne 440/2008 Tpsi6Ba na ObOAT yCTAHOBEHM 3a BCEKM OTHENEH Cllydail OT
KOMIIETEHTHHsI OpraH Ha CBhOTBETHATA JbpiKaBa-4wiICHKa, KaTo ce B3eMe
npeaBua, Hapen C Ipyrd (akTop, HEOOXOOUMOCTTa OT CBEXIaHE [0
MHHHMYM Ha W3MUTBAHETO BbPXY I'PHOHAYHH JKMBOTHH.

HoBute n3nuTBaHMs, B KOUTO Y4acTBAaT rPbOHAYHU JKUBOTHH, CE MPOBEKIAT
KaTo MOCJeAHa BB3MOXKHOCT 3a ChOOpassiBaHEe C HM3MCKBAHMATA 3a TIPEA-
OCTaBsiHE Ha JaHHM, OMNpEICICHH B HACTOSIIOTO MPUJIOKEHHE, KOraTo
BCHYKHM OCTaHaIM M3TOYHHLM Ha HHpopManus ca OWIM H34epHaHH.
W30srBar ce ChIIO M3NUTBAaHUS MH BMBO C KOPO3WBHH BELIECTBA NMPH HHUBA
Ha KOHIEHTpALMs/ 1032, NPHYMHSIBAIM KOPO3HUBHOCT.

JUSUT 1
XMMHWYHHI BEHIECTBA

OCHOBHM ¥ JONBJHUTEJIHU JAHHU 32 AKTHBHUTE BeleCTBA

Nudopmanusra, u3ucKkBaHa KaTo 00OOCHOBKA 3a 0J00psBaHE HA NaJCHO AaKTHBHO
BEIIECTBO, € N30pOcHa B TabiMIaTa IO-J0ITy.

(
(
(

1
2
3

) OB L 142, 31.5.2008 r., ctp. 1.
) OB L 276, 20.10.2010 r., ctp. 33.
) OB L 50, 20.2.2004 r., cTp. 44.
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VcnoBusita, IpH KOMTO HE CE M3HMCKBA ONPENEICHO HM3IHMTBAaHE, NPEABUICHH B
CHOTBETCTBAIIUTE MeToan 3a m3nuTBaHe B Permament (EO) Ne 440/2008 u xonto
HE Ce IOBTapsT B KOJOHA 3, CBIIO CE MpHJarar.

Komona 3
Kosnona 2 CrenubuyHn TpaBuiIa 3a aganTUpaHe CIpsMO
Kosona 1 Beuukn gaHHM ca OCHOBHHM, |CTaHJapTHATa MH(POPMAIUS OTHOCHO HSKOH OT
WM3uckBana nnpopmarus: OCBEH aKO HE ca OTOes3aHM | HM3UCKBAHMATA 3a MPEOCTaBsHe Ha WHGOP-
KaTo JOIBJIHUTCIIHN MaIysi, KOUTO MOXKE Jla HajaraT M3MOJI3BaHETO

Ha M3MUATBAHE BBPXY Fp’bﬁHa‘lHI/I KHUBOTHHU

1. 3ASABUTEI

1.1. Nwme u agpec

1.2. JIuie 3a KOHTaKT

1.3. [IpousBonuren Ha AKTHBHOTO

BEIIECTBO (HANMEHOBAaHUE, ajpec U
MECTOHAXOXKICHHE Ha 3aBoja(ure)
TIPOU3BOIUTEN(1)

2. WJEHTUYHOCT HA AKTUBHOTO
BEIIECTBO

B To3m pasmen ce gaBa JOCTaThYHO
urdopmanus 3a AKTMBHOTO
BEIECTBO, 3a Ja MOXE TO Ja Obae
HAECHTHOUIUPAHO. AKO € TEXHHYECKH
HEBB3MOYKHO WIIM aKO HsMa Hay4HOO-
00CHOBaHa HEOOXOAMMOCT OT Mpe-
ocTaBsiHe Ha WH(OpMamUs Mo eqHa
WIA TOBEYEe OT TOYKHTE TMO-J0IY,
NPUYUHHUTE SICHO CE€ TOCOYBAT.

2.1. OO0mo HauMEHOBaHHE, MPEIIOKEHO
wi npueto or ISO wim CHHOHHMH
(obuuaitno HauMEHOBaHUE,
THPrOBCKO  HaWMEHOBaHUE, CBHKpa-
IeHNE)

2.2. XUMUYHO HaWMEHOBaHHE (CHIIIACHO
nomeHkiarypara Ha IUPAC u CA
wim  apyro(n) — MeXIyHapoaHO(H)
XMMHUYHO(M) HauMEHOBaHHe(s)

2.3. Homenknarypen(u)  koi(oBe)  Ha
TIIPOU3BOAUTEISA
2.4. Homep mo CAS mmoc nHomepa EO,

INDEX u CIPAC

2.5. MonekynHa U CTpyKTypHa (opmyna
(Brmrountenno Hotamus mo SMILES,
aKO UMa TakaBa U € MOAXOJIIA)

2.6. Wndopmanus 3a ONTHUYHATA
aKTHBHOCT M IBJIHU TOAPOOHOCTH 3a
HW30MEpPHHS CHCTaB (AKO € MPHUIOKIMO

U YMECTHO)

2.7. Monapna maca

2.8. Metox Ha MPOW3BOACTBO (METOA Ha
CHHTE3) Ha aKTHBHOTO BEIECTBO,
BKJIFOYMTETHO uHpopmarust 3a

W3XOIHUTE MaTepuagd M pPa3TBOPH-
TenuTe, KaKTO M IOCTaBYHUIM, CIEIH-
¢duKauMK U TPesoCTaBsSHE Ha Tasapa
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Komnona 1
W3uckBana nHdOpManus:

Komnona 2
Beuuku aHHM ca OCHOBHH,
OCBEH aKO He ca OTOeNs3aHu
KaTO JIOMBJIHUTEITHH

Kosnona 3

CrnenupuyHN NpaBUiIa 3a aJanTHpaHe CHPSIMO
CTaH/apTHaTa MH(POPMALMS OTHOCHO HSKOU OT
M3UCKBAHUATA 33 MpeJocTaBsHe Ha HHOOP-
Manys, KOUTO MOXKE Ja HauaraT H3I0JI3BaHeTO

Ha M3MUTBAHE BbPXY I'PbOHAYHH )KHBOTHH

2.9.

Creudukanus  3a  4UCTOTa  Ha
IMPOU3BEACHOTO AKTHBHO BEIIECTBO B
g/kg, g/l mmm % w/w (v/v), kakro e
HOJXOJAINO, KaTO Ce MOCOodYaT BKIIO-
YUTCJIHO OJIHA U TOpHA rpaHula

2.10.

Wnentuanoct Ha €BEHTYaJIHH
npuMecd U 100aBKH, BKIIOYHUTEIHO
CTPaHUYHH TPOAYKTH OT CHHTE3a,
ONTHYHU M30MEPH, MPOAYKTH OT
pasrpakaaHeTto (aKo BELIECTBOTO €
HEeCTaOWITHO), Hepearupaiil U KpaiHu
IPYNH M T.H. OT NOJUMEPU M Hepea-
rupanui u3xoaHu marepuanu ot UVC
BEILIECTBA

2.11.

AHanuTHYeH mpoGMI Ha TOHE IeT
npeacraButennd  napruan  (g/kg
aKTHBHO BEIICCTBO), BKIFOYUTEIHO
nHbOpMALHM 32 CHIBPKAHHETO Ha
npuMecH, nocodenu B 2.10.

2.12.

[Iponsxox Ha €cTECTBEHOTO AKTUBHO
BEIIECTBO WJIM Ha IpeKypcopa(ute)
Ha AaKTUBHOTO BEIIECTBO, HaIlpuMep
€KCTPaKT OT I[BETE

OU3UYHA u XUMHWYHU
CBOMCTBA HA AKTHUBHOTO
BEIIECTBO

3.1.

BoHien Bun (1)

ArperatHo cbcrostaue (mpu 20 °C u
101,3 kPa)

Du3ngHO CHCTOSTHHE (mamp.
BHCKO3HO, KPHCTAJHO, HA Tpax) (IpH
20 °C u 101,3 kPa)

IBat (mpu 20 °C u 101,3 kPa)

Mupuc (npu 20 °C u 101,3 kPa)

3.2.

Temmeparypa Ha TOICHe/3aMpb3Ba-
He (%)

3.3.

KI/ICCHI/IHHOCT, AJIKaJIHOCT

3.4.

Temmneparypa Ha KumeHe (%)

3.5.

OTHOCHTENHA TUTBTHOCT (%)

3.6.

Jlanuu 3a cnektbhpa Ha abcopOupaHe

(UV/VIS, IR, NMR) wu mMacoB
CIIEKTBpP, KOCOHIMECHT Ha MOJapHa
abcopOrus npu oTpeeeHH
IOBIDKMHA HA BBJIHATA, KOraro e

yMmecTHo (%)

3.7.

IMapuo nHamsrane (%)
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Komnona 1
W3uckBana nHdOpManus:

Komnona 2
Beuukn naHHM ca OCHOBHH,
OCBEH aKO He ca OTOeNs3aHu
KaTO JIOMBJIHUTEITHH

Kosnona 3

CrnenupuyHN NpaBUiIa 3a aJanTHpaHe CHPSIMO
CTaH/apTHaTa MH(POPMALMS OTHOCHO HSKOU OT
M3UCKBAHUATA 33 MpeJocTaBsHe Ha HHOOP-
Manys, KOUTO MOXKE Ja HauaraT H3I0JI3BaHeTO

Ha M3MUTBAHE BbPXY I'PbOHAYHH )KHBOTHH

3.7.1. Ako Moxe gHa Obae H3YHCIIEHa,
KOHCTaHTaTa IO 3aKOHAa Ha XeHpPH
TpsiOBa BUHArW Aa ObJe MOCOYCHA 3a
TBBPANUTE BELIECTBA U TCYHOCTHUTE.
3.8. IMoBbpxHOCTHO HampexeHue (%)
3.9. PastBopumoct BbB Boza (%)
3.10. Koedummenr Ha  pasmpenencHue
(n-0KTaHOJI/BO/IA) M 3aBUCUMOCTTA MY
or pH ()
3.11. TepmudHa CTaOMIHOCT, MICHTHYHOCT
HA MPOJYKTUTE OT pasnagaHero (%)
3.12. PeaktuBHOCT crpsiMo MaTepmaia Ha
chaa
3.13. JluconuamnroHHa KOHCTaHTa JIO'BJIHUTENIHUA JTaHHU
3.14. I'panynomerpust
3.15. Buckosurer JIOMBJIHUTETHA TaHHH
3.16. PastBopuMoOcT B OpranuyHH pa3TBO- | JIOMBIHUTENHH NaHHU
pUTENH, BKIIOYUTEIHO BIHSHHE Ha
TeMIIepaTypaTa BbpXy pPa3TBOPHMOCT-
T1a ()
3.17. CTaOWIHOCT B OpraHUYHU pas3TBO- | JIONMBIHWUTEIHN AaHHU
puTenu, W3MOI3BaHU B OWOLMIHN, U
HUAEHTUYHOCT Ha CHOTBETHUTE
nponyktu ot pasmnagasero (1)
4. OU3NYHU PUCKOBE M CBHOT-
BETHUTE nm XAPAKTE-
PUCTUKU
4.1. Exkcmno3usu
4.2. Besnnamenumu rasose
4.3. Bp3miamennmu aepo3onu
4.4. Oxkcuaupaiiy razose
4.5. Ta3zoBe mox Hamsirane
4.6. Bb3miaMeHUMH TEUHOCTH
4.7. Br3mnamMeHuMu TBHPIU BEIIECTBA
4.8. CaMoaKkTHBHpall Ce€ BellecTBa U
cMmecu
4.9. IMupodopuu TeunocTu
4.10. IMupodopuu TBBpAN BeliecTBa
4.11. CaMoHarpsiBalii  ce  BelIecTBa U

cMecHu
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Komnona 1
W3uckBana nHdOpManus:

Komnona 2
Beuuku aHHM ca OCHOBHH,
OCBEH aKO He ca OTOeNs3aHu
KaTO JIOMBJIHUTEITHH

Kosnona 3

CrnenupuyHN NpaBUiIa 3a aJanTHpaHe CHPSIMO
CTaH/apTHaTa MH(POPMALMS OTHOCHO HSKOU OT
M3UCKBAHUATA 33 MpeJocTaBsHe Ha HHOOP-
Manys, KOUTO MOXKE Ja HauaraT H3I0JI3BaHeTO

Ha M3MUTBAHE BbPXY I'PbOHAYHH )KHBOTHH

4.12. BemectBa U cMecH, KOUTO B KOHTAKT
C BOAAa OTHENAT  BB3IUIAMEHUMHU
ra3oBe

4.13. Okcuaupany TeYHOCTH

4.14. Okcuaupany TBbPAH BEIIECTBA

4.15. OpraunyHu NepOKCUIHN

4.16. KopozuBHocT 3a meranute

4.17. JlonbaHuTeMHN GU3MYHU UHAUKATOPH
3a pHCK

4.17.1. Temmeparypa Ha caMmo3alajiBaHe
(TedHOCTH U ra3oBe)

4.17.2.  OrHocuTelHa TeMIlepaTypa Ha CaMo-
3amanBaHe 3a TBBPIM BELIECTBA

4.17.3. OmacHOCT OT €KCIUIO3MS Ha Ipax

S. METOJIM 3A OTKPUBAHE U
WJIEHTUDOUKALIA

5.1. AHaTUTHYHU METOAH, BKIIOYHUTEIHO
KOHTPOJIHU napameTpH, 3a
onpeesnsiHe Ha  IPOU3BEAEHOTO
aKTHBHO BELIECTBO M, KOrato e
YMECTHO, Ha CHOTBETHHTE OCTATHYHU
BEILIECTBA, M30MEPU U NPUMECH Ha
aKTHBHOTO  BEIECTBO, KAaKTO |
J00aBku (Hamp. cTabUIM3aTOPH)
3a mpuMecH, pazIMYHM OT CHIIECT-
BEHUTE IPUMECH, ce€ IpUiIara camo
ako ca > 1 g/kg.

5.2. AHaTUTHYHA METOJM 3a HaOJIIoIEHuE,
BKJIIOYUTEJIHO CTENEH Ha BB3CTAHO-
BSBaHC M TPAaHULHU 32 KOJIUYECTBCHO
ompeneisiHE M OTKpHMBaHe  Ha
AKTUBHOTO BEILIECTBO W, KOrato e
HEOOXOJMMO, Ha HErOBH OCTATHYHH
BEIIIECTBA BBB/BBPXY:

5.2.1. ITouBara

52.2. Bw3pyxa

5.2.3. Boaure (MOBHPXHOCTHH, NHUTEHHH U
T.H.) U CEAUMEHTHTE

5.2.4. JKUBOTHHCKHUTE W YOBEIIKUTE TEICCHU

T€YHOCTU U ThKAaHH
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Komnona 1
W3uckBana nHdOpManus:

Komnona 2
Beuuku aHHM ca OCHOBHH,
OCBEH aKO He ca OTOeNs3aHu
KaTO JOMBJIHUTEITHI

Kosnona 3

CrnenupuyHN NpaBUiIa 3a aJanTHpaHe CHPSIMO
CTaH/apTHaTa MH(POPMALMS OTHOCHO HSKOU OT
M3UCKBAHUATA 33 MpeJocTaBsHe Ha HHOOP-
Manys, KOUTO MOXKE Ja HauaraT H3I0JI3BaHeTO

Ha M3MUTBAHE BbPXY I'PbOHAYHH )KHBOTHH

5.3.

AHaTUTHYHA METOJHU 3a HaOJIIoIEeHUE,
BKJIIOYHUTENTHO CTENEH Ha BB3CTaHO-
BSIBAaHC M TPAHHIM 32 KOJIHYECTBEHO
ompeneNsiHE M OTKpHBaHe  Ha
aKTHUBHOTO BELIECTBO M, KOrato e
HEOOXOJMMO, Ha HErOBH OCTATHYHHM
BELIECTBA  BBB/BBPXY XpaHH  OT
pacTuTeneH WIn JKUBOTHHCKH
HIpOM3X0A WiIn ¢ypaxku H Jpyru-
HpOAYKTH (HE € HeoOXOIMMO, aKo
HUTO AaKTHBHOTO BEIIECTBO, HHUTO
TPETHPaHH C HEro W3JeNus IOIajar
B KOHTaKT C JXMBOTHHU, OTIVICHKIAHH
3a TPOU3BOJACTBO Ha XpaHa, XpaHU
OT pACTUTEICH WIM >KHBOTHHCKU
MIPOU3X0A MU (ypaxn)

I_IOlTbJ'lHVlTeJ'lHI/I JaHHH

E®EKTHBHOCT
LEJIEBUA OPI'AHU3BM

CITIPAMO

6.1.

OyHkuus, Hanp. (QyHTHIMA, POICH-
THLHA, WHCEKTHIHA, OaKTepULUI H
HAYUH 3a KOHTPOJI, Harp.
[PHUBIMYAHE, YHHIIOXXAaBaHE, HHXH-
OupaHe

6.2.

[IpencraBureneH(Hu) OpraHu3zbM(MH),
KOMTO Ce KOHTPOJIHUPAT, M 3alIUTECHU
MPOAYKTH, OPTaHU3MHU WIH OOEKTH

6.3.

Bo3neiictBue  BBpXy — IpeACTaBH-
TEJIHUS LIeJIEBU OPraHU3bM HIIH Opra-
HHU3MHI

6.4.

Bepo;{THa KOHLCHTpalus, MIpu KOSATO
1€ CC€ MU310J13Ba aKTUBHOTO BEIIECTBO
B IPOAYKTH H, KOraTO € YMECTHO, B
TpETUPaHU HU3ACIIUS

6.5.

Haunn Ha peiicTBue (BKJIIOUHTEITHO
3a0aBeHO JeicTBHE)

6.6.

JlanHu 3a e(UKacHOCT B MOAKpENa Ha
TE3d TBBPJACHHA 3a Ououuaure W,
KOrato ca MOJAACHH 3asBICHHUSA 3a
eTHKEeTUpaHe, 3a TPETUpaHHUTE
n3eNNs, BKIIOYMTEIHO EBEHTYaIHU
HaJIMYHU CTaHAapTHU IIPOTOKOJIN,
11ab0paTopHH U3IUTBAHUS WIN
TMOJIEBH €KCNIEPUMEHTH, BKIIOYUTEIHO
EKCIUIOATALIMOHHH CTaH/ApTH, KOraTo
€ YMECTHO

6.7.

Bcuuki M3BECTHH OTpaHWYCHHS Ha
eukacHocTTa

6.7.1.

Undopmanust 3a  ciaydam Wik
BB3MOXKHH CIIyuyad Ha pa3BUTHE Ha
PE3UCTEHTHOCT u TOIXO/TSIIIA
CTpaTerny 3a YIpaBJCHUE
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6.7.2.

HabGnronenus BbpXy HEXENaHUTE WU
HeTpeIHaMEpPEHUTE CTpaHUYHHU
edekTH, HarpUMep BBPXY MOJIE3HH U
JPYTH HELENeBH OPraHU3MH

MPEJIBUJAEHA  YIIOTPEBU U
EKCIIO3ULINA

7.1.

IpenBunena(u) obmact(u) Ha
ynorpeba Ha OHOLMIUTE U, KOraTo €
YMECTHO, Ha TPETUPAHUTE U3NCIINA

7.2.

[IpomykToB THH WIM HPOSYKTOBH
THTIOBE

7.3.

IonpobHo ommcanue Ha Mozena(ute)
Ha TIpelBHICHA YyHoTpeba, BKIIO-
YHUTEIHO NP TPETUPAHH HU3ICIHS

7.4.

IMoTpebutenyu, Hamp. NPOMHIIECHH,
0o0y4eHM  CHeUualucTH,  npode-
CHOHAJIHW WJIM MAacOBU IOTpeOHTENn
(Henpo(ecHOHAIHU TTOTPEOUTENH)

7.5.

[IpOrHO3HO KOJMYECTBO, KOETO IIe
Oblle MyCKaHO TOAMIIHO Ha Ias3apa,
U KBIETO € MNPUWIOKHUMO, 32 Tpea-
BUJICHUTE KaTeropud Ha OCHOBHA
ymotpeba

7.6.

JlaHHM 3a eKcmo3uuusTa B CHOT-
BETCTBHE C mNpuwioxkenue VI KkbM
HACTOSILHUS PETIaMEHT

7.6.1.

Wndopmarmst 3a eKCHO3UIMSITa Ha
4OBEKa, CBbP3aHA C IPEJABHICHHTE
ynotpebu U 00€3BPEeKIAHETO HA
AKTHBHOTO BEILECTBO

7.6.2.

Wudopmanus 3a ekCmo3uimsATa Ha
OKOJIHAaTa Cpela, CBbp3aHa C Tpea-
BUJICHUTE YIOTpeOM U  00e3Bpexk-
JIAHETO Ha aKTUBHOTO BEILIECTBO

7.6.3.

Hudopmanus 3a ekcrosuuusAra Ha
KHUBOTHUTE, OTIVIEXKIaHU 3a
MPOU3BOACTBO HAa XpaHW, U Ha
XpaHuTe U (ypaxuTe, CBbp3aHa C
MpeIBUICHUTE ynorpeou Ha
aKTUBHOTO BEILECTBO

7.6.4.

Wupopmanuss 3a eKCIO3ULIHUATA KbM
TpeTI/IpaHI/I H3aCIus, BKJIIOUHUTEIIHO
JaHHU 3a wu3dayxBaHe (oT Jabo-
paTopHH W3CIIEABAHUS WA MOJIENH-
pase)

TOKCHUKOJIOI'MYEH ITPO®UIT 3A
YOBEKA 1 )KMBOTHUTE, BKJIIO-
YWUTEJIHO METABOJIM3BM
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8.1.

KoxxHO 1pasHeHEe WM KOPO3UBHO
JICHCTBHE BBPXY KOXKaTa

OueHkata Ha Ta3M EKBUBAJIEHTHA
TOYKAa CE HM3BBPIIBA B CHOTBETCTBUE
ChC CTpaTerusiTa 3a MOCIELO0BATEIHO
H3IIUTBAHC 3a JApa3HeHus H
KOPO3MBHO JIEHCTBHE BBPXY KOXKaTa,
onpezeneHa B INPUIOKEHHETO KbM
Hacoka 3a wm3nurBaHusi b.4 ,Octpa
TOKCMYHOCT: ~ KOXKHO  Jipa3Helo/
KOPO3MBHO JeiicTBHe™ (IIPUIIOKEHHE
b4 xpm Permament (EO) Ne 440/
2008).

8.2.

OuHO npa3zHeHe

OrneHkarta Ha Ta3d EKBMBaJIEHTHA
TOYKAa C€ H3BBpIIBA B CHOTBETCTBUE
ChC CTpaTerusTa 3a IOCIEA0BATEITHO
M3MUTBAaHE 3a OYHO [Jpa3HEeHEe U
KOpO3UBHO JEHCTBHE, OIpejAeieHa B
NPUIOKEHUETO KbM  Hacoka 3a
m3nuTBaHus b.5 ,,OcTpa TOKCHMYHOCT:
OYHO JIpa3HeI0/KOPO3UBHO
neiicteue” (nmpuinoxeHue b.S  kbMm
Pernament (EO) Ne 440/2008).

8.3.

KoskHa ceHcHOMIM3aIus

OreHKaTa Ha Ta3W EKBHBAJICHTHA
TOYKa OOXBalla CJIEIHHTE MOCE-
OBAaTEJIHU €TarHu:

1. ollcHKa Ha HAJWUYHWUTE JAHHU 32
YOBEKa, JKUBOTHUTE W  aiTep-
HAaTUBHU JIaHHHU,

2. W3NUTBaHE UH BHMBO

IpexnounTanusr METOJ 3a
M3NWTBAaHE MH BUBO € M3IUTBaHE
BBPXY JIOKAJTHI JTUMGpHA
Bp3mu  (LLNA), BKIIOYHTENHO,
KOraro € YMECTHO, CBKpPaTCHHAT
BapHaHT Ha M3IHUTBAaHETO. AKO ce
M3M0JI3Ba JIPYyro HW3MUTBaHe 3a
KOYKHa CeHCHOMITH3aIuS, ce
IpescTaBs 000CHOBKA.

He e HeoOxoammo &a ce MpoBekaa erar
2, aKo:

HanM4HaTa HHQOPMALMST TOKa3Ba, e
BEIL[ECTBOTO CleaBa Ja Obae KiIacH-
(GULIUPAaHO KaTO CEHCHOWJIM3MPAILO
WJIM KOPO3HMBHO 33 KOXKaTa; WIN

BEILIECTBOTO ¢ CHiiHa kucennHa (pH
< 2,0) mnu ocuosa (pH > 11,5).

8.4.

JuxarenHa ceHCHOMIU3ALIUS

I[OH'[)J'IHI/ITCJ'IHI/I JaHHHA

8.5.

MyrareHHocT

OneHkara Ha Ta3d €KBUBAJICHTHA
TOYKa OOXBalla CIIEJAHUTE TOCIE/-
OBATEJIHU €TaIlH:

— OICHKa Ha HAJIAYHUTC TCHO-

TOKCUYHU JTaHHU UH BHUBO

— HeoOXOAMMH ca M3IUTBAaHE WH
BUTPO 3a TEHHH MYyTallid B
OakTepuH, LUTOTEHETHYHO
U3MHUTBAaHE WH BUTPO C KIETKU
Ha OO3aliHUIM W H3NUTBAaHE WH
BUTPO 3a TEHHU MyTalud B
KJIETKA Ha 0o3aiiHuLMU
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— B CIy4ail Ha NO3UTHBEH pe3yiTaT
IIpA HSIKOE OT TEHOTOKCHYHUTE
W3CIIEIBAaHNS WH BHUTPO CE Tpel-
BIDKIAT TIOIXOJISIIITH TeHO-
TOKCHUYHH HW3MUTBAHHUA WH BUBO.

8.5.1. W3cnenBane wH BUTPO 3a TeHETHYHA
MyTauusi npu OakTepuu
8.5.2. IluToreHeTHYHO  W3CIENBaHE  WH
BUTPO C KIETKN Ha Oo3aiHHIM
8.5.3. W3cnenBane wWH BHTPO 32 TEeHHHU
MYTalMU C KJIETKH Ha 0O03aliHMIM
8.6. T'eHoTokCcHMYHO HU3CIIeIBaHE uH | JIOBIHUTEIHN JaHHH W3scnenBanero(usnTa) OOWKHOBEHO HE €

BrBOOIICHKAaTa HAa Ta3u €KBMBAJICHTHA
TOYKa OOXBalla CJIEIHHTE MOCTE-
OBAaTECJIHU CTalH:

— Ax0 WMa TIO3WTHBEH pe3ynraT
MIPH HAKOE OT W3CJIEABAHUATA WH
BHUTPO 32 T€HOTOKCUYHOCT U HAMA
HAIAYHA pe3yiNTaTd OT Bede
TPOBEACHO W3CIIEJBAaHE WH BHBO,
3asBUTENAT  Mpeiara/mpoBekaa
TOAXOSIIO T€HOTOKCUYHO
H3CIICIBaHE WH BHUBO Ha
COMATHYHU KJICTKH.

— AKO HJKOE OT JIBeT€ M3IUTBAaHUSA
WH BHUTPO 3a TEHHAa MyTalus €
TIOJIOXKUTEITHO, ce IpaBu
W3MUTBAaHE HMH BHUBO, 3a Ja ce
MPOyYH HEIUIAHUPAHHUAT CHHTE3
Ha JIHK.

— B 3aBucumoct ot pesynrarure,
KaueCTBOTO W MPHUTOJHOCTTAa Ha
BCHYKM HaJMYHU JaHHH, MOXKE
Ja €  Heo0XOauMOo BTOPO
HM3IUTBaHE WH BHBO Ha
COMATHYHU KJICTKH.

— AKO MMa MO3UTHBEH PE3yNTaTr OT
HaJIMYHO W3CJIC/IBAHE WH BHBO Ha
COMATHYHU KJICTKH, CJIeJ[Ba Jia
Obpae pasriienaH MOTCHIMANBT 3a
MYTareHHOCT TP  3apOJAWIIHU
KJIETKH BB3 OCHOBAa Ha BCHYKH
HAJIMYHU JaHHHW, BKJIIOUHUTEITHO
TOKCUKOKMHETUYHHUTE IOKa3aHWs,
3a Jla Ce JIOKaXke, 4e BEIECCTBOTO
€ CTUTHAJIO [0 U3IHUTBAHUS OPTaH.
Axko He Morar ga Obzar

HanpaBeHU KaTeropuviHu
3aKJIFOYEHUSI OTHOCHO MYTarcH-
HOCTTa npu 3apOAUIIHUTE

KIIETKH, C€ TMPECABWIXIAAT OOIBJII-
HUTCJIIHU TIPOYyYBAHUA.

HEOOX0MMO Ja ce MPOBexAa(T), ako:

— pesyiTaTuTe ca OTPHULATEIHH 32
TPUTE M3NMTBAHHUS MH BHUTPO M aKO
B 003aifHMIIUTE HE ca ce 00pa3yBann
PHUCKOBH MeTabOJIUTH, WK

— ca chOpaHH BaJMAHH MHKPOSIPECHU
JaHHA HMH BHBO OT W3CJIC/BaHE C
MOBTApSIA CE JO3M W MHKpPOS/I-
pPEHOTO H3IWTBAHC WH BHBO ¢©
MOAXOMAMIOTO  W3MHUTBaHE, KOETO
TpsiOBa 1a Ce W3BBPLIM, 33 Oa Ce
W3MBJIHA ~ W3MCKBAaHETO 3a  Tasd
uHpOpManus,

— BEIIECTBOTO € IIO3HATO KAaToO KaHIIe-
porenHo or kareropust 1A wm 1B
WM MyTareHHO OT KaTeropus A,
1B nmm 2.
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8.7.

OcTpa TOKCHYHOCT

OcCBeH TIpHU TOCTHIBAHE 110 OPAJIeH ITBT
(8.7.1), 3a Hera3ooOpa3HH BeIIECTBa ce
npeocTaBst HHPOpPMAIHsTa, yIIOMEHATA
B TOYKH 8.7.2—=8.7.3, 3a MOHE ol1le eTuH
BT Ha HOCTBIIBAHE.

— M30oppTr Ha BTOPM NBT Ha
MOCTBIIBAHE  IIE  3aBUCH  OT
€CTECTBOTO HA BEIIECTBOTO U OT
BCPOSATHHUA IIbT HA CGKCIOUIUS Ha
YoBeKa.

— Ta3oBere ¥ JIETIMBHTE TEYHOCTH
ciemBa Ja Ce MpUEeMar MO HMHXa-
JIATOpEH ITBT.

— AKO  eIMHCTBEHMAT BT Ha
eKCIIO3ULMSI € OpaJieH, ToraBa e
HEOOXOAUMO [a C€ MPEAOCTaBH
nHpoOpMaLMs caMO 3a Hero. AKo
KOXXHHUAT WA WHXAJIATOPHUAT IIBT
ca eIUHCTBEHUST BB3MOXKEH IIBT
Ha EKCIIO3MIMs HA YOBEKa, TOraBa
MOXE€ Ja C€ IPEABUIN M3IUTBaHE
no opaneH neT. Ilpemu wu3BBp-
LIBAHETO Ha HOBO H3MHMTBaHE Ha
ocTpa  JAepMalHa  TOKCHYHOCT
cleaBa Ja C€ M3BbPIIM HH BHTPO
H3MUTBAHE 3a JEPMAITHO
nponukBane (OECD 428), 3a na ce
OLICHMW BEpoOsiTHATA BEJIUWYUHA U
MPOLIEHT Ha JiepMaiHa OHOHa-
JIMYHOCT.

— Moxe fAa BB3HMKHAT  M3KIO-
YUTETHH  OOCTOSATENCTBA,  INpHU
KOMTO  BCHYKM  IIbTHINA  Ha
EKCITO3MIIHsI 1a ObJaT CYETeHH 3a
HEOOXOAUMH.

WzcnenBanero(usnTa) OOWKHOBEHO HE €
HEOOX0JMMO Ja ce MPOBexAa(T), ako:

— BEIIECTBOTO € Knacn(’pnunpaﬂo KaTo
KOpPO3WBHO 3a KO’XKata.

8.7.1.

ITo opasen mbpT

MertonbT 3a Ki1ac ,,0cTpa TOKCHYHOCT €
TIPEMOYUTAHUIT METOJI 32 OTPE/IeIIsTHE
Ha Ta3u €KBHUBAJICHTHA TOYKA.

WscnenBanero He € HEOOXOAUMO Ja Ce
NPOBEXK/IA, AKO:

— BEIOECTBOTO € Ta3 MWIK CHIHO
JIETIIMBO BCUICCTBO.

8.7.2.

Ilo HWHXAJIaATOPEH BT

W3nurBaneTo 1o UHXAJIaTOPEH IIbT €
noaxoAsImo, axko IIpU CEKCIo3uuusATa
Ha XOopa 4pe3 BAUIIBAHE € BB3MOXKHO
Ja Cc€ B3€MC IIOJ BHHUMAHUC!:

— M[apHOTO HaJisiraHe Ha
BEIIECTBOTO (meTnuBUTE
BCIICCTBA HWMAT IIAPHO HAJIATaHE
> 1 x 1072 Pa mpu 20 °C) u/wim

— aKTHBHOTO BEILECTBO € Ipax, KOUTO
ChABPKA 3HAYUTEIHA IPOMOPLHUS
(mamp. 1 TErMOBeH MPOIIEHT)
gactui ¢ pasmep MMAD < 50
MHKPOMETpa WU

— AaKTHUBHOTO BEIIECTBO € BKIIIOYCHO
B TPOAYKTH, KOUTO ca Ipaxo-
oOpa3sHd WIM ce [puiIarar Io
Ha4MH, KOWTO npezronara
SKCIIO3ULHS Ha aepo30Iy,
YAaCTULM WM KaIlYdly C pasmep,
MO3BOJISABALL  BJAMIIBAHETO UM
(MMAD < 50 mukpomerpa)
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— METOIBT 3a KJ1ac ,,0CTpa
TOKCHUYHOCT € MpeAOYUTaHUsAT
METOZ 3a OmIpefeisHe Ha Ta3u
C€KBHUBAJICHTHA TOYKA.

8.7.3.

Ilo nepmanen mbT

W3nuTBaHETO 10 JEpMajieH MbT €
HEOOXOAMMO CaMO aKo:

— HiMa BEPOSATHOCT OT BIHUIIBAHE
Ha BCIICCTBOTO, HUIIH

— ¥Ma BEpOSTHOCT OT KOHTAaKT ¢
KOXKaTa IPU NPOU3BOJCTBO H/UIH
ynorpeba; U Win

—  (OUBHKOXMMUYHUTE U TOKCHKOIO-
THYHATE CBOMCTBA MpeamosaraT
MOTEHIIHAT 3a 3HAYUTETHA
abcopOrys mpe3 KoKaTa; Win

— pesynTaTHTe OT HWH  BHTPO
HM3IHATBaHE 3a JIEpPMAJTHO
TIPOHUKBaHE (OECD 428)
MOKa3BaT  BHCOKa  abcopOrms
mpe3 KoXarta W JepMaiHa OuoHa-
JINIHOCT.

8.8.

TOKCHKOKHHETHYHH M METaOOIUTHH
W3CIeIBaHus TIPU OO3aiHUIIN.

TOKCHKOKHHETHYHUTE H  MeTabo-
JMTHUTE W3CIE/BAHHUS ClleBa Ja
MPEOCTABIAT OCHOBHH JIaHHH  3a
cTereHTa Ha abcopOums, pasmpea-
SJISIHETO B THKAHUTE M CHOTBETHUTE
MeTabONUTHH BEPHUIH, BKIOYHTEIHO
cTermeHTa Ha OOMSHA, NBTHINATA W
CTENeHTa Ha OTJEJsIHE U ChbOTBETHUTE
METabOoJIUTH.

JIONBIIHUTEIHY TOKCUKOKUHETHYHU U
MeTabONUTHE ~ W3CJIEABAHUS  [IPU
0o3aiiHUIIUTE

Bb3 ocHOBa Ha INpPOBENEHUTE BBPXY
IUIBXOBE TOKCUKOKHHETUYHU M METa-
OONMTHU U3CIEABaHUA, MOXE Ja
ObIaT HEOOXOAUMH  JIOI'BIHUTEIHU
n3cnenpanus. TakuBa JOIBIHUTENHU
n3CleBaHus ca HEOOXOIUMH, aKo:

— HMa JI0Ka3aTeJICTBO, 4e MeTabo-
JM3MBT IIPU IUIBXOBETE HE €
MoKa3aTeJIeH 3a  eKCHO3MIUATA
IIpU XoparTa,

— He MOoXe Ja Obae HampaBeHa
eKCTpamnoiausi MeXIy OpajHa
eKCIIO3ULIMS W JiepMajHa/HHXa-
JIATOPHA EKCIIO3UIIHSL.

Koraro ce cunra 3a ymecTHO 1a Oble
noJty4eHa uHbOpMaLHs 3a
nepmanHata abcopOrms, OIEeHKaTa B
Ta3d  €KBMBAJ€HTHA  TOYKa  C€
W3BBPIIBA,  KATO  C€  W3MOJI3Ba
[OETAalleH IIOJXOJ 3a OLEHKAa Ha
nepmanHata abcopOrms.

ﬂOHLHHI/ITCJ’IHI/I JaHHH




2012R0528 — BG —23.09.2013 — 001.001 — 101

Komnona 1
W3uckBana nHdopManus:

Komnona 2
Bcuukn f1aHHM ca OCHOBHH,
OCBEH aKO He ca OTOeNs3aHu
KaTO JOMBJIHUTEITHI

Kosnona 3
CrnenupuyHN NpaBUiIa 3a aJanTHpaHe CHPSIMO
CTaHJapTHATa MH(POPMAIUS OTHOCHO HSKOH OT
M3UCKBAHUATA 33 MpeJocTaBsHe Ha HHOOP-
Marysi, KOUTO MOXE JIa HauaraT M3IMO0JI3BaHETO
Ha M3MUTBAHE BbPXY I'PbOHAYHH )KHBOTHH

8.9.

TokcuyHOCT npu
n3JIaraHe

MHOT'OKpAaTHO

IMo npuHUMI € HEOOXOAUM CaMO eJUH
BT HA €KCIIO3ULIUS ¥ OPAJIHUSAT IBT €
npexnoynTad. B Hakou ciydau obaue
MOJKe JIa € HE0OOXOIUMO Jla CE OLEHSAT
[OBeYEe IIbTHINA HA EKCIO3HLHA.

3a omeHkara Ha 0€30MaCHOCTTA 3a
HoTpeOuTeNnuTe Ha AKTHBHH
BEILECTBA, KOUTO MOraT Ja MOMaaHaT
B XpaHarta WIH BbB (Qypaxure, €
HEOOXOaMMO Ja  ce poBeaaT
U3CIECIBAHUS HA TOKCHMYHOCTTA IIO
opajieH ITbT.

W3nuTBanero mo JepMmalieH MOBT €
MOAXO/SIIO0, aKO:

— HMa BEpOATHOCT OT KOHTakT C
KOJKata MpU IPOHU3BOJCTBO H/WITH
yrnotpeba; KakTo H

— HiMa BEPOSATHOCT OT BIUIIBAHE
Ha BCHICCTBOTO, KAaKTO U

— € U3IBJIHEHO €JHO OT CJICIHUTE
YCIIOBUSL:

i) HaOnrOMaBa Cce TOKCHYHOCT
Mpd HU3MUTBAHETO 3a OCTpa
JepMaiHa TOKCHYHOCT MpH
MMO-HUCKH JO3H, OTKOJIKOTO
Mpyd H3MOUTBAHETO 3a OpajHa
TOKCHYHOCT; HIIH

il) wHpOpManUATa WIM IaHHHUTE
OT U3OUTBAHETO COYAT, dYe
nepmanHata — abcopbuus e
CpaBHMMa WJIN HO-BHCOKa OT
opayiHaTa abcopOuus; Win

iil) JepManHaTa TOKCUYHOCT €
mpueTa  NpH  CTPYKTYpPHO
mOJOOHM BellecTBA M Ce
Ha0IoaBa HaImpUMeEp MpH
[O-HUCKH JO3H, OTKOJIKOTO
IpH M3IHMTBAHETO 3a OpaiHa
TOKCHUYHOCT, WIIM JepMaJHaTa
abcopOuust € cpaBHMMa WU
MO-BHCOKa ~ OT  OpajHara
abcopOuus.

W3nuTBaHETO 10 HHXAIATOPEH
BT € TMOAXOIAIIO, AKO:

— wuMa BEPOSATHOCT 3a
eKCIIO3MIMs HAa YOBEKA Ype3
BIMIIBAHE, WMAMKH TpEIBUJ
MapHOTO HaJIsTaHe Ha
BELIECTBOTO (netnuBuTe
BEIIECTBA M Ta30BE HMMaT
napso Hamarase > 1 x 1072
Pa npu 20 °C) w/unu

— CBINECTBYBa BB3MOXKHOCT 3a
eKCIIO3MIIMSI HAa  aepo30JIH,
YaCTHIM WIM KaMduOd C
pa3Mep, KOHTO MO3BOJSBA
paumBaneto uM (MMAD
< 50 MukpomeTpa).

He e HeoOxommmo na ce IpoBexza
n3cuenBaHe 332 TOKCHYHOCT  IIPH
MHOTOKpaTHO wu3narane (28 wmm 90
ITHU), aKo:

—  BEIIECTBOTO ce pasrpaxza
He3a0aBHO W HMMa  JIOCTaTh4YHO
JaHHH 33 edeKTa BBPXy LeIus
OpraHu3bM M 3a JIOKATHHTE e(eKTH
OT TPOAYKTHTE OT PasrpakIaHeTo U
HE CE OYaKBaT CHHEPIUYHH e(eKTH;
WIIH

—  MOXe na ObIe U3KJII0YeHa
ChOTBETHA EKCIIO3HIIMS Ha YOBEKa B
CBHOTBETCTBUE C IHpuwioxkeHue 1V,
paszen 3.

C uen HamansiBaHe Ha HM3NUTBAHHUATA
BbPXy TIpBOHAYHM JKHBOTHH M TIO-
CIENMATHO HEO0OXOIUMOCTTa OT OTAEIHU
U3CIA€NBaHUS 33 €IAMHUYHM  KpalHu
TOYKH, M3CJIEBAHUATA 3a TOKCHYHOCT
IpY MOBTApsAIIM Ce J03M CleJBa Ja Ce
OpraHu3uparT Taka, 4e J1a MpeIBHKIaT
Bb3MOKHOCTTA J1a CE€ M3CJIE/IBAT HAKOJIKO
KpallHH TOYKM B paMKUTE Ha €IHO
U3CJIE/IBaHE.
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8.9.1.

Kpatkocpouno u3cieaBaHe 3a
TOKCHYHOCT pu MHOTOKPaTHO
u3narae (28 nHM), TPEIIOYUTAHHAT
BUJI Ca IUIBXOBE

He e HeoOxomumo ce mpoBexaa Kpat-
KOCPOYHO H3CNIE/IBAHE 32 TOKCHYHOCT
(28 mHm), axo:

1) CBIIECTBYBa JOCTOBEPHO H3CIIEABAHE
3a cyOxpoHnyHa TokcmuHOCT (90
JHM), TIpU YCJIOBHE Ye ca Owm
W3MOJI3BaHH Hal-T10IX O ISIIIITE
BHJIOBE, JI03H, Pa3TBOPHUTEN M BT Ha
HOCTBIIBAHE;

il) yecrorata M NPOJBIKUTEIHOCTTA Ha
eKCIIO3MIUATa Ha YOBEKa I0Ka3Ba, 4e
€ TOJXOJIIO NPOBEXKIAHETO Ha II0-

OBJITOCPOYHO  M3CIEABaHE H© €
U3NBIHEHO  €OHO  OT  CICAHHTE
YCIIOBHSL:

— JIpyTd HaJMYHH JAHHU IIOKa3BarT,
4Ye BEIIECTBOTO MOXE Ja HMa

OIACHO  CBOMCTBO, KOETO HE
MOXe Aa ObJie OTKPUTO MPH KPaT-
KOCPOYHO H3ciaeaBaHe 3a

TOKCHYHOCT, HJIHU

— MOAXOoAAlIO IPOCKTUPAaHU TOKCHU-

KOKHHETHYHU M3CITeIBAHMUS
MOKa3BaT HaTpyIBaHEe Ha
BELICCTBOTO WM HAa HETOBHTE
Merabonmut B ompezeneHn
TbKaHH WIH  OpraHdh, KOHUTO
BEPOSITHO ouxa ocTaHanu
HEOTKPUTH TIPH  KPATKOCPOUIHO

M3MHWTBAaHE 3a TOKCHYHOCT, HO
KOMTO MOXE Ja ca MpUYMHa 3a
BpeaHUTe e(pEeKTH cJel MPOIbi-
JKATETHA €KCITO3UIIHSI.

8.9.2.

KpatkocpoyHo wuscnenBaHe 3a CyOx-
pOHHYHA TOKCHYHOCT pu
MHOTOKpaTHO wu3narane (90 nHM),
[PEINOYUTAHUAT BUJI Ca IUIHXOBE

He e wHeoOxogumMo ce  mpoBexzaa
u3cie/iBaHe 3a CyOXpOHHYHA TOKCHYHOCT
(90 mHm), ako:

— CBILECTBYBa JIOCTOBEPHO Kpart-
KOCPOYHO H3CJIE/IBAHE 33 TOKCHYHOCT
(28 nmHM), MOKA3BAIIO CHIIHH TOKCUYHH
e(eKTH CBIIACHO KPUTEPUHTE 32
KJaacu(HULIUpaHe Ha BEIIECTBOTO Karo
H372 u H373 (Permamentr (EO)
Ne 1272/2008), 3a xoero HabmoxAa-
BaHOoTO NOAEL-28 nHuM ¢ mpuiarade
Ha roaxozsiy (akTop Ha HECHT'ypPHOCT
TI03BOJIsIBA EKCTparoJamus KBbM
NOAEL-90 nHu npu cblius OBT Ha
EKCTIO3ULIUS; U

— CBUICCTBYBAa AOOCTOBEPHO H3CIICABAHE
3a XpOHHYHA TOKCHYHOCT, npu
yCJIOBHE HYE ca OMIM H3II0J3BaHU
TIOaAXOAA I BHIOBC n IpT Ha
TIIOCTBIIBAHC, HUIIU

— BEIICCTBOTO € HEPEAKTUBHO, HEpa3-

TBOPHMO, HSAMa OHMOAaKyMyIIHpAIIH
CBOWCTBA M HE TIOUICKH Ha
BIWIIBaHE, M HjIMA JaHHU 32

abcopOIysi, HUTO [OKAa3aTeNcTBa 3a
TOKCHYHOCT TIpH 28-IHEBHOTO ,,0rpa-
HHYEHO W3MMTBAHE", OCOOEHO aKo
TaKbB MOJIEN CE€ CBBP3Ba C Orpa-
HUYEHA EKCIO3MIIUSA Ha YOBEKA.
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8.9.3.

Jbnrocpoyno U3IUTBaHE 3a
TOKCHUYHOCT pu MHOTOKPaTHO
u3narane (> 12 mecena)

He e HeoOxoammo ma ce MPOBEXAA
IBITOCPOYHO H3CIEABAHE 32 TOKCHYHOCT
(> 12 mecena), axo:

—  JBITOCPOYHATA EKCIIO3UIUS MOXeE Jia
Oblle U3KIIOUEHA U HE € HaOIIoqaBaH
epekT OT TpaHMYHATa [03a MOpPH
u3cnensane ot 90 aHM, WK

— e MIPEATIPUETO KOMOHMHHUPaHO
IBJITOCPOYHO n3cieaBaHe c
MOBTaPSIILIH ce  I103W/KaHLepo-
rerHoct (8.11.1).

8.9.4.

HOHLJ’[HI/ITCHHI/I HU3CIICABAHUA C
TIOBTapsLI C€ NO03U

JlonbIHUTEITHI HU3CJICIBaHUS C
MOBTApAIIM €€ 03H, BKIIOYUTEIHO
BbPXY BTOPM BHA (HE TIpuszauy),
U3CIIe/IBaHUs 3@ MO-IBJIBI CPOK HIIH
10 Pa3/IMyueH IIbT Ha aJIMUHUCTPUpPAHE
ce MPOBEXAAT, aKo:

— wsiMa [gpyra uHbpopMmamms 3a
TOKCHYHOCTTA BBPXY BTOPU BHI,
He rpu3ay; Win

— IIMIICBAT JaHHH 3a HHBaTa 0e3
HaOIoaaBaH HeOIaronpusTeH
edext (NOAEL) npu 28-mHEBHO
wim  90-IHEBHO  H3CIIEJBaHE,
OCBEH aKO MpHYMHATA 33 TOBA
e, 4Ye He e HabmomaBaHoO
BB3/ICHCTBHE MpU TpPaHHYHATA
1103a; WU

— BEIECTBA, KOUTO HOCAT IOJIO0-
KUTEIHH CTPYKTYPHH CHMTHAlM
32 BB3JEHCTBHE, 33  KOETO
IUIBXOBETE MIJIM MMIIKATE ca
HEMOAXOMAL]  MIM  HEYyBCT-
BUTEJIEH 00EKT, WU

— 0COOCHO TpPEBOXHA TOKCHYHOCT
(HampuUMep ChC CEPHO3HHU/TEIKKH
MOCTICTUIIN); WA

— TIOKa3aHus 3a BB3ACHCTBHE, 3a
KOETO HAJIWYHHUTE JaHHH ca
HEIOCTATPYHM 32  TOKCHKO-
JIOTUYHA W/WIIM PHUCKOBA Xapak-
TepucTHKa. B TakuBa ciydau
CBIIO MOXE Jga Owae 1o-
MOAXOMAIIO0 M3BBPIIBAHETO Ha
CIIeIHATHA TOKCHKOJIOTHYHH
U3CNIe[IBAHMS, KOWTO WMaT 3a
Hea Ja mpoydar Te3u edekTH
(HanmpuMep  UMYHOTOKCHYHOCT,
HEBPOTOKCHYHOCT, XOPMOHAJIHA
AKTHBHOCT); WJIH

— TpeBora, CBBbP3aHa C JIOKAIHHUTE
edekTn, 3a KOATO HE MOXE [a
ObZic M3BBPIICHO OXapaKTepu-
3UpaHe Ha PHCKA 4Ype3 eKCTpa-
THOJTALs Ha pasiInYHHTE
[BTULIA HA MOCTHIBAHE, WX

ﬂOHLHHI/ITCJ’IHI/I JaHHHA
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— ocobeHa TpeBOra, CBBp3aHa C
€KCITO3HIINATA (Hanpumep
M3II0JI3BaHE B OHOIUAM, BOIEIIO
10 HMBA Ha EKCIIO3HUIIMS, OJIHM3KH
10 HHBaTa Ha 3HaYMMara OT
TOKCHKOJIOTMYHA TJIEJHA TOYKa
71032); WIH

— mnpu 28-gaeBHO Win 90-THEBHO
n3cjaeaBaHe He ca  OwiM
OTKpUTH e(eKTH, MPOSBUIIN CE
[pU BEIIECTBA C SICHA BPB3Ka B
MOJIEKyTHATa CTPYKTypa c
BEIIECTBOTO, KOETO Ce H3IINTBA,
WIH

—  U3N0JI3BaHMAT IBT HAa aJMUHMKC-
TpPUpAHE TMpPU ITbPBOHAYAIHOTO
W3CHeIBaHe C IIOBTApsIld C€
03M € OWI HENOAXOAAIl BbB
Bpb3Ka C OYAaKBaHUs BT Ha
€KCIIO3ULIUS Ha 4YOBEKa U HeE
MOXe Jga Obie  HampaBeHa
EKCTparnojays Ha pas3InuyHHUTE
OBTUILA HA MOCTHIBAHE.

8.10.

PenponykTuBHa TOKCHYHOCT

3a omenkata Ha Oe3omacHOCTTa 3a
notpeduTenuTe Ha AKTHBHHUTE
BEIIECTBA, KOUTO MOKE a IOIagHaT
B XpaHata WIH BBB (Qypaxure, €
HEOOXOAMMO  Ja  ce  [pOBeAaT
HM3CACIBAHMS 3a TOKCHYHOCT  II0
OpaJieH IbT.

He e HeoOxomumo Ja ce mpoBexaa
U3CIIE/IBAHE, aKO:

— BEIUIECTBOTO € HM3BECTHO KaTO TI'E€HO-
TOKCHMYEH  KaHIEPOTeH W ca
MPUJIOKEHH TMOAXOMIIM MEPKH 3a
YNpaBICHUE HA PHCKA, BKIIOYUTEIHO
MEPKH, CBbP3aHU C PENPOAYKTHUBHATA
TOKCHYHOCT; HITH

— BEIIECTBOTO € M3BECTHO  KarTo
MyTareH 3a 3apoJHIIHUTE KIETKU U
ca NPHIOKEHH MOAXOIANIM MEpKU
3a ympaBJeHHE Ha pPHCKA, BKIIO-
YHUTEJHO MEPKH, CBBP3aHU C Perpo-
JNYKTHBHATa TOKCUYHOCT; WU

—  BENIECTBOTO € C HHCKA TOKCHUKO-
JIOTMYHA aKTUBHOCT (HSMa JIOKa3a-
TEJICTBA 33 YCTaHOBEHA TOKCHYHOCT
[P HAKOE OT HAJIMYHUTE U3IIUTBAHMS,
MpH  YCJIOBHE Ye JaHHWTE ca
JOCTAaThYHO TIOAPOOHM W TOKa3a-
TEJIHM), TOKCUKOKHHETHYHHUTE JAHHH
MMOKAa3BaT, 4e¢ HE Bb3HUKBA abCOpOIHs
B OpraHM3sMa TIpH  CHOTBETHHTE
BTHIA HA EKCIO3HIMA (Hanpumep
KOHIIEHTPALIMKTE B IUIa3MaTa/KpbhBTa
ca MoJl TpaHUIATa HA OTKPUBAHE TIPU
M3I0J13BaHe HA YyBCTBUTEIEH METOM U
BEILIECTBOTO U HErOBHUTE METa0OIUTH
OTCHCTBAT OT ypUHATA, KIbUYKATA
WM M3IUIIBAHUS BB3IYX) U MOJAETBT
Ha ymoTpeba coud, Ye HjIMa
3HAYUTENIHA EKCIIO3WIMS Ha Xopata
WM TSI HE € 3HAUMTEIIHA,
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3a JIAJICHO BEIIIECTBO CE 3Hae, 4e OKa3Ba
BPETHO BB3JCHCTBHE BBPXY ILIOIOBH-
TOCTTa U OTrOBapsi HA KPUTCPUUTE 32
KJIacu(UIMpaHe KaTo OTIMYaBaiio Ce
C pENpOIyKTHMBHa TOKCHYHOCT OT
kareropus 1A wmwm 1B: ako moxe ma
yBpemu tuiogoButoctTa (H360F) mn
HAlMYHATE JaHHM Ca  HaIIbJIHO
JOCTaThYHU JIa HOJKPEILIT CepHO3Ha
OIICHKA HA PUCKA, HE € HeoOXOIMMO
MPOBEXIAHETO HA  JOMBIHUTEIHA
M3MUTBAHKS 33 IUIOJOBUTOCT. TpsiOBa
na Oble TIPEABUIICHO obaue
M3IWTBAHE 32  TOKCHYHOCT 32
Ppa3BHBALIKS CE OPTaHU3bM;

3a JaJeHO BEIIECTBO CE€ 3Hae, de
NPUYMHSIBA TOKCHYHOCT 33 pa3BU-
Ballys C€ OpraHu3bM W OTroBaps Ha
KpUTEepUUTE 3a KIacuuiupaHe Kato
OTIMYABAIIO C€ C PENpOAYyKTHBHA
TOKCHYHOCT OT KaTeropus 1A wmm
1B: ako Moxe ja yBpeou IUIofa
(H360D) u HamuuHMTE JaHHH ca
HaIlBJIHO JOCTAaTBhYHU Ja IMOAKPCIIAT
CEepHO3Ha OLIEHKA Ha PUCKA, HE € He0O-
XOIMMO TIPOBEXKNAHETO HAa JIOIBI-
HUTEIIHU M3IUTBAHUS 33 TOKCUYHOCT
3a paszButHero. TpsiOBa ma Obae npen-
BHJIEHO 00aue M3IHUTBAHE 3a BBH3JEH-
CTBHETO BBPXY ILIOIOBUTOCTTA.

8.10.1.

HpeHaTanHo H3CJICABAaHE 3a TOKCHYHOCT
3a pasBuBalIydg CE€ OpPraHU3bM, IMIPEA-
IIo4YuTaH BHUO Ca BaﬁHHTe; npeanovun-
TaHWAT BT HA IPUEMAHE € OPAJTHHAT.

[IppBOHAYaIHO  HM3CIIEABAHETO ce
MPOBEXJIa C eIUH BUII.

8.10.2.

W3cnensane 32 penpogyKTHUBHA
TOKCUYHOCT B JIBE€  IOKOJCHUS
IUTbXOBE; TPEIIOYUTAHUAT BT Ha
NpUEMaHe € OpaHHUSAT.

AKXO ce M3I0N3Ba IpYyro M3IUTBAHE 3a
PENpONyKTHBHA  TOKCHYHOCT,  Ce
npesacTaBs 00OCHOBKa. PasmmpeHoTo
W3IHUTBaHE 3a PETPOYKTUBHA
TOKCHYHOCT BBPXY €IHO MOKOJICHHE,
npueto Ha paBuume OECD, ce cuuta
3a aNTepHATUBEH IIOJXOA Ha W3IIUT-
BAHETO BBPXY HAKOJKO MOKOJICHUS.

8.10.3.

JlOmbIHUTEITHO
n3cnelBaHe  3a  TOKCHYHOCT — 3a
pa3BUBAILUS ce OpraHu3bM.
PemieHneTo 0THOCHO HEOOXOIMMOCTTA
OT TPOBEXKIAaHE Ha JIONBIHUTEIHU
H3CHEIBAaHUS C BTOPU BHJ WIH OT
MEXaHUCTUYHHM MPOYYBAHUS ClelBa
Ja ce OCHOBaBa Ha pe3yiaTata oOT
mbpBoTOo  m3mutBaHe  (8.10.1) wm
BCHYKHM JAPYTH CHOTBETHH HAIMYHU
JNaHHU (TO-CIIELMAIHO M3CIIeBAHUS
32 PEeNpoNyKTHBHA TOKCHYHOCT IIPH
rpuzaun). Ilpeamoumran Bux ca
IIIBXOBETE, opaneH IIbT HaA l'lp'/leMaHe.

MPEHATAITHO

HOHT)JIHI/ITCJ'IHI/I JIAHHA
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8.11.

KaHHCpOI‘CHHOCT

Bx. 8.11.1 3a u3nuckBaHUATA 32 HOBO
H3CIIeIBaHE

He e HeoOxommmo na ce mpoBexIa
M3CJeBaHe 32 KaHIIEPOTCHHOCT, aKo:

—  BEIIECTBOTO € KJIaCH(PHIMPAHO KaTo
MyTareH oT kareropus 1A wmmm 1B.
XwunorezaTa mo noapasbupane Ou
Ouina, 4e MMa BEPOSTHOCT 3a T'€HO-
TOKCHYEH MEXaHH3bM 3a KaHIepo-
TeHHOCT. B Te3m crnydam oOMK-
HOBEHO HE C€ U3MCKBAa IPOBEXK-
JAHETO Ha M3MHUTBAHE 3a KaHIEpo-
TeHHOCT.

8.11.1.

KoMOuHnpaHo w3cieiBaHe 3a KaHIe-
POTEHHOCT U JABITOCPOYHO  3a
TOKCUYHOCT ~ IIpU MHOTOKPaTHO
u3JaraHe

Il1px0Be, MNPENNOYUTAHHAT BT HA
npuemMaHe e opanHuAT. Ilpm mpen-
JlaraHe Ha aJTePHATHBEH IbT TPsOBa
na ObJe mpencTaBeHa 0OOCHOBKA.

3a omeHkaTa Ha 0e30MacHOCTTa 3a
noTpeduTenTe Ha aKTHBHHTE
BEIIIECTBA, KOUTO MOXKE Ja IIOMajgHAT
B XpaHaTa WK BbB QypaxuTre, € He00-
XOIMMO [1a Ce MPOBEAAT HM3CIICIBAHHS
3a TOKCHYHOCT II0 OPAJICH IIBT.

8.11.2.

WznurBane 3a KaHIEPOIrCHHOCT BBPXY
BTOpU BUJI

— OOHKHOBEHO Ce MPOBEkKAa BTOPO
U3CIeBaHe 3a KaHIEPOI€HHOCT,
Karo 3a ONHWTEH BHI Ce
W3I0JI3BAT MHUIIKH.

— 3a omeHkara Ha Oe3omacHOCTTa
3a MOTpeOUTEeNNTe HA AKTUBHHUTE
BEIIECTBA, KOHTO MOXE Ja
[omajHaT B XpaHaTa WM BBB
¢bypaxute, € HEOOXOIUMO 1a ce
mpoBear H3CIIeIBAHUS 3a
TOKCHYHOCT 110 OpajieH MbT.

8.12.

TToxxoasmm 31paBHH aHHH,
HaAOJIIOJIEHUS. U JICUCHHE

AKo0 HSIMa HAJIMYHU JaHHH, TpsiOBa na
ce TpecTaBH 000CHOBKA

8.12.1.

I[aHHI/I oT MEIUITUHCKOTO
Ha6J'HOL[eHI/I€ Ha TIepCcoHaIa B
IPONU3BOACTBECHUA 00eKT

8.12.2.

IMpexu HaOmoxeHUs, HATP. KIMHUYHU
cllyyad M MHIMACHTU C OTpaBsHE

8.12.3.

3apaBHM JocueTa OT NPOMUIICHU U
JIPYTH HAJIAYHU M3TOYHMIH

8.12.4.

Enunnemuonoruanun HU3CIICABAHUA
BBpXY HACCICHUETO KaTO LsJI0

8.12.5.

Z[I/IaI‘HOCTI/II_II/IpaHC Ha OTpaBsAHE,
BKIIFOUUTCIIHO CHEHI/I(I)PI'—IHI/I CUTHaJIn
3a OTPaBAHE W KIIMHUYHHU TECTOBE
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8.12.6.

HaGmonieHust BbB BPB3Ka ChC CCHCH-
OHIM3aIHsITa/aepPreHHOCTTa

8.12.7.

CrennpuyHO JICYCHHE B Cilydaid Ha
HELIaCTeH Cily4all WIM OTpaBsiHE:
MEpKM 32 IbpBa IOMOII, MPOTUBO-
OTpPOBa M MEAULMHCKO JICUEHHUE, aKo
ca M3BECTHU

8.12.8.

IIporuosa cien oTpaBsiHETO

8.13.

HOHLHHI/ITGHHI/I HU3CIICABAHUA

JIOMbIHUTEIHN JaHHHU, KOUTO MOXKE
Ja ca HEOOXOAMMH B 3aBHCHMOCT OT
XapaKTepUCTHKUTE W IpeIBUACHATA
yrnorpebda Ha aKTHMBHOTO BEILECTBO.

Jlpyru HanM4HU JaHHHU: HAJIWYHHTE
JAaHHU OT HOBOCBH3JaJCHU METOAU U
MOJENHY, BKJIIOYHUTEIHO OIEHKa Ha
pUCKa OT TOKCHYHOCT, 0a3upaHa Ha
MbTS HA EKCIO3WLUS, WH BHTPO U
,,OMHH" (T€HOMHH, TIPOTCOMHH, METa-
OOJIOMHM W T.H.) H3CIEABaHMUS,
OMOJIOTHST Ha CUCTEMHTE, H34MC-
JIUTENIHA TOKCHKOJIOTHS, OHOMH(OP-
MaTuKa U BUCOKOIPOIYKTHBEH
CKPUHHHHT C€ MPE/ICTABAT IapajeiHo.

HOHLHHI/ITCHHI/I JaHHH

8.13.1.

DOTOTOKCUYHOCT

HOHBHHHTCJ’IHI/I JIAaHHH

8.13.2.

HeBpOTOKCI/I'-IHOCT, BKIIFOUHUTCIIHO
HEBPOTOKCHYHOCT 3a pa3BUBAIUA CC
OpraHu3sbM

— IIpeanounTanusr BT 3a
H3MUTBAaHE Ca IUIBXOBETE, OCBEH
ako He ¢ OOOCHOBaHO, 4e Jpyr
BUJ] 32 U3MUTBAHE € MO-IOIXOISLI.

— 3a wusnuTBaHuATa 3a 3a0aBeHa

HEBPOTOKCUYHOCT Ipeanovu-
TAHUAT BU] ca Bb3pacTHU
KOKOIIIKH.

— Ako ce OTKpHUE AaHTUXOJIMHEC-
TE€pa3Ha AaKTUBHOCT, CJI€IBa Ja
ce OOMHUCIIM BB3MOXKHOCTTA 3a
H3INUTBAHE 3a pcaklus Ha peak-
TUBUpAII arc¢HTH.

AKO aKTHBHOTO BEIIECTBO € OpPraHo-
(dochopHO CheMHEHHE WM aKO HMa
JIaHHH, Harp. MO3HABaHE  HA
MeXaHW3Ma Ha JIEHCTBHE WM OT
M3CIICABAHNS C TIOBTAPSIIHA CE€ 03U, 4
aKTHBHOTO BEIIECTBO MOXE [a HMa
HEBPOTOKCHYHH WM HEBPOTOKCHYHU
3a  pasBUBAIlMA CE  OPraHU3BM
CBOMCTBa, TOoraBa Ine OBJAT HEOO0-
XOINUMH JOIBJIHHUTENHA HHOOPMALHI
WM CHCLMATHHA U3CICABAHUS.

3a oreHkata Ha 0e€30mMacHOCTTa 3a
oTpeduTeNnnTe Ha AKTHBHUTE
BEIIECTBA, KOMTO MOXE J1a MOMaJHaT B
XpaHaTa WIM BbB (ypaxure, ¢ HE00-
XOIMMO J[a c€ MPOBEAAT HM3CIeABAHHS
3a TOKCHYHOCT T10 OPAJICH IIBT.

HOHLHHI/ITCHHI/I JaHHH
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8.13.3.

EHIOKpHHHN HapyLIeHHs

AKO MMa JaHHH OT HW3CJIECABAHUSA WH
BUTPO, C MOBTApALIM C€ JI03M HIH 32
PEeNpOAyKTHBHA  TOKCHYHOCT,  4€
aKTHBHOTO BEIIECTBO MOXE [a HMMa
CBOICTBa, HapyaBamu E€H/I0K-
pMHHaTa CHCTEMa, TOraBa ca HeoO-
XOAUMH JOIBJIHUTENHA HHpOpMALIUS
WM CIEIUATHN H3CIICABAHUS 3a:

— U3SACHSABAaHC Ha HAYMHUTE/MeXa-
HHU3MHTE Ha JICHCTBUE

— NpeaoCTraBdgHEC Ha AOOCTATbYHHU
JJAaHHW 3a 3Ha4YUM BpPEACH e(bCKT.

3a omeHkaTa Ha 0e30MacHOCTTa 3a
noTpeduTenTe Ha AKTHBHHTE
BEIIIECTBA, KOUTO MOXKE Ja IOMajgHaT
B XpaHaTa WK BbB Qypaxure, ¢ He00-
XOINMO [1a Ce MPOBEAAT H3CICIBAHHS
3a TOKCHYHOCT TI0 OpAJICH IIBT.

HOHLHHI/ITCHHI/I JaHHHA

8.13.4.

MmyHoTOKCHYHOCT, BKJIFOUHUTEITHO
HMYHOTOKCHYHOCT 3a Pa3BHMBallMs Ce
OpraHu3bM

AKo wMma JaHHW OT HU3CICABAHUA 3a
KOXXHa CeHCI/IGI/IHI/ISaHI/Iﬂ, C
TNOBTapslU €€ A03U WIH 3a PEIpo-
AYKTUBHA TOKCHUYHOCT, Y€ aKTHBHOTO
BCUICCTBO MOXKE JHda HMa HMYHO-
TOKCHYHH CBOP’ICTBa, TOraBa ca HeoO-
XOJUMH OOIIBIIHUTCIIHA I/IH(bOpMaI_II/IH
WA CIICIMAaTHHU HU3CIICABAHUS:

— 33 WU3ICHABAHE HA HAYMHHUTE/
MEXaHW3MUTE Ha JIEHCTBHE

— 32 NPeJoCTaBsHE Ha JOCTATbYHH
JI0Ka3aTeJICTBA 32 3HAYMM BpeJIeH
edeKkT npu 4oBexa.

3a omeHkata Ha 0e30macHOCTTa 3a
norpebuTennTe Ha AKTHBHUTE
BEII[ECTBA, KOMTO MOXE Jia TOMaJHaT
B XpaHaTa WM BbB (QypaxuTre, € He00-
XOIMMO J1a C€ TPOBEJAT W3CIIEIBAHUS
32 TOKCHYHOCT IO OpaJieH IIbT.

IIOHBHHHTCJ'[HI/I JaHHH

8.13.5.

MexaHUCTUYHH JaHHH — BCSAKaKBU
W3CNIEBAaHMS 32  M3SCHABaHE Ha
eeKTHTe, YCTAHOBEHH IIPH H3CIe.-
BaHMATA HAa TOKCHYHOCTTA

ﬂOHLHHI/ITCJ’IHI/I JaHHHA

8.14.

Wscnensanus,
eKCITO3UIUATAa  Ha
AKTHBHOTO BEIECTBO

CBBP3aHU c
4oBeKa  Ha

HOHBHHHTCJ’IHI/I JIAHHA

8.15.

TokcuuHM edexT BbpXy H00OUTBKA U
JOMAIIHUTE >KUBOTHU

IIOITBJ'IHI/ITCJ'IHI/I JaHHH

8.16.

WscnenBanust  BBPXY  XpaHH W
(bypaxxy, BKIIOYHUTEIHO 32 JKHBOTHH,
OTINIOKIaHA 338 MPOM3BOJACTBO Ha
XpaHa, ¥ TEXHHUTE TPOAYKTH (MIIAKO,
sila U Men)

JombnauTenHa nHpOpMaIs, CBbp3aHa
C eKCIO3WIMATA Ha dYOBEKa Ha
JICHCTBUETO HAa AKTHBHOTO BEIECTBO,
KOETO C€ ChIbpKa B OMOIHIH.

ﬂOHLHHI/ITCJ’IHI/I JaHHHA
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8.16.1.

[Ipennoxenn mnpueMianBM HHBAa Ha
OCTaThbYHH BEILlECTBa, T.C.
MaKCHMAJIHO JOMYCTUMH TpaHMIM Ha
OCTAaThYHHUTE BEIleCTBA U OOOCHOBKA
Ha NPHEMIINBOCTTA UM

HOHT)JIHI/ITCJ'IHI/I JIAHHA

8.16.2.

INoBeneHne Ha OCTaTbUHHUTE BEIECTBA
OT aKTUBHOTO BEILECTBO CIIPMO
TPETUPAHH WM 3aMbPCEHH XpPaHU
I dypaxu, BKJIIOUHUTEITHO
KHHETHKa Ha eJIMMHHHMpaHe

Kbaero e HeoOxomumo, ciieBa 1a ce
nane OmpeneieHHe Ha OCTAThYHHUS
npoayKT. BaxHo € u 1ga ce cpaBHST
OCTAThYHHUTE MPOLYKTH, OTKPUTH IPU
H3CIIEABaHMs 32 TOKCHYHOCT, C OCTa-
TBYHUTE MPOJYKTH, OOpa3yBaHu B
JKUBOTHH, OTIISKIAHH 3a
MPOM3BOACTBO HA XpaHa M B TEXHUTE
MPOJYKTH, KAKTO U B XpaHH U (Pypaxu.

IIO]T[:J'IHI/ITCJ'IHI/I JaHHH

8.16.3.

O6m  martepuaneH  OamaHc  Ha

AKTHUBHOTO BEIICCTBO

JlocTaThYHH JaHHH 3a OCTaThYHHTE
BELIECTBA OT KOHTPOJMPAHH OIHTU
BBPXY OKHBOTHHM, OTIISKIAHH 32
MIPOM3BOJICTBO HA XpaHa, M TEXHHUTE
NPOAYKTH, KAKTO U BBPXY XpaHd U
bypaxu, 3a ma ce JOKaxe, ye OCTa-
TBYHUTE BEILECTBA, KOMTO MOXE Ja
BB3HUKHAT oT npeIoKeHaTa
ynotpeda, HsMa Jia MOPOIAT TPeBOTa
3a 3OpaBeTO Ha Xopara MM Ha
JKUBOTHHTE

IIOHLJ'IHI/ITGJ'IHI/I JaHHH

8.16.4.

OueHka Ha HOTEHLUHMANHATa WU
JefiCTBUTENIHATA €KCIIO3UIIMS Ha Xopa
Ha  JEHCTBMETO HAa  aKTUBHOTO
BEIECTBO U OCTaTbYHUTE BEIECTBA
ype3  XpaHMTENHHS PEXKUM MU
JpYrd IbTULIA

IIOHLJ'IHI/ITGJ'IHI/I JaHHH

8.16.5.

AKO  OCTaThYHHTE  BEHIECTBA  OT
aKTHBHOTO BEI[ECTBO CE OTKPUBAT BBHB
(bypaxute 3a 3HAYUTENICH MEPHOI OT
BpeMe HJIHM C€ OTKPHUBAT B XpaHH OT
JKUBOTHHCKH HPOU3XO cren
TpeTupaHe Ha KUBOTHUTE, OTIIICKIAAHN
3a MPOM3BOACTBO HA XpaHa, MM Ha
cpegata OKOJO TAX (HAmp. IpSIKO
TpeTnpaHe Ha JKUBOTHUTEC 50051
HEMpsIKO TPEeTUpaHe Ha MOMELICHUSATA
3a  OTNIOKIAHE WM OKOJIO THX),
TOraBa ca HEOOXOIMMH H3CIICABAHUS
3a XpaHEHeTO M Meraboyi3Ma Ha
OOWTHKA, 3a Ja € BB3MOXKHA OICHKA
Ha OCTAaTbYHUTEC BCIICCTBA B XpaHVlTe
OT KMBOTHHCKH IIPOU3XOJ.

HOHBHHHTBJ’IHI/I JIAaHHH

8.16.6.

Bu3meiictBue  Ha  IMpOMHIILIEHATa
npepaboTKa W/UaM JOMAIIHO PHIO-
TOBIICHHE  BBPXY  €CTECTBOTO U
KOHIIEHTpAIMsATA HA  OCTAThYHUTE
BEIIECTBA OT aKTHBHOTO BEIIECTBO

HOHT)HHI/ITCJ'IHI/I JaHHHA
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8.16.7.

Jpyra HaiauuHa MHQOpMALHUs, KOATO
€ OT 3HaueHHe

Mosxe 1a € YMECTHO BKIIFOYBAaHETO Ha
“HpOpMaUs OTHOCHO MHUTpaIyira B
XpaHaTa, OCOOCHO B Ciydal Ha
TpeTHpaHe Ha MaTepUalluTe, KOUTO
ca B KOHTAaKT C XpaHaTa.

IIOI'[BJ'IHI/ITCJ'[HI/I JaHHH

8.16.8.

O0600IeHne W OlEHKa Ha JIaHHUTE,
[peCTaBeHN o paznenu
8.16.1—8.16.8

BaxxHo e nga ce ycraHOBH jgaim B
xpaHute (OT  JKMBOTHHCKH WU
pACTUTENICH TIPOM3XO0J]) C€a OTKPUTHU
ChIIUTE METabOJNUTH KaTto Te3d OT
H3CIEIBaHUATA 33 TOKCHYHOCT. B
MPOTHBEH CIy4Yail CTOMHOCTHUTE OT
OLICHKaTa Ha pHCKa (Hamp. IOomyc-
TUMaTa JIHEBHA J103a) HE Ca BAJIUIHH
332 OTKPUTHTE OCTaThYHH BEIECTBA.

,HOH'LJ'IHI/ITCJ'IHI/I JaHHH

8.17.

AKO aKTUBHOTO BEIIECTBO 1€ Ce
U3MON3Ba B MHPOAYKTH 3a Oopda
Cpelly pacTeHHs1, BKIIOUUTEIHO BOJO-
pacnu, TOraBa ce H3UCKBAT
W3MUTBAHASA 3a OIIEHKa Ha
TOKCHYHUS €(eKT, aKo HMa TaKbB,
Ha METa0OJUTUTE OT TPETHPAHUTE
pacTeHus, KOraro Te ca Pa3lIu4HU OT
Te3U TP KUBOTHHTE.

I[OH'LJ'IHI/ITCJ'IHI/I JaHHHA

8.18.

Pe3rome 3a TOKCHKOIIOTHSTAa Ha 003aii-
HUITATE

Ipenocrasst obmia OILIEHKA u
3aKJIIOYCHHE TI0  OTHOIICHHE  Ha
BCHUYKH TOKCHUKOJIOTHMYHHU JaHHU U
BCsKa Jpyra WH(OpMAIHs OTHOCHO
aKTHBHOTO BEIIECTBO, BKJIIOYUTEIHO
3a NOAEL.

EKOTOKCHUKOJIOI'MYHHA
N3CJIIEABAHUA

TOKCHYHOCT 3a BOIAHHTE OpTraHUu3MH

Kpatkocpouno HM3MHATBaHE 3a
TOKCUYHOCT BBPXY pHOH

Koraro ca HeoOXOAMMH JaHHHM OT
KPaTKOCPOYHO U3MHUTBaHE 3a
TOKCHYHOCT IpU puOM, cieiBa jaa ce
mpuiara ,,iparoB moaxoxa™ (moerarHa
cTpaTerus).

WscnenBanero He € HEOOXOAUMO Ja Ce
NPOBEXK/A, AKO:

— CBIIECTBYBAa BAJIUAHO IBITOCPOYHO
U3CleBaHE Ha TOKCHUYHOCTTA 3a
BOJIHM OpPraHU3MHU NpHU puduTe.

KpaTkocpo4HO M3IUTBAHE HA TOKCHY-
HOCTTa NPH BOJHU Oe3rpbOHAYHU

9.1.2.1.

Bopun 6baxu (Daphnia magna)

9.1.2.2.

Hpyru Bunose

HOHBJ’IHI/ITCJIHI/I JIAaHHA
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HW3crnenpane 3a MOTHCKaHE HA pacTeka
[PH BOAOPACIH

9.1.3.1.

EdekT BBpXy TeMmmoBeTe Ha pacTex
NP 3€JIeHH BOZOPACIIH

9.1.3.2.

EdexT BBpXy TemmoBeTe Ha pacTex
Opd  [HMAaHOOAKTePUH WM TIPU
KPEMBUHH BOAOPACIH

9.14.1.

9.142.

Buokonuentpanus
MeTtoau 3a OLEHKA

ExcnepumenTanHo onpenensHe

EkcriepuMeHTanHOTO OmpeAesnsHe MOXKe
Jla He € He0OXO0JIMMO, aKo:

MOKe 13 Objie J0Ka3aHO Bb3 OCHOBA
Ha  (U3MKOXUMHYHHTE  CBOMCTBA
(namp. log Kow < 3) wmm apyru goka-
3aTeNICTBA, Y€ BEMIECTBOTO UMa HHUCHK
MOTEHIHMANT 32 OMOKOHIICHTPALIHS.

TTotuckane Ha
aKTHBHOCT

MHUKpOOHATa

Wscnensanero  Moxke ga  Oblae
3aMEHEHO ¢ M3IUTBAHE 32 HHXUOUpaHe
Ha HUTPU(UKAIMATA, aKO HATHYHHTE
JaHHM TOKa3BaT, Y€ MMa BEPOSTHOCT
BEILIECTBOTO Ja € WHXHOUTOp Ha
MHKPOOHUSI PacTe&X WM (QYHKLHHU, B
YAaCTHOCT 110 OTHOILICHUE HAa HUTPU(H-
[UpanuTe OaKTepuu.

JombaHuTEeTHI H3CleIBaHus 3a
TOKCHYHOCT BBPXY BOJIHA OPraHU3MH

AKO pe3yiTaTtuTe OT EKOTOKCHKOJIO-
TMYHUTE W3CIICABAHMS, W3CIIEIBAHUATA
3a MOBEICHUETO W JKU3HCHHUS [IUKBI 1/
W TnpeaBuieHara(ure) ymnortpeba(u)
HAa AaKTUBHOTO BEHIECTBO ITOKA3BaT
PHCK 3a BOJHATa OKOJHA cpela, WIH
ak0  Ce  O4YakBa  [JIBJITOCPOYHA
EKCIIO3MIMS, TOraBa Ce W3BbpPLIBAT
€HO WM TOBEYEe OT H3IHTBAHUATA,
OIIMCAHH B HACTOSIIUS Pa3IeL.

IIO]TbJ'lHI/ITeJ'lHI/I JaAHHH

9.1.6.1.

JBIrocpouHo U3IUTBaHE 3a
TOKCHYHOCT IpH pudu

a) B paHeH IKM3HEH CTaguil Ha

passutue (FELS)

0) KpaTKOCPOYHO  H3MHTBaHE  3a
TOKCHUYHOCT INIpu pudM B craguit
Ha eMOpHOH U JlapBa

B) M3MUTBaHE 32 pacTex Ha
IOBEHHJIHH (TI0JI0BO HE3peIn) pudu

I) U3CIeIBaHE Ha IIBIHMSA JKU3HEH
IUKBJI TIpH pubHuTE

IIOHLJ'IHI/ITCJ'IHI/I JaHHH

9.1.6.2.

JparocpodyHo U3IHTBaHE 3a
TOKCHYHOCT IpH 0e3rpbOHaYHU

a) W3CICIBaHE Ha PacTeXxa M PEerpo-
nykuusita npu Daphnia

0) pacTex U PenpoAyKLHs NpU IPYTH
BuoBe (Hamp. Mysid)

B) pa3BUTHE M TMOsBA HA JAPYTd
BuzoBe (Hamp. Chironomus)

ﬂOH'bJ'IHI/ITCJ'IHI/I JaHHHA
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9.1.7. Buoakymynupane B moaxomsnl BoaeH | JIOMbIHUTENHH TaHHA
BUJL
9.1.8. Br3neiictBue BbpXy Apyrd HeueneBd | JIOMBIHUTENHH TaHHA
opranm3mu (dpiopa u dayna), 3a
KOHMTO CE CYMTa, Y€ MOXe Ja Obuar
H3JI0KEHU Ha PUCK
9.1.9. WscnenBane Ha OpraHusMd, KOWTO | JIOMBIHWUTENHU AaHHH
JKUBEST B CEUMCHTH
9.1.10. Bw3peiicTBue BEPXY BOJHHTE | JIOMBIHUTENHU JaHHU
MakpoduTH
9.2. [TouBeHa TOKCHYHOCT, MBbPBOHAYANHHU | JIOMBIHUTENHN NaHHU
U3IHUTBAHUS
9.2.1. Be3gmeiictBue  BBpXy ~— IIOYBEHHTE
MHKPOOpPTaHU3MH
9.2.2. Bnusnne BbpXy 3€MHUTE 4YEepBEU I
JpYrd oOMTABalM MOYBATa HELENICBU
6e3rppOHaYHN
9.2.3. OcTpa TOKCHYHOCT 3a pacTeHUsTa
9.3. WsnutBanus Ha 1oO4YBaTa, ABJITOC- | JIOMBIHWTENHU DAHHH
poYHH
9.3.1. W3cnenBane Ha penpoayKTHBHOCTTA
Npd  3eMHH 4YepBEH WIH JpYTH
obuTaBany noysara HeLeIeBU
0e3rpbOHaYHN
9.4. Bru3neiicTBue BBpXy NTUIUTE JIO'BIIHUTEIIHA TaHHU 3a exBuBalleHTHAa TOouka 9.4.3 wuscien-
BaHETO HE € HeoOXOIMMO, aKO:
94.1. Octpa opajiHa TOKCHYHOCT
— U3CIEIBAaHETO 3a TOKCHYHOCT Ha
XpaHaTa MOKa3Ba qe LC
9.4.2.  KparkocpoyHa TOKCHYHOCT — OCEM- p 2 000 ’ " 50
HaJIBUIIaBA m, .
JIHEBHO M3CIIe[[BAHE HA XpaHaTa 3a A gke
MoHe exuH BHA (pa3iaMyeH  OT
MUJIeTa, MAaTHIH U T'bCKH)
9.4.3. Bw3gaeiicTBue BbpXy pa3sMHOKaBAHETO
9.5. Bo3neiicTBue BbpXy uieHecTOHOTUTE | JIONMBJIHUTENHH JaHHU
9.5.1. Bro3neiicTBue BppXy muenuTe
9.5.2.  ]Jlpyru HeleNeBH CyXO3€MHH UJICHEC-
TOHOTH, HAIp. XUIIHA BHJIOBE
9.6. BuokoHueHTpanys B moyBara JIOBJIHUTENTHY TaHHU
9.7. Buoakymynupane B mouBara JIOrBIHUTETHE TaHHA
9.8. BiusiHue BBpXy Jpyrd  HeueneBd | JIOIBIHUTENHH AaHHU
HEBOJHU OPraHU3MH
9.9. Bw3zeiicTBue BepXy Oo3aiHULINTE JIONBIIHUTENHY TaHHU JlaHHNTE ca TOMYYeHH OT OLCHKAa Ha
TOKCHYHOCTTA npu 6o3aitHULINTE.
9.9.1. Octpa opajiHa TOKCHYHOCT CroOmasa ce Haif-4yBCTBUTEIIHATA
KpallHAa  TOYKa IPH  JBITOCPOYHO
9.9.2. KparkocpouHa TOKCHYHOCT M3NHUTBAHE  HA  TOKCHYHOCTTA  TPH
6ozaitnnimre (NOAEL), m3pazena karo
9.9.3. JbnrocpoyHa TOKCHYHOCT

mg OT U3NUTBAHOTO ChelHeHNe/Kg TT/eH.
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9.94.

Bb3nelicTBie BbpXy pa3MHOXKaBaHETO

9.10.

Wnenrudpukamust  Ha
AKTUBHOCT

CHIOKPpUHHA

ﬂOH'LJ’IHI/ITCJ'IHI/I JaHHHA

10.

MNOBEJAEHME 1 XMU3HEH IUKDBJI
B OKOJIHATA CPEJA

10.1.

IloBeneHne ¥ JKU3HEH IUKBI BHB
BOogara U CCAUMMCHTA

10.1.1.

Pa3rpa>K)1aHe, II'bPBOHAYAIHNU HU3CJICO-
BaHUA

AKO M3BBPIIEHATA OLCHKA COYH, 4e €
HEeoO0X0oaMMO Ja ce H3CielBa JONbi-
HHTEITHO pasrpaxkiaHeTo Ha
BELIECTBOTO U MPOAYKTUTE OT pasrpax-
JaHETO My, Ui aKo AKTUBHOTO
BEILIECTBO MMa Karo IpUI0 cnabo Hin
HHMKaKBO aOHMOTMYHO  pasrpakiaHe,
TOorasa ca HeO6XOl]I/IMI/I U3IMATBAHUATA,
orucanu B 10.1.3 u 10.3.2 u npu HeoO-
xoaumoct B 10.4. 360pbT Ha moaxo/s-
moro(uTe) W3NUTBaHe(Usl) 3aBUCH OT
pe3yiTaTiTe OT W3BBPIICHATA MBPBO-
HavaJiHa OLICHKA.

10.1.1.1.

AOUOTHYHU

a) Xwuaponmsa karo GyHkums Ha pH
U MACHTU(UKAIMS HA TPOJIYKTHUTE
OT pas3IajiaHeTo

— Wnentuduxanumsra Ha
HPOAYKTHTE OT pasNaJaHeTo
€ HeoOXo[uMa, KOraro TakuBa
IOPOJYKTH  IIPUCBHCTBAT  BbB
BCCKM MOMEHT Ha IpoOOHa-
6upane B konuuecTBo > 10 %.

6) dororpancdopmarus BbB BOAA,
BKJIFOYUTEIIHO HUACHTU(UKALUS Ha
HPOJYKTUTE OT TpaHc(opMmarusta

10.1.1.2.

buornuna

a) Jlecna GuopasrpaauMocT

6) Ilpucwma OGuopaszrpagumocT (IpH
HEO00X0AUMOCT)

10.1.2.

Ancop6rmsi/necopoums

10.1.3.

CKOpOCT M HAuMHHM Ha pasrpaxiaHe,
BKJIFOUHUTCIIHO I/UleHTl/l(i)l/lKaLll/lﬂ Ha
MeTaboNUTUTE M Ha IPOAYKTUTE OT
pasrpaxaaHero

10.1.3.1.

Bbuonornyno
OTIAIBYHU BOJH

IpeurcTBaHe Ha

a) AepobHO OmoOpasrpakaaHe

HOH'I)JIHI/ITCJ'IHI/I JaHHHA

0) AmnaepoOHO OMOpasrpaxkaaHe

IIOHBJ'[HI/ITCJ'[HI/I JaHHH

B) CuMyJlalMOHHO  W3IHWTBaHE B
NPEYNCTBATENIHA CTAHIHS

,HOH'LJ'IHI/ITCJ'IHI/I JaHHH
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10.1.3.2.

Buopasrpaxnane B ciagku Boau

a) Mscnensane Ha aepoOHOTO
GuopasrpakJaHe BbB BOAHA cpeja

IIOHBJ'[HI/ITCJ'[HI/I JaHHH

0) MsnurBaHe 3a pasrpaxJaHe BbB
BOJIa/CEAUMEHT

IIOI'[BJ'IHI/ITCJ'[HI/I JaHHH

10.1.3.3.

buopasrpaxiane B MOpCKa BOJa

IIOHBJ'IHHTCJ'IHI/I JaHHH

10.1.3.4.

buopasrpakiaHe mnOpu  CbXpaHsBaHE
Ha TOp

,HOH'LJ'IHI/ITGJ'IHI/I JaHHH

10.1.4.

Ancopbrius n gecopbuust BB Boja/
BOJHHA CCIUMCHTHH  CHCTEMH U
azcopOuus U jgecopObuust Ha MeTabo-
JIUTHTE M Ha MPOLYKTUTE OT pasrpa-
JAHETO, KOraTo MMa TaKHBa

HOH'LHHI/ITCHHI/I JaHHH

10.1.5.

W3cnensane IIpu TIOJICBU YCJIOBHSA Ha
HATPYNBAHETO B CEAUMCHTA

HOH'LHHI/ITCHHI/I JaHHHA

10.1.6.

HeOpI‘aHI/I‘IHI/I BCIIICCTBA:
I/IH(I)OpMaLH/ISI 3a IIOBCACHUETO n
JKHU3HCHHA IIMKBJI BbB BOJaTa

ﬂOH'LJ’IHI/ITCJ’IHI/I JaHHHA

10.2.

IToBenenue
moyBaTa

U JKHU3HCH [OHUKBI B

HOH'I)J'IHI/ITCJ'IHI/I JaHHHA

10.2.1.

JlabopaTopHO u3cieaBaHe Ha
CKOpOCTTa M Ha4YMHA HA pasrpaxiaHe,
BKJIIOYUTENIHO  MICHTU(UKALUI Ha
MPOTHYAIIUTE MPOLECH M MACHTH-
(uKanus Ha eBEHTyalHH MeTaOoJUTH
U TPOLYKTH OT pasrpax<JaHeTo B
JaneH MouBeH THI  (OCBeH 3a
pasmagaHe, koero 3aBucu oT pH)
[pY TOAXOAAIIN YCIIOBUS

JlabopaTopHo n3cienBaHe Ha
CKOpOCTTa Ha pasrpakaaHe NpH TPU
JOIBJIHUTEIIHN TIOYBEHH THIA

HOHLHHHTBJ’IHI/I JIAHHH

10.2.2.

WscnenBane mpu IOJEBH YCIIOBHA,
JIBa TOYBEHU THIIA

HOHBJ’IHHTCJ’IHI/I JIAaHHA

10.2.3.

WscnenBanus Ha HATpPyNBaHETO B
rnoysara

HOHBHHHTCJ’IHI/I JIAHHA

10.2.4.

AncopOruus 1 gecopOLys B MOHE TPU
IMOYBCHU THIIA u ancop6uml n
gecopOuus Ha MeraboiMTHTE M Ha
MPOAYKTUTE  OT  pasrpaykIaHero,
KOrato mMa TakuBa

HOHBHHHTCJ’IHI/I JIAaHHA

10.2.5.

JlonmbIHUTETHU
copOrms

H3CJICIBAHUA 3a

10.2.6.

MoOuIHOCT B IIOHE TpU [IOYBEHU
THIA U MOOWJIHOCT Ha METaOOJMTHUTE
n  [OPOAYKTUTE OT pasrpaxaaHero,
KOorato uMa TakKuBa

IIOHBJ'IHHTCJ'IHI/I JaHHH

10.2.6.1.

W3cnensanus 3a H3JIy’>KBaHE C IIEPXO0-
JIJallHUOHHA KOJIOHa
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10.2.6.2.

.HI/ISI/IMeTpPI‘IHI/I H3CJIICABaHUA

10.2.6.3.

Wscnensanua  3a
MOJICBU yCIIOBHS

U3ITy’KBaHE IIpU

10.2.7.

KomuyectBo 1 ectecTBO Ha CBBp-
3aHUTE OCTATBYHM BELIECTBA

IIpenopsuBa ce oOmpelensHETO U
XapaKTepUCTUKUTE Ha  CBbP3aHUTE
OCTaTb4HH BElIECTBA  Ja ce
KOMOMHUpAT  CbC  CHUMYJALMOHHO
u3cieBaHe B I0YBATA.

HOHBJ’IHHTCJ’IHI/I JIAaHHA

10.2.8.

Jpyru uscienBaHusl 3a pasrpakiaHe
B [10YBaTa

I[OHLJ'IHI/ITGJ'IHI/I JaHHH

10.2.9.

HCOpFaHI/I‘IHH BCIICCTBA:
PIH(IJOpMaI.IPI}I 3a IOBCIACHUETO u
JKU3HCHUA LUKBJ B IIOYBaTa

10.3.

IloBeneHue ¥ JKU3HEH IUKBI BHB
BBb3AyXa

10.3.1.

®dotoTpanchopmanus BEB
(MeTox 3a OLEHKA)

Bb3yXa

Wnentudukauus Ha NPOLYKTHTE OT
TpaHcdopmanusra

10.3.2.

TloBeneHne W JKU3HEH LHMKBI BBB
BB3/lyXa, JOMBIHUTEIHN H3CIICIBAHUS

HOHBHHHTBJ’IHI/I JIAHHH

10.4.

JlonmbIHUTETHI
MOBEICHHE M
OKOJIHAaTa cpejia

H3CJICABAHUA 3a
JKHM3HCH 1HKBI B

IIO]TbJ'lHI/ITeJ'lHI/I JaAHHH

10.5.

10.5.1.

JledbuHumms 3a OCTaTh4YHO BEIIECTBO

ﬂeq)I/IHI/IHI/ISI 3a OCTaTb4HO BEIIECTBO
BBB Bpb3Ka C OLCHKATa Ha pHCKa

HOHBHHHTBJ’IHI/I JIAaHHA

10.5.2.

Z[e(bI/IHI/IHI/IH 3a OCTaTb4HO BEIIECCTBO
BBB Bpb3Ka C H3.6.IIIOII€HI/ICTO

10.6.

JlanHu OT HAOJIOICHUETO

,HOH'LJ'IHI/ITCJ'IHI/I JaHHH

10.6.1.

B u3cnienBaHusATa 3a pasrpaxaaHeTo B
roYBaTta, BOAATa U CEIUMEHTHUTE
TpaOBa fJa ce BKIIOYM HJICHTH-
¢uKauus Ha BCHYKH MPOJYKTH OT
pasrpaxxganero (> 10 %).

11.

MEPKU,
3ALIUTA
KUBOTHUTE
CPEJIA

HEOBXOIVMHU  3A
HA XOPATA,
U OKOJHATA

[penopbunrennu METOU u
Ipera3Hy MEPKU IpU MaHUITyJIalus,
ynorpeba, CbXpaHEHHE, TPAHCIOPT
WM TI0XKap

11.2.

B cmyuail Ha moxkap — €CTeCTBO Ha
NPOAYKTUTE OT peakuusTa, razoBe OT
H3rapsHETO U T.H.

Cnemsu
HMHIUIEHT

MEpKM B clayyail Ha
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11.4.

Bb3MOXKHOCT 3a YHHINOXKABAHE WA
obe33apa3siBaHe ciell 0CBOOOXKIaBaHe
BBB HJIH BBPXY:

a) BB3OyXa

0) BomaTa, BKJIIOYUTEIHO MUTEHHATA
BOJIA,

B) MoyBaTa

Ipouenypu 3a ympaBicHHE Ha OTIa-
IBLIATE OT aKTHBHOTO BEIIECTBO 32
MPOMHULUICHH WIH TPOGECHOHATHA
notpeduTenu

11.6.

Bb3MokHOCT 3a NMOBTOpHaA ymnorpeba
WIN PELUKINpaHe

BB3MOXXHOCT 3a HEyTpalau3upaHe Ha
edekrute

VcinoBus 32 KOHTPOJIMPAHO U3XBBPIISIHE,
BKJIFOUHTEITHO CIIOCOOHOCT 3a
W3BJIMYAHE TIPU JETIOHUPAHE

11.9.

VcioBus 3a KOHTPOJIMPAHO U3rapsiHe

11.10.

Wnentudukauuss Ha  eBEHTYaHU
BEILIIECTBA, IOMNAJall B OOXBaTa Ha
cnucbk [ mwin cnuewsk II ot mpuio-
sxkenuero kpM [upektusa 80/68/EMO
Ha CwBeta or 17 mexemBpu 1979 r.
OTHOCHO OINa3BaHETO Ha IOJ3EMHUTE
BOAM OT 3aMbpCABaHE, IPUYNHEHO
oT ornpezeneHd omnacHu Bemiectsa (%),
Ha nmpuinoxeHus I u I xBM
Jupextusa 2006/118/EO na EBspo-
neifckus napiaMeHT u Ha CbBera OT
12 nexemBpu 2006 r. 3a omazBaHe Ha
MOA3EMHHUTE BOJM OT 3aMbpCsIBAHE U
BJIOIIIABaHe Ha ChCTOsIHMETO UM (*), Ha
npuioxkenue I xkpMm  JlupextuBa
2008/105/EO Ha EBponeiickus
napmaMenT ¥ Ha  CeBera  OT
16 nexemBpu 2008 r. 3a ompexeinsiHe
Ha CTaHIApPTH 3a Ka4yecTBO Ha
OKOJIHATa cpejia B 00J1acTTa Ha MOJH-
THKaTa 3a BoAute (°), HA IPHIIOKEHUE
I, vact b xem JlupextuBa 98/83/EO
nnn Ha npunoxenns VIII n IX xem
JHupexrusa 2000/60/EO.

12.

KITACUOULINPAHE,
THUPAHE N OITAKOBAHE

ETUKE-

12.1.

Jla ce mocoYaT €BEHTYaIHO CBIIECT-
ByBallll KiacHGUKAHUs W CTHKETH-
pase.
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12.2.

Knacudukanus Ha BeIIECTBOTO KaTo
OIaCHO B PE3yNTaT OT IPHJIAraHeTo
Ha Pernament (EO) Ne 1272/2008.

OcBeH TOBa 3a BCSAKO BIIMCBaHE
cleBa Ja ce IOCOYaT NPUYMHUTE,
mopagd KOWTO HE € [ajJieHa KJIacH-
(ukanus B onpeeneHa eKBUBaJICHTHA
TOYKA.

12.2.1.

Knacuduiupane Ha puckoBeTe

12.2.2.

HI/IKTOI‘paMa Ha PHUCKOBETE

12.2.3.

CurnasiHa Iyma

12.2.4.

[IpenynpexkaeHus: 3a ONacHOCT

12.2.5.

Ipenopbku 3a GE30MACHOCT, BKIIIO-
YHUTEJIHO TPEBEHIIUS, PEAaKIHs, ChXpa-
HsIBaHE U 00E3BpEKAaHE

12.3.

CrennbuuHr  TpefeNHA  KOHICH-
TpalMu, KBAECTO Ca IMPUIOKUMH,
MPOM3THYAIIA OT TMPHUJIaraHeTo Ha
Pernament (EO) Ne 1272/2008

13.

OBOBIIEHUE U OLIEHKA

OcHOBHaTa HMH(OpMalUs OT E€KBUBaA-
JICHTHUTE  TOYKHU BbB BCEKU
noapaszien (2—12) ce obobmasa u
OLEHABA U C€ U3rOTBI MPOEKT 3a
OLICHKA Ha PHCKA.

(") TpemocraBenara uHdOpMaLHs cleiBa ga ObIe 3a IMPEYUCTCHOTO AaKTHBHO BEIIECTBO OT MOCOYEHATA Creln(HUKaIis WK 33 NPOU3Be-

JCHOTO aKTUBHO BEIICCTBO, aKO ABETC Ca Pas3jIndHH.

(®) TIpemocraBenara uH(popMalus cieapa aa ObJe 3a NPEYUCTEHOTO aKTUBHO BEIIECTBO OT I0COYEHATA CHELU(UKALNS.
(®) OB L 20, 26.1.1980 r., ctp. 43.

(*) OB L 372, 27.12.2006 r., ctp. 19.
(®) OB L 348, 24.12.2008 r., ctp. 84.
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JUSUT 2
MHKPOOPT AHN3MH

OCHOBHHM U JAONNBJHHUTEJIHH JAHHH 32 AaKTUBHHUTE BelIeCTBa

Wudopmarusita, M3uCKBaHa KaTo 000CHOBKA 3a 0JI00psiBaHE Ha JaJ€HO aKTHBHO
BEIIECTBO, € W30pocHa B TabiHMIaTa Mo-Ao0uy.

YcnoBusita, IpH KOMTO HE CE M3UCKBA ONPENCICHO M3IHUTBAHE, NPEIBHICHU B
ChOTBETCTBAIMTE METOIU 3a m3nuTBane B Permament (EO) Ne 440/2008, xouto
HE Ce MOBTapAT B KOJIOHA 3, CBINO CE Mpuiarar.

Komnona 3
Konona 2 Creunduyny npaBuia 3a aJanTupaHe CIPsMO
Komona 1 Bcnuky 1aHHM ca OCHOBHH, |cCTaHZapTHaTa MHGOPMALHs OTHOCHO HSKOH OT
W3uckBana nHdoOpManus: OCBEH aKo He ca OTOeNsf3aHH | M3UCKBaHUATA 33 HpeIoCcTaBsHe Ha WHAOP-
KaTO JONBJIHUTEITHH Marusi, KOUTO MOXE [a HajaraT H3I0JI3BaHETO

Ha M3NMTBaHE BBbPXY I'PbOHAYHM KUBOTHHU

1. 3ASIBUTEJT

1.1. Nwme u agpec

1.2. JIume 3a KOHTaKT

1.3. IMpousBoxuren (uMme, aapec U MeCTO-
HaXOXJCHHE Ha IPOU3BOJCTBEHUS
00eKT)

2. UAEHTUYHOCT HA MUHKPOOP-
TAHU3MA

2.1. OOIIOM3BECTHO HAMMEHOBAHHME Ha
MHKpPOOpraHu3Ma (BKJTIOUUTEITHO
ITEepHATHBHU U MPEAUIIHN HAUMEHO-
BaHUs)

2.2. TakCOHOMHYHO MME U II[aM

2.3. Pedepenten HOMep Ha B3ertara mpoba
W Ha KyITypara, ako KyJiTypaTta e
Jero3upaHa

2.4. Metoau, npouenypu W KPUTEpPHU 3a

YCTaHOBSABAHE IPUCHCTBUETO U HUOACH-
TAYHOCTTa Ha MHUKPOOpPraHusMa

2.5. Crenudukanus Ha aKTHBHATa
CBhCTaBKa 32 TEXHMYECKH LI

2.6. Meton Ha IIPpOU3BOACTBO U KOHTPOJI
Ha Ka4€CTBOTO

2.7. ChbpxKaHUe HA MUKPOOpraHH3Ma

2.8. WnenTnyHOCT M CBABpKAHUE Ha
npuMecH, J00aBKH W MHKpOOp-
raHU3MHU — 3apa3UTeIH

2.9. AHanuTHyeH npodui Ha napTUAUTE

3. BUOJIOTUYHU CBOMCTBA HA
MUKPOOPI"AHU3MA

3.1. O6uia wmHbOpPMAIMS 3a MHKpOOpra-

HHU3Ma
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3.1.1. Hcropuuecku mperien

3.1.2. HUcropuueckn ymnorpebu

3.1.3. IIpousxox, ecTecTBEH W3TOYHHK U
reorpa)cKo pasnpocTpaHeHue

3.2. Craguy Ha pa3BUTHE/KU3HEH LUKBI
Ha MHKPOOpPraHU3Ma

3.3. BsanmooTHoIIIeHHE c HM3BECTHH
YOBEIIIKH, JKUBOTHHCKH Wi
PACTUTENHH MaTOreHH

3.4. l'enernuna crabuimHOCT M akTopH,
OKa3BallW BIIHMSHHE

3.5. Wudopmanust 3a mpou3BOACTBOTO Ha
MeTaboIUTH (mo-crienanHo Ha
TOKCHHH)

3.6. [Ipon3BoacTBO Ha aHTUOMOTHIM U
OPYrd  aHTUMHKPOOHH areHTH |
PE3UCTEHTHOCT KbM TAX

3.7. YcroitunBocT KbM  (haKTOpHTE  OT
OKOJIHAaTa cpena

3.8. JonbiaHutenHa — uHpopManus  3a
MHKpPOOpPTraHH3Ma

4. METOZN 3A OTKPUBAHE U
UAEHTUOUKALINSA

4.1. AHaTUTUYHA METOAM 3a aHallu3 Ha
MIPOM3BEACHHUS MUKPOOPTaHH3bM

4.2. Meroau, KOUTO C€ H3MOJ3BaT 3a
HaONIOZCHUE C I Jla CE ONpPEAENAT
U HM3MEpAT OCTaThbYHUTE BEIIECTBA
(KM3HECTIOCOOHM WJIM HEXH3HECIHO-
CcOOHM)

5. E®EKTUBHOCT CIIPSIMO
HEJEBUA OPTAHU3BM

5.1. DyHKIUS W HAYMH 332 KOHTPOJ, HAMp.
MpUBJIMYAHE, YHHIIOKABAaHE, HWHXH-
Oupane

5.2. WudekuosHocr, MOTEHIIHAT 3a
pasnpocTpaHeHNe W KOJIOHU3ALUS

5.3. KonTponupan(u) npencraBuTeneH(HH)
opraHu3sM(MH) u 3alUTEHU
MIPOJYKTH, OPraHM3MU WIN OOCKTH

54. Bo3neiictBue  BBbpXy ~— HIpeACTaBH-
TENHUs. 1IEJEBH  OPraHW3bM  WIH
OpraHu3Mu
Br3neiictBue BBpPXy ~MaTepUalUTe,

BeIIECTBaTa U IMPOAYKTUTE
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5.5.

BepO}ITHa KOHIICHTpalus, Npu KOATO
e ¢e MU3noj3Ba MUKPOOPraHu3MbT

5.6.

Haumn Ha peiicTBUe (BKJIFOUUTEITHO
3a0aBEHO JCHCTBHUE)

5.7.

Januu 3a edukacHocTTa

5.8.

Bcuuky U3BECTHM OrpaHMYeHUs Ha
e(uKacHOCTTa

5.8.1.

Hudopmanus 3a ciydam uwim  3a
BB3MOXHH CJIyyal Ha pa3BUTHE HA
PE3UCTEHTHOCT Ha LeIeBUs
OpraHu3bM W OpraHu3MH 44
MOAXOJILIM CTPATEruy 3a yHpaBIeHue

Habnmtonenuss Ha  HEXeNaHW WU
HETIPeIBUJCHH CTPAHUYHH e(EeKTH

Crnennpuunoct u  obxBar  Ha
NPUEMHHKA, KaKTO W Bb3JICUCTBHE
BBPXY IPYTH BHIOBE OCBEH IICICBUS
OpraHu3bM

5.9.

Meroau 3a NpenoTBpaTsABaHE Ha
3arybara Ha  BHpPYJEHTHOCT Ha
CEMEHHHS 3alac Ha MHKPOOPraHM3Ma

MNPEJABUAEHM  YIIOTPEBM U
EKCITIO3MIIMA

6.1.

IIpenBunena(u)
ynorpeba

obmact(n) Ha

6.2.

IIpoxykToB THN WM
TUTIOBE

IPOYKTOBU

6.3.

Ioapobuo omucanne Ha Momen(uTe)
Ha ymortpeba

6.4.

Kareropuss morpeburenu, 3a KOUTO
MHKPOOPTaHM3MBT cjelBa Ja Obxe
0/100peH

6.5.

JlaHHU 3a eKCITO3MIIMATA, 32 KOUTO ca
MPUWIOKHMH, KOTaTO € yMECTHO,
METOJI0JIOTHHUTE, OMHUCAHHU B
npuioxenue I, pasgen 5 ot
Pernament (EO) Ne 1907/2006

Wndopmarmst 3a ekcrosuimsrta Ha
YOBEKa, CBBbP3aHA C MPEIBUICHHUTE
ymorpebu W 00e3BpekJaHeTO Ha
AKTHBHOTO BEILECTBO

Hndopmarnus 3a eKCHO3HIHATA Ha
OKOJIHAaTa Cpella, CBbp3aHa C Ipea-
BUJIEHUTE YIOTpeOM U  00e3Bpex-
JJAaHETO Ha aKTUBHOTO BELIECTBO

Hudopmanus 3a ekcro3uuusAra Ha
JKUBOTHUTE, OTIJIEKIaHH 3a
IPOM3BOACTBO HAa XpaHH, U Ha
XpaHuTe U (ypaxure, CBbp3aHa C
MpeBUACHUTE YIIOTPeOH U 00e3Bpexk-
JIaHETO Ha aKTHBHOTO BELIECTBO
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Komnona 1
W3uckBana nHdopManus:

Komnona 2
Beuuku aHHM ca OCHOBHH,
OCBEH aKO He ca OTOeNs3aHu
KaTO JIOMBJIHUTEITHH

Kosnona 3
CrnenupuyHN NpaBUiIa 3a aJanTHpaHe CHPSIMO
CTaHJapTHATa MH(POPMAIUS OTHOCHO HSKOH OT
M3UCKBAHUATA 33 MpeJocTaBsHe Ha HHOOP-
Marysi, KOUTO MOXE JIa HauaraT M3IMO0JI3BaHETO
Ha M3MUTBAHE BbPXY I'PbOHAYHH )KHBOTHH

BB3IEVCTBUE BBPXY
3JPABETO HA XOPATA U
JKUBOTHUTE

N3uckBanusra 3a uHGOpPMALMsS B TO3M
paszen Morar Aa ce ajantupar B CbOT-
BETCTBHE ChC Crenudukanuure ot s 1
OT HACTOSALLOTO NPUIIOKECHUE.

OcHoBHa uH(pOpMaIHs

MemuIHCKN TaHHU

MeaunuHcKo HaOII0IeHNE Ha
HepCcoHaNa B MPOU3BOJICTBEHHSI 0OCKT

HaOmtonenust BbB Bpb3Ka ChC CCHCH-
OnnM3anMsATa/aNepreHHoCTTa

[psiko HabmroEHUE (HAMD. KIMHUIHU
cIIyJan)

Bcesiko matoreHHO BIMSHHE M MHQEK-
LHO3Ha TIposiBa BBPXY Xopara U
Ipyrd OO3allHHMIM TNpPH  HMMYHOCY-
npecus

7.2.

OCHOBHU HU3CIICABAHUA

7.2.1.

Cencubuinzarus

7.2.2.

OcTpa TOKCHYHOCT, WATOTCHHO U
MH(EKINO3HO BIHSIHHE

7.2.2.1.

Octpa opaiHa TOKCUYHOCT,
MMaTOI€HHO U I/IHCI)CKLLI/IOSHO BJINSTHUEC
10 OpaJIeH IbT

72.2.2.

Octpa WHXaQIaTOpHa  TOKCHYHOCT,
MATOTCHHO M WH(EKIMO3HO BIIUSHUE
3a Gemmre apodoBe

ﬂOH'LJ’IHI/ITCJ’IHI/I JaHHHA

7.2.2.3.

Ennanyna MHTpanepuToHeanHa/
MOJKOXHA 71032

HOHBJ’IHHTCJ’IHI/I JIAHHA

7.2.3.

WsnurBanus uH BUTPO 3a TI'€HOTOK-
CHYHOCT

7.24.

W3cnenBanust Ha KIETHhYHU KYJITYpHu

7.2.5.

I[aHHI/I 3a TOKCHYHOCT H IIATOI'€HHO
BJIMSTHAC B KPATKOCPOYCH IUIaH

HOH'I)J'IHI/ITCJ'IHI/I JaHHHA

7.2.5.1.

Bo3neiictBue BBpXYy 3ApaBeTO  OT
MHOT'OKpaTHa UHXaJIaTOpHA
€KCITO3ULIUS

HOHBHHHTCJ’IHI/I JIAaHHA

7.2.6.

HpCI[J'[OX(CHO JISYeHue: MCEpPKU 3a
IIppBa IIOMOILI, MEAULHUHCKO JICUCHUE

7.3.

CHGHI/I(I)I/I‘IHI/I H3CIICABaHU Ha
TOKCHYHOCTTAa, Ha IIAaTOICHHOTO H
I/IH(I)SKHI/IOSHOTO BIIMSHUC

HOH'I)JIHI/ITCJ'IHI/I JaHHHA

7.4.

['€eHOTOKCHYHOCT — U3CJCABAHUS MH
BHBO Ha COMATHYHH KJIICTKH

HOHBHHHTBJ’IHI/I JIAaHHH

7.5.

I'eHOTOKCHUYHOCT — H3CJAEABAHUS WH
BHUBO Ha 3apOJMUIIHU KJIIETKU

IIOHBJ'[HI/ITCJ'[HI/I JaHHH




2012R0528 — BG — 23.09.2013 — 001.001 — 122

Komnona 1
W3uckBana nHdopManus:

Komnona 2
Beuuku aHHM ca OCHOBHH,
OCBEH aKO He ca OTOeNs3aHu
KaTO JIOMBJIHUTEITHH

Kosnona 3

CrnenupuyHN NpaBUiIa 3a aJanTHpaHe CHPSIMO
CTaH/apTHaTa MH(POPMALMS OTHOCHO HSKOU OT
M3UCKBAHUATA 33 MpeJocTaBsHe Ha HHOOP-
Manys, KOUTO MOXKE Ja HauaraT H3I0JI3BaHeTO

Ha M3MUTBAHE BbPXY I'PbOHAYHH )KHBOTHH

7.6. O0600ImeHrne Ha TOKCHYHOCTTAa, Ha
[ATOTEHHOTO WU HMH(EKIHO3HOTO
BIMSIHUE BBPXYy Oo3aiiHuIUTE U
o0Ia oLeHKa
7.7. OcraTb4yHHU BEIECTBA B TpPeTUpaHUTE | JIOMBIHUTENHU NaHHU
W3JIETNs, XPaHH ¥ QYpaxku WIN BBPXY
TSIX
7.7.1. [lepcucteHTHOCT © BepOSATHOCT 3a | JIOMBIHUTENHH TaHHU
pa3MHO)KaBaHe B TpeTUpaHu
u3eNus, XpaHu Wi (Qypaxd WU
BBPXY TAX
7.7.2. WsnckBana pombiHUTENHAa HHOOP- | JOMBIHUTEIHN DaHHU
Manus
7.7.2.1. HexuzHecnocoOHH ocTaTbyHM | JIOMBIHUTETHU JaHHU
BEIIECTBA
7.7.2.2. JKusHecnocoOHU ocTaTbyHH | JIOMBIHUTEIHN JaHHU
BEIECTBA
7.8. O6oOmenne u OLEHKa Ha ocTa- | JlOMbIHUTEIHN TaHHU
TBYHHTE BENIECTBA B  TPETHPAHU
u3menus, XpaHH W (Qypaxkd WIH
BBPXY TAX
8. BB3JAEMCTBUE BbBPXY HEILE- M3uckBanusara 3a uHpOpManus B TO3M
JJEBUTE OPI'AHU3MU paszen MoraT Aa ce aJanTHpaT B CbhOT-
BETCTBHE ChC CHEUU(PUKAMUTE OT As1 1
OT HACTOSMLIOTO TPHIIOKEHHE.
8.1. Br3neiictBue BBpPXy BOAHUTE Opra-
HHU3MH
8.1.1. Bw3nelicTue BbpXy pubHTE
8.1.2. Bo3neiictBue BBpPXY CIAJAKOBOIHHUTE
6e3rppOHaYHU
8.1.3. Br3neiictBue BBpXy pacrexka Ha
BOJIOpaciInTe
8.1.4. Bw3zaeiictBue BBpXy ApyrH pacTeHus | JOMbIHMUTEIHU JAaHHU
OCBEH BOJIOpaciuTe
8.2. Bro3neiicTBue BBPXYy 3€MHHUTE UYepBEU
8.3. Bu3neiictBue  BBpXY =~ ITOYBEHHTE
MHKPOOPTaHU3MH
8.4. Bwo3neiicTBue BbpXy NTUIUTE
8.5. Br3neiicTBue BBpXy muenuTe
8.6. Bw3peiicTBue BBPXY IpyrH 4JI€HEC-
TOHOTH OCBEH ITYEIIHTE
8.7. JIOBIHUTETHU M3CICABAHUS JIO'BJIHUTEIIHUA JTaHHU
8.7.1. CyX03eMHH pacTeHUs JIOBIHUTETHH TaHHA
8.7.2. Bosaiinumm JIOMBJIHUTETHY TaHHH
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CrnenupuyHN NpaBUiIa 3a aJanTHpaHe CHPSIMO
CTaH/apTHaTa MH(POPMALMS OTHOCHO HSKOU OT
M3UCKBAHUATA 33 MpeJocTaBsHe Ha HHOOP-
Manys, KOUTO MOXKE Ja HauaraT H3I0JI3BaHeTO

Ha M3MUTBAHE BbPXY I'PbOHAYHH )KHBOTHH

8.7.3.

Jlpyru 3HauuMM BHIOBE M INIPOLECH

IIO]TbJ'lHI/ITeJ'lHI/I JAHHH

8.8.

OO0o0mIeHe W OLIEHKAa Ha BB3CH-
CTBHETO BBPXY HEIENEBUTE Opra-
HU3MH

MOBEJAEHME W XMU3HEH ITUKDBJI
B OKOJIHATA CPEJA

HepCHCTeHTHOCT U pasMHO>KaBaHE

IlouBara

Bona

Bo3nyxa

MobGunHocTt

OO6o0uieHe ¥ OLIEHKA
JEHUETO W  KU3HEHUS
OKOJIHATa cpena

Ha TIIOBE-
OUKBI B

10.

MEPKH, HEOBXOIUMH  3A
3ALIUTA HA YOBEKA,
JUBOTHUTE U  OKOJHATA
CPEJIA

10.1.

HpeHOp’b‘II/ITCHHI/I METOaU u
npeanasHyu MEpKHU IIpU MaHUITyJIalus,
CbXpaHCHUEC, TPAHCIOPT WM IIOXKap

10.2.

Cnemnu
HMHIUIEHT

MEpKM B cily4yail Ha

10.3.

Ipouenypn 3a paspyuiaBaHe HIN
o0e33apa3siBaHe

10.4.

Ipouenypu 3a ympasieHHE Ha OTIa-
IBLIUTE

10.5.

IInan 3a HaONIOJCHME HA AKTHBHHS
MHKPOOPTraHU3bM, BKJIIOYUTEIHO MPHU
MaHHMYyJIays, ChXpaHeHHe,
TPAHCIOPT U yHoTpeba

11.

KIIACU®UIIMPAHE, ETUKE-
TUPAHE W OIIAKOBAHE HA
MHUKPOOPI'AHU3MA

CbOTBETHAa PHCKOBA TpyIla, OCOUCHA
B wieH 2 ot JupektuBa 2000/54/EO

12.

OBOBIIEHHE 1 OLIEHKA

OcHoBHaTa WH(OpPMAIMS OT EKBUBA-
JIEHTHHTE TOYKH BBB BCEKH
monpaznen (2—12) ce obobmaBa u
OlIEHSIBA WM C€ W3TOTBS MPOEKT 3a
OIICHKA Ha PHCKA.
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IIPUJIOKEHUE 111

M3UCKBAHHMSI 3A TIPEJOCTABSIHE HA WH®OOPMAIIMSL 3A
BUOLIMIHN

1. HacrosmoTo mNpuiioXKEHHE ChIbP)KA HM3UCKBAHMSTA 3a IPEIOCTAaBIHE Ha
HH(pOpPMALHs, KOUTO Ce BKJIIOYBAT B JOCHETO 3a OHOILMAA, MPUIPYXKABAIIO
3asIBJICHHETO 3a 000psBaHE HA JaJCHO aKTHBHO BEIIECTBO B CHOTBETCTBHUE C
uiieH 6, maparpad 1, Oyksa 0), U B 1OCHETO, MPUAPYKABAIIO 3asBICHUECTO 32
paspeuieHne Ha Ouonmaa B choTBeTcTBUE ¢ wieH 20, maparpad 1, Oyksa a).

2. JaHHHWTE, CHOBPXKALIM CE B HACTOSMIOTO MPHIOXKEHHE, BKIIOYBAT OCHOBHU U
JOMBJIHUTEITHA JaHHHU. J[aHHUTE, KOUTO ClajgaT KbM OCHOBHUTE IaHHHU, CE
cuuTar 3a 0a30BUTE JAHHU, KOMTO IO NMPUHLMUII CJelBa Aa CE MPEAOCTaBsT
3a BCUYKH OMOIMJIN.

Ilo oTHOIICHHE HA JTOMBIHUTEITHUTE JaHHH, JAaHHUTC, KOUTO TpHGBa Aa 6’I>I[aT
NpeaoCTaBeHU 3a KOHKPETCH 6140].114)1, C€ OmpeaeiiaT, Karo C€ pasriexaa
BCEKH C€JICMCHT OT IIOCOYCHUTE B HACTOALLOTO IMPUIIOKCHUEC NOIIBIIHUTCIHU
JaHHHU U C€ OTUMTAT, HAapea ¢ ApYyroTo, (1)PI31/I'-IHI/ITC U XMMUYHUTE CBOHCTBA Ha
IpoAyKTa, CbhIIECTBYBALLIUTE JaHHHU, PIH(iJOpMaI_II/IHTa, KOATO € YacCT OT
OCHOBHHUTC HaHHU, U MNPOAYKTOBHUTEC THUIIOBC, KAaKTO W CBBP3aHUTEC C Ta3u
yHOTpe6a MOJCIN Ha CKCIIO3ULUA.

B xonona 1 ot Tabnuuara B npunoxenue 111 ca najeHn KOHKPETHH yKa3aHUS
3a BKJIIOYBAHETO HAa HsAKoM JaHHU. [Ipumarat ce cbmo M obwmmTe CHOO-
paxkeHMs 32 aJanTHpaHe Ha M3UCKBAHUATA 3a NPeJocTaBsHe HAa MH(pOpMaLHs,
MOCOUeHH B TpuiioxkeHue IV kbM Hacrosmms pernament. [Ipensun Toa
KOJIKO € B@KHO J]a C€ HAMAaJAT M3IHUTBAHHMATA BbPXY IPbOHAUHM >KUBOTHH,
B KOJIOHA 3 OT TabiMIara ca JaJeHH KOHKPETHH yKa3aHUs 3a afalTHPaHETo
Ha HSAKOM JIaHHM, KOETO MO)K€ Ja HaJOXKM Ja Ce H3ION3BaT TaKuBa
U3IUTBAHUS BbPXY IPbOHAYHU >KUBOTHH.

Mosxe na 0bae BB3MOXKHO Jla C€ M3ITBJIHAT HAKOM OT M3HMCKBAHUSATA 3a NPE-
ocTaBsiHE Ha HH(OpManus, HW3JIOKEHH B HACTOSIIOTO IPHIOXKEHHE, Bb3
OCHOBA Ha HaJIWYHaTa MH(OpPMAIMs OTHOCHO CBOWMCTBAaTa Ha aKTHBHOTO(WTE)
BemecTBo(a), ChABPXKAIIO(M) ce B NPOAYKTa, W CBOWCTBATa HAa HEAKTHUBHO-
To(ure) BemecTBo(a), BKIOYeHO(M) B mpoxykra. [lo oTHomeHne Ha Heak-
TUBHHTE BEIIECTBA, 3asBUTEINTEC H3MOI3BAT MH(POPMAIMATA, NpPEIOCTaBeHa
uM B KoHTekcra Ha 11 IV or Permament (EO) Ne 1907/2006, koraro e
neaecbo00pazHo, ¥ MHPOpMALMATA, MPENOCTaBeHa OT AreHuusita B ChOT-
BETCTBUE ¢ wieH 77, maparpad 2, OykBa 1) OT CBILIUS PETJIAMEHT.

Korato e ymecTHO, B OIleHKaTa Ha OMOIMA KaTo OIAceH Ce IpHiaraT ChOT-
BETHHTE METOJM 3a M3YMCIICHHE, U3IMOJI3BaHU 3a KIacH(pHIMpaHe HA CMECH U
ycranoBeHu B Permament (EO) Ne 1272/2008. Te3n meronu 3a W3YUCICHHE
HE Ce M3MO0JI3BaT, ako IO OTHOIICHHE Ha KOHKPETeH PHCK ce CuhTa 3a
BEPOSTHO BH3HUKBAHETO HA CHHEPTUYHU W AHTATOHHCTUYHM €(PEKTH MEXIY
OT/ICTHATE BELIECTBA, KOUTO C€ CHIBPKAT B NMPOIYKTA.

Ha yeGcaiita Ha AreHiusra MOXe Ja Ce HAMepAT MOJAPOOHM TEXHHUUYESCKU
HACOKH OTHOCHO TPIJIATAaHETO Ha HACTOSIIOTO MPUIOKEHHE W H3TOTBSHETO
Ha JOCHETO.

3asBUTENAT € 33JBbJDKEH Jla 3al04He KOHCYNTAlMs NPEAu IoJaBaHe Ha 3asB-
nennero. OCBEH 3a/IbIDKEHHUETO, OMpEeeeHo B wieH 62, maparpad 2, 3asBu-
TEIUTE MOTaT Ja Ce KOHCYITHpPAaT M C KOMIICTCHTHHSI OpraH, KOHWTO mie
OLICHSIBA JJOCHETO, MO OTHOLICHHE HA MNPEJIOKCHUTE H3MCKBAaHMS 3a ITIPEa-
ocTaBsiHe Ha HWHGOpMAIMA W TO-CIICHMAJIHO Ha H3IMTBAHUATA BBPXY
rpbOHAYHY JKMBOTHHU, KOMTO 3asBUTENAT Npeylara 1a U3BbPILIH.

Moxe ma ce HamOXu na ObJe TPEAOCTaBeHA NOMBIHUTEIHA HHO)OPMAINS,
aKko € HeoOXOAMMO W3BBPIIBAHE HA OLCHKATa, MOCOYEHA B wWieH 29,
naparpa¢ 3 wim wien 44, maparpad 2.

BB BCHUKH CiIydal MpeIOCTaBeHaTa WHGOpMALKs € B JOCTaThUCH 00eM, 3a
I1a TI03BOJIM OLICHKA Ha PHCKA, KOATO Ja JOKaxe, 4ye KPUTepuuTe B wieH 19,
maparpa¢ 1, O6ykBa 0) ca M3IIBIHEHH.
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BxurouBa ce HOH]JO6HO W IIBJIHO OMMMCaHUE€ Ha MU3BBPIICHUTE HU3CIICABAHUA U
Ha U3MOJI3BaHUTE MeToau. BakHo e na ce HaripaBu HCOGXOIII/IMOTO HaJIUYHUTC
JaHHHU J1a Ca NPEACTAaBUTCIIHU U NJOCTAThbYHO KAUCCTBCHHU, 3a Ja OTIOBOPST Ha
HU3HUCKBAHUATA.

3a mojaBaHe Ha OCHETaTa ce M3MOJ3BaT (hopMaTHUTE, MIPEAOCTABEHH OT ATEH-
nuara. Oceen ToBa IUCLID ce u3moi3Ba 3a TE3W 4YacTH OT JIOCHMETATa, 3a
KOUTO ce oTHacs. PopmMaTuTe M AONBIHUTEIHUTE YKa3aHUS OTHOCHO H3HCK-
BaHUSTA 32 NPEIOCTaBSIHE HA JaHHU U M3TOTBSHETO HA JOCHETaTa Morar Jia ce
HaMepsT Ha yeOcaiiTa Ha ATCHIMATA.

W3nurBaHusATa, IMPEICTaBEHU C LIEJI U3/1aBaHE HA pa3pelleHHe, ce MPOBEXIarT
B CBOTBETCTBUE ¢ Meroaure, omucaHu B Permament (EO) Ne 440/2008.
Bbrnpekn TOBa, ako [aJeH METOA € HEMOJXOJSN] WIM HE € OIMCaH, ce
M3MO0JI3BAT JPYTHM METOAM, KOWUTO Ca IOJIXOIIM OT Hay4yHa TJIeHAa TOYKa,
OpH BB3MOXKHOCT €a MEXAYHApOAHO NPHU3HATH, M YHATO LEJIeChOOPa3HOCT
TpsiOBa 1a Obae MoTHBUpaHa B 3asBieHuero. Korato wMeroaute 3a
M3NWTBaHE C€ INPHWIAraT 3a HaHOMAaTepHald, CE IPENOoCTaBsi OOsSCHEHHWE Ha
Hay4yHaTa UM LEJIeChOOpPa3HOCT IpPH HAHOMATEpHAIMTE, U IPU LEJIeCho0-
pa3HOCT, Ha TEXHHYECKOTO  aJanTHpaHe/mpucHoco0siBaHe, KOETO €
HalpaBeHO C eI Ja OTTOBOPST Ha CICNU(PUYHHUTE XapaKTEPUCTHKU Ha TE3W
MaTtepuaH.

ITpoBeneHuTe M3NMTBaHMS ciielBa Ja ca CbOOpPAa3eHH CBbC CHOTBETHUTE
M3UCKBaHHMS 3a 3allMTa Ha Ja0OpPATOPHHUTE J>KUBOTHH, OIpEIEICHH B
JupextuBa 2010/63/EC, a mnpu eKOTOKCHKOJOTMYHM M TOKCHKOJIOTUYHH
M3NUTBaHMS — C Jo0Opata JabopaTopHa TIpakTHKa, ONpeJelicHa B
JupextuBa 2004/10/EO wnu ¢ Apyrd MeXIyHapoAHH CTaHAAPTH, MPHU3HATH
3a eKBUBajJeHTHU oT Komucusita uian ot arcHuusra. M3nuTBanusTa 3a (1)1/131/1-
KOXMMUYHUTE CBOMCTBA M JAHHMTE 3a BELIECTBOTO OT 3HaueHHe 3a Oe3omac-
HOCTTa CJEABa Ja CE W3BBPIIBAT [OHE B CHOTBETCTBUE C MEXIYHAPOIHUTE
CTaHJAPTH.

HpI/I U3BbPIIBAHE HAa U3IIHUTBAHUATA TpH6Ba Ja ce IpecTaBu HOL[pO6H0 KOJIn-
YECTBCHO U KA4YCCTBCHO OIIMCAaHHE (CHGI_II/I(bI/IKaI_II/IH) Ha MU3I0JI3BAHUS IIPOAYKT
1 HErOBUTEC NPUMECH.

Koraro cemiecTByBar naHHM OT H3MUTBAHMA, IMONyYeHH npeau 17 roau
2012 r. upe3 wmeroaW, pa3nuyHd OT wu3noxkenure B Permament (EO)
No 440/2008, amekBaTHOCTTa Ha TE3M JaHHMA 3a IEIATE HAa HACTOSIIUS
periaaMeHT U HEeoOXOAMMOCTTa OT HOBM M3IMTBAaHMS ChOOpazHO PerimameHt
(EO) Ne 440/2008 TpsiOBa ma ObAaT yCTAHOBEHM 32 BCEKH OT/ENICH CIy4ail oT
KOMIIETEHTHHMS OpraH Ha Jbp)KaBaTa-wIeHKa, KaTo ce B3eMe NPEeABUJL, Hapel ¢
npyrd (GakTopH, HEOOXOAMMOCTTA Jla Ce M30ErHe HEHY)KHO H3IHTBAHE.

Hosute U3MNUTBaHUS, B KOUTO ydacTBaT FpL6Ha‘IHI/I JKUBOTHH, C€ IPOBEKIAAT
KaTo IIOCI€AHAa BB3MOXKHOCT 3a C’LO6paS}IBaHC C H3UCKBaHUATA 3a IIpea-
OCTaBssHE Ha JaHHHU, OIIPE€ACJIEHUW B HACTOSALIOTO IIPUJIIOKECHUE, KOIaTO
BCHUYKHM OCTaHAJIM HM3TOYHHIM Ha I/IH(bOpMaLII/ISI ca Owamn n3deprnaHu.
M3nutBaHuss WH BUBO C KOpPO3WBHH BELIECTBAa IIpU HHBA Ha KOHIICHTpa-
m/m/;[03a, IIpUYHUHABAIl KOPO3UBHOCT, CHILIO CC HU305rBar.
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JUUT 1
XUMWAYHH MPOTYKTH

OCHOBHH H AONMBJIHUTEC/THU JaHHU 32 XUMHUYHHUTE NMPOAYKTH

B rtabnuuara mo-gony e u3bpoeHa uHbOpMAIMATA, U3UCKBaHA 32 0OOCHOBKA Ha
paspeliaBaHeTo Ha JaJcH OO,

3a BCSKO M3MCKBAaHE 3a NpelocTaBsiHe Ha HMHQopManus, ChIbpXKALO Ce B
HACTOSIOTO TPHIIOKEHHWEe, Ce IMpuiaraT M yKa3aHusTa B KoidoHM 1 u 3 or
npunoxenue Il 3a ChIIOTO M3MCKBaHE 32 MPEROCTaBsHE Ha MH(MOPMALHS.

Konona 3
Komona 2 CrnenupuyHN TpaBUIA 32 aJalTHPaHE CHPSIMO
Konona 1 Bcnuku aHHM ca OCHOBHH, |cTaHjapTHaTa MHGOpPMAILHs OTHOCHO HSKOM OT
W3ncksana uHQOpMaIus: OCBEH aKO HE ca OTOeNA3aHM | M3UCKBAHUATA 3a NMPENOCTaBsiHe Ha MH(OP-
KaTo JONBIHUTEIHU Malus, KOMTO MOXE Jla HajaraT M3MOJI3BaHETO

Ha HM3MUTBAHE BBPXY I‘p’bGHa'-IHI/I JKABOTHHA

1. 3ASBUTEJ

1.1. Nwme, ampec u T.H.

1.2. JIuie 3a KOHTaKT

1.3. [IpomsBomuTen u JHme, KOETO €

u3roTBmwio (opMmyiara Ha OuoLHIa U
Ha  aKTHBHOTO(MTE)  BeEIIECTBO(a)
(nMeHa, agpec, BKIOYUTEIHO MECTO-
HAXOX/ICHHE Ha MPOU3BOACTBEHUSI(TE)

00eKkT(1)
2. NAEHTUYHOCT HA BUOLIMIA
2.1. THProBckO HAUMEHOBAHUE WIIH IPEI-

JIO)KE€HO THPrOBCKO HaWMMEHOBAHUE

2.2. HomenknatypeH Kox Ha NpOU3BO-
JUTENIs U HOMEp Ha NPOJyKTa, aKko €
YMECTHO

2.3. ITbnen xonuuecrseH (g/kg, g/l num %

w/w (v/v) chcTaB Ha OwWonmma, T.e.
JeKIapupaHe Ha BCHYKH aKTHBHHU
BEIIECTBA U HEAKTHBHM BemecTBa(Be-
IIECTBO WM CMEC ChITIACHO YiEH 3 OT
Permament (EO) Ne  1907/2006),
KOMTO Ca CB3HATEJIHO J00aBEeHH B
Ouonupa (popmynanus), KakTo U
noapobHa KOJIMYECTBEHA u
KauyecTBeHa HMH(OpMaIMs 3a ChCTaBa
Ha CBIBPKAHOTO(UTE) aKTUBHO(H)
BemiectBo(a) B OwWormuma. 3a Heak-
TUBHUTE BellecTBa TpsOBa J1a ce
MpencTaBd MH(GOPMAIMOHEH JIHCT 3a
0e30MacCHOCT B CHOTBETCTBUE C WICH
31 ot Permament (EO) Ne 1907/2006.

OcBeH TOBa Ce JaBa BCSAKa IOJIe3HA
uHpOpMAHs 3a OTJICTTHUTE
ChCTaBKM, TeXHHTE (QYHKIMH W, B
cydaii  Ha ~ peakIMOHHAa  CMecC,
KpailHHsI ChCTaB Ha Omonuaa.

2.4. Bua Ha dopmynanusita u €CTECTBO Ha
ouorma, Harp. eMyJICHOHEH
KOHIIGHTpAT,  OMOKpSIIa  IyApa,

pasTBop
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2.5.

Koraro OuOLMIBT ChIBPKA AKTHBHO
BEILIECTBO, MPOU3BEACHO HAa MecTa,
[0 TPOLECH WM OT W3XOIHH Mare-
pHany, pasIM4HH  OT Te3dM Ha
AKTUBHOTO BEILECTBO, OLICHEHO 3a
LeJIUTe Ha OJO0OPEHHETO CBIVIACHO
yieH 9 OT HAcTOSIIMS perjaMeHT,
TpsiOBa Ja ce MpPEeACTaBH JOKa3a-
TEJICTBO, Y€ € YCTAHOBEHA TEXHUYECKa
PaBHOCTOHHOCT B CBOTBETCTBHE C
yjgeH 54 OT HaCTOsIMsA PErjIaMeHT,
WIM € YCTAaHOBEHAa  BCIEICTBHE
OLICHKA, 3aroyHana npeau
1 centemBpu 2013 r. 0T KOMIETEHTEH
opraH, omnpejeiaeH B CbOTBETCTBHE C
unen 26 ot [upexrusa 98/8/EO

OU3NYHH, XUMNYHU 144
TEXHUYECKU CBOUCTBA

3.1.

Bbumen Bux (mpu 20 °C u 101,3
kPa)

ArperatHo cwcrosaue (pu 20 °C u
101,3 kPa)

Lesat (mpu 20 °C u 101,3 kPa)

Mupuc (npu 20 °C u 101,3 kPa)

3.2.

Kucenuuuoct/ ankaaHOCT

W3nutBanero ce mpuiara, korato pH
Ha OWoumMga WIM  BOJHATa MY
gucnepcust (1 %) e m3pH 4—10 pH

3.3.

OTHOCHTENHA IUTBTHOCT (TEYHOCTH)
WUIn IpuBUIHA IUIBTHOCT ciaen
ciaraHe (TBBPIM BELIECTBA)

3.4.

CrabmmHocT npu ChXpaHeHHe,
CTaOWITHOCT M CPOK Ha ChbXpaHECHHE

34.1.

MsnurBanus 3a  CTaOMIIHOCT

ChXpaHEHHE

npu

3.4.1.1.

W3nutBaHe 3a yCKOPEHO CTapecHe

3.4.1.2.

M3nuTBaHe 3a IBATOCPOUHO CTapeeHe
IIPH OKOJIHA TeMIIepaTypa

3.4.1.3.

WznutBaHe 3a CTaOMIHOCT NPU HUCKU
TeMIepaTypu (TEUHOCTH)

3.4.2.

Bw3geiictBue BBPXY CBHABPKAHUETO
Ha AaKTUBHOTO BENIECTBO M TEXHH-
YEeCKUTE XapaKTePUCTHKU Ha Onoruna
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34.2.1. CsemmHa

3.4.2.2. TemnepaTypa U BIaXHOCT

3.4.2.3. PeakTHBHOCT CIpsIMO Marepuajla Ha
chla

3.5. TexHudeckn  XapakTepUCTHKH  Ha
ouonuaa

3.5.1. Mokperia cnocodoHoCT

3.5.2. CycneH3noHHA u CIIOHTaHHU
CIOCOOHOCTH M CTa0MJIHOCT — HA
JMcIIepeusiTa

3.5.3. CHTOB aHAJIN3 IO CYX U MOKBP METOJ

3.5.4. CrmocobHOCT 3a  eMyiarHpaHe u
peeMynrupase, cTaOMIHOCT Ha eMyJI-
cusiTa

3.5.5. Bpeme Ha pasrpaxnaHe

3.5.6. 3bPHOMETPUYEH CHCTaB, ChAbPXKAHHE
Ha mOpax/QUHU YaCTHULH, H3HOCBaHE,
POHJIUBOCT

3.5.7. Tpaitno oOpa3yBaHe Ha IsHA

3.5.8. Te4wIMBOCT/CUILTUBOCT/3AIIPAIIIMOCT

3.59.  Ckxopoct Ha ropeHe — IeHepaTopu Ha
JIM

3.5.10. IIbaHO wM3rapsHe — TreHEpaTopu Ha
JIM

3.5.11. CscraB Ha auMa — TeHEpaToOpU Ha
JIM

3.5.12.  Mogen Ha pa3npbCKBaHE — aepO30JIU

3.5.13.  JIpyru TEXHHYECKH XapaKTEPHUCTHKH

3.6. ®u3u9HA U XMMUYHA CbBMECTHMOCT C
JIpyru NPOJYKTH, BKJIFOYUTEIIHO
JOpyrd OWOLMIH, ¢ KOMTO yHoTpebara
My HpencTou na Obae paspelieHa

3.6.1. duzpyHa CHBMECTUMOCT

3.6.2. XUMHYHA CHBMECTHMOCT

3.7. CreneH Ha pa3TBapsiHE U CTAOMIHOCT
Ha pa3TBopa

3.8. [ToBBPXHOCTHO HAINpEKEHHE




2012R0528 — BG — 23.09.2013 — 001.001 — 129

Komnona 1
W3uckBana nHdopManus:

Komnona 2
Beuukn naHHM ca OCHOBHH,
OCBEH aKO He ca OTOeNs3aHu
KaTO JIOMBJIHUTEITHH

Kosnona 3

CrnenupuyHN NpaBUiIa 3a aJanTHpaHe CHPSIMO
CTaH/apTHaTa MH(POPMALMS OTHOCHO HSKOU OT
M3UCKBAHUATA 33 MpeJocTaBsHe Ha HHOOP-
Manys, KOUTO MOXKE Ja HauaraT H3I0JI3BaHeTO

Ha M3MUTBAHE BbPXY I'PbOHAYHH )KHBOTHH

3.9. Buckozuter

4. OU3NYHU PUCKOBE n
CBOTBETHU XAPAKTE-
PUCTHUKU

4.1. Exkcmno3usu

4.2. Bw3nnamenumu rasose

4.3. Br3nnamenumu aeposonu

4.4, Oxkcuaupaniy ra3zose

4.5. l'azoBe moj Hamsrane

4.6. Be3nnamennMu TeqHOCTH

4.7. Bb3nnamenumu TBBpIU BelIeCTBa

4.8. CaMoaKkTHBHpal Ce€ BellecTBa U
cMecH

4.9. ITupocdoprn TeunocTn

4.10. IMupodopuu TBBpAN BeliecTBa

4.11. CaMoHarpsiBalii  ce  BelIeCTBa U
cMmecn

4.12. BerectBa U cMecH, KOUTO B KOHTaKT
C BOJAa OTAENAT BB3IUIAMEHHUMHU
rasose

4.13. Okcuaupany TeYHOCTH

4.14. Oxcuaupany TBbPAM BeleCTBa

4.15. OpraHuuHHE TTEPOKCHUIN

4.16. KopozuHocT 3a meranute

4.17. JlombnHUTEIHE (U3WYHU TOKa3aTenn
3a PHUCK

4.17.1. TemmepaTypu Ha caMmo3amajBaHe Ha
MPOIYKTH (TEYHOCTH U Ta30Be)

4.17.2. OTHOCHTeNHA TeMIleparypa Ha caMo-
3amajaBaHe 32 TBHPIU BEIIECTBA

4.17.3. OmacHOCT OT €KCIUIO3MS Ha Ipax

5. METOAMN 3A OTKPUBAHE U
NAEHTUDOUKALIMA

5.1. AHanUTHYEH METOJ, BKIIIOYUTEIIHO
KOHTPOJIHU napaMmeTpH, 3a

omnpejeisiHe Ha KOHIGHTpauusTa B
Ouomyia Ha aKTUBHOTO(MTE) BEIIECT-
BO(Q), OCTaThYHMTE BEILECTBA, CHOT-
BETHUTE INPUMECH M  PUCKOBH
BEILECTBA
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5.2

JlokonkoTo He ca oOXBaHATH OT
npunoxenne 1, pasgenn 5.2 u 5.3,
AHAIMTHYHH METOIH 3a HAOJIOJEHHE,
BKJIFOYMTEIIHO CTENEH Ha BB3CTaHO-
BsABaHE M TPAHULHK 3a OMpEJeNsHe,
HAa CBHOTBETHUTE KOMIIOHCHTH Ha
61/101_[]/1)13 I/l/l/IJ'lI/l OCTAaThb4YHHU BCIICCTBA
OT HEro, ako € MPHJIOKKMO, B ChCTaBa
WIH BBPXY:

I_IOlTbJ'lHVlTCJ'lHI/I JaHHH

5.2.1.

TTouBara

HOHBHHHTCJ’IHI/I JIAHHA

52.2.

Br3nyxa

HOHBJ’IHI/ITCJIHI/I JIAaHHA

5.2.3.

Bomara (BkmouHMTeNHO TUTEHHaTa

BO/A) U CEAUMEHTUTE

I[OHLJ'IHI/ITCJ'IHI/I JaHHHA

5.24.

JKMBOTHHCKHUTE M YOBEIIKUTE TEIICCHHU
TCYHOCTH M THhKaHH

IIOH"I)J'IHI/ITGJ'IHI/I JaHHH

5.3.

AHaJIUTHYHU METOAU 32 HAONIIO/IEHUE,
BKJIIOYUTENIHO CTENEH Ha BbB3CTAHO-
BSBAHE W TPAHMIM 32 KOJIUYECTBEHO
ompejenstHe M OTKpMBaHe  Ha
aKTUBHOTO BEILECTBO U, KOrato e
HEoOXOJMMO, Ha HEroBM OCTAaThUHU
BEIECTBA, BBB/BBPXY XpaHH OT
pacTuTeneH I JKMBOTHHCKU
npousxon WM Gypaxku U JOpyrd
MPOXYKTH (HE € HEeoOXOAMMO, aKo
HUTO AKTHBHOTO BELIECTBO, HUTO
TPETUPAHUAT C HEro  Marepual
HomajaT B KOHTAaKT C JKHBOTHH,
OTINIOKIAHA 33 IPOH3BOACTBO HA
XpaHH, C XpaHH OT PACTUTENEH WU
KUBOTHHCKH  IPOM3XOX  WIH C

dypaxn)

IIOHBJ'IHI/ITCJ'IHI/I JaHHH

E®EKTUBHOCT
LEJIEBHA OPI'AHU3BM

CITPAMO

6.1.

DyHKLUA,
POJCHTHLI,
OakTeprIna

Hanpumep  (QyHrunum,

MHCEKTHILIN/I,

Haunn 3a
MIPUBJINYAHE,
Oupane

KOHTPOJI,
YHUILIOXXaBaHEe,

Harp.
UHXHU-

6.2.

IpencraBurenen(Hu) opraHu3bM(MH),
KOHTO(KOUTO) ce KOHTpomupa(T), M
3aIUTEHU TPOJIYKTH, OPTaHU3MH WU
00eKTH

6.3.

Bw3geiictBue  BBpPXY — NpeicTaBH-
TEJHUTE 1IEJIEBU OPraHU3MH

6.4.

BeposiTHa KOHIEHTpauus, NMPU KOSATO
i€ Ce M3MONI3Ba aKTUBHOTO BEHIECTBO

6.5.

Haunn nHa peiicTBue (BKIIOUMTEITHO
3a0aBeHO JeHiCTBHUE)
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6.6.

3asBiieHUsT  3a npeajaraHo €TUKe-
THpaHE€ Ha NOpoAYKTa H, KOrato ¢
NPEAJIOKEHO CTUKETUPAHE, 3a TPETU-
paHuTe usaeius

6.7.

Jlannu 3a e(MKacHOCTTa B MOJKperna
Ha TE3H TBBPJACHHS, BKIIOYUTCIHO
€BEHTYaJHO H3MOJ3BaHH  HAJINYHU
CTaHJAPTHU TIPOTOKOIIH, J1abOPaTOpHH
W3NUTBAHUS MM IIOJEBH EKCIEpH-
MEHTH, BKJIIOYHTEIHO CTaHIapTH 3a
e(peKTUBHOCT, KOTaTro € yMECTHO U
HOJXOIAIIO

6.8.

BevukKM U3BECTHH OrpaHHYEHHS] Ha
e(puKacHOCTTa

Wudopmanus  3a  ciayyau WM
BB3MOXKHH CIydyad Ha Da3sBUTHE Ha

PE3UCTEHTHOCT u TIOIX O TSN
CTpaTeruy 3a ynpaBJieHHE
HabGmiomennss Ha HEXeTaHH WA

HETIPeIBUJCHH CTPaHUYHH e(eKTH,
HanmpuMep BBPXY MONE3HH U JPyrd
HEIIEJeBU OPraHUu3MH

6.9.

OO6o01IeHNE U OLIEHKA

MNPEJABUAEHM  YIIOTPEBM U
EKCITIO3MIIHA

7.1.

[Ipensunena(un) obmact(u) Ha
yrnorpeba Ha OMOLUAWTE H, KOraTto €
YMECTHO, Ha TPETHPAHUTE W3ICIUS

7.2.

IIpoxykroB THI

7.3.

Ioapobuo ommcanue Ha Mopena(ute)
Ha  TmpenBuacHa  ymoTpeba — Ha
GuonuauTe M, KOraTo € yMECTHO, Ha
TPETHPAHUTE H3ACIHUS

7.4.

IMorpe6uTeny, Hamp. TPOMHILICHH,
o0ydYeHH  CHENHANUCTH,  Tpode-
CHOHAIHA WIIM MAacOBH IOTPEOUTEIH
(renpodecnonanHu morpeduTesnm)

7.5.

IIporHO3HO KONMMYECTBO, KOETO IIE
Oblle MyCKaHO TOAMIIHO Ha Ias3apa,
W KpAETO € TPHIOXKHMO, 34
pa3IMYHUTE KaTeropuu Ha ynorpeda

7.6.

MeTon Ha TpWIOKEHHE W OIMCAHWE
Ha TO3M METOJ
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7.7.

Jlosupane W, ako € MOAXOJALIO,
KpaiiHa KOHIIGHTpanus Ha Ouoryna u
aKTHBHOTO BEIIECTBO B TPETUPAHOTO
H3eJIe WIM B CHCTEMara, KbIETO
me ce H3II0JI3Ba MIPOIYKTHT,
HalpuMep BOAAa 3a  OXJAaXJIaHe,
MOBBPXHOCTHH BOJY, BOJAa 3a OTOII-
JICHUE

7.8.

Bpoit u rpaduk Ha NMpUIIOKEHUATA, U
B 3aBUCHMOCT OT CiIy4as KOHKpETHa
nHpopmarus 3a reorpa)ckoTo
MECTOIOJIOKEHHE WM KINMAaTHYHUTE
pasnMuus, B T.4. HEoOXoAUMHU
MepuoJM Ha H3YaKBaHe, BpeMe 3a
OUYMCTBAHE, KAPEHTHU IIEPHOMN WU
JpYru TpeAna3sHd MEpKH 3a 3aliuTa
Ha 37paBeTO Ha Xopara, 3APaBeTO Ha
JKUBOTHHTE ¥ 3a OIla3BaHE Ha
OKOJIHaTa cpeja

7.9.

TIpennoxeny ykaszaHus 3a ynorpeda

7.10.

JlaHHu 32 eKCHO3MLMATA B CBOT-
BETCTBHE C mpmwioxkeHune VI KbM
HACTOSILIUS PETJIAMEHT

7.10.1.

Wndopmarmst 3a ekcrosuiusta Ha
YOBEKa, CBBbP3aHa C MPOU3BOICTBOTO
u  QopmynanuaTa, MpPEIOKESHUTE/
OYaKBaHUTE yMmoOTpeOW © 00e3Bpek-
IIaHETO

7.10.2.

Wndopmanust 3a excrnosumusATa Ha
OKOJHaTa  cpela,  CBbp3aHa  C
MPOU3BOJCTBOTO U (hopMyJIalusITa,
MPEIUI0KEHNTE/0UaKBaHUTE YIOTPeOn
1 00e3BpEKITAHETO

7.10.3.

Wudopmarus 3a EKCIO3UIUATA KbM
TPETHPaHH WU3JCIUS, BKIIOYUTECIHO
JaHHM 3a wH3IyxBaHe (0T Jabo-
PaTOpPHH H3CICABaHHUSA WIM MOJCIHU-
pane)

7.10.4.

Hudopmanus 3a Apyru npoiykTH, 3a
KOMTO HMa BEPOATHOCT Ja Ce
M3II0JI3BAT CHLBMECTHO C IIPOJYKTa,
MO-CHELMAIHO  HIEHTUYHOCT  Ha
aKTUBHUTE  BEIIECTBA B TE3HU
NPOAYKTH, B 3aBUCHUMOCT OT Ciydasd,
7 BEPOATHOCT OT B3aMMOZCHCTBUS

TOKCUKOJIOI'MYEH MMPODUJT
ITPY YOBEKA U )XUBOTHHWTE
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8.1. KoposuBHO neiicTBue BBPXY KoOXara He e HeoOxommmo /mga ce u3NMTBA
WM KOXKHO Jpa3HEHe MPOAYKTHT/CMECTA, aKO:
OneHkaTa Ha Ta3sd EKBUBAJICHTHA — WUMa BIMAHM JaHHU 3a BCEKH
TOYKa C€ HU3BHPIIBA B CHOTBETCTBHE KOMITOHEHT Ha CMECTa, JAOCTaTbhuHH,
CBhC CTpaTerusiTa 3a IOCIEAOBATEITHO 3a Ja I03BOJISABAT KiIacu(pHIMpaHe
H3MHUTBaHE 3a Jpa3HEHUs u Ha CMECTa ChITIACHO IIpaBHJIaTa, ycTa-
KOPO3WBHO [IEHICTBHE BBPXY KOXKaTa, voBenu B JlupektuBa 1999/45/EO u
omnpesiereHa B IMPHIOKEHHETO KbBM Pernament (EO) Ne 1272/2008 (kna-
Hacoka 3a m3nuTBanusa b.4 ,,Octpa cuduImpane, eTUKETHPAHE U OIMAKO-
TOKCHYHOCT: KOJKHO  Jpa3Hero/ BaHE), ¥ HE CE OYaKBAT CHHEPTHYHU
KOPO3WBHO JeWcTBUE (TMPHIIOKEHUE e(eKTH MeX Ty KOMIIOHEHTHUTE.
B.4 xbm Permament (EO) Ne 440/2008)
8.2. Ouno apasuene (1) He e HeoOxomumMo [5a ce wW3MHTBA
HPOIYKTHT/CMECTA, aKO:
OneHkaTa Ha Ta3d CKBUBAJICHTHA
TOYKAa C€ M3BBpLIBA B CHOTBETCTBHE — WMa BIMJHM JAHHU 3a BCEKH
ChC CTpaTerusiTa 3a IOCIEAOBATEIHO KOMIIOHEHT Ha CMECTa, KOHUTO
W3NUTBAaHE 3a OYHO Jpa3HEeHe U MMo3BOJISIBAT  KJIAcHU(UIMpaHe  Ha
KOPO3HMBHO JICiCTBHE, OIpEACICHa B CMECTa CBIVIACHO IpaBWJIaTa, yCTa-
MPUJIOKEHUETO  KbM  HAcOKa  3a HoBenu B JlupextuBa 1999/45/EO un
m3nuTBanusA B.5 ,,OcTtpa TokCHYHOCT: Pernament (EO) Ne 1272/2008 (xma-
OYHO JIpa3HenI0/KOPO3UBHO cuduImpane, eTUKETHPAHE U OIAKO-
neiicteue” (npwinoxeHue b.5  keMm BaHE), U HE CE OYaKBaT CHHEPIHMYHU
Pernament (EO) Ne 440/2008) e(eKTH MEXJy KOMIIOHCHTHUTE.
8.3. KoxxHa ceHcubunmzanus He e HeoOxomumo Ja ce M3IUTBA
NPOIYKTHT/CMECTa, aKo:
OneHkaTa Ha Ta3sd EKBUBAJCHTHA
TOYKAa OOXBalla CJIETHUTE MOCHe]- — WUMa BaJIWJHM JAHHU 34 BCEKH
OBATENHU €TaIlH: KOMIIOHEHT Ha CMECTa, KOHUTO
HO3BOJIIBAT  KiIacHpUIMpaHe  Ha
1. omeHKka Ha HaJIWYHUTE AAHHU 3a
CMeCTa CBIJIACHO IpaBWiIaTa, yCTa-
HoBeKd, - KMBOTHWTE M ajITep- HoBeHu B Jupexrusa 1999/45/EO u
HATHBHM JIAHHM, Pernament (EO) Ne 1272/2008 (kna-
2. WU3IMUTBAHE UH BHUBO cn(imunpal—[e, C€TUKETUPAHC U OIIaKO-
BaHE), U HE CE OYaKBAT CHHEPTUYHH
Hpennounranmsr METOA 3a e(eKTH MEX]y KOMIIOHCHTUTE.
M3NWTBAaHE WH BUBO € M3MUTBaHE
BBpXY JIOKAJIHU .HI/IM(bHI/I — HaJHU4yHaTa anbopMauym II0Ka3Ba, 4c
Bp3mu  (LLNA), BKIIOYHTENHO, NPOAYKTHT ciejBa Aa ObAe Kiacu-
KOraro € YMECTHO, CBKpPaTeHUAT (uiupan 3a KOXHA CeHCUOUIM3aIHUs
BapUaHT Ha M3IHUTBAaHETO. AKO ce W1 KOPO3MBHO [IEHCTBHE; WX
H3TON3pA  IPYTO ~ MSIMHTBAHC - 32 — BEIIECTBOTO € cuiHa KucennHa (pH
KOXKHa CeHCHOMTH3AIINS, ce < 2,0) wn oceosa (pH > 11,5).
mpezcTaBst 000CHOBKA.
8.4. JluxarenHa ceHCUOMIM3aLuUs JIOUBIHUTENHY TaHHU He e HeoOxomuMo Ja ce H3IUTBA
MIPOXYKTHT/CMECTA, aKo:
— WMa BaIMAHK JaHHU 3a BCEKH
KOMIIOHEHT B  CMECTa,  KOHUTO

HO3BOJIIBAT  KJIacHpUIMpaHe  Ha
CMeCTa CBITIaCHO IpaBuUiaTa, ycTa-
HoBenu B JlupextuBa 1999/45/EO n
Pernament (EO) Ne 1272/2008 (xina-
cupHLIUpaHe, eTHKETUPaHe U OMaKo-
BaHE), U HE C€ OYaKBAaT CUHEPIUYHU
eeKTH MexIy KOMIIOHCHTHTE.
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8.5. OcTpa TOKCHYHOCT He e HeoOxommmo pa ce W3NHTBA
MPOJYKTHT/CMECTA, aKO:
— CraHAapTHHAT TOAXOJ € KJacH-
¢unupane 4Ype3 H3IOJI3BAaHE Ha — WMa BaIMAHK JaHHH 3a BCEKH
MOETANHKSL MOAXOA 3a Kiacudu- KOMIIOHEHT B  CMECTa,  KOHUTO
oUpaHe Ha CMeCH 3a OcCTpa MMo3BOJISIBAT  KJAacHU(UIMpaHe  Ha
TokcnyHocT B Permament (EO) CMECTa CBIVIACHO IpaBWJIaTa, YCTa-
Ne 1272/2008. HoBeHU B JlupextuBa 1999/45/EO u
Pernament (EO) Ne 1272/2008 (xna-
cuduImpane, eTUKETHPAHE U OIAKO-
BaHe), ¥ HE CE 0YaKBAaT CHHEPTUYHU
edexTH MeXIy KOMIIOHEHTHUTE.
8.5.1. ITo opasen mpT
8.5.2. Ilo unxanaTopeH mbT
8.5.3. Ilo nepmanen meT
8.5.4. 3a Omonuay, 3a KOUTO € HPEIBUICHO He e HeoOxomuMo 1a ce W3IUTBA CMeECTa
Ja ObHaT paspemeHd 3a ynorpeba c OT NPOIYKTH, aKo:
Ipyru  OWommau, ce  OLEeHsBaT
— WMa BaIWJHM JAHHU 34 BCEKH
pHCKOBETE 3a 31paBeTo Ha Xopara,
KOMIIOHEHT Ha CMecTa, KOHUTO
30paBeTO Ha OKMBOTHUTE M 32
HO3BOJIIBAT  KiacuUIMpaHe  Ha
OKOJIHaTa Cpejia, IPOM3TUYAINN OT
CMeCTa CBIVIACHO IpaBWJIaTa, yCTa-
W3I0J3BAHETO HA TE3M KOMOWMHAIMU
or mpomyxra. Karo arrepaamisa ma HoBeHM B JlupextBa 1999/45/EO n
i Pernament (EO) Ne 1272/2008 (xna-
NIPOYYBAHMATA 3a OCTPa TOKCHYHOCT
cuduImpane, eTUKETHPAHE U OIAKO-
MOraT Jia Ce M3II0J3BaT H3YHCICHHS.
BaHE), ¥ HE CE OYaKBaT CHHEPIHYHU
B HfKOM ciiydyau, HampuMep KOraTto
e(eKTH MEXJly KOMIIOHCHTHUTE.
HSMa BaJMIHU JAHHH OT ITOCOYCHUS
B KOJIOHa 3 BHJ, TOBa MOXe Ja
H3UCKBA MPOBEKIAHETO Ha
orpaHuyeH Opoil mpoyuBaHus 3a
ocTpa TOKCHYHOCT KaTo ce
W3I0N3BaT KOMOWHALMHM OT HPOAYK-
THTE.
8.6. Wudopmarnust 3a JiepMajHa
abcopOrus
Wudopmanust 3a JiepMaHa
abcopOuuss mpW  EKCHO3WIMsA  Ha
ouorua. OueHkaTta Ha Ta3W EKBHUBA-
JICHTHA TOYKa C€ M3BBpLIBA IIPU
U3M0J3BaHE HA MOETANeH MOJXO.
8.7. HanuyHu  TOKCUKOJIOTMYHH  JTaHHU He e HeoOXxomumMo Ja ce U3NHUTBa

OTHOCHO!

— HeaktuBHO(M) BemiecTBo(a) (T.e.
puckoBo(1) BemiecTBO(a), WiIn

— CMeC, Cpell YMUTO KOMIIOHEHTH
“Ma PUCKOBO(M) BelIecTBO(a)

IIpX JIMIICA Ha JOCTaThYHO JAHHU 32
HEaKTHBHO(H) BemecTBO(a), KOUTO HE
Morar Ja ObIaT MOJydYeHH upe3
npeHacsiHe (read-across) Ha JaHHH
WIM  Jpyrd  TPUETH  HOAXOIH,
pa3IMYHM  OT  HW3NMTBAHMATA, Ce
M3BHPIIBA(T)  [eNeBO(M)  W3MUTBA-
He(ust), omucaHo(u) B TMPHUIIOKCHUE
II, 3a puckoBo(u) BemecTBO(a), WIK
32 CMeC, Cpel YMHMTO KOMIIOHEHTH
“Ma PUCKOBO(M) BEIIECTBO(a).

HPOAYKTHT/CMECTa, aKO:

— MMa BAJIMAHM JaHHH 33 BCEKH
KOMIIOHEHT Ha CMECTa, KOMTO
HO3BOJIIBAT  KJIacHHIMpaHe  Ha
CMecTa CBIVIACHO MpaBWiIaTa, ycTa-
noeenu B JlupektuBa 1999/45/EO un
Pernament (EO) Ne 1272/2008 (xna-
cuduImpane, eTUKETHPaHE U OIMaKO-
BaHe).
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8.8.

W3cnenBanust Ha XpaHu U Qypaxu

HOHBJ’IHI/ITCJIHI/I JIAaHHA

AKO  OCTaThbYHHTE BEIIECTBA OT
OHOLMI] ca HPECTOSUTH BBB (Dypaxkute
3a 3HAYUTEJNEH IIEpHO] OT BpeMe, ce
M3UCKBAT M3CIIEABAHUSA HA XPAHEHETO
u Meraboim3Ma Ha JOOMTHKa, 3a Ja
MOXE J1a C€ HallpaBU OIEHKAa Ha OCTa-
TPYHHTE BEIIECTBA B XpaHarta OT
JKUBOTUHCKU TTPOU3XOJI.

HOHLHHI/ITCHHI/I JaHHH

8.9.

Bo3neiictBue  Ha < mpomMIuIeHaTa
npepaboTka W/WIM JIOMAlIHO IPHUIo-
TOBJIEHHE BBPXY  €CTECTBOTO U
KOHLICHTpAIHATa Ha OCTaThYHH
BelecTBa OT Omonuaa

IIOITBJ'IHI/ITCJ'IHI/I JaHHH

8.10.

Jlpyru  WM3NUTBaHUs, CBBP3aHH C
EKCITO3MLIMATA HAa YOBEKa

Ille ce wm3uckBar mnoaXOAAIIO(H)
u3nuTBaHe(us) W mpumep ¢ 00sic-
HUTEJIHU OeNeKKHA 3a OMoIMaa.

OcBeH TOBa 3a HSIKOM OHMOLMJIH,
KOMTO C€ IpWiararT MOpsKo BBPXY
JoOMUThKa (BKIIOYHTEIIHO KOHE) WIN
B CpelaTa OKOJIO HEro, MoXe Ja ca
HEOOXOAMMH H3CJICABAHUS HAa OCTa-
THYHUTE BEIIECTBA.

IIO]TbJ'lHI/ITeJ'lHI/I JaAHHH

EKOTOKCHKOJIOI'MYHH
W3CJIEABAHUA

9.1.

HM3uckBa ce IOCTaTBYHO HH(OpMAIUSL
3a eKOTOKCHYHOCTTa Ha OMoLuIa, 3a 1a
MOXE Ja Ce B3EME DEICHHE OTHOCHO
KJIaCH(QUIMPAHETO Ha MPOIYKTa.

— Koraro wma BamumHH JaHHH 3a
BCEKH KOMITOHCHT Ha CMECTa U HE
ce O4YaKBaT CHHEPrH4HH e(eKTH
MEKIy KOMIIOHEHTHTE, CMecTa
MOXe [ga ce  Kiacuduimpa
CBIVIACHO NPABHIIATA, yYCTAHOBCHU
B Jlupextusa 1999/45/E0O,
Permament (EO) Ne 1907/2006
(REACH) wu Pernament (EO)
Ne 1272/2008 (xnmacubpunmpane,
©THKETHPAHE U OIIAKOBaHE).

—  Tlpwu nurica Ha BAIMIHK JAHHH WK
KOrato MOX€ Ja C€ OuYaKBaT
CHHEPTHYHH e(pEKTH, MOXKE 1a Ce
HAJIOXKM U3IUTBAHE HA KOMIIO-
HEHTUTE W/WIM Ha caMHsl OMOLIULL.

9.2.

JlonmbIHUTETHU
H3CIIeIBAHUS

€KOTOKCHKOJIOTHYHHA

Moske na ce U3UCKBAT JIOIBJIHUTEIHU
W3CIe/IBaHUs, N30paHN N3MEXKIY EKBH-
BAJIGHTHUTE TOYKM B pasgen 9 ot
npunoxxenue II, Ha cboTBeTHUTE
KOMITOHEHTH Ha OuWolnMa WIM Ha
camusi OHOIMJ, KOraTo JaHHUTE 3a
AaKTHBHOTO BEILLECTBO HE MPEAOCTaBsIT
JOCTaThbyHO MHpOpMammss ¥ aKo
CBIICCTBYBAaT IIPH3HAIM 34 PHCK
rmopagyd crenuUYHN CBOWCTBA HA
ouornma.
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9.3.

Bhb3ieiicTBie BbPXY IPYTH HELENCBU
opranum3Mu (¢uiopa u dayHa), 3a
KOHMTO Ce CYMTa, 4e MOXe ja Obuar
H3JI0KEHH Ha PUCK

IIOHBJ'[HI/ITCJ'[HI/I JaHHH

I[aHHI/lTe 3a OICHKa Ha OIMaCHOCTUTE 3a
JUBU 6033171HI/H.[PI CC B3C€MAT OT TOKCHKO-
JIOrTH4YHaTa OLCHKa 3a 603aﬁHHHH,

9.4.

Axo OmonmasT € mox ¢Qopmara Ha
NpUMaMKa WIN TpaHyJH, MOXeE Ja ca
HEOOXOJUMU CIICHUTE U3CJICIABAHUS:

9.4.1.

KonTponupanu onuTH 3a OLEHKa Ha
PHMCKOBETE 3a HELEJEBUTE OPraHU3MU
P TI0JIEBU YCIIOBHS

9.4.2.

WN3cnenBanust Ha IpUEMaHETO Ha
6I/IOI_[I/IZ[8. upes HOriIbpIaHe oT
HCLICJIEBU OpraHU3MH, 3a KOUTO CC
CYyHUTa, Y€ Ca U3JIOKCHHU Ha PUCK

9.5.

BropudeH exonoruyeH egekrt, Hamp.
KOraTto ce TpPeTHpa 3HAuMTe]IHA 4acT
OT KOHKpETEH THII MECTOOOHTaHHE

I[OHLJ'IHI/ITCJ'IHI/I JaHHH

10.

MOBEJAEHUE U XMU3HEH ITUKDBJI
B OKOJIHATA CPEJA

M3noxenure I0-A0JIy HW3UCKBAHUA 3a MU3IUT-
BaHUATA C€ OTHACAT CIAUHCTBCHO 10 CBHOT-
BCTHUTC KOMIIOHCHTH Ha 6140].[1/1/:[3

10.1.

[peaBuaMMH TBTHINA 32 TIOCTHIIBAHE
B OKOJHAaTa cpela BB3 OCHOBA Ha
npe/BIKAaHaTa ynorpeda

10.2.

I[OH"]:J'IHI/ITE.HHI/I H3CJIICABAHUA Ha
MOBCACHUCTO M JKHU3HCHHUA LIHUKBI B
OKOJIHaTa cpeaa

Moske ma ce M3UCKBAT JOITbIHUTETHN
u3ClneBaHus, U30paHM  H3MEXIY
©€KBHUBAJICHTHUTE TOYKH B paszmen 10
ot mpwioxenue I, Ha cboTBeTHHUTE
KOMIIOHEHTH Ha OHOIMIa WIA Ha
camusi OMOLMI.

3a MpomyKTH, KOUTO C€ M3IOJI3BAT Ha
OTKPHUTO C TPSKO OTAENAHE B
MIOYBHTE, BOJUTE WM TIOBBPXHOCTHUTE,
KOMITOHEHTHUTE Ha NPOAYKTa Morar Ja
OKakaT BB3ACHCTBHE BBPXY IOBE-
JCHHETO W OKU3HEHUS LUKBI (U
€KOTOKCHYHOCTTa) HAa  aKTUBHOTO
BEIIECTBO. [3uckBar ce  JaHHH,
OCBEH aKO HE € Hay4JyHO JIOKa3aHo,
4ye JKM3HEHUSAT NHKBI Ha KOMIIO-
HEHTUTE Ha NPOJYyKTa € BKIIOYEH B
MIPEACTABEHUTE [aHHU 3a aKTUBHOTO
BEIIECTBO M JAPYTM  YCTAaHOBEHH
PHUCKOBH BEIIECTBA.

IIOH'E-HHI/ITBJ'IHI/I JIAHHH

10.3.

[loBenenne mpu u3IyXBaHe

HOHBHHHTCJ’IHI/I JIAHHA

10.4.

WsnutBane 3a pasmpocTpaHeHHWE U
pa3snpbCKBaHE BBB:

HOHT)JIHI/ITCJ'IHI/I JaHHHA
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10.4.1.

TTouBata

HOHBJ’IHHTCJ’IHI/I JIAaHHA

10.4.2.

Bopara u cemumeHTHTe

I_IOlTbJ'lHVlTCJ'lHI/I JaAHHH

10.4.3.

Br3nyxa

HOHLHHI/ITCHHI/I JaHHH

10.5.

Axko OHOIMABT IIe ce pa3npbCKBa
6J1130 10 TOBLPXHOCTHH BOJIH, TOTaBa
MOKE JIa C€ M3HUCKBA M3CIIE/IBAHE MPU
CBPBXPA3NpPbCKBaHEe, 3a Ja CEe OLEHST
pHCKOBETE 3a BOJHHTE OpPraHU3MH
UIIn paCTeHI/IﬂTa l'lpl/l I10JICBH yCﬂOBVlﬂ.

HOHBHHHTBJ’IHI/I JIAaHHA

10.6.

Axo OMOLMIBT 1€ CE pa3NpbCKBA HA
OTKPHTO WJIM MOXE Ja IpeIau3BUKa
3HAUUTENHO oOpa3yBaHe Ha Tpax,
TOraBa MOXKE€ Ja C€ M3UCKBAT JaHHU
3a  TOBEJCHHE NPH  CBPBXpa3-
NpBCKBaHE, 3a Ja CE€  OLCHAT
PHCKOBETE 3a IUEINTE W HEIEIEBUTE
YJICHECTOHOTH TIPH TIOJICBH YCIIOBHSL.

,HOHLJIHI/ITCJ'IHI/I JaHHH

MEPKH, KOUTO TPSBBA JA CE
IMPUEMAT 3A 3AIIMTA HA
YOBEKA, XNBOTHUTE 144
OKOJIHATA CPEJA

[Mpenopbunrennu METOoU u
Iperna3Hi MEpKU IpU MaHUITyJIalus,
ynotpeba, ChXpaHEHHE, obes-
BpEeXKJaHe, TPAHCIOPT WX II0XKap

Wnentnanoct Ha CBHOTBETHUTE
MPOJYKTH Ha TOPEHETO B Cily4yail Ha
Hoxap

11.3.

CrneuuduyHo TpeTupaHe B ciydail Ha
HELIacTeH Clydai, Hamp. Mepku 3a
II'bpBa MOMOLI, IPOTUBOOTPOBA, MEIH-
LMHCKO JICYEHHE, aKO Ca HaJIU4Hu;
CIEIIHM MEpKH 3a OIla3BaHe Ha
OKOJIHAaTa cpezia

11.4.

Bb3MOXHOCT 3a YHHINOXKABAHE WA
obe33apa3siBaHe ciell 0CBOOOXIaBaHe
BBbB HJIH BBPXY:

11.4.1.

Br3nyxa

11.4.2.

Bopwure, nuTeiHaTa

BOJA

BKIIOYHUTCITHO

11.4.3.

IlouBara

Ipouenypu 3a ympasieHHe Ha OTIA-
JIpIUTe OT OMOIMAa W  HeroBaTa
OMaKkoBKa 3a NPOMHMIIICHA YHOTpeda,
ynotpeba oT 00y4eHH mpodecnoHa-
JIMCTH, TpodecHoHaNHn M Hemnpode-
CHOHAITHA OTpeOUTENH (mamp.
BB3MOXKHOCT 3a IOBTOpHA ymoTpeba
WIM pEeUUKINpaHe, HeyTpalu3upaHe,
YCIIOBHSI 32 KOHTPOJIMPAHO M3XBBPIISTHE
W H3rapsiHe)
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IIpouenypn 3a mouncTBaHe Ha
o0opy/ABaHETO 3a MpuWaraHe Ha
MPOAYKTa, KOTaTto € YMECTHO

Jla ce mocoyaT BCHYKHM pENeNeHTH
WM MEPKH 3a KOHTPOJI Ha OTPOBHTE,
BKJIIOYEHH B  INPOJYKTa,  KOHUTO
MPUCBCTBAT C LeJ IPENOTBPATIBaHE
Ha JIefiCTBHE CpeILly HEeLeJIeBUTE opra-
HHU3MHU

12.

KIIACU®UITUPAHE,
TUPAHE U OITAKOBAHE

ETUKE-

Kakrto e mnpensumeno B wuien 20,
nmaparpa¢p 1, Oyksa ©) TpssOBa nma
OBbOAaT IIPENCTABCHH IPEIIOKCHUS,
BKJIIOYUTENHO OOOCHOBKAa 3a Hpen-
YIOPEXICHUATA 33 ONACHOCT U IIPEMo-
pBKHTE 3a 0€30IIaCHOCT, B CBOT-
BEeTCTBHE C  pasmopenbure  Ha
Jupextua 1999/45/EO u Pernament
(EO) Ne 1272/2008.

TlpencraBiT ce MPUMEPHH ETHKETH,
yKa3aHUs 3a ynorpeba W HHpopma-
[MOHHHU JIUCTOBE 32 0E30MacHOCT.

12.1.

Knacudunupane Ha puckosere

12.2.

[MukTorpama Ha pHUCKOBETe

12.3.

Curnansa ayma

12.4.

[Ipemynpexnenns 3a OmacHOCT

12.5.

Ipenoppku 32 6E30MaCHOCT, BKIIIO-
YHUTEJHO NMPEBEHIMS, PEaKLHs, ChbXpa-
HSIBaHE U 00E3BpeKAaHE

12.6.

Koraro e moaxozsiio, cieisa jaa ce
MPEJCTAaBAT MPEUIOKEHUS 38 UHPOP-
MalMOHHH JIKCTOBE 332 MEpKUTE 3a
0e30MacHOCT.

12.7.

OmnakoBaHe (THII, MaTepUalk, pa3Mep
7 T.H.); BKJIIOYBA CE CHBMECTHMOCTTA
Ha TpPOOYKTa C  IPEAJIOKEHHUTE
MaTepHalli 3a ONaKOBaHe.

13.

OLEHKA N OBOBIIEHUE

OcHoOBHaTa MH(OpPMAIUS OT EKBHUBA-
JIEHTHHUTE TOYKH BbB BCEKH
moapazzmen (2—12) ce obobmasa u
OLICHABA W C€ H3TOTBS MPOEKT 32
OLIEHKA Ha PHUCKa.

(1) H3nutBane 3a 04HO Jpa3HEHE HE € HE0OX0MMO, KOraTto ¢ JA0Ka3aHo, ue OHOIUABT UMa MOTCHIMATHH KOpPO3UBHU CBOWCTBA.
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MHKPOOPT AHN3MH

OCHOBHM H JAONBJHUTC/IHHA JTAHHHU

B raGmunara mno-nony e u3dpoeHa uHQopMauusTa, H3UCKBaHa 32 00OCHOBKA Ha
paspelaBaHeTo Ha JaJeH OHOIMI.

3a BCSKO M3MCKBaHE 3a NpelocTaBsiHe Ha HMHQopMauus, ChIbpXKALO Ce B
HACTOSIOTO TPHIIOXKEHHWEe, Ce IpuiaraT M yKa3aHusTa B KoidoHM 1 u 3 or
npuioxkenue Il 3a chIIOTO M3UCKBaHE 3a MPENOCTaBsiHE HA MH(OpMAIHS.

Konona 3
Komona 2 CrnenuuyHN NpaBUIA 3a aJalTUPaHE CHPSIMO
Komnona 1 Beuuky JaHHM ca OCHOBHHM, |CTaHJapTHAaTa MH(OPMANUS OTHOCHO HSKOH OT
HW3ncksana mHQOpMaIus: OCBEH aKO HE ca OTOeNA3aHM | M3UCKBAHMATA 3a NMPENOCTaBsHe Ha MH(OP-
KaTo JIONBIHUTEIHU Mallisi, KOMTO MOXE J1a HallaraT U3I0JI3BaHETO

Ha M3MUTBAHE BBPXY rp1>6Haan KABOTHHA

1. 3ASIBUTEJ

1.1. Nwme u agpec

1.2. JInie 3a KOHTaKT

1.3. [IpomsBomuten u JHIe, KOETO €
u3roTBmwiIo (opMyiara Ha OuoLHIa U
MHKpOOpraHu3Ma(ure) (nMeHa,

aJpecH,  BKJIOYHMTEIHO  MECTOHa-
XOXKJCHUE Ha 3aBoja(uTe)

2. WJIEHTUYHOCT HA BUOLIMJIWTE

2.1. THpProBck0 HAMMEHOBAaHME WIIH TPEA-
JIOEHO THPTOBCKO HAMMEHOBaHHE

2.2. Homenknatypen Kox Ha NpPOM3BO-
IWTeNss ¥ HOMEep Ha OHOIMAa, ako e
HOIXOAIIO

2.3. Ionpobna xonmuectBena (g/kg, g/l

mwm % w/w (V/V) u KauecTBeHa
nHpOpMamUs 3a CbCTaBa, ChHIBP-
JKaHUETO M (YHKIHMUTE HAa OHOIWAa,
Hanp. MHKPOOPTaHU3bM, AKTHBHO(M)
BelIecTBO(a) M HEAKTUBHH BEIIECTBA
B TMPOJXYKTa, KAaKTO W BCEKH JpYyT
3HAYMM KOMITOHEHT.

IIpencraBs ce  BcsAka  TONe3Ha
uHpOpMALKS 32 OTJACITHUTE CHCTABKU
U KpalHHs ChCTaB Ha OHOLHKAA.

2.4. Bua Ha dopMynanusita U €CTECTBO Ha
ounonuga
2.5. Korato OGuOLMABT ChABPKA AaKTUBHO

BELIECTBO, IIPOM3BEICHO HA MECTa,
[0 TMPOLECH WIH OT HM3XOJHH MaTe-
puany, pasauMYHd  OT  TE3d  Ha
AKTUBHOTO BEILECTBO, OLIEHEHO 3a
LelIUTe Ha OJOOPEHHETO CBITIACHO
4yjJeH 9 OT HacToAmMSA pErjJaMeHT,
TpsiOBa Ja ce MpEeACTaBU JOKa3a-
TEJICTBO, Y€ € YCTAHOBEHA TeXHUYecKa
PaBHOCTOHHOCT B CBOTBETCTBHE C
yieH 54 OT HACTOSIUUS PErjiaMeHT,
WM € YCTaHOBEHa  BCJICJICTBHE
OLIEHKA, 3arouHana npenu
1 centemBpu 2013 r. OT KOMIIETEHTEH
opraH, ompejeieH B CbOTBETCTBHE C
uneH 26 or Hdupexrusa 98/8/EO
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BHUOJIOT'MYHHU, OU3NYHH,
XUMWYHN W TEXHUYECKU
CBOMCTBA HA BUOLMJIA

3.1.

Buonornunu cBoiicTBa Ha MHKpoopra-
HHM3Ma, KOMTO ce chabpka B OMomaa

3.2.

Beamen Bun (mpum 20 °C m 101,3
kPa)

3.2.1.

Hpsat (mpu 20 °C u 101,3 kPa)

3.2.2.

Mupuc (npu 20 °C u 101,3 kPa)

3.3.

Kucenunnocr,
CTOHHOCT

ankamHOocT W pH

3.4.

OTHOCHTEIIHA TUTBTHOCT

3.5.

CrabunHoct pu CBhXpaHEHHE,
CTabMIIHOCT U CPOK Ha ChXPAHCHHE

Binusaue Ha cBeTiaMHATA

Bausaue Ha TeMIIepaTypaTra U BJlax-
HOCTTa

PeaktuBHOCT crpsiMO chaa

Jpyru  ¢aktopu, KOHTO
BIIMSIHME BBPXY CTAOMIIHOCTTA

OKa3BaT

3.6.

Texuuuecku
ononuga

XapaKTCpUCTUKU Ha

3.6.1.

Mokperia cnocooHOCT

3.6.2.

CycrieH3nOHHa CrocoOHOCT u
CTaOWIIHOCT HA CYCHEH3HATA

3.6.3.

CuTOB aHAMM3 MO CyX U MOKBP METOJ

3.6.4.

CrocoGHOCT 32 eMyJrupaHe o
peeMyiIrupaHe, CTaOMIHOCT Ha eMyJl-
cusATa

3.6.5.

3’pr0MeTpI/I'-IeH CbCTaB, CHABPIKAHUC
Ha Tpax, (bI/IHI/I JacTUlH, U3BHOCBAHE U
POHINBOCT

3.6.6.

Tpaiino oOpa3zyBaHe Ha MsHA

3.6.7.

Te‘{HI/IBOCT/CI/IHJ'II/IBOCT/SaHpaI_HI/IMOCT

3.6.8.

CKopocT Ha TOpeHe — TeHepaTopy Ha
JIM
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Mauuysi, KOUTO MOXKE J1a Hajlarar M3I10JI3BaHCTO
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3.6.9.  IlbaHO wM3rapsHe — TreHEpaTopu Ha
JIM

3.6.10. CscraB Ha auMa — TeHEpaToOpH Ha
JIM

3.6.11. Mopenmn Ha  pasnpbCckBaHe ~— —
aepo30iu

3.6.12. JIpyru TEXHHYECKH XapaKTEPUCTUKH

3.7. dusnyHa, XMMHYHA W OHOJIOTHYHA
CBBMECTUMOCT C JPYI'M IPOIYKTH,
BKJIIOYUTENIHO OMOLMIOM, C KOHUTO
ymorpebara My mpeacron aa Obje
paspeleHa Wid perucTpupaHa

3.7.1. duzuyHa CHbBMECTUMOCT

3.7.2. XUMHYHA CHBMECTHMOCT

3.7.3. Bronornuna ceBMECTHMOCT

3.8. [ToBBPXHOCTHO HAINpEKEHHE

3.9. Buckosuter

4. OU3UYHU PUCKOBE u
CBOTBETHU XAPAKTE-
PUCTUKU

4.1. Excmnosusn

4.2. Bp3mmamennmu rasose

4.3. Br3mnamenumu aepo3onu

44. Oxcuaupamy razose

4.5. I'azoBe moj Hamsrane

4.6. Bo3nnameHumMH TeYHOCTH

4.7. Be3maMeHHMHU TBBPAM BEIIECTBA

4.8. Oxkcuaupany TeYHOCTH

4.9. Oxcuaupaiy TBbPAM BeLeCTBa

4.10. OpraniyHy NepOKCHIU

4.11. KopozuBHocT 3a meranute

4.12. Jlpyrn (M3MYHM TIOKA3aTENH 3a PUCK

4.12.1. TemmepaTypun Ha caMmo3amajBaHe Ha
MPOAYKTH (TEYHOCTH W Ta30BE)

4.12.2. OTHOCHTeNHa TeMIlepaTypa Ha caMmo-

3anajBaHe 3a TBBPAU BELICCTBA
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4.12.3.

OmnacHOCT OT eKCIUIO3US Ha Ipax

METOJM 3A OTKPUBAHE H
NAEHTUOUKALIA

5.1

AHanuTHYEH METOJ 3a ONpeJie/saHe Ha
KOHIICHTpalusiTa B Ououuma Ha
MHKPOOPraHu3bM(MH) U PHUCKOBH
BEILECTBA

5.2.

AHaTUTHYHU METOAM 3a HaOJIIOIECHHE,
BKJIIOYUTENIHO CTENEH Ha BB3CTAHO-
BSBAHE M TPAHMIM 32 KOJIUYECTBEHO
ompeneNsiHE W OTKpMBaHe  Ha
AKTUBHOTO BEIECTBO M, KOrato e
HEoOXOAMMO, Ha HEroBH OCTAThYHU
BEIIECTBA  BBB/BBPXY  XpaHH  OT
PacTUTENEH U KUBOTHHCKH IPOM3XOJ
nii pypaku U Apyru IpoAyKTH (HE €
HEOOXOAUMO, aKO HUTO aKTUBHOTO
BEILECTBO, HUTO TPETHPAHOTO C HEro
u3feNue Tomajar B KOHTakT €
JKUBOTHH, OTINISKAAHU 3a
[POM3BOJICTBO HA XpaHH, C XPaHH OT
PaCTUTENEH U KUBOTHHCKH IPOM3XOJ
Wi ¢ Qypaxku)

HOHBHHHTCJ’IHI/I JIAHHA

E®EKTHUBHOCT
LEJEBHA OPI'AHU3BM

CIIPSIMO

6.1.

(DyHKL[I/II/I U Ha4YuH 3a KOHTPOJI

6.2.

[IpencraBureneH(Hm) BpeauTen(un),
KOHTO(KOUTO) ce KOHTponupa(T), u
3aIUTEHN TPOJYKTH, OPIaHU3MH HIIN
00eKTH

6.3.

Br3neiictBue  BBpXy ~— IpeACTaBH-
TEJIHUTE 1IeI€BU OPraHu3MHU

6.4.

Bepo;{THa KOHLCHTpauus, Ipu KOsATO
MHUKPOOPraHUu3MbT LI CC HU3I0JI3Ba

6.5.

Hauun Ha neilictBue

6.6.

3asBleHUs 3a [IPEJUIaraHo eTUKe-
THpaHe Ha NPOJyKTa

6.7.

JlanHu 32 e(MKaCHOCT B MOAKpENna Ha
TE3U TBBPACHHUSA, BKIKOYUTCIHO CBCH-
TyaJlHO H3IMOJ3BaHM HAJIMYHHM CTaH-
JApTHH  TPOTOKONH,  J1IaOOPaTOpHU
U3TMIMNTBAHUA WJIM TIOJIECBU EKCIIEpHU-
MCHTH, BKJIIOYHUTCIHO CTaHAApTU 3a
e(eKTHBHOCT, KOrato € YyMECTHO M
HOAXOASAIIO

6.8.

Bewukn  gpyrm M3BeCTHH
HUYEHHsT Ha e(UKacHOCTTa,
YUTEITHO PE3UCTEHTHOCT

orpa-
BKJIFO-
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Wndopmanus 3a  cioyyam WM
BB3MOXXHH CIIy4al Ha pa3BHTHE Ha
PE3UCTEHTHOCT u TIOIX OJISIIITH
CTpaTeruy 3a ympaBlICHHE

Habnmronenuss Ha  HEXeNaHW WM
HETIPeIBUJCHH CTPAHUYHH e(EeKTH

NPEABUAEHN  YIIOTPEBU U
EKCITIO3MLINA

7.1.

[IpenBunena obnact Ha ymorpebda

7.2.

IIpoxykroB THII

7.3.

IMogpobHo  ommcanue Ha
BHJICHATA ynoTpeba

npen-

7.4.

IMoTpebuteny, Hamp. NPOMHILICHH,
00y4yeHu npodecHoHATHCTH, Mpode-
CHOHAJIHA WJIM MAacOBH MOTpeOHTENH
(HenpogecnoHamIHN MOTPEOUTEIH)

7.5.

Meton Ha IIPUIIOKCHUE W OIlMCaHUC
Ha TO3H METOI

7.6.

Jo3upane u, ako € yMEecTHO, KpaiiHa
KOHIIGHTpalusi Ha OuoLMga WU
MHKPOOpPTraHU3Ma, AKTHBHOTO
BEILIECTBO B TPETHPAHOTO HU3/ENHE
WM B CcHCTeMara, B KOSTO ce
W3MON3Ba  NPOAYKTHT  (Hamp. B
YCTPOMCTBOTO 32 TpWJIAraHe WU
TIpUMaMKaTa)

7.7.

Bpoit u rpaduk Ha mMpUIIOKEHUATA U
MIPOBIDKUTEIHOCT Ha 3aIluTaTta

Konkperna nHpOpManus 3a
reorpa)cKoT0 MECTOIOJIOKEHUE WU
KJIMMaTH4YHUTE Pa3IMydusl, B T.4. HE00-
XOIUMH TICPHOAU Ha  H3YaKBaHE
Ipeay MHOBTOPHO IIpUIIAaraHe, HEOO-
XOIMMH KapeHTHH MEpPUOAU WU
IpYrH MpeAllasHd MEpKH 3a 3aluTa
Ha 37paBeTO Ha XOpaTa U JKUBOTHHUTE
U 3a OIla3BaHe Ha OKOJIHATa cpela

7.8.

Ipemnoxenn ykasaHus 3a ynorpeba

7.9.

JlaHHM 3a EeKCITO3MIIMSTA

7.9.1.

Hudopmanus 3a ekcro3uuusAra Ha
YOBEKa, CBbp3aHa C IpPeUIoKEHUTe/
OYAaKBaHUTE YHOTPeOU M O00e3BpEK-
JaHETO

7.9.2.

Wndopmarmst 3a eKcrosuiusrta Ha
OKOJIHATA Cpela, CBbp3aHa C Mpel-
JIOXKEHUTE/OYaKBAaHUTE YIOTPeOH u
00e3BpeKIAHETO
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TOKCHUKOJIOI'MYEH MMPODUJI
ITPY YOBEKA UM )XUBOTHHUTE

He e mHeoOxomumo 1a ce
NPOAYKTHT/CMECTa, aKo:

H3IIATBA

— ¥Ma BaIUIHH JaHHH 32 BCCKH
KOMIIOHEHT Ha  CMECTa, KOMTO
HO3BOJIIBAT  KJIacHpUIMpaHe  Ha
CMecTa CBIVIACHO IpaBHJIaTa, ycTa-
HoBenu B Jupextusa 1999/45/EO,
Permament  (EO)  Ne 1907/
2006 (REACH) u Permament (EO)
Ne  1272/2008  (xnacu¢punupane,
STUKETHpPAaHEe M ONaKOBaHE), M He
CC OYaKBaT CHHEPIHYHH e(EeKTH
MEXITy KOMIIOHEHTHTE.

8.1.

Kopo3uBHO neiicTBUE BBPXY KOXKara
WM KOXKHO JIpa3HEeHe

8.2.

OuHO npa3zHEeHe

8.3.

Koxna cencuOunmm3anus

8.4.

ﬂHXaTGHHa CEHCHUOMIIN3AIIHS

ﬂOHLHHI/ITCJ’IHI/I JaHHH

8.5.

OCTpa TOKCHYHOCT

— CTaHmapTHHAT MOAXOL € KIIaCH-
¢dunmpane ype3 H3MOA3BAHE Ha
MOCTAHKS TOAXOA 3a Kiacupu-
[MpaHe Ha CMECH 3a OcCTpa
tokcuuHocT B Permament (EO)
Ne 1272/2008.

ITo opasen mbpT

[To maXanaTtopeH neT

Ilo nepmanen meT

JIOIIbIHUTEIHU U3CIIeIBaHUS 3 OCTpa
TOKCHUYHOCT

8.6.

Hudopmanus 3a
abcopOrys, ako ce W3UCKBa

JAcpmMaliHa

8.7.

Hannuaun
OTHOCHO:

TOKCHKOJIOTUYHHU JAHHH

— HeakTtuBHO(M) BemecTBo(a) (T.e.
PHCKOBO(M) BELIECTBO(a), WIN

— CMeC, CPel YHMHTO KOMIIOHCHTH
MMa PHCKOBO(M) BELIECTBO(a)

Ipy JIMIICa Ha JOCTAThbYHO JaHHU
32 HEaKTUBHO(M) BeELIECTBO(a),
KOUTO He Morar Ja Obaar
MOJTydeHH  4pe3  MpeHacsHe
(read-across) Ha JaHHH WA
Ipyra MpHETH MO/IXO/TH,
pas3iMYHH OT HW3NWTBAHUSTA, CE
U3BBPIIBA(T) LieNeBO(M) U3MHUTBA-
He(us), onucano(u) B
npunoxenue 1I, 3a puckoBo(n)
BeIlecTBO(a), WIN 3a CMEC, CpeX
YHUTO KOMITOHEHTH nMa
PHCKOBO(M) BELIECTBO(Q).

He ¢ mHeobxogumo jpa ce
HPOAYKTHT/CMECTa, aKO:

HU3IHUTBA

— HMa BaJIMJHA JaHHHA 3a BCCKH
KOMIIOHCHT Ha CMEcCTa, KOHUTO
IIO3BOJIABAT Knacn(bnunpaHe Ha
CMeCTa CBhIVIACHO IpaBujara, YycCTa-

noean B JlupektuBa 1999/45/EO,

Pernament (EO) Ne  1907/2006
(REACH) wu Permament (EO)
Ne  1272/2008  (xnacuduimpane,

STHKETHpPAaHE W OMAaKOBaHE), U HE ce
OYaKBAT CHHEPTHYHH ePEKTH MEXITY
KOMITOHEHTHTE.
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8.8.

JIOMbIHUTEIHN ~ M3CIICABAHUSA  3a
KOMOMHAIWU OT OMOIMIN

3a Ouonman, 3a KOUTO Ce NPEeIBHKAA
na ObaaT paspemieHd 3a ynorpeba ¢
Ipyru  OMOLMIOM, ce  OLCHABAT
pHCKOBETE 3a Xopara, >KUBOTHHTE H
OKOJIHAaTa Cpela, NPOU3THYALM OT
W3ION3BAHETO HA TE3M KOMOMHAIMU
oT mpoxyktH. Karto anrepHaruBa Ha
MPOYYBaHUATA 3a OCTPAa TOKCHYHOCT
MOraT Jia Ce M3IO0J3BAaT M3YHMCICHHS.
B HfKoum ciy4yau, HampuMep KOraTo
HSMa BaJMIHU JAHHH OT IOCOYEHUS
B KOJOHa 3 BHJ, TOBa MOXE Ja
H3UCKBA MPOBEKIAHETO Ha
orpaHudeH Opoil mpoyuBaHus 3a
ocTpa TOKCHYHOCT Karto ce
U3I0JI3BaT KOMOMHALMU OT IPOJYK-
THTE.

He e HCOGXOIII/IMO Ja C€ U3IMTBa CMECTa
OT NPOAYKTH, aKO:

UMa BaIUOHH JaHHA 32 BCEKH
KOMIIOHGHT Ha CMeCTa, KOHUTO
MO3BOJISIBAT  KiacHbHIMpaHe  Ha
CMeCTa CBIJIaCHO MpaBHIaTa, yCTa-
woenn B JlupextuBa 1999/45/EO,
Pernament (EO) Ne 1907/
2006 (REACH) u Pernament (EO)
Ne  1272/2008  (xnmacudunupase,
CTHKETHpPaHE H OMAaKOBaHE), W HE
Ce OYaKBaT CHHEPrHYHH e(eKTH
MEXIy KOMIIOHCHTHUTE.

8.9.

OcCTaTp4HHU BEUIECTBA B TPETHPAHUTE
U37IeNHs, XPaHU U QypaXku WM BBPXY
TAX

HOHT)HHI/ITCJ'IHI/I JaHHHA

EKOTOKCHKOJIOI'MYHH
W3CJIEABAHUA

9.1.

W3uckBa ce nH(OpMALus 3a €KOTOK-
CHYHOCTTA Ha OWOIUAa, KOSATO €
JOCTaTh4yHa, 3a Ja MOXe Ja ce
B3eMe pelIeHHe OTHOCHO KIIaCH(pHIH-
paHeTo Ha MpPOJIyKTa.

— Koraro uMa BaluIHH JaHHU 3a
BCEKM KOMIIOHEHT Ha CMecTa H
HE ce O4YakBaT CHHEPrHYHH
eekTH MeXay KOMIIOHECHTHUTE,
cMecta MOXe Ja ce KIacH-
¢umEpa CHIIACHO IpaBHIIATA,
ycranoBenu B JlupexktuBa 1999/
45/EOQ, Pernament (EO)
Ne  1907/2006 (REACH) wu
Pernament (EO) Ne 1272/2008
(knacubunupane, eTUKETHPAHE
Y OIAaKOBaHe).

— Ilpu numnca Ha BaIWAHU JaHHU
WIM  KOraro MOXKe Ja ce
OYaKBaT CHHEPTHYHH edeKTH,
MOKE J1a CE€ HAJOKH W3IHMTBAHE
Ha KOMIIOHCHTHUTEC I/l/l/lﬂl/l Ha
camusi OMOLIMI.

9.2.

JlonbIHUTETHI
H3CTIeIBAHMS

CKOTOKCHUKOJIOTHYHHA

Moske 1a ce U3MCKBAT JOIIBIHUTCIHU
W3CNIEIBAaHMs, M30paHUM  HM3MEXAY
€KBHUBAJICHTHUTE TOYKH B paznesn §
ot mpunoxenue II Muxkpoopranuzmu
Ha CBOTBETHUTE KOMIIOHEHTH Ha
OuonMga WM Ha camMusi OHOLMI,
KOraTo  JaHHUTE 3a  aKTHBHOTO
BEIIECTBO HE HPEIOCTaBAT
JOCTaTPYHO HHpOpPMAIUs M aKo
CBIIECTBYBAaT MpPU3HALM 32 PUCK
nopagu crnenupUYHM CBOWCTBa Ha
ouorua.
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9.3.

Bwb3ueiicTBie BbpXY IPYTrH HELENCBU
opranm3Mu (¢uiopa u dayna), 3a
KOHMTO CE CYMTa, Y€ MOXe ja Obuar
U3JI0KEHH Ha PUCK

IIOI'[BJ'IHI/ITCJ'[HI/I JaHHH

I[aHHI/lTC 3a OLCHKa Ha OIMaCHOCTUTEC 3a
JUBU 6038.171HI/II.[PI CC B3C€MAT OT TOKCHKO-
JIOrM4HaTa OLCHKa 3a 603aﬁHHHH,

9.4.

94.1.

9.4.2.

Axo OwonmasT € mox ¢Qopmara Ha
MpUMaMKa WA TPaHyJIH

KonTponupanu onuTH 3a OIECHKa Ha
PHMCKOBETE 3a HELEJEBUTE OPraHU3MU
NP TIOJIEBU YCJIOBUS

W3cnenBanuss Ha INPUEMAHETO HA
Owonuaa  ype3  MOMIBLIaHE  OT
HELlEJIEBH OPraHu3MH, 32 KOUTO Ce
CYMTa, Y€ Ca M3JIOKEHH Ha PHCK

IIOHBHHHTCJ'[HI/I JaHHH

9.5.

Bropuuen exonoruyeH egekr, Hamp.
KOTaTo c€ TpeTHpa 3HAYUTEIHA 4acT
OT KOHKPETeH THII MECTOOOHMTaHHE

HOHBHHHTCJ’IHI/I JIAaHHA

10.

IMOBEJAEHME 1 XMU3HEH IUKDBJI
B OKOJIHATA CPEJA

10.1.

[penBuaMMH TBTHINA 32 TOCTHIIBAHE
B OKOJHAaTa cpexa BB3 OCHOBA Ha
MpeABWKIaHATa yrnoTpeda

10.2.

I[OHT:J'IHI/ITGHHI/I H3CJIICABAHUA Ha
MOBCACHUECTO M JKU3HCHHA IHUKBI B
OKoOJIHaTa cpeaa

Koraro e noaxonsmo, 3a mpoaykra
MOKe Jla Cce M3MCKBa Lisnata HHQOp-
Manus, HM3MCKBaHa B paszgen 9 or
npunoxenue I ,,Muxkpooprannzmu‘

3a IIPOAYKTH, KOUTO CE€ HU3IIOJI3BAT Ha
OTKPHUTO C TIpAKO OTHACIISAHE B
TIO4YBUTE, BOAUTE WK ITIOBBPXHOCTUTE,
KOMIIOHCHTHUTC Ha IPOAYKTa MOrar Jaa
OKa)kaT BB3JICHCTBUE BBpXY IIOBC-
JC€HUECTO MW JKHU3HCHHUA UKD (I/I
eKOTOKCH‘IHOCTTa) Ha AaKTUBHOTO
BCIICCTBO. M3uckBar ce JaHHH,
OCB€H AaKO HE€ € Hay4YHO [JI0Ka3aHo,
Y€ JKM3HCHHAT IIMKBI HA KOMIIO-
HCHTUTC Ha IIPOAYKTa € BKIIIOYCH B
OpeACTaBEHUTE NaHHU 3a aKTUBHOTO
BCOICCTBO n Apyrua YCTaHOBECHHU
PUCKOBHU BEIICCTBA.

HOHBHHHTCJ’IHI/I JIAaHHA

10.3.

[loBenenne mpu u3IyKBaHEe

HOHT)JIHI/ITCJ'IHI/I JIAHHA

10.4.

AKO OMOLMIBT IIE ce Pa3NpbCKBa HA
OTKPUTO WJIHM MOXE Ja Ipeau3BHKa
3HAYUTEJHO O0Opa3yBaHe Ha Ipax,
TOraBa MOJKE Ja C€ W3UCKBAT NAaHHU
3a  TOBEJCHHE NPH  CBPBXpa3-
NpbCKBAaHE, 3a Ja Ce€  OLCHAT
PHUCKOBETE 3a ITYENUTE IPH IOJIECBH
YCIIOBHSL.

HOHT)HHI/ITCJ'IHI/I JaHHHA
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Komnona 1
W3uckBana nHdopManus:

Komnona 2
Beuuku aHHM ca OCHOBHH,
OCBEH aKO He ca OTOeNs3aHu
KaTO JIOMBJIHUTEITHH

Kosnona 3

CrnenupuyHN NpaBUiIa 3a aJanTHpaHe CHPSIMO
CTaH/apTHaTa MH(POPMALMS OTHOCHO HSKOU OT
M3UCKBAHUATA 33 MpeJocTaBsHe Ha HHOOP-
Manys, KOUTO MOXKE Ja HauaraT H3I0JI3BaHeTO

Ha M3MUTBAHE BbPXY I'PbOHAYHH )KHBOTHH

11.

MEPKH, KOUTO JA CE
IMPUEMAT 3A 3AIIMTA HA
XOPATA, XNBOTHUTE 14

OKOJIHATA CPEJA

HpeHOp'b‘II/ITC.IIHI/I MCTOOH n
NOpearnasHi MEPKU MpUu: MaHUITYyJIalluA,
CBXpaHCHUE, TPAHCIIOPT WA IIOXKap

Mepku B ciaydail Ha MHIMJIEHT

IMpouenypu 3a paspymiaBaHe HIH
obe3BpekaaHe Ha Owonmaa W Ha
HETOBOTO ONAKOBAHE

11.3.1.

Konrponupano msrapsiae

11.3.2.

Hpyru

11.4.

OmakoBaHe W  CHBMECTUMOCT Ha
ouormIa [¢ MIPEUIOKEHUTE
MaTepualii 3a OIaKOBaHE

IIpouenypy 3a  mo4uMcTBaHE  Ha
o0opyJBaHETO 3a IpullaraHe Ha
MPOAYKTa, KOraTo € YMECTHO

TInan 3a wabmrogeHue, KOWTO aa ce
W3M0J3BA 3@ AKTHBHHS MHKPOOD-
raHu3pM W JIpyr(d) MHKPOOPraHH-
3pM(MH), CBABPXKAIIM CE€ B OHONHUAA,
BKJIIOUHTENIHO NP MaHUITyJIAIHs,
ChXpaHeHHe, TPAHCIIOPT U ynorpeda

12.

KJIACU®ULIPAHE,
TUPAHE U OITAKOBAHE

ETUKE-

IpencTaBaT ce NPHMEPHH ETHKETH,
yKkazaHus 3a ynorpeba u wuHbopma-
LIMOHHH JIUCTOBE 33 OE30IaCHOCT.

12.1.

VkazaHue OTHOCHO HEO0XOIMMOCTTa
OwommapT A  MMa  3HaK  3a
OWOJNIOrHYHA OMAcHOCT, IIOCOYCH B
npmwnoxenne 1l  kem  Jlupexktusa
2000/54/EO

12.2.

Ipenopeku 3a 6GE30MaCHOCT, BKIIIO-
YUTEJIHO NPEBEHLNUS, PeaKiys, CbXpa-
HSBaHE U 00e3BpeXKIaHe

12.3.

Koraro e moaxopsiio, cieasa aa ce
MPEICTAaBAT MPEUIOKEHUS 38 UHPOP-
MAlMOHHHM JIHCTOBE 3a MEPKUTE 32
6e30MacHOCT.

12.4.

OrmnakoBaHe (THM, MaTepUalld, pa3Mep
7 T.H.); BKIIOYBA CE CHBMECTHMOCTTA
Ha OPOAYKTa C  HPEIIOKCHUTE
MarepHalii 3a OIaKOBaHe

OBOBIIEHUE U OLIEHKA

OcHoBHaTa MH(OpPMAIUS OT EKBHUBA-
JIEHTHHUTE TOYKH BbB BCEKH
moapaszzaen (2—12) ce obobmasa u
OLIEHSABA W C€ H3TOTBS MPOEKT 32
OLICHKA Ha PHUCKa.
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IIPUJIO’KEHUE 1V

OBl NPABUJIA 3A AJAIITUPAHE HA MHM3UCKBAHUATA 3A
HOPEJOCTABAHE HA JJAHHU

B Hacrosmoro mpuiokeHue ce yCcTaHOBsSBAaT IpaBHJIaTa, KOUTO ClEABa Ja ce
Cra3BaT, KOTaTo 3asBUTENAT MPEATIOKU aJanTHpaHe HAa M3MCKBAHUATA 3a TPEa-
octaBsiHe Ha JaHHU mno mnpuioxeHuss Il u III B cworBercTBHE € uieH O,
nmaparpadu 2 u 3 wnm wien 21, maparpadu 1 u 2, 6e3 ga ce 3acsAraT creuu-
¢uunnTe mpaBuia, nocoueHn B mnpuioxenue Il oTHocHO u3monN3BaHEeTO HAa
METOIH 32 M3YMCICHHE 3a KiIacH(UKalusiTa Ha CMecH, C Leld Aa ce u30sraear
U3MUTBAHUS BbPXY I'PbOHAYHU >KHBOTHH.

IIpuuunuTe 3a aganTUpaHe Ha M3MCKBAHMATA 3a NPEAOCTABSIHE HA JAHHU TPsOBa
Ja ObJaT SCHO MOCOYECHH MOJ ChOTBETHHUTE pa3/ield B JOCHETO C MO30BaBaHE Ha
crnerduyHOTO(MTE) MpPaBUIO(a) OT HACTOSIIOTO MPUIIOKEHHUE.

1. MMPOBEXIAHETO HA WM3IIMTBAHE HE E HEOBXOJAMMO OT
HAVYHA TJIEJHA TOUYKA

1.1. W3non3Bane Ha HAJIMYHU JaHHU

1.1.1.  dauHu 3a HU3MKOXUMUYHHUTE CBOICTBA OT €KCIEPHMEHTH, KOMTO HE ca
NPOBEJCHH CHIVIACHO M3UCKBAHUATA Ha joOpara j1adopaTopHa MpaKTUKa
(JJIIT) unu ChbOTBETHUTE METOIM 3a M3IUTBAHE.

JlanHuTe cieaBa a ce pasriexaaT KaTo PAaBHOCTOMHM Ha JaHHUTE,
CbOpaHM OT KOPECIOHIMpPAIld METOAM 3a M3IUTBaHe, aKo ca
W3IBJIHEHU CIICHUTE YCIIOBUS:

1) agekBaTHOCT 3a LENUTE Ha KIACH(QHULIUPAHETO M CTUKETUPAHETO W
OLICHKAaTa Ha PHCKa,

2) IPEAOCTaBAHE HA NOCTATBhYHO aJICKBaTHA U HAACKAHA NOKYMEHTALUSA
3a OLCHABAHC HAa CKBHUBAJICHTHOCTTA HA M3CJICABAHCTO, U

3) JaHHUTE Ca BaJIMJHU 34 €KBHUBAJICHTHUTE TOYKH, KOUTO C€ MpOy4BaT,
WU U3CJICABAHCTO € U3MBIHCHO IIPpU TapaHTHpPAaHO KadeCTBO Ha
IIpUEMJIMBO paBHUIIIC.

1.1.2.  [lanHu 3a cBOIiCcTBaTa IO OTHOIICHHE Ha YOBEHIKOTO 37paBe U OKOJHATA
cpeia OT eKCIEPHMEHTH, KOHTO HE ca IPOBENCHH CBITACHO H3HCK-
BaHMATa Ha JoOpaTa yabGoparopna mpaxtuxa (JJIIT) wmu cborBeTHUTE
METOJH 32 M3IUTBAHE.

I[aHHI/ITC CleaBa Ja C€ pasrjiexnaar KaTo paBHOCTOﬁHH Ha IOaHHHUTE,
C’b6paHI/I OT KOpecnmoHaupamyd METOAW 3a HU3NMTBAHE, akKo ca
U3MBJIHEHU CIICTHUTE YCJIOBHA:

1) aZICKBAaTHOCT 3a ICIIMTE Ha KJIaCI/Iq)I/IHI/IpaHCTO U C€TUKETUPAHCTO H
OII€HKaTa Ha pHUCKa,

2) JDocTaTh4eH W JIOCTOBEpEH 00XBaT Ha KIIFOUOBUTE MapaMeTpH/EKBH-
BQJICHTHH TOYKH, KOMTO C€ MPEIBWKIA Aa ObJAT MPOyYBaHH Upe3
KOPECIIOHANPAIINTE METOIN 33 H3MHTBAHE;

3) NPOXBIKUTENHOCT Ha EKCNO3MIMATA, CPAaBHMMA C Ta3u IPU Kopec-
MOHAUPAIIUTE METOMM 3a M3IMUTBAHE WJIM MO-IbIra OT Hesl, aKo
MIPOABIDKUTENHOCTTA HAa €KCHO3UIMATA € Ba)XKEH MapaMeThp;

4) mpenocTaBsiHE Ha aJCKBAaTHA W HaJEK/IHA JOKyMEHTAIMs 33 W3CIe/-
BaHETO; U

5) U3CJICABAHCTO C€ HM3BBPIIBA, KAaTO CE€ M3IIOJI3BAa CHUCTEMa 3a rapaH-
THpPaHE Ha Ka4vyeCTBOTO.

1.1.3.  Hcropuyeckn DaHHM 3a HOBEKa

Kato o00mo mpaBmio, B ChOTBETCTBHE C wieH 7, maparpadp 3 ot
Pernmament (EO) Ne 1272/2008 wu3nuTBaHusita 3a [EIUTE Ha
HACTOSIIIMSL PEeriIaMeHT He Ce M3BBPILIBAT BBbPXY Xopa. Bwmpeku ToBa
clieqBa Jla ce B3eMaT NpeBHJ HAIUYHU MPEIXOJHH IaHHH 3a YOBEKa,
KaTO HalpUMep eMHIEMHOJIOTHYHH W3CICABAHUS BBPXY SKCIIOHHPAHOTO
HaceJieHHe, MaHHM 3a Cily4yailHa Wid Npo)eCHOHAHA EeKCIO3HIHS,
OMOMOHUTOPMHIOBH  M3CJIE/IBaHHSA,  KIMHUYHM  W3CICABAHUS U
M3CIEBaHMS BBPXY ITOOPOBOJIIN, NPOBEJCHH B CHOTBETCTBHE C MEKY-
HApOJHO NPHETH ETHYHU CTaHAAPTH.
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1.2.

1.3.

ﬂaHHI/ITC, C’b6paHI/I TI0 OTHOLICHHWE Ha XOpa, HE MOraT Aa C€ HU3MO0JI3BaT
3a INOHM’>KaBaHE Ha I'PAHULIUTE Ha 6630HaCHOCT, ONPEICIICHU BCJIICACTBUE
Ha M3NUTBAHUSI WIW WU3CICABAHUSI BBPXY KUBOTHU.

3HAYMMOCTTa Ha JAQHHHUTE 3a CIIeHU()UUHO BB3ACHCTBHE BBPXY 3[pPaBETO
Ha XOoparta 3aBHCH, Hape] C JPYroTo, OT BUAA Ha aHAM3a U 00XBaHATUTE
napamerpy, OT ToJeMHMHAaTa M crenudukara Ha OTFOBOpa U CIead-
OBaTEIHO OT MpPEeIBHAMMOCTTa Ha Bb3zeiictBueTo. Kpurepuure 3a
OLICHSIBaHE Ha aJeKBATHOCTTA HAa JIAHHHWTE BKJIIOYBAT:

1) mpeuusHO CeNEeKIMOHNPAaHe U XapaKTePU3HPaHEe Ha CKCIIOHUPAHUTE U
KOHTPOJIHUTE TPYIIH;

2) AJICKBATHO XapaKTCPU3HUpPAaHE Ha CKCIIO3ULUATA;

3) nocraTh4Ha IPONBDKUTEIHOCT Ha MPOCIEASBAaHETO B CIy4ail Ha
3a00JIsIBaHE;

4) BanmIeH MeTo] 3a HaOIo/JaBaHE HAa BH3JCHCTBHUE,
5) mpenu3HO choOpa3siBaHe Ha (PAKTOPUTE 3a OTKIOHEHHE U TIpelIKa; U

6) npuemiiiBa CTaTUCTHYECKa JOCTOBEPHOCT 3a 000CHOBaBaHE Ha
3aKJIIOUYCHUECTO.

HpI/I BCHUYKH ClIy4ad C€ OCUTr'ypsiBa aJICKBaTHA M HaJACKIHA HNOKYMEH-
Tamus.

3HAYMMOCT Ha JIOKasaTejcTBaTra

Moxke na MMa J0CTaThbuHO 3HAYMMM [OKA3aTEICTBA OT HSAKOJKO HE3a-
BUCHMH HM3TOYHHKA Ha WH(OOPMAIHs, BOACIIM O MPEINOI0KEHHETO/3a-
KITIOYEHHETO, Y€ €IHO BElIECTBO MMa WIIM HAMa TOYHO OINpPENEICHO
OMAacHO CBOMCTBO, JOKaTO HH(POpMALMATa OT BCEKH EIHH CaMo-
CTOSITEJIEH M3TOYHUK cama Mo ceGe CH € HeJOCTaThyHa Ja TMOJKPEIH
Tasd wuaes. Moxe Ja MMa JOCTaThYHO 3HAYMMHK JIOKAa3aTelicTBa OT
OpPUJIAraHEeTO Ha I[OJIOKUTENHH pe3yJNTaTH OT HOBOpa3paboTeHH
METOAHM 3a M3IMTBAHE, KOUTO BCE OILIE HE Ca BKIIOYEHH B CHOTBETHHUTE
MCTOJMU 3a HU3IHWUTBAHC, HIU OT MemnyHaponeH MCTOJ 3a H3IHMUTBAHC,
npu3Hat or Komucusita 3a paBHOCTOCH, KOMTO AABAT BB3MOXKHOCT Ja
ce M3BeJIe 3aKJIIOUCHUETO, Ye JaJIeHO BELIECTBO MPUTEXKABa OMPEICICHO
OIacHoO CBOICTBO. BbHpekn TOBa, ako HOBOPa3pabOTEHHSAT METOA 3a
u3nurTBaHe ¢ 6un onodpeH ot Komucusra, HO Bee ore He e Om my6iu-
KyBaH, pe3yJITaTUTe OT HEro MOrar Ja ce B3eMaT MPEABUJI, AOPH KOraTo
BOJT JIO 3aKIIOYEHHETO, Ye [JaJeHO BEIIECTBO HE MpHTEekKaBa
OIpe/IeJICHO OIAaCHO CBOMCTBO.

Korato aHanu3bT Ha BCHYKW HAJIMYHM JaHHM JaBa JOCTATHUYHO 3HAYUMHU
JIOKa3aTelCcTBa 32 HAIMYHETO WM OTCHCTBHETO Ha OIPEAEICHO OIAaCHO
CBOWMCTBO:

— HE ce MPOBEXJIaT MONBIHUTEIHM H3MNWTBAaHMSA 3a TOBAa CBOWCTBO
BBbPXY I'PBOHAYHH JKMBOTHH,

— MOXE€ Ja HE€ CC€ NpPOBEKAAT AONBIHUTCIHU HU3IWUTBAHHA, KOUTO HE
BKJIFOYBAT rp1>6Haan JKHUBOTHH.

HpI/I BCHUYKHM Clly4yad C€ OCUrypsiBa aJICKBaTHa W HaJACKIHA HNOKYMEH-
Taus.

KauecrBena I KOJIMYECTBEHA 3aBHCHMOCT
crpykrypa—akTuBHOCT (Q)SAR)

Pesynrarure, MoMyueHH OT BAJIMAHM KAueCTBEHM WM KOJIMYECTBEHU
MOJENH Ha 3aBHCHUMOCTTa CTpyKTypa—akTuBHOCT (Q)SAR), morar ma
ObIaT MHIMKATOp 3a HAIMYHETO, HO HE M 32 OTCHCTBHETO Ha
ONpeJIeJIeHO ONAacHO CBOWCTBO. Morar ja ce H3ION3BaT pe3yJTaThTe
or (Q)SAR, Bmecro ga ce HpoOBeXAa U3MUTBaHE, KOraro ca
U3IIBJIHEHN CIEAHHUTE yCIOBUS:

— pesyaratute ca mnoiaydeHu OT wmozpen (Q)SAR, uymsaTo HayyHa
CTOMHOCT € JI0Ka3aHa,

— BEIIECTBOTO IIOMa/1a BB BaMaupanaTa obsact Ha Mozxena (Q)SAR,

— PE3YJITAaTUTE Ca AOCTAaTbYHHU 3a LCJIIUTE Ha KJ'IaCI/I(bI/IIII/IpaHBTO u
CTUKCTUPAHETO U OLCHKaTa Ha pUCKa, U

— OCHTYpEHa € aJeKBaTHA M HaIeXIHA JOKYMEHTAIHs 3a TPUIOKEHHS
METO/I.



2012R0528 — BG — 23.09.2013 — 001.001 — 150

1.4.

1.5.

B cwerpynunuectBo ¢ Kommucusra, ¢ IbpKaBUTE-WICHKH H ChC 3aWHTE-
pecoBaHNUTE CTpaHW ATCHIMATA ChCTaBs W IPEJOCTaBs HACOKU OTHOCHO
npunaradero Ha (Q)SAR.

Metoau MH BUTPO

BB3MOXKHO € pe3yinTaTuTe, MOJy4YeHH OT MPUJIAraHETO Ha IIOIXOMISIIN
METOIM WH BUTPO, Ja MOKAKAT HAIMYHME HA aJE€HO OMAacHO CBOWCTBO
WK J1a C€ OKaKaT ChIIECTBEHH 32 MEXAHMCTUYHOTO pasbupaHe, KOETO
MOXKE Ja MMa 3HAueHHE 3a OIIEHSIBaHETO. B TO3M KOHTEKCT ,,I101-
XOAAMIM O3Ha4YaBa JOCTAThYHO M00pe pa3pabOTeHH CBHITTACHO MEXIY-
HApOJHO TPHU3HATH KPUTEPUH 3a pa3paboTBaHe HA M3IHUTBAHHMS.

Koraro TakuBa M3NUTBaHUS WH BUTPO Ja/aT MOJOKHUTEIHU PE3YNITaTH, €
HEOOXOANMO HAIMYMETO Ha OMACHO CBOMCTBO 1a ObAE MOTBBHPACHO OT
TOAXOMSIIN U3MUTBAHUS UH BUBO. BBIpPEeKH TOBa TakoBa NOTBBPIKICHHUE
MOXe Ja Ob/e M30erHatro, ako ca M3MBJIHEHH CIEJAHUTE YCIIOBUS:

1) pesynTaTMTe Ca MHOJNy4eHH OT METOJ MH BHTPO, YHMATO HaydHa
CTOIHOCT € yCTaHOBEHa 4Ype3 BaJUIUpANI0 H3IUTBAHE, CHIVIACHO
MEKTyHApPOIHO MPU3HATUTE NPUHIUIN 32 BalIUAUpPAHE;

2) pesynratute ca IMOAXOASIIM 3a LEJIUTE Ha KIACU(PUIUPAHETO U
€TUKETHPAHETO W 32 OLICHKaTa Ha PUCKA; U

3) ocurypeHa e aJieKBaTHa M HaJeXKJHA JOKYMEHTALUS 3a IPHIOKCHUS
METO/I.

HpI/I OTpHULATEC/IHA PE3YJITaTH TE3W H3KIIOYCHHUSA HE C€ Ipujiarar.
Moxe na 6’1)116 U3UCKaH MOTBBbpXKAABAIl TECT CJI€A MPELCHKAa Ha
BCCKH OTICIICH cnyqai«'l.

I'pynupane Ha BemectBata U noxaxoJ read-across

BemectBa, YMHTO (U3UKOXUMHYHH, TOKCHKOJOTHYHH M EKOTOKCHKO-
JIOTHYHU CBOWCTBA Ca CXOJHH WJIM Cle/Bar o0l MOJEN B pe3yinTaT Ha
nogobue B CTPYyKTypaTa, MOrar jia ObaT pasriIeKIaHd KaTo Ipyna Hiu
,kaTeropus" BemiecTBa. lIpuiaraHero Ha TpyNOBOTO IOHATHE H3HCKBA
(U3MKOXUMUYHHTE CBOMCTBA, €(EKTHTE BBPXY 3APABETO HA 4YOBEKA U
JKMBOTHHUTE U e(eKTHTE BbPXY OKOJIHATA CPEAa MIIM KU3HEHHS LUKBI B
OKOJIHATa cpela Ja MoraT jna ObIaT NMpeABHICHH OT JaHHUTE 3a pede-
peHTHOTO(HTE) BellecTBO(a) B PAMKHMTE Ha Tpyrara 4pe3 WHTEePIOIalus
Ha JPYrH BeulecTBa B rpynara (moaxon read-across). [To To3u HaumH ce
n305rBa HEOOXOJMMOCTTA OT M3IHMTBAHE HA BCSKO BEIIECTBO BHB BCAKA
€KBUBAJICHTHA TOYKA.

CXOL[CTBOTO MOXKE€ Oga C€ OCHOBaBa Ha:

1) obma ¢yHKIMOHANHA TpyMa, MOKa3Ballla HATMIMETO Ha OIACHH
CBOWCTBA;

2) o0umm mOpeKypcopH W/MIM CXOACTBO Ha OOIIUTE NPOAYKTH OT
pasmagaHe npu (U3UYHN W OMOJIOTHYHM TIPOLIECH, B PE3yiTaT Ha
KOUTO C€ [OJy4yaBaT CTPYKTYpPHO IIOJOOHH XHMHKAIH, KOETO
MOKa3Ba HAJIWYUETO Ha OMAcHHU CBOMCTBA; HJIM

3) IIOCTOsIHHA TEHJACHLMS B IIpOMsSHATa Ha JIeCTBME Ha CBOWCTBAaTa B
1s1aTa KaTeropus.

Axo ce Ipujiara rpynoBaTta KOHLEHIHs, BEIIECTBaTa CC Knacm’pnunpa‘r
W €TUKETHUpAT Ha Ta3u OCHOBA.

IIpn Bcuuku cinyvyau pesynTaTuTe:

— ca aJIeKBaTHH 3a LIEJIUTE Ha KIACH(DULIMPAHETO U €TUKETUPAHETO U
OLICHKATa Ha PHCKa,

— WUMaT aJeKBaTeH W HaJCKACH O0XBAaT Ha KIIFOYOBUTE MapaMeTpH,
CIPSIMO KOUTO C€ MPOBEXKIA KOPECHOHIHPALIMSIT METOL 3a
U3MHUTBAHE; U

— 06XBaIJ.[aT NPOABJDKUTEIIHOCT Ha CKCIO3ULMATa, CpaBHHMa C Tasu
TIpU KOpECHOHAUPAIIUsa METOM 3a HM3IATBAHE WIIM IIO-ABJIra OT HEA,
AKO MPOABJUKUTEITHOCTTA Ha C€KCHO3ULHUATA € BAXKCH IMapaMeThbp.

H]JI/I BCUYKH CJIydan C€ IPEAoCTaBd alCKBaTHA W HaACKIHA OOKYy-
MEHTaluA 32 NPUITIOKCHUA METOJ Ha HU3IHATBAHE.
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3.1

3.2

B ChTPYAHHUYIECTBO C KOMI/ICI/ISITa, C OBPKAaBUTC-YJICHKA U CHC 3aWHTEC-
peCcOBaHUTE CTpaHU AI‘CHI_[I/ISITa CbCTaBs U IPEAOCTaBss HACOKU OTHOCHO
TEXHUYCCKU H Hay‘IHOO6OCHOBaHa METOAMKa 3a TIpylnupaHe Ha
BCIICCTBAaTa.

M3IIMTBAHETO E TEXHUYECKH HEBBH3MOXXHO

M3nutBane B onpeneiicHa CKBHUBAJICHTHA TOYKa MOXKE Ja HE 6’1)[[6
IIPOBEXKAAHO, aKO € TCXHUYCCKHU HEBB3MOKHO [a C€ IPOBEAC H3CJICHA-
BaHETO Iopaaun CBOMCTBaTa Ha BEUIECTBOTO: Harpumep CUJIIHO JICTIIUBHY,
MHOI'O peaKTI/IBOCHOCOGHI/I U HeyCTOﬁ‘IHBH BCIICCTBAa HEC MoOrar naa
6LL[3T HU3II0JI3BaHH, CMCCBAHCTO Ha BCIICCTBOTO C BOJAa MOXKE Oa
Ch34aZl€ OIIAaCHOCT OT IIOXKap WM C€KCIUJIO3US UM €TUKETUPAHE (0603Ha—
YaBaHC Ha eTI/IKeTa) Ha paJuOaKTUBHOCTTA Ha BEUICCTBOTO, U3UCKBAHO B
OIIPEACIICHN HU3CJICABAaHUS, MOXKE 1a HE € BBb3MOXKHO. Bunaru ce cnasBa
YKa3aHHUETO, MAaA€HO B CHOTBETHUTEC METOAU 3a U3IUTBAHE, II0-
CIICMUAIIHO IO OTHOIICHHUE Ha TEXHUYCCKUTE OIpaHUYCHHSA Ha BCEKHU
KOHKPETCH METOA.

M3IUTBAHUSL OTHOCHO EKCIIO3MILIMSITA, CIELMAIHO
AJIATITUPAHU 3A JTAJIEH TTPOAYKT

H3nuTBaHETO B CHOTBETCTBHE C HSAKOM KpaiHH pe3yJITaTH IO pas3jenu §
n 9 or npunoxxenus 11 u III, He3aBucumo ot wien 6, maparpad 2, Moxe
Jla He ce NMPOBEX/a Bb3 OCHOBA HA AaHAJM3 HA EKCIO3ULHATA, KOTaTo ca
HaJIMIIE JJAHHM 33 €KCHo3ulms cbriacHo npunoxkenue I1 wmm 111

B to3m cnyqaﬁ Tp}I6Ba Jla Ca U3NBJIHEHU CIICIHUTE YCJIOBHUA:

— U3BbpuiBa ce olEHKAa Ha SKCHO3UIMATA, KOSATO 00XBalla IbpPBUYHA
U BTOPUYHA €KCHO3HUIIMS MPU PEaTCTHYHO HAW-JIOUINS CLeHapuil 3a
BCHYKM BHJOBE Yyrotpeba Ha OHONMAA, CBHABPXKAIL AKTHBHO
BEIL[ECTBO, 32 KOETO € MOMAaJCHO 3asiBICHHE 3a OJ00psBaHE, WIN
Ha OWoIM/Ia, 32 KOWTO ce MCKa pa3pelieHHe.

— AKO Ha TO-KbCEH e€rall OT Ipoleca 10 IIPEeJOCTaBSHE Ha
paspemieHne 3a TpPOAyKTa ObAe BHECEH HOB CIEHapuil 3a
€KCIIO3UINS, C€ NPENOCTaBAT JMONBIHUTEIHM MaHHM, 3a Ja cCe
IPEleHN Jajdd OCHOBAHUSATA 3a aJalTHpaHe Ha IAaHHHUTE ca BCE
olle BaJMJHU.

— Ilpuyunute, mnopagud KOUTO pe3ylATaTUTe OT OLEHKaTa Ha
€KCTIO3UIUATa [aBaT OCHOBAHHUS 3a OCBOOOXKIAaBaHE OT W3HCK-
BaHMATA 3a MPEJOCTaBIHE Ha JaHHU, C€ U3JIaraT 1o sCeH H
[Ipo3paueH HaduH.

BLHpCKI/I TOBa U3IMUTBAHCTO CC€ MPOBEKJA 3aAbJDKUTCIIHO 3a HEIPAroBu
C(bCKTI/I. CJ'ICIIOBaTCJIHO OnpeneIcCHN OCHOBHU NaHHU BHUHArW Ca 3aAbll-
JKUTCJIHU, HAIIpUMEP HU3MUTBAHE 32 'C€HOTOKCHUYHOCT.

Ako ¢ yMmecTHO, AreHmmsTa, B ChTpyaHHYecTBO ¢ Kowmucwmsra,
IBPKABUTE-WICHKH M 3aWHTEPECOBAHUTE CTPAHH, CHCTABSI H MPEIOCTABSI
JOMBIHATEIHA HACOKH OTHOCHO KPUTCPHHTE, YCTaHOBCHH CBHIJIACHO
uner 6, maparpad 4 u wien 21, maparpad 3.

Ipu Bcuuku ciyyan cinensa aa ObJe NmpejacTaBeHa aJilekBaTHa 000CHOBKA
u pokyMmeHTtauus. OOOCHOBKaTa ce apryMeHTHpa C OIleHKa Ha
CKCIIO3ULHUATA B CHOTBETCTBHC C NPUIOKHUMUTE TEXHUYCCKH yKA3aHHUS,
aKo MMa TaKHBa.
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IIPUJIOJKEHUE 'V

THUIOBE BUHOLIMIN U TAXHOTO OIIMCAHHUE CBbBIJIACHO
MNOCOYEHOTO B YJIEH 2, IIAPATPA® 1

I'JIABHA T'PYIIA 1: [e3undexkTantu

Te3u NposyKTOBH TUIIOBE U3KIIIOUBAT MPOAYKTH 3a IOYHUCTBAHE, 32 KOMTO HE €
MpeIBHACHO Ja UMAT OHOLHUIEeH e(eKT, BKIIIOUMTETHO TEUHOCTH 33 MOUYHCTBaHE,
MyApU U MOJOOHH MPOIYKTH.

IIponykroB tum 1: Xwurnena Ha 4oBeka

IIponyxrure B Tasu rpyna ca OHOLMIM, KOUTO C€ YHNOTpeOsBAT 3a LIEJIUTE HA
XWTMeHaTa Ha YOBEKa W Ce MpWiaraT BbPXY WJIM B KOHTAKT C YOBEIIKATa KOXa
WM CKaJll C IbPBUYHA LIeJ Je3MH(EKIUpaHe Ha KOXKaTa WM CKalla.

ITponyxroB Tun 2: Jle3nH(EKTaHTH U aITHIMAN, KOUTO HE ca MpeAHAa3HAuYCHH 3a
npsika yrnorpeba BbpXy Xopa MM )KUBOTHH

IIpoayKTH, W3MON3BaHM 3a JE3MH(EKUMs Ha [OBBPXHOCTH, MaTepHaiH,
obopyaBaHe U MeOeir, KOUTO HE BIM3aT B MPSK KOHTAKT C XpaHa Wi (ypaxu.

Ob6nacture Ha ynorpeba ca, Hapen C JIpyroro, IUTyBHH OaceiiHH, aKBapHUyMH,
0aHM W JApyrd BOAHH IUIONIM; KIMMAaTHYHHM CHCTEMH; KaKTO M CTEHH U IIOJIOBE
B YaCTHH, OOIIECTBEHH W IPOMUIICHH 30HH U B APYTH 30HH 3a IPO(ecHOHATHA
JIEHHOCT.

IIponykTi, u3mon3Banu 3a ae3uH(EKIMA HA BB3IyX, BOAA, KOATO HE € MPeaHa3-
HaueHa 3a ymotpeba OT XOpa WM JKHBOTHH, XUMUYECKH TOAICTHH, OTHAIHH
BOJHM, OOJHUYHU OTMAIBIH W [OYBA.

IMpoxykTH, M3MON3BaHM KAaTO AITMUMAM 3a TpPEeTHpaHe Ha IUTyBHM OaceiiHu,
aKBapUYMM M JAPYrd BOAHM IUIOIIM, KAKTO M 32 BB3CTAaHOBUTENHA 00padoTka
Ha CTPOMTEIHH MaTepHallu.

[IpoaykTH, KOUTO Ce BiaraT B TEKCTHJ, ThKaHH, MAacKd, OOM W APYTH H3ICIHS
WM MaTepHald 3a MPOHM3BOJACTBO HA TPETHPaHH H3JIENUs C Ae3WH(EKIUpali
CBOMCTBA.

ITponyxroB Tun 3: BerepuHapHa Xuruena

HpOHyKTI/I, M3IIOJI3BAHU 3a HEJIWMTE Ha BETCPpHUHAPHATA XWUT'M€HA, KAaTO I[CSI/IH(bCK—
TaHTH, [[eSI/IH(i)eKTI/IpaHII/I CallyHH!, NPOAYKTH 3a XUI'M€HA HAa yCTHAaTa KyXHWHa WU
TSJI0TO, WA C aHTI/IMI/IKpO6HO HeﬁCTBHe.

IMpomykty, wu3moN3BaHu 3a Je3uH(EKuus Ha Marepuaad M HOBBPXHOCTH,
CBBbP3aHU C HACTAaHABAaHE WM IIPEBO3 Ha XXMBOTHH.

IMponykroB Tn 4: O6nact Ha ynorpeda, cBbp3aHa ¢ XpaHu U (ypaxu

[MponykTH, M3M0N3BaHK 3a Je3MH(EKIUs Ha 000pyaBaHE, KOHTEHHEPHU, PHOOPH
W CHIOBE 3a XpaHEHe, MOBBPXHOCTH WM TPHOOMPOBOAM, CBBP3aHH C
MPOM3BOZCTBOTO, TPAHCIIOPTA, CHXPAHCHHETO WM KOHCYMAIMsTa HAa XPaHH N
¢bypaxu (BKIIOYMTEITHO MHTEWHA BOJAA) 32 XOpa M JKHBOTHH.

HpOZ[yKTI/I, HU3II0JI3BAHU 3a UMIIPETHUPAHE HAa MaTCpUaid, KOUTO MOrar Ja Bjsi3aT
B KOHTAKT C XpaHHU.

[IpoxykroB Tum 5: IluteitHa Boma

ITpoxykTH, U3MOI3BaHM 3a AE3MH(EKIMS Ha MUTEHHA BOJA 3a XOpa M XKMBOTHHU.

I'TABHA T'PYIIA 2: KoncepBaHTH

OcBeH aKo He € IOCOYEHO JpPYyro, Te3W IMPOJYKTOBM THUIIOBE BKIIOYBAT CaMO
HPOAYKTH 3a MPEJOTBPATIBaHE Ha MUKPOOHOJIOTHYHO MM alrajHO Pa3BUTHE.

HpOZ[yKTOB THI 6: KOHCCpBaHTI/I 3a INPOAYKTH IIO0O BpEME Ha CbXpaHCHUEC

IIpomyxTi, n3non3BaHu 3a 3ama3BaHe HA MPOM3BEICHU IMPOIYKTH, Pa3IWYHU OT
XpaHU 3a XOpa U )KUBOTHM, KOSMETHYHHU WM MEIULUHCKU MPOAYKTH WIH MEAU-
OUHCKU W3MENHs, 9pe3 KOHTPOI Ha MUKPOOHOIIOTHYHNTE U3MEHEHHS, C IeJ Jla Ce
TapaHTHpa CPOKBT UM Ha TOIHOCT.
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HpOL[yKTI/I, M3II0JI3BAHU KAaTO KOHCEPBAHTU 3a CBHXpPAHCHUEC HIN yHOTpC6a Ha
POACHTULMAHYN, UHCEKTULIMIHU WA APYTrd IPpHUMaMKH.

ITpoaykroB tun 7: KoHcepBaHTH 3a MOKPUTHUS

HpOL[yKTI/I, HU3II0JI3BAHU 3a 3alla3BaHC Ha ITOKPUTHUS WU 00OBHUBKH 4gpe3 KOHTPOJI
Ha MI/IKpOGI/IOJ'IOFI/I'-IHI/ITe HU3MEHCHHUS WIH aJIraJIHOTO pa3dBUTUE C LEJ 3aluTa Ha
IIbPBOHAYAJITHUTE Ka4ueCTBa Ha IIOBBPXHOCTTAa Ha MaTepUall HIIA 00CKTH KaTo
601/1, IU1acTMacH, YIUITbTHABAIM MaTepualiy, JICIIWIIa 3a CTCHH, CBbpP3Ballll MaTe-
puaiiyi, XapTus, IIpOU3BEACHUSA HAa U3KYCTBOTO.

IIponykroB tum 8: KoHcepBaHTH 32 IBPBO

HpOZ[yKTI/I, HU3I0JI3BAaHU 3a Ipearia3BaHe Ha AbPBO — CJIEA U 110 BpEME Ha €ralla
Ha OTCHYaHC H 06pa60TI<a — WJIA Ha NOPOAYKTU OT ABPBO, 4UpE€3 KOHTPOJ Ha
paspyuiaBauiy Ui z(e(bopMHpamn ABPBOTO OPraHU3MHU, BKIHOYHUTCIIHO HACEKOMMU.

Tozu TIPOAYKTOB THII BKJIIOYUBA IPEANIa3HU U JIe4cOHN IIPOAYKTH.

IMponykroB Tun 9: KoHcepBaHTH 3a BIaKHA, KOXa, F'yMa M IIOJMMEPHU3HPAHU
Marepuanm

HpOZ[yKTPI, HU3II0JI3BAaHU 3a 3alllUTa Ha TbKaHW WJIHW NOJUMEpU3UPAHU MaTepUalu,
KaToO KOXKa, ryma HWIM XapTusi WIHM TEKCTUJIIHU HNPOAYKTH, 4Ype3 KOHTPOJI Ha
MI/IKpOGI/IOJIOFI/I‘IHI/ITe HU3MCHCHHUS.

To3u NMpOAYKTOB THI BKIOYBA OMOLMAM, KOMTO BB3IPEISTCTBAT PAa3BUTHETO Ha
MHKpPOOPTraHU3MHUTE BbPXY MOBBPXHOCTTa HA MaTE€PUHUTE U CIEJOBATEIHO Mpeyar
Ha WIM IpefoTBpaTsBaT 0oOpa3yBaHETO Ha MMPU3MU W/WIM Ipeiarat Apyrd
BUJIOBE TIPEAMMCTBA.

IIponyxroB tun 10: KoHcepBaHTH 3a CTPOMTENHH MaTepHalld

IIpoaykTH, W3MON3BaHM 3a NpEANa3sBaHE HA 3WIAPHSA, KOMIIO3HTHH MaTepHAIN
WIA JAPYTH CTPOMTEIHM MaTepHand, Pa3dudHd OT JBPBO, 4Ype3 KOHTPOJI Ha
MHUKPOOHOJIOTUYHUTE U aJITaJHUTE W3MEHEHHMS.

IMponykroB Tun 11: KoHcepBaHTM 3a CHCTEMHM 3a TEYHO OXJaXIaHE U
npepadoTka

IlpogykTn, wn3MON3BaHM 3a MpeANa3BaHE Ha BOAA WIM JAPYTd TEYHOCTH,
W3MOI3BAaHM B CHCTEMH 3a H3CTyJSBaHE M TPEYUCTBAHE, 4Ype3 KOHTPOI Ha
BPEIHNUTE OPTaHM3MHU KaTO MHKPOOW, BOJOPACIN M MHIH.

B To3M npomyKTOB THII HE CE€ BKJIIOYBAT MPOJIYKTH, M3IIOJI3BaHHU 3a JAe3UH(EKIHs
Ha MUTEWHa BOJA WIIM Ha BOJA 3a IUTYBHH OaceiHH.

IIponykroB Tum 12: AHTHIUIECEHHH MPOIYKTH

IIpoaykTH, U3MOI3BaHH 3a MPEIOTBPATABAHE MIIM KOHTPOJ Ha pacTeka Ha IJIECEH
BBPXY MarepHaiy, 00OpyABaHE U CHOPBHIKEHHS, M3MOI3BAHU B HPOMMILICHUTE
MPOLIECH, HANIPUMEP BBPXY ABPBO M XapTHEHa Kallla, MOpecTa IsAChYHA cpeja B
METPOJIHATA MPOMUIIICHOCT.

IponyxroB tun 13: KoHcepBaHTH 3a TEUHOCTH 3a 00pabOTKa MM ps3aHe Ha
Marepuau

IlpomykT 3a KOHTPOX HAa MHKPOOHOJIOTMYHHTE M3MEHEHHA B TEYHOCTH,

M3II0JI3BAHH 32 00pabOTKa MM PA3aHE HA METald, CTBKIO WIH APYTH MaTepHaIIH.

I'TABHA T'PYIIA 3: KouTtpoJs Ha BpeauTe/u

IponykroB tun 14: Ponentunnan

IpoxyxTH, n3mon3BaHHu 3a 60pbOa ¢ MHINKH, IUTBXOBE WIIH JIPYTH TPU3add Upe3

CPEACTBA, PA3IUYHU OT OTOIBCKBAHE MU NPHUBIHYAHE.

IpoxykroB Tum 15: ABunman

IMpogyktn, w3mom3BaHM 3a Oopda ¢ NTHIM UYpe3 CPEACTBA, PA3IUIHU OT
OTOCKBAHE WIIM TPUBIMYAHE.



2012R0528 — BG — 23.09.2013 — 001.001 — 154

IMponykroB Tmn 16: Momockonman, mnpemapaté 3a Oopba ¢ mapasuté u
HOpoayKTH 3a 6opba ¢ apyru 6e3rpbOHauHH

[ponykry, n3mon3Banu 3a O6opba C MOIOCKH, 4YepBeH M Oe3rphOHAYHH, HEBK-
JIIOYEHH B JIPYTH MPOJYKTOBU THIIOBE, Upe3 CPEJCTBA, PA3IMYHU OT OTOIBCKBAHE
WIH TIPUBIHYAHE.

IponykroB tun 17: Iucunmmom

Ilponyktn, wusnmon3Banu 3a Oopba Cc pubu dYpe3 CpeiAcTBa, pa3IUYHH OT
OTOIbCKBAHE WM TPUBIHYAHE.

[IpoxykToB Tun 18: MHCEeKTHMIMIN, aKapULUAM W TPOLYKTH 3a KOHTPOJI Ha
JIPYTd aHTPOIOAH

IMpomykry, wu3non3BaHu 3a Oopba C UIEHECTOHOTH (HAIpHMEpP HACEKOMHU,
naskooOpa3sHUu M paKooOpa3HM) 4pe3 CPEACTBA, PA3IUYHU OT OTOIBCKBAHE MIIU
MIPUBIMYAHE.

IIponykroB tum 19: ATpakTaHTH U pemeIeHTH

TIponyktn, u3mon3Banu 3a Oopba C BpemHH OpraHu3Mu (Oe3rpbOHAYHHM KaTo
ObJIXH, TpBOHAUYHM KaTO NOTULM, PUOM, TpH3auu) upe3 OTOIBCKBAHE WIIH
MPUBJIMYAHE, BKIIOYUTENHO IPOLYKTH, KOMTO C€ H3IO0JI3BAaT 3a XHMI'MEHa Ha
YOBEKAa WM 3a BCTCPUHAPHA XWTWEHA IIPSKO BBPXY KOXKAaTa Ha 4YOBEKA MU
JKMBOTHHUTE, WJIM KOCBEHO B OKOJIHATa Cpeja.

[poxykroB Tum 20: KoHTpon Ha Apyru rppOHAYHH

Ilponyktn, wusnom3BaHu 3a Oopba ¢ TpbOHAYHHM, HEBKJIIOYCHH B JpPYrH
NPOAYKTOBH THIIOBE OT Ta3d [JIaBHA TIpyla, 4Ype3 CPEeACTBA, Pa3iHYHH OT
0T6J'l”bCKBaHe WJIA NPUBJINYAHE.

TJIABHA T'PYIIA 4: [Ipyru Guoumau
IMponyxroB Tun 21: IlpomyKTH NpOTHB 3aMbpcsBaHe

HpOIIyKTI/I, M3MI0JI3BAaHU 3a KOHTPOJI Ha pacTeka U YCTaHOBABAHETO Ha MI/IKpO6I/I u
BHUCHIN (bOpMI/I Ha paCTUTCIIHU UJIM )KUBOTHHCKHU BUJIOBE BBHPXY IJIaBATCIIHU CHIOBE,
O60pyl[BaHC 3a aKBaKYJITYpH WK APYTU CTPYKTYpPH, U3II0JI3BAaHU BBB BOJA.

[IpoxykToB Tun 22: bancamupaiiu u mnpenapupamny TeYHOCTH

HpOZ[yKTI/I, H3II0JI3BaHU 3a Z[eSHH(l)CKI_II/IH U CbXpaHEHUE Ha YOBCHIKU U KHUBO-
TUHCKU TPYNIOBE WJIM 4YaCTH OT TAX.
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IIPUJIOJKEHUE VI

OBLIY ITPHHIIUIIN 3A OLIEHKA HA JOCHETA 3A BHOLIUJIU
CBIBPKAHUE

TepMUHU U ONpeeIeH s

Boeenenue

Or1eHka

— OOy npuHIUNN

—  Bw3peiicTBue BbPXY 3[paBeTO Ha XOpaTa M JKHBOTHUTE
—  Bw3peiicTBue BbpXy OKOJIHATa cpena

—  EdexTn BBpXy LENEBHTE OpraHu3MH

—  Edukacnocr

—  O600reHne

3akiroueHUs

—  O06mu npuHIUIU

—  Bw3peiicTBue BbpXy 31paBeTO Ha XOpaTa M JKMBOTHUTE
—  Bwm3peiicTBue BbpXy OKOJHATA cpela

—  Edekrn BbpXy LEJIEBUTE OPraHU3MU

—  Edukacnocr

—  O06o01ieHne

IsmocTHO 0000IICHHE HAa 3aKITIOYECHUSITA

TEPMUWHU U OIPEJEJEHUA

CpoTBETCTBHE C KpuTepuute no wied 19, maparpad 1, 6yksa 0)

IMonpaznenure ,,Bb3aeiicTBue BbPXY 3[paBeTO Ha XOpaTa M XKUBOTHHUTE™, ,,.Bb3-
JelicTBHe BbPXY OKOJHATa cpena“, ,,.Bb3aeiicTBue BbpXy LeEBUTE OPraHU3MH™ U
»EdukacHocT”, BKIIOUCHM B paszzpenure ,,OneHka™“ ¥ ,,3aKIIOYCHUS, CBOT-
BETCTBAaT Ha 4YeTUpUTEe KpuTepus no wieH 19, maparpad 1, OykBa 6), kakTo
crensa:

,,E(ukacHOCT* chOTBETCTBA HAa KPHUTEPHH 1): ,,6 TOCTATHYHO €(PEeKTHBEH".

,,BB3IeiiCTBHIE BbPXY LEICBUTE OPraHM3MHU ® ChOTBETCTBA Ha KPUTEPHIi ii): ,,HsIMa
HETIPUEMIIHBO BB3JCHCTBHE BBHPXY ILIEJICBUTE OPTaHU3MH, MO-CIICHUATHO HEHpH-
eMJIMBA PE3MCTEHTHOCT WJIM KPBCTOCAaHA PE3UCTEHTHOCT, WJIH HEHYXXHO
CTpajgaHue Win OOJNKa MpU rPhOHAYHUTE KUBOTHH .

,.Bb3eiicTBue BBPXY 3[paBeTO Ha Xopara U >KMBOTHUTE CBOTBETCTBA Ha
KpUTepHi 1ii): ,,HsIMa He3a0aBHO MM 3a0aBEHO HENPHEMIIMBO BB3ZAEHCTBUE caM
no cebe cu MIM B PE3yNTaT Ha OCTATBYHUTE BEIUECTBA BBPXY 3/]paBETO Ha
Xopara, BKJIIOYMTEIHO BbPXY 3/paBeTo Ha ysi3Bumure rpynd (1), mim Bbpxy
3paBeTO Ha >KUBOTHUTE NPSKO WIM 4pe3 NMUTeHHaTa BOJa, XpaHaTa, (ypaxure,
Bb3/JlyXa WIN 4pe3 APYr BHJ HENpPSKO Bb3/EHCTBHE.

,,BB3IIeliCTBIE BBPXY OKOJIHATA Cpela’ ChOTBETCTBA Ha KPUTEPHU 1V): ,,HsIMa
HENPUEeMIIMBO BB3/ICHCTBHE caM MO cebe CH, WM B PE3yNTaT Ha OCTAThYHUTE
BEILIECTBA, BHPXY OKOJHATa Ccpela, KaTo ce oOpblia OcoOCHO BHHMaHHE Ha
crneqHuTe (GaKTOpH:

— JKHU3HEH LUKBI U PasnpoCTpaHECHUE B OKOJIHATA Cpela,

— 3apa3sBaH€ Ha INOBBbPXHOCTHUTEC BOAU (BKJ'IIO‘H/ITCJ'IHO B yCTusATa U MOpCTO),
MOJIMTOYBEHUTE BOAW U MUTEHHATA BOJa, Bb3yXa U IIO4YBaTa, KaTO CE€ B3eMar
oA BHUMaHHUE MECTa, OTJAJICUCHU OT MSCTOTO Ha yHOTpCGa, CJICZ IIpeHacsHe
B OKOJIHaTa cpeaa Ha rojisiMo pa3CTOsIHUEC,

(') Bk. ompezeneHueTo 3a ,,yS3BUMU TPYNU* B 4ieH 3.
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— BJIMIHUE BBPXY HCEUECICBUTC OPraHU3MU;

3

— BJIMSHUE BBPXY OMOJOTMYHOTO pasHooOpasue M ekocucremara.

Texuuuecku omnpeneneHus
a) VpeHtnduipane Ha OIMacHOCTUTE

Wnentuduunpane Ha BPEIHUTE BB3ICHCTBUS, KOUTO MOTaT Ja MPUYUHST
MIPUCHIINTE CBOWCTBA Ha JajieH OMOIMI.

6) OreHKka Ha CHOTHOIICHUETO J103a (KOHIIEHTpAaLus) — peaknus (Bb3IeHCTBHE)

OrieHka Ha Bph3KaTa MEXIY /103aTa WM HABOTO HA €KCIO3UIMS Ha aKTHBHO
BEIIECTBO WM HA PHCKOBO BEIIECTBO B OMOLKA M YECTOTAaTa M CHaTa Ha
BB3IEHCTBUETO.

B) OlleHKa HA EKCHO3HIUATA

OmnpesieNSIHETO HA €MHCHUTE, IIbTHINATA M CTENEHWTE Ha JBHXKEHHE Ha
AKTHBHO BELIECTBO MJIM HAa PHCKOBO BEIIECTBO B OHOLKI W HEroBara TpaH-
chopmalus WM pasTpakaaHe ¢ el Ja Ce ONpeNeid KOHLEHTpaIusTa/
JIO3UTE, HA KOATO XOpara, KMBOTHUTE WM OKOJIHATA Cpela Ca WIM MOraT
a ObIAT W3JI0KEHH.

r) XapakTepusupaHe Ha pucKa

OmeHka Ha YecToTaTa M CHjaTa Ha BPEIHHUTE BB3ACHCTBUSA, KOUTO € BEPOATHO
Ja BB3HMKHAT HPH XOpaTa, MPH XUBOTHUTE M B OKOJHATa Cpeja IMOpaiu
JIeliCTBUTENTHA WIIM TPEBIKIaHa €KCIO3MLUS Ha KaKBOTO M Jia € aKTHBHO
BEIIECTBO MM PUCKOBO BEIECTBO B jAajeH Ononun. ToBa MoKe 1a BKIIOYBA
,,OLICHKa Ha PUCKa“, T.e. KOJMYECTBEHO M3MEPBAHE HA Ta3U BEPOSTHOCT.

n) OxomnHa cpena

Bopa, BKIIOUUTENHO CEMMEHTH, Bb3yX, I104Ba, MBU BHJOBE OT (uiopara u
(daynarta u TAXHaTa B3aMMOBPbB3Ka, KAKTO M CBEHTyaJHa BPB3Ka C JKMBUTE
OpraHU3MHU.

BBBEJIEHME

1. B HacToswIOTO NpUIOKEHHE Ce 3ahaBaT OOLIMTE NMPHHIMIM 33 OLIEHKA Ha
Jocuerarta 3a OWOLMAM, MocoveHH B wieH 19, maparpad 1, OGyksa 0).
Pemenusita Ha nObpxkaBuTe-wieHKH M Ha Komucusrta 3a u3gaBaHe Ha
paspeleHue 3a OMOLMJA Ce B3eMaT Bb3 OCHOBA Ha 3aJajeHUTe B wieH 19
yCIIOBHUSI, KaTO c€ B3eMa MpeIBHJ OLEHKaTa, H3BbPIIEHa CbhOOPa3HO
HACTOSIIOTO npuiioxkeHue. [1oApoOHN TEeXHMYECKH HACOKHU 3a MPUIIaraHeTo
Ha HaCTOSIIOTO NMPHJIOKEHHE ca IMyOJIMKyBaHU Ha yeOcaiiTa Ha AreHuusra.

2. Ilpunnumnure, 3al0)KeHH B HACTOALIOTO TNPWIOKEHHE, MOTaT Ja ce
mpujiaraT B CBOSTA IBUIOCT 3a OICHKATa HA OWOLWAW, CHCTABEHH OT
XUMHYHH BeIIeCTBA. 3a OWOUMAM, CHIBPKAIIA MHKPOOPTaHW3MH,
HACTOSAIINTE NPHUHIMIK CleaBa Ja OBAAaT [IOPa3BUTH B TEXHUYECKH
HACOKH, KaTo C€ B3eMa IPEABUA MPHIOOUTHAT MPAKTHYCCKH OINUT, KAaToO
Te chnegBa Ja ObAaT MpWIaraHd MpH OTYUTAHE HA €CTECTBOTO Ha
MpoAyKTa W Ha Hai-akTyanHata HaydyHa uH(opmaims. 3a Ououwnaw,
ChABPXKAILM HAHOMAaTEepHAIM, 3aJaZCHUTE B HACTOSIIOTO MPUIIOKECHUE
OPUHLUIN CHIIO TPsOBa Ja ce ajanTHUpaT U JIOPAa3BHBAT B TEXHUYECKH
HACOKH, 3a Ja ce B3eMe MNpeIBUJ Hail-akTyajaHaTa Hay4Ha HH(pOpMALUS.

3. C muen rapaHTHpaHe Ha BHCOKO M XapMOHH3MPAaHO HHBO Ha 3allUTa Ha
3[paBeTO Ha XOpara W JKHBOTHHTE W Ha OKOJNHATa Cpeia, Ce HIACHTH-
¢dunmpar BCSAKAaKBH DHCKOBE, BB3HMKBAIM OT yHoTpeOaTa Ha JaneH
Guonmz. 3a Ta3W el Ce M3BBPIIBA OLCHKA HAa PUCKA, KOSATO Ja OMpPEenein
JIali ca TIPUEMIIMBH I HEPHEMITUBH HICHTHGUIMPAHUTE PUCKOBe. ToBa
ce MpaBH, KAaToO CE W3BBPIIBA OLCHKA Ha PUCKOBETE, CBBP3AaHM C OTACTHHTE
KOMITOHEHTH Ha OWOLN[Ia, NMPH OTYHTaHE Ha KyMyJaTHBHHTE W CHHEp-
THYHATE e(DEKTH.
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10.

11.

12.

BuHaru ce m3mWCKBa OIlEHKa HAa pPUCKa OT aKTHBHOTO(MTE) BeHIECTBO(a),
npuckcTBamo(u) B Omonnma. Ta3w OIeHKa Ha pHCKAa Hajara MACHTH(U-
LUpaHe Ha OMACHOCTUTE U, IPU HEOOXOAUMOCT, OLICHKA Ha ChOTHOLICHHETO
7032 (KOHIIEHTpaLKs) — peakuus (Bb3JeHCTBHE), OLEHKA HA SKCIIO3ULUITA
U XapakTepuszupaHe Ha pucka. Koraro He MoOxke &a ce HampaBH KOJH-
YeCTBeHA OIICHKA Ha PHCKA, CE MPABU KauyeCTBEHA OLCHKA.

JIOUBJIHUTEIHU OLICHKH Ha pHCKAa CE M3BBPIIBAT IO OMMCAHUS MHO-TrOpe
HaYMH 32 KOETO M Ja € JPYro pHCKOBO BEIIECTBO, INPHCHCTBAIIO B
6uonnna. B 3aBucuMocT OT ciywas ce B3eMa IpenBupa HHQopMmarusra,
npenocraBeHa B pamkute Ha Permament (EO) Ne 1907/2006.

3a a ce M3BBPIIM OLIEHKA HA PUCKA, ca HEOOXOAMMHU ONpPEICICHU JaHHU.
Te3u nanHm ca moapoOHO onmcanu B npmioxeHus II m III u orumrar
¢daxkTta, bye uMa TOMSIMO pa3HOOOpashe OT MPHIOKEHHS M PasTUYHH
MPOAYKTOBH THIIOBE M uYe€ TOBAa OKa3Ba BB3/CHCTBHE BBPXY CBBP3aHHUTE
puckoBe. M3HCKBaHWTE MaHHH Ca MHHHMAQJIHO HEOOXOAMMHTE 3a
U3BBPIIBAHE Ha IMOJXOJsIIAa OlEeHKa Ha pucka. OICHSABALIMAT OpraH
HaJJISKHO B3eMa MpEIBHJ HM3HCKBaHMATA Ha wieHoBe 6, 21 u 62 c men
na ce usberHe nyOJjupaHe Ha TpelaBaHWTe NaHHH. JlaHHWUTE Morar jga ce
U3KCKBAT CHIO M 38 PUCKOBO BEIIECTBO, PUCHCTBAIIO B AajeH Ouonma. 3a
MPOW3BEIEHH in Situ aKTHBHHU BEIIECTBA OLCHKATA HA PUCKA BKJIIOYBA H
€BEHTYaJIHUTE PUCKOBE OT MpeKypcopa(ure).

Pesynrature OT M3BBPUICHUTE OLIEHKHA HAa PUCKA OT aKTHBHO BEIIECTBO WU
OT PHCKOBHU BEILECTBA, MPUCHCTBAIIM B OMOIMIA, C€ HHTETPUPAT, 3a Ja Ce
M3BBPIIH IUIOCTHA OLCHKA HAa CaMHs OHOLM.

HpI/I U3BBPIIBAHE HAa OLUCHKH Ha JaJCH 6PIOI_[I/IL[ OLCHABAIUAT OpraH:

a) B3eMa MpEeABUA Jpyra MOAXO/sIa TEXHWYECKa WM HaydyHa HHQOp-
Mauusi, KOSATO TpH OOWYaiiHM YCIOBHS € Ha pPasloJOXKEHHE II0
OTHOIIICHHE Ha CBOMCTBaTa Ha OMOIMAA, HETOBUTE KOMIIOHEHTH, MeTa-
OOJINTH WJIM OCTaThYHU BEILECTBA;

0) oleHsBa, MPU HEOOXOJMMOCT, OCHOBAHUSITA, IPEACTABEHN OT 3asBHTEIIS,
3a HEMoJaBaHe Ha ONpeeNICHH aHHH.

B pesynrar or mpuiaraHeTo Ha Te3W OOIIM NPUHIUIN B KOMOWHAIMSA C
OCTaHAJINTE YCJIOBHS, ONPENCICHNA B WieH 19, KOMIICTEHTHUTE OPraHU WIIH
Komucusara pemraBat mamm na Oblae paspemieH naneH Ouomua. Takosa
pa3spemaBaHe MOXe Ja BKJIIOYBA OTPAaHMYCHUS HA yrnorpebara WM JpyrH
ycnoBus. B Hsikon cilydan KOMIIETCHTHHTE OpPraHM MOTaT Jia 3aKJrodar, ue
ca HeoOXOJMMU TOBeUYe NaHHU, MPEOH Ja Ce B3eMe pEIlIcHHE 3a HW3JaBaHe
Ha pa3pelieHue.

B cinyyan Ha OMOLMIH, CHAbPIKAILY aKTHBHH BELIECTBA, KOUTO OTIOBApST
Ha KPUTEPHUUTE 32 W3KIIOYBAHE MO0 WieH 5, maparpad 1, KOMIETEHTHHTE
oprann win Kommucusara OILEHSBAaT ChIIO Taka JaJd Morar jga ObaaT
M3IBJIHEHH YCJIOBHATAa IO WieH 5, maparpad 2.

ITo Bpeme Ha mpolieca Ha OLEHKA 3asBUTENIUTE U OLICHSBALIMTE OPraHU CH
CHTPYAHHUYAT C Lie] ObP30 pelaBaHe Ha BCIKAKBHM BBIIPOCH OTHOCHO H3HCK-
BaHMATA 3a NMPEAOCTAaBAHEC Ha aHHHU, I/II[eHTI/I(l)I/ILU/IpaHe Ha paHEH €Tall Ha
BCSIKAKBY M3MCKBAHHU IONBIHUTEIHN M3CIEABAHUS, NPOMSHA Ha BCSKAKBH
MPeAJIOKEHH YCIIOBUS 3a ynoTpeba Ha Ououuma wid MoauduIupaHe Ha
€CTEeCTBOTO HJIM ChCTaBa My C LieJl FapaHTHpaHEe Ha IBJIHO CHa3BaHE Ha
M3UCKBAaHMATA 1O 4YieH 19 M 1Mo HACTOSINOTO MpHIIOKEHHE. AIMUHHCTpa-
THBHATa TeKeCT, 0codeno 3a MCII, e MuHUMaIHO HeoOXoauMaTa, 0e3 Ja ce
3acsira HMBOTO Ha 3allWTa, MNpPEJ0CTaBeHAa Ha XOpaTa, >XMBOTHHUTE |
OKOJIHATa Ccpela.

PemenusiTa, B3eTH OT OIEHsBAIIMS OpPraH IO BPeMe Ha Mpoleca Ha OICHKaA,
TpsiOBa Ja ca OCHOBAHU HA HAYYHH MPUHIUIIN, 32 MPEANOYUTAHE MMPU3HATH
Ha MEXIyHapOJHO PAaBHUINIE, U Ha €KCIIEPTHU CTAHOBHIIA.
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OLIEHKA

OO0y NpUHIUNN

13.

15.

16.

17.

18.

19.

20.

21.

JlanHuTe, NpeJOCTaBeHH B IOJKpeNa Ha 3asBICHUETO 3a pa3pellieHHe Ha
OuOLM, Ce BaIMIMPAT OT OLEHSBAIMSA WIKH IPHEMAIHs KOMICTCHTEH
opraH ChbIVIACHO CHOTBETHUTE WICHOBE Ha peryiamenta. Ciiej BaluaupaHe
HAa TE3W JAQHHM KOMIICTEHTHHTE OPraHW TM M3IOJ3BAT 332 U3BBPIIBAHEC HA
OLICHKAa Ha pHCKa, OCHOBAaHA Ha IpelyIokeHaTa yrnorpeda. B 3aBucumoct ot
ciydasi ce B3eMa NpeABHI HH(OpMALMsATA, MMPEJOCTaBeHa B PAMKUTE Ha
Pernament (EO) Ne 1907/2006.

IIpn BcMYKM cilyyam ce U3BBpIIBA OLIEHKA HAa pPHCKA OT AaKTHBHOTO
BELIECTBO, NPUCHCTBAIIO B OMomuaa. AKO OCBeH TOBa B OHoIMAa HMMa
PHMCKOBH BEILECTBA, TO OLEHKA HAa PUCKA CE M3BBPIUBA 32 BCAKO OT TAX.
Onenkata Ha pHCKa IMOKpUBa IpeJJIoKeHaTa HOpPMajlHa ymoTpeba Ha
OuolMIa 3aeHO C PEANUCTHYEH HAH-JIOII CLIEHAapWi, BKIIOYBALI BCHUKH
HPHIOKUMH MPOOJIEMH MO TIPOU3BOACTBOTO U 00Oe3BpeskaaHeTo. OleHkaTa
CBIIO TaKa OTYMTA KaK ,,TPETUPAHUTE U3/CIHA", KOUTO ca OMIIM TPETUPAHH
C NpOAYKTa WM TO ChIABPXKAT, MOraT ja ObJaT HM3IOJI3BAaHU WIH 00€3-
BpeXJaHU. AKTUBHHUTE BELIECTBA, NPOU3BEXJAHH in situ, U CBBbP3AHHUTE C
TSAX MPEKYPCOPH CHINO CC B3€MaT I10J BHUMaHHUE.

IIpn wu3BBpHIBaHE HAa OLEHKATa C€ OTYMTA U BB3MOXKHOCTTAa 3a KyMy-
JIATHBHU WM cuHepruuHu edektd. B cvrpynnHuuectBo ¢ Komwucusra,
JbP)KABUTE-UWICHKH M 3aMHTEPECOBAHUTE CTPAHM areHUUATa ChCTaBid H
MIPEAOCTaBsl JOMBIHUTEIHN HACOKM OTHOCHO HAyYHHTE OMNpENENCHUS H
METOOJIOTHH 32 OLIEHKAa HAa KyMYJATHBHHUTE U CHHEPIHYHH e(EeKTH.

3a BCSKO aKTHBHO BEIIECTBO U BCSKO PHCKOBO BEIECTBO, MPUCHCTBAIIO B
Ounonmnza, oleHKaTa Ha pHCKa BKJIIOYBA, [0 BH3MOXKHOCT, HICHTH(HUINPAHE
Ha OMACHOCTUTE M YCTAHOBSIBAHE HA MOJXOMSIIHN pe)epeHTHH CTOHHOCTH 3a
KOHIICHTpAIlMs Ha J03aTa Wik Ha Bh3zaelicTBUeTo, karo NOAEL wiu npen-
nonaraema Heneiictama konnentpauus (PNEC). Cnopen ciydast orenkara
BKJIFOYBA M OIIEHKA HA CHOTHOIICHUETO 1032 (KOHIEHTPAIMs) — PEaKius
(BB31EICTBHE), 3a€[IHO C OICHKA HA CKCIIO3WIMATA M XapaKTepu3upaHe Ha
pHCKa.

Pe3yJ'ITaTPITC, TIOJIY4Y€HU OT CPAaBHCHHUC Ha €KCIIO3ULUATA IPU MOAXOAALIUTE
pe(bepeHTHI/I CTOMHOCTH 3a BCSKO OT aKTUBHHUTE BEIIECTBA W PUCKOBUTE
BCIICCTBA, CE€ MHTEIrpUpaT 3a U3BBPIIBAHE Ha LAJIOCTHA OLICHKA Ha pUCKa
oT 6I/IOI_II/II[a. Korato He ca Ha PAa3IoOJIOKCHUE KOJMYCCTBECHU PE3YJITaTH,
PpE3YJITaTUTE OT KAYCCTBCHUTEC OLECHKU CC€ UHTErpupar Io HOI[06CH Ha4YuH.

OreHKaTa Ha PUCKa OIpeess:

a) OMACHOCTH, IBJDKAIM C€ HA (PM3MKOXMMHYHH CBOICTBA;
0) pucka 3a XopaTra U XMBOTHHTE,

B) pHCKa 3a OKOJIHaTa Cpefa;

I) MEpKHTe, HEOOXOIMMH 3a 3alllUTa Ha XOpara, )KUBOTHHTEC M OKOJIHATA
cpena TIpU TpeJIOKeHAa HOpMalHa ymoTpeba Ha OWonuma W
peaNMCTUYCH HaK-JIOUI CIICHAPHH.

B nskou CJIydyan MOXKE Ja C€ 3aKjIo4u, 4e€ ca H606XOI[I/IMI/I IIOBCYC JaHHU
npeayu MU3roTBSIHETO Ha OKOHYATEJIHaTa OLICHKAa Ha pUCKa. Bcuuku TakuBa
JOIBJIHUTCIIHO TMOWCKAaHM JIaHHH Ca HCOGXOI[I/IMI/IHT MUHUMYM 34
3aBbpIIBAHC HA TakaBa OLICHKA Ha pUCKa.

IpenocraBenata wuH(opManus 3a rpyna OHOLMIM IO3BOJIABA Ha
OLEHSBAIIMS OPraH Ja CTUTHE [0 pelleHHe A BCHYKH HPOITYKTH OT
JajieHa rpyna OHOLMAM M3MBIHSABAT KPUTepUMTe Mo wieH 19, maparpad
1, 6yksa 0).

Korato e ymecTHO, 3a BCSIKO aKTHBHO BEIIECTBO, ChABPIKAILO C€ B OHOIMIa
ce YCTaHOBSIBA TEXHHUYECKATa PABHOCTOMHOCT CHPSMO AKTHBHHU BEIECTBA,
KOHMTO B€Ye Ca BKJIFOUYCHH B CIIMCHKA HA OJ0OPEHHWTE aKTHBHU BEIICCTBA.
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BLSHCﬁCTBHC BBPXY 3ApaBETO HA XOopaTa U XUBOTHHUTC

Br3peiicTBue BBpXy 3ApaBeTo Ha XopaTa

22.

23.

24.

25.

26.

217.

28.

OueHkaTa Ha pUCKAa OTYMTA CJIEAHHUTE IOTEHLHAIHU Bb3JCHCTBHS,
MPOU3THYALIM OT U ynorpebara Ha OMOLMIA, U IPYNUTE OT HACEICHHUETO,
U3JI0KEHH Ha HETO.

ITocouenutre mo-rope BB3IACHCTBUS ca pe3ydraT OT CBOicTBaTa Ha
AaKTUBHOTO BELIECTBO M HNPHCHCTBAIMTE PUCKOBU BellecTBa. Te ca
CIICJTHUTE:

— OCTpa TOKCHYHOCT,

— JpasHeHe,

— KOPO3MBHOCT,

— CeHCHOMIU3AIHs,

— TOKCHYHOCT TPH MHOTOKPAaTHO H3JIaraHe,

— MYTareHHOCT,

— KaHI[EPOTeHHOCT,

— PEenpoAyKTHBHA TOKCHYHOCT,

— HEBPOTOKCHYHOCT,

— HUMYHOTOKCHYHOCT,

— HapyleHHe Ha (QYHKIMOHHUPAHETO HA SHAOKPHHHATA CHCTEMa,

— BCJKakBU [Jpyru cCrneuuajaiHu CBOICTBa Ha aKTUBHOTO BEIIECTBO WJIU
PUCKOBOTO BEIIECTBO,

— JpYyro BB3ICHCTBHE, ABDKAIIO ce HAa (QH3UKOXMMUYHH CBOICTBA.
IMocoueHuTe MO-rope TPYIU OT HACEICHHETO Ca:

— mnpodecuoHaIHu MOTpeduTeNHy,

— HenpodeCHOHAIHN TTOTPEOHUTEIH,

— XOpa, WU3JI0KEHU TPSIKO MM HENpsKO 4pe3 OKOJHATa Cpela.

IIpu ananu3a Ha TE3W IPyIU OT HACEIEHHETO CIIe/IBa J1a CE OT/AEIU OCOOCHO
BHHUMaHHE Ha HEOOXOJMMOCTTa OT 3alIWTa HAa YSI3BUMHTE TPYIIH.

I/II[GHTI/I(bI/IHI/IpaHeTO Ha OIMAaCHOCTHUTE CE€ IIpaBU C OIJIE€N Ha CBOMCTBaTa M
TIOTCHIUAITHUTE BPEAHU BB3JICUCTBUSL OT aKTUBHOTO BEIIECTBO M OT BCUYKHU
PHUCKOBU BEHICCTBA, NPUCHCTBAIU B 6I/IOI_II/I[[€L

OrneHsBaIMAT OpraH npmiara Toukn 27—30, Korato U3BBPIIBA OLICHKA Ha
CBHOTHOLICHHETO 1032 (KOHLEHTpanus) — peakuusi (BB3ICHCTBUE) Ha
aKTHBHOTO BELIECTBO W HA PHCKOBH BELIECTBA, NMPUCHCTBAILU B JaJICH
[Q7iznd

3a TOKCHYHOCT NPU MHOTOKPATHO H3JIAaraHe W PenpoayKTUBHA TOKCHYHOCT
ce OILIEeHsBA, 32 BCAKO aKTHBHO BELIECTBO WM PHCKOBO BEIIECTBO, Bpb3KaTa
MEXIy A03aTa U pPEeaKlMATa U, KOrarto € Bb3MOXKHO, MISHTH(PUIHUPAHOTO
NOAEL. Axko He e Bp3MoxHO na ce uaeHtudunupa NOAEL, ce uaenTtu-
¢unmpa Haii-HHCKaTa [103a, NPH KOSITO ce Habiro/aBa HEOJIArompHITEH
epexr (LOAEL). Cnopen ciny4as karo pedepeHTHa CTOWHOCT MOraTt aa
ce M3MOJI3BAT M JIPYrd AECKPHUIITOPH 103a—Bb3ACHCTBHE.

3a ocTpa TOKCHYHOCT, KOPO3HUBHOCT M [pasHEHE OOWKHOBEHO HE ¢
Bp3MokHO na ce ompenenun NOAEL mmu LOAEL BB3 ocHOBa Ha pesyin-
TaTUTE OT U3NUTBAHUATA, U3BBPILICHU B CHOTBETCTBHE C W3MCKBAHHUATA HA
HACTOSIIMS PErIaMeHT. 3a OCTpa TOKCHMYHOCT C€ M3BEeXKJIa CTOWHOCTTa Ha
LDs, (cpemna neramna mo3a) wim LCsy (cpemHa neraqHa KOHIICHTpAIs)
WM JApYr MOAXOJII AECKPUITOP J03a—Bb3JCHCTBHE. 3a OCTaHAIUTE
BB3JEHCTBHS € JOCTaThYHO Ja C€ ONpeNeNH JAIH aKTUBHOTO BEIECTBO
WIM PHCKOBOTO BEIIECTBO HMMAT IIPUCHINO CBOMCTBO [a HPHYMHIBAT
TaKkuBa BB3CHCTBUS 10 BpeMe Ha ymorpeba Ha Ouormma.
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29.

30.

31

32.

33.

34.

3a MYTAar¢HHOCT M KaHIEPOTC€HHOCT CJIC/IBa Ja C€ H3BBPIIM HEIIparoBa
OL€HKa, aKO AaKTHBHOTO BEIIECTBO WM PHCKOBOTO BEHIECTBO € I'CHO-
TOKCHUYHO W KaHLIEPOI'CHHO. AKO aKTHBHOTO BCIICCTBO HJIM PUCKOBOTO
BEHICCTBO HE € T'CHOTOKCHUYHO, C€ M3BBHPIIBA MparoBa OLICHKA.

ITo oTHOIIEHWE HA KOXHATA W PECIHUPATOPHATA CEHCHOWIM3ALMS €
JOCTaThYHO Ja C€ OUEHH [ajd AKTHBHOTO BEIIECTBO HJIM PHUCKOBOTO
BCIIECCTBO HMAT l'lpl/lC”bU.IO CBOﬁCTBO aa l'lp]/l‘{I/IHﬂBaT TaKHBa B'bS}IeﬁCTBHH
B pe3yirar Ha ynorpebaTa Ha OWOLMIA, JOKOJKOTO HSIMa KOHCEHCYC
OTHOCHO BB3MOXKHOCTTA 3a WICHTH(HIMpPAHE HA 103a/KOHLEHTPALHS, MO
KOATO HjAMA BepOﬂTHOCT Ja Bb3HUKHAT Bpem-m B’b3llel\/’ICTBl/lﬂ, OCO6CHO l'lpl/l
CyOeKT, KOWTO Bede € CCHCHOMIM3MPaH KbM JaJICHO BELIECTBO.

HpI/I U3BBPIIBAHC HAa OLICHKA Ha PUCKa C€ OTACJI CIICIHAJIHO BHUMAaHUE Ha
JAaHHU 3a TOKCHUYHOCTTA, IOJIY4YCHU OT HaGHIOI[eHI/ISI Ha CKCIIO3uIusATa Ha
X0pa, Korato Te€3u NaHHU Ca HAJIMYHU, HAIIpHUMEDP I/IH(bOpMaI_II/ISI, IoJIy4ycHa
IIpu MPOU3BOACTBOTO, OT TOKCHUKOJIOIMYHU LEHTPOBE HJIU OT CIHUAEMHO-
JIOTMYHU ITPOYYBAHUSA.

OueHKa Ha CGKCIO3MIMATA CE M3BBPILIBA 3a BCSKA IPyMa OT HACENCHHETO
(mpodecronanun morpedbutenn, HenpopeCHOHATHH MOTPEOUTENH U XOpa,
M3II0KCHH TPSKO WM HEMpSIKO Ype3 OKOJHATa Cpefa), KOSATO € M3JI0KEHa
Ha OWOLHI WITH 3a KOSTO TaKaBa SKCIIO3UILMS OCHOBATEIHO MOXe Ia Obae
NpEABHICHA, KATO C€ OTACHs OCOOCHO BHHMAaHHE HA NBTHINATA 32
eKCIO3MUMs NP ys3BHUMH rpymd. Llenra Ha OleHKara € Ja ce HampaBd
KOJIMYECTBCHA WIIM KaueCTBEHA OIICHKa Ha 103aTa/KOHLCHTpALusATa 3a
BCSIKO AaKTHBHO BEIICCTBO WM PHCKOBO BEUIECTBO, BKJIIOYHTEIHO CHOT-
BETHUTE META0ONUTH U MPOIYKTH OT pasrpakiaHe, Ha KOUTO HACEICHHETO
€ WM MoXe Ja ObJe M3JI0XKEHO MO BpeMe Ha yrnorpeba Ha Ououuzaa U Ha
W3IEHUsI, TPETHPAHU C HETO.

OreHKkaTa Ha EKCIO3WIMATa CE OCHOBaBa Ha WH(OpManusra B TEXHU-
YECKOTO JIOCHE, MPEAOCTaBeHa B CHOTBETCTBHE C wWieHOBEe 6 W 21, wim Ha
BCsKa Jpyra HajJuyHa ¥ 3HaunMa uH(popMmamusa. B wacTtHoOCcT, ako e
YMECTHO, c€ B3eMaT HpEIBUI:

— aJeKBaTHO U3MEPEHH JaHHHU 3a CKCIIO3MIHATA,

— dQopmara, o KOATO ce Mpeajara Ha nasapa OHOLMABT,

— THNBT OUOLMI,

— METOABT HA NpHUIIATAaHE U JTO03UPOBKATA,

— (U3MKOXMMHUYHHUTE CBOICTBA Ha OHOLM/A,

— BB3MOXKHHTE HAYMHH HA CKCIIO3MIMsS U IMOTCHIMAIBT 3a abcopOis,
— YecToTara U HPOABIDKHTEIHOCTTa HAa E€KCIIO3UIMATA,

— MAakKCHUMAaJIHOTO KOJIUYCCTBO HA OCTATHYHHUTC BCIICCTBA,

— TUIBT U PasMEPHT Ha HU3JIOKCHUTE KOHKPETHU I'pyHU OT HACCJICHUETO,
KOrato TakaBa I/IHqJOpMaI_II/IH € HaJIM4Ha.

[Ipu wu3BBpIIBaHE HAa OIEHKA HA EKCIO3WIMATA CE OTAENS CIEIHaTHO
BHAMAaHHE Ha aJ[eKBAaTHO W3MEPEHU W IPEJCTaBUTEIHH JaHHH 32 €KCIIO3H-
MATa, KOraTo Te3u JaHHM ca HaaudHW. Korato 3a olieHKkara Ha HHUBaTa Ha
©KCITO3MIMS CE€ M3MOI3BAT U3UHCIUTEIIHA METOIH, CE€ IMPUIIaraT MOAXO SN
MOJICIIH.

Te3u monenu:

— [OpaBAT BB3MOXKHO Haix’[-n06pal‘a OLCHKa Ha BCHUYKHW 3HAa4YUMMH Npouecu,
KaTo B3€MaT IpeABU/J PCAIMCTUYHU IapaMCTpU U JOITYCKaHUs,

— ce moJylaraT Ha aHalu3, KOWTO OTYMTA BH3MOXKHHUTE €IEMEHTH Ha HECH-
TYPHOCT,

— ca HAJUISKHO BAIMAUPAHH, KATO M3MEPBAHUATA CE€ U3BBPIIBAT B yCIJIO-
BUATA, KOUTO Ca MNOAXOJAIIM 3a NpUJIaraHe Ha MOJena,

— ca IOJXOJSIIM 3a YCIOBHATA B obnacTra Ha ymnorpeoda.
Bsemar ce mpenBua UM MPWIOKHMHU JaHHA OT HAOJIOJCHHE HAa BEIECTBA C

aHaJIoruyHa ymorpeba W MOAENM HA eKCHO3WIMS WM C aHaJIOTHYHH
CBOMCTBA.
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35. Koraro e uneHtuduiupana pedepeHTHa CTOWHOCT 3a KOETO M Ja € OT
BB3ACHCTBUATA, IIOCOUYCHM B TOYKa 23, XapaKTepH3MPAaHETO Ha pHUCKa
BKJIIOYBA CpPaBHEHHE Ha pe()epeHTHAaTa CTOMHOCT C OLICHKaTa Ha Jo03ara/
KOHLICHTpAIWATa, HAa KOATO IIEe OBAE M3I0KEHO HACEIEHHETo. AKO He
MOXe Ja ObJie yCTaHOBeHa pedepeHTHa CTOMHOCT, ce TpuiIara KauecTBEH
MIOJIXO/.

Koeduimenture Ha oOLieHKa MPEICTABISBAT EKCTpAMoyialldsi OT TOKCHY-
HOCTTa TIPH JKUBOTHUTE BBPXY H3JIOKEHUTE IPYIH OT HACEICHHETO. YCTa-
HOBSIBAHETO Ha IPUIOCTEH KOE(UIMEHT Ha OICHKAa OTYMTa CTEleHTa Ha
HECUTYPHOCT IIPH EKCTPAIOialisi MEXIy BHJIOBETC M IPU COUH M ChI
BuA. [Ipy OTCHCTBHETO HA TOAXOMISINM JAHHU 32 KOHKPETHH XHMHKAaIH
KbM CBOTBETHaTa pedepeHTHa CTOWHOCT Cce TIpwiara CraHIapTeH
koedurment Ha onenka or 100. Karo xoepuuueHTH Ha OIEHKA MOrar Ja
OBJaT PasIIISKAAHH U JONBIHUTEIHN E€IEMEHTH, BKIFOUYMTEIHO TOKCHKOKH-
HETHKAa ¥ TOKCHKOJIMHAMMKA, €CTECTBO M CWJIa Ha BB3ICHCTBUETO, TPYIH
(moarpynu) OT HACENEHHETO, OTKJIOHEHUS B EKCIIO3ULHUATAa MEXIy pesyl-
TaTUTE OT W3CJICIBAHETO M EKCIO3WIHMATa IPU Xopara 10 OTHOLICHWE Ha
YEeCTOTa U NPONBIDKUTEIHOCT, SKCTPAIONAMs Ha HPOJBIDKUTEIHOCTTa Ha
M3CIIE/IBAaHETO (HAmp. OT CYOXpOHMYHAa KbM XPOHHYHA), CHOTHOLICHUE
J03a—peaKysd M IUIOCTCH KAauyeCTBEH aHalM3 Ha IlaKeTa OT JaHHH 3a
TOKCHYHOCTTA.

Br3neiicTBue BBpXy 3ApaBETO HAa KUBOTHHUTE

36. Karo usnonssa CBIIUTE TPUJIOKUMHU NMPUHIUIIA KAaTO OIIMCAaHUTE B pasaeciia
OTHOCHO BB3/IEHCTBHETO BBpPXY Xopara, OLCHABAUIUAT OpraH OT4YUTa
PHUCKOBCTE, Ha KOUTO Ca U3JIOKCHU KUBOTHUTE OT yHOTpe6aTa Ha 6I/IOLII/II[a.

Br3peiicTBre BHpXy OKOJNHATa cpena

37. OueHkaTta Ha pUCKAa OTYMTA BCSKAKBH BPEIHU BB3JCHCTBHS, Bb3HHKBAIIN
BBB BCEKH OT TPHTE KOMIIOHEHTA HA OKOJHATa CpPefa — I0YBa, BB3AYX W
BoJia (BKJIFOYMTEIIHO CEIAMMEHTH) - U B OHOTara Ciiejl W3I0JI3BAHETO Ha
ouornmaa.

38. HnentuduiupaHeTo Ha OMACHOCTUTE CE MpaBH C OrJe[ Ha CBOWCTBATa U
MTOTCHI[MATHATE BPEIHHU BB3JCHUCTBUS OT aKTHBHOTO BEUIECTBO U OT BCHYKH
PHUCKOBH BEIIECTBA, MPHCHCTBALIM B OHOIH/IA.

39. OueHkaTa Ha CHOTHOIICHHETO 1032 (KOHLEHTpalus) — peakuus (Bb3uei-
CTBHUE) CE U3BBPIIBA C LIEJ [a ce NPEABUIN KOHLEHTPALHATA, O] KOATO He
Ce O4aKBa Ja Bb3HUKHAT BPEIHU Bb3AEHCTBUS B ChOTBETHHS KOMIIOHEHT Ha
okosiHaTa cpea. Ta3u OLEeHKa ce NPaBU 3a AKTUBHOTO BEILECTBO U 32 BCAKO
PHCKOBO BEILECTBO, MpPUCHCTBAIO B Ouonmpa. Ta3u KOHIEHTpauus e
nozHata karo PNEC. Bemnpeku TOoBa B HAKOM CIyd4aH MOXeE Ja €
HEeBB3MOXKHO Ja ce omperenu PNEC, mnopaam koero TpsGBa na ce
HANpaBM KauecTBEHA OLEHKA Ha CHOTHOLIEHHETO 1032 (KOHLEHTpaLus) —
peaknus (BB3AEHCTBHE).

40. PNEC ce ompeznenst OT JaHHUTE 3a BB3ACHCTBHETO BBPXY OPraHU3MUTE U
U3CIEBAHUATA 32 €KOTOKCHYHOCT, NPEJICTABEHH B CHOTBETCTBHE C H3HCK-
BaHMsATa Ha wieHoBe 6 u 20. T ce wu3uMcnsIBa 4Ype3 MpHIara€e Ha
KOe(UILMEHT Ha OLIEHKAa KbM pe(pEepeHTHHTE CTOMHOCTHTE B pE3YJTaT OT
U3NUTBAHETO BBPXY opraHusmu, Hanpumep LDs, (cpenna neranHa nosa),
LCs, (cpenna neranna xonuentpauus), ECsy (cpeana edekTHBHA KOHICH-
Tpauus), 1Csy (koHueHrpauus, npeausBukBama 50 % wuHXUOMpaHe Ha
naneH mapamersp, Hamp. pactex), NOEL(C) (uuBo (koHueHTparms) 6e3
HaOmoznasan edexr) wm LOEL(C) (uaii-HHCKO HHMBO (KOHLEHTpAIHs),
mpu Koero ce HaOmopaBa edekr). Cropen ciydas kaTo pedepeHTHa
CTOMHOCT MOraT Jia ce H3IOJ3BaT U APYrH ACCKPUITOPU A03a—BBb3Jeii-
CTBHE.

41. Koe(pHUHEHTHT HA OLIEHKA W3pa3siBa CTENEHTA HA HECUTYPHOCT MPU €KCTpa-
MOJIAIKS HA PE3YJITATHTE OT W3NWTBAHHUATA, U3BBPLIEHH C OIPaHHYEH OpoOii
BHJIOBE, KbM JICHCTBUTEIHATA OKOJIHA cpejia. ETo 3a1io KaTo 1510 KOJIKOTO
ca Mo-o0IIMPHH JaHHUTE M € MO-TOJISIMA TPOIBIDKATENHOCTTA HA U3IHTBA-
HHSATA, TOJKOBA TMO-MAJKH Ca CTEMEHTa HAa HECHI'YPHOCT W pPasMephT Ha
Koe(uIMeHTa HA OICHKA.
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42.

43.

44,

45.

46.

47.

48.

3a BCEeKHM KOMIIOHGHT Ha OKOJIHaTa Cpeja ce TMpaBH OLCHKa Ha
€KCIIO3UIHUATa C I[eJI TNPOTHO3MpAaHE Ha BEpOsTHATa KOHICHTpAIUs OT
BCSIKO aKTHBHO BELIECTBO MJIM PHCKOBO BELIECTBO, MHPHCHCTBALIO B
ouormaa. Ta3su KOHIEHTpalusl € M3BECTHA KAaTo MperojaracMa KOHICH-
Tpamms B okonHata cpena (PEC). Bwmpekn ToBa B HSAKOM CIydaw MOXe
na e HeBb3MoxHO na ce ompenenn PEC, mopamm kxoero Tpsiba nma ce
HAINpaBHU KauecTBEHA OLCHKA HA SKCIIO3MLHATA.

PEC WA, KOrato € H606XOHI/IMO, Kaue€CTBCHATa OLCHKAa Ha CKCIIO3HMIHATA
Tp}I6Ba Jla C€ OIpenciIiaT caMO 3a KOMIIOHCHTUTE Ha OKOJIHaTa Cpe€aa, B
KOUTO Ca YCTaHOBCHHM HJIM OCHOBATCIHO MOratr ga C€ OYakKBaT €MHUCHUH,
U3XBBPJIIHE, O6€3BpC)K,HaH€ WA PpasnpOCTPAHCHUE, BKIOYUTCIHO U
BCCKHU 3HA4YUM IPHUHOC OT HU3ACTIHATA, TPETUPAHU C 6140111/1}121.

PEC wnnm xauecTBeHaTa OIIEHKAa Ha EKCIIO3UIMATA Ce OMpEAETST, KaTo ce
B3eMa MpEeBH]] MO-CIEHUATHO H KOraTo € yMECTHO:

— aJIeKBATHO W3MEPEHU JaHHM 32 eKCIO3HLUATA,
— (opmara, Mo KOSTO Ce MpojaBa MPOIYKTHT,
— THIGT OUOLMI,

— METOABT Ha MpHJIAaraHe U J03UPOBKAra,

— (U3MKOXUMUYHHTE CBOICTBA,

— TIPOAYKTHUTE OT pasmajaHe/TpaHcdopmarius,

— BB3MOXXHUTE IBbTHINA KbM KOMIIOHEHTH Ha OKOJIHaTa cpela W IOTCH-
LUATBT 3a aJcopOLus/IecopOIys U pasrpaxiaHe,

— 4ecToTaTra U IPOABJDKUTECIHOCTTA Ha CKCIIO3UIUsATA,
— IHPCHACIHCTO B OKOJIHATa Cp€lla Ha rojiiMO pa3CTOsSHUC.

Ilpx wu3BBpIIBAHE HA OLEHKA HA EKCIIO3WIUATA CE€ OTAENS CIEHATHO
BHMMAaHHME Ha aJIEKBATHO M3MEPEHU W TPEACTABHMTENIHHM JaHHU 3a €KCIIO3H-
LUATa, KOraTo TE3W JaHHM ca Hamuudu. Korato 3a oleHKaTa Ha HMBaTa Ha
EKCIIO3UIIUS CE M3MOJI3BAT U3UMCIIUTEHA METOH, CE TIPHIAraT MOAXOIAIIH
Mozend. XapaKTepUCTUKUTE Ha TE3W MOJIEIN ca MOCOYEHH B TOYKa 34,
Koraro e moaxomsio, 3a BCEKHM KOHKPETEH Ciydall ciejiBa Ja ce B3emaT
NpEIBH ¥ TPHIOKKUMH JAQHHH OT HaOJIIOJEHHE HA BEIECTBA C aHAJIOTMYHA
yrnorpeba ¥ MOJENH Ha €KCIIO3MIMs WM C AaHAIIOTHYHH CBOMCTBA.

3a BCeKH KOMITOHEHT Ha OKOJIHATa Cpela XapaKTEpU3HPAHETO Ha PUCKA IO
BB3MOKHOCT BKiIrouBa cpaBHeHue Ha PEC ¢ PNEC, Taka ye ma moxe na
obae u3BeneHo crotHomenne PEC/PNEC.

Axo He e Bb3MOXKHO na ce u3Bene cvorHomenunero PEC/PNEC, xapakre-
PHU3MpAaHETO HAa pPUCKA BKIIFOYBAa KAa4deCTBEHA OICHKA HAa BEPOSTHOCTTA 3a
BB3HMKBAaHE Ha BB3/CHCTBHE MPU HACTOSIIUTE YCIOBHS HAa EKCIIO3MIHS
WM TIPH OYaKBAaHWTE YCJIOBUS Ha CKCIO3UIIMS.

OLleHﬂBaLLll/lﬂT opraH npaBn 3aKJIIOYCHUCTO, Y€ 6I/IOI_LI/ILL'I:T HE OTFOBapH Ha
KpuTepuii iv) ot OykBa 0) Ha wieH 19, maparpad 1, ako Toil chabpxa
pI/ICKOBO BCIICCTBO HJIIM CBHOTBETHHUTEC MeTa60J’lI/IT]’I HIIN ]'lpOJIyKTPI oT
pasmnazaHe WM OT PEaKLHH, KOUTO OTTOBapsAT Ha KPUTEPUHTE 3a Kiacu(u-
nupane karo PBT unu vPvB BemectBa B choTBeTcTBHE ¢ npuiioxenue XIII
kbM Permament (EO) Ne 1907/2006, wmnm, ako uMa cBoicTBaTa na
HapyllaBa €HIOKpPHHHATa CUCTEMA, OCBEH aKO He € Hay4HO J0Ka3aHo, ye
P CHOTBETHUTE IOJEBU YCIOBHS HsMa HEIPHEMIIUB C(EKT.

Bn3nelictBue BBpPXY LCJICBUTE OpPraHU3MU

49.

C men jma ce JoKaxe, 4e OHOIMIBT HE MPUUYHMHSIBA C BB3ACHCTBHETO CH
HEHY)KHO CTpaJaHHe Ha IIeJeBUTEC TPHOHAYHH >KHBOTHH, CE€ H3BBPIIBA
omneHka. Ta3u OIIEHKa BKJIIOYBA OIEHKA Ha MEXaHW3Ma, 4pe3 KOHTO ce
MOCTUTA BB3JIEHCTBHE, W Ha HAONIOZABAHWUTE BB3ICHCTBHSI BBPXY IOBE-
JNCHHETO M 3[PaBeTO Ha LEJIEBUTE TIPHOHAYHU >KUBOTHH, KOTaro IMpe[-
BH/ICHOTO BB3/CiCTBHE € Aa ce yOue IeNeBOTO IPhOHAYHO KHMBOTHO, CE
OIICHSIBAT BPEMETO, HEOOXOANMO 32 YMBPTBSABaHE Ha IENIEBOTO TPHOHAYHO
JKUBOTHO, W YCJIOBHSITA, IPU KOUTO HACTHIIBA CMBPTTA.
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50. Korato e OPUIIOKUMO, OLCHABAIIUAT OpraH INpaBH OLCHKAa Ha Bb3MOXK-
HOCTTa 3a pa3BUBAHC OT LCJICBUSA OPraHU3bM Ha PE3UCTECHTHOCT WUJIN KPbC-
TOCaHAa PE3UCTCHTHOCT KbM AKTHBHOTO BCLICCTBO B 6I/IOI_[PI,Ha.

Eduxacnoct

51.  JlaHHuUTe, mpeOoCTaBEHH OT 3asBUTEINs, Ca JAOCTAaThUHH 32 00OOCHOBaBaHE Ha
TBBpPACHUATA 332 e(pHKACHOCTTA HA MPOAYKTa. J[aHHWTE, MPEIOCTaBeHH OT
3asBUTENS WM ChXpaHSBaHH OT OLCHSBAIIMS OpraH, TpsOBa Ja IOKa3BaT
epuKacHOCTTA Ha OWOLMIA Cpelly IIEJIEeBUTE OPraHW3MH IPU HOpMaliHa
ynorpeba ChIJIaCHO YCIIOBUSTAa HA Pa3peLICHHUETO.

52. /3nurBaHuATa cienBa Ja C€ W3BBPLIBAT B CHOTBETCTBHE C HACOKHTE Ha
Cplo3a, ako ChIIECTBYBaT TakuBa W ako ca mnpwiokumu. Korato e
YMECTHO, MOraT Ja Ce MNpWiaraT M IPYTH METOIH, OMHCAHH B CIIHCHKA
M0-/107y. AKO CHINECTBYBAT MPHJIOKHAMH M NPHUEMIIMBH TOJICBH JaHHU, TE
CBIIIO MOTaT Ja C€ M3I0J3BAaT.

— craagaprer Meton Ha ISO, CEN wmu apyr MexayHapoIeH CTaHIapTeH
METOJ,

— HalUOHAJICH CTaHAApTEH METOX,
— [IPOMHIIIICH CTaHAAPTEH MCETOX (aKO € IMPU3HAT OT OLCHsBAIIUA opraH),

— CTaHJAApTE€H MCETOJ Ha OTACIIHHSA ITPOU3IBONUTCII (aKO € IIpu3HaT OT
OLCHsABAIIUA opraH),

— JIaHHU OT JCHUCTBUTEIHOTO pa3paboTBaHE Ha OWOIMIA (aKO ca MPU3HATH
OT OLCHSBAILMSI OPraH).

0O6o06menne

53. BsB Bcska OT 00JacTHTE, 3a KOUTO € HAlpaBeHa OLCHKA Ha PHUCKA, OLCHS-
BAIMAT OpraH OOCAHMHSBA PE3yITaTHTE 33 AaKTHBHOTO BEIIECTBO C Pe3yi-
TAaTHUTE 3a BCSKO PHCKOBO BEIIECTBO, 32 Ja CE MOJIyYH IPUIOCTHA OLCHKA Ha
Guomyzma. L[sutocTHaTa OLEHKAa OTpa3sBa M KyMyJIATHBHHTE HIIH CHHEp-
THYHUTE ©(EKTH.

54. 3a Owmonmam, ChABPKAIIM MOBEYE OT €IHO AKTHBHO BEIIECTBO, BCHUYKU
BpPEIHU BB3JCHCTBUS CHIIO CE pasriekIaT ChbBMECTHO, 32 Ja C€ IOyYd
[SUIOCTHA OLICHKA Ha OHOLM[A.

3AKJIFOYEHUA
OO0y MPUHLIUTH

55. llenra Ha OUEHKaTa € Jia Ce YCTAaHOBM JalM NPOAYKTHT H3IIbIHABA
kpurepuute no wieH 19, maparpag 1, Oyksa 0). OueHsBamMAT Opran
cTHra J0 3aKJIOYeHHe, KaTo OOEAWHsSBAa PUCKOBETE OT BCSKO AKTHBHO
BEIIECTBO C PHUCKOBETE OT BCSKO PHCKOBO BELIECTBO, IIPUCHCTBAIIO B
Ononmnaa, Bb3 OCHOBAa HAa OLCHKATa, W3BBPIICHA CHITIACHO TOYkM 13—54
OT HACTOSIIOTO MPHIIOXKCHHUE.

56. Ilpu mpoBepkara Ha CIa3BaHETO Ha KpuTepuute no wieH 19, maparpad 1,
OykBa 0) OLICHSABALIMAT OpPraH CTHra J0 €IHO OT CIeTHHUTE 3aKIFOUYCHUS 3a
BCEKH TPOJIYKTOB THUI M 3a BCsika oOyacT Ha ynorpeba Ha Owouuna, 3a
KOSATO € TOJAJCHO 3asBICHUE:

1) OMOUMABT M3MBIHABA KPUTCPHUTE;

2) mpu OmpeneNieHHd YCIOBHs/OrpaHHYCHHUsT OMOLUIBT MOKE Ja H3IBJIHH
KPUTEPUHTE;

3) 6e3 [MOMBIHMTEIHH MAaHHA € HEBB3MOXHO Ja Ce YCTaHOBH Jaju
OHOLIMABT M3MBIHIBA KPUTCPHUTE;

4) OHOLMIBT HE U3MBIHABA KPUTCPHUHUTE.
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57. Ilpu ycraHOBsIBaHE NANH JaJeH OHOLMI H3ITBIHABA KPHTEPHUTE HO WIEH
19, maparpad 1, OykBa 0) OLEHSBAIIUAT OpPraH OTYMTA HECHI'YPHOCTTA,
IPOHM3THYAA OT IPOMEHIMBOCTTA Ha NAHHUTE, U3MOJ3BAHM B Ipolieca
Ha OlCHSABAHE.

58.  AKO OIEHSBAaUIMAT OpraH CTHTHE [0 3aKJIIOUYEHHETO, Ye ca HEeoOXOIUMHU
JOITbJIHUTCIIHA VIH(l)OpMaLII/Iﬂ WX JaHHHW, ToraBa OILCHABAIIUAT opraH
MPE/CTaBs OCHOBAaHHATA 3a TOBA. €3 JOMBIHUTEIHH WH(OPMAIHS HIH
JaHHU ca HEOOXOAMMHAT MHUHHMYM 32 M3BBPIIBaHE Ha JOIBJIHUTEIHA
MOAXOAAIIA OLICHKA Ha PHCKa.

BesnelictBue BBpXY 3IpaBeToO Ha XOpaTa W XKMBOTHHUTE
Br3neiicTBre BBpXy 3ApaBeTO Ha XopaTa

59. OueHsiBalIMAT OpraH aHAIU3MPa BB3MOKHOTO BB3/CHCTBHE BBPXY BCHUKU
IPYNH OT HACEJIEHHETO, MO-CIELUATHO MPOo(EeCHOHATHUTE MOTpeduTeN!,
HenpoeCHOHAIHUTE TOTPEOUTENH W XOopaTa, H3JIOKEHH NPSKO WM
HETIPSIKO 4pe3 OKojHara cpena. Ilpy IOCTUraHeTo 1O TEe3M H3BOAU Ce
OTJeIsl 0OCOOCHO BHMMAHME Ha YS3BUMHUTE IPYIU OT HACEICHHETO.

60. OueHsABaLIMAT OpraH pasriexia Bpb3KaTa MeXIy €KCIO3ULUATa U Bb3JeH-
creuero. Ilpum pasriexnaHero Ha Ta3M Bpb3Ka TpsOBa Ja ce B3eMaT
npensu peauna daxropu. EnquH or Hail-BakHHTE (HAaKTOPH € €CTECTBOTO
Ha BPEJHOTO Bb3JEHCTBHE OT aHAIM3UPAHOTO BemecTBo. ToBa Bb3/eicTBHE
BKJIIOYBA OCTPa TOKCHYHOCT, APa3HUMOCT, KOPO3UBHOCT, CEHCHOMIIM3ALIMS,
TOKCHMYHOCT IIPU MHOTOKPATHO H3JIaraHe, MyTareHHOCT, KaHLEPOI€HHOCT,
HEBPOTOKCHYHOCT, ~ MMYHOTOKCUYHOCT,  PENpPOAYKTUBHA  TOKCHYHOCT,
HapylleHHe Ha (DYHKIMOHHMPAHETO Ha CHIOKPHHHATAa CHCTEMa, Hapex C
(GHU3MKOXMMHUYHU CBOMCTBA M BCAKaKBU JPYI'M BpeIHM CBOWCTBA Ha
aKTUBHOTO BEIIECTBO MIIM PUCKOBOTO BELIECTBO, MIIM CHOTBETHUTE UM
MeTa0ONUTH WK NPOIYKTH OT Pa3HafaHETo.

61. B Ttunuunua cinydai rpanunara Ha ekcrnosuuus (MOE), T.e. cbhoTHO-
IICHUETO MEXJy [JEeCKpHIITOpa Ha Jo3ara W KOHIEHTpauusTa Ha
excrio3unusi € okoio 100, HO e BB3MOKHO MOE ¢ mo-HHCKa WM TO-
BHCOKAa CTOMHOCT CBIIO Ja € MOJAXOJsNla B 3aBUCHMOCT OT peauLa JAPYrH
(axTopH, cpel KOUTO €CTECTBOTO HAa KPUTHYHHUTE BB3JCHCTBHS U UyBCT-
BHUTEJIHOCTTA HAa HACEJICHUETO.

62. AKO € MOAXOILIO, OLEHSABAIIUAT OpraH H3JIU3a CbC 3aK/IIOUEHHUEe, ue
Kkputepuil iii) mo wien 19, maparpad 1, OykBa 0) Moxe na Obue
U3IBIIHEH CaMO 4pe3 NpHJIaraHe Ha MEPKM 3a NPEBEHLHs M 3allUTa, BKIIO-
YUTENHO pa3paboTBaHe Ha pPabOTHH INPOLECH, HHXKEHEPEH KOHTPOIL,
U3M03BaHE Ha IIOAXOAAINO OOOpyJaBaHE M MaTepHalld, HpHUIaraHe Ha
MEPKM 33 KOJIEKTHUBHA 3alllUTa, a KOraTo EKCIIO3MIUATAa HE MOXe Ja ce
HPEOTBPATU C APYTH CPEACTBA — 4Upe3 IpUIaraHe Ha MEPKU 33 MHIUBH-
IyalHa 3allliTa, BKIIOYHTEIHO HHIWBHUIyalHa 3alllUTHA GKHIIMPOBKA KaTo
pecnupaTopu, MacKd 3a AMIIAHE, 3alllUTHO OOJIEKIIO, PbKABUIM U OYMIA C
e HaMaJlIBaHe Ha EKCIO3MIHUATA 3a MPO(ECHOHAHH OICPaTOPH.

63. AKOo HOCEHETO Ha WHAMBHUIyalHa 3alllATHA EKHUIIUPOBKA OT Hempode-
CHOHAIIHU NOTPEOUTENIN € eAMHCTBEHMAT Bb3MOXKEH METO] 3a HaMalsiBaHe
Ha EKCIIO3MIMATA 0 NMPUEMIIMBU HHBA 3a Ta3W Ipyna OT HACEICHUETO, IO
MPaBUJIO CE TpHeMa, ue MPOAYKTHT HE M3IMBIHABA KPUTEPHil iii) MO wieH
19, maparpad 1, Oyksa 0) 3a Ta3u rpyma OT HaceJICHHUETO.

BnanelictBue BBpPXY 34paBETO Ha JXKUBOTHUTC

64. TlocpeacTBOM ChHIIUTE MPHIOKHMH KPUTEPHUH KaTO OIMCAHWUTE B paslena
OTHOCHO BB3ICHCTBHETO BBPXY 3IPaBETO Ha XOpaTa, OLCHABAIIMAT OpraH
aHaMM3Wpa Mamd Kputepuil iii) mo uwinen 19, maparpad 1, OGyksa 0) e
M3MBJIHEH [0 OTHOIICHWE HA 3APaBETO HA XKUBOTHHUTE.
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Be3snelicTBue BBpXy OKOJHATa cpezia

65.

66.

Bona
67.

68.

OCHOBHUSAT MHCTPYMEHT, M3IMOJI3BaH MPU B3EMAHETO HA pEIICHHE, € ChOT-
nvomrenreto PEC/PNEC winm, ako To He € Ha pa3ojoKeHne, KauecTBeHaTa
oneHka. Oco0eHO BHMMaHHE ce OOpbIIa Ha TOYHOCTTA Ha TOBAa CHOT-
HOLICHHE MOPaaXd MPOMEHJIMBOCTTa HAa JAHHUTE, M3IOJ3BAHU MPH H3MeEp-
BaHHUATA HA KOHL[eHTpaL[I/IﬂTa u l'lpI/I OILICHKAaTa.

IIpu ompenensiae Ha PEC crenBa na ce n3mon3Ba Ha-MOIXOISIIHAT MOJIEI,
KaToO ce B3eMe NpE/IBHUJ JKM3HEHWAT LUKBI U MOBEICHHETO Ha Owomunia B
OKOJIHaTa cpena.

AKo 3a JaJieH KOMIIOHEHT Ha oKojHaTa cpena choTHomenuero PEC/PNEC
€ paBHO WJIM IMO-MaJKO OT |, XapaKTepU3HpaHETO Ha PHUCKa €, Y€ HEe ¢
HEOOXO/AnMMa JONBIHUTENIHA MH(POpMALUs W/WIN HW3NUTBaHE. AKO CHOTHO-
menretro PEC/PNEC e mo-ronsiMo ot 1, oleHSBalMsAT OpraH OIpeess,
Bb3 OCHOBA Ha CTOHHOCTTa Ha TOBa CHOTHOLICHHWE M HA JPYTH 3HAYUMHU
(axTopH, M ce W3KMCKBA JOIBJIHUTENHA WH(OPMALMs W/WIN U3IMHTBAHE
3a M3ACHABAaHE HA PHUCKA WIM JAJIM ca HEOOXOAMMH MEpKH 3a HaMajsiBaHe
Ha pUCKa, WIN Jajdu OMOLMIBT HE MOXKE J1a M3IIBIHA KPUTEPHUH 1V) MO 4ieH
19, maparpa¢ 1, Oyksa 0).

OLeHsABALIMAT OpraH M3JIU3a ChC 3aKIIIOYCHHE, Y€ OHOLMIBT HE U3IIbIHSABA
KpHuTepuii iv) o wieH 19, naparpad 1, Oyksa 0), ako NpU NPEATOKCHUTE
ycnoBus 3a ynorpeba npeJBUAMMAaTa KOHLUEHTPALMS HA aKTUBHO BEIECTBO
WJIK Ha BCAKO APYro pUCKOBO BEIIECTBO UJIM HAa CHbOTBETHUTE MeTa6OHI/ITI/I,
MPOAYKTH OT pa3NajaHe WIM peakuus BbB BoJa (WIM CEAUMEHTH) OKa3Ba
HENIPUEMIIMBO BB3/ICHCTBHE BbPXY HELEIEBUTE OpPraHU3MU BbB BOJIHA,
MOpCKa WJIM ecTyapHa cpella, OCBEH aKO He € HayYyHO JI0Ka3aHo, 4ye IpH
CBHOTBETHUTE IIOJICBH YCJOBHS HE Ce HaOJIoJaBa HENpPUEMIIMBO Bb3JeH-
cTBUe. B 4acTHOCT, OLEHABAIIMAT OpraH M3/IU3a CbC 3aK/IIOUCHHUE, ue
OMOLMIBT HE M3IBJIHABA KpuTepuil iv) mo wied 19, maparpad 1, Gyksa
0), ako MpH IMpPEUIOKEHUTE YCIOBHUs 3a yrnorpeba NpeABUIMMATa KOHLECH-
Tpalys Ha aKTHBHO BELECTBO MJIM Ha BCSAKO JIPYro PUCKOBO BELIECTBO MIIU
Ha ChOTBETHUTE META0OJMTH HIX MPOLYKTH OT paslajlaHe WIH OT pPeaxuus
BBbB BOJa (WMJIM HEHHUTE CeAMMEHTH) OM MOIpeunsia Ha MOCTHI'AaHETO Ha
CBOTBETCTBHE CbC CTaHJAPTHTE, YCTAHOBEHU BbB:

— Jupexrusa 2000/60/EO,
— Jupexrusa 2006/118/EO,

— Jupextua 2008/56/EO ua EBpomneiickus mapmameHT U Ha CbBeTa OT
17 roum 2008 r. 32 ch3naBaHe Ha pamka 3a aelictBue Ha OOIIHOCTTA B
obJsiacTra Ha moJMTHKara 3a Mopcka cpexa (1),

— Jupexrusa 2008/105/EO, win

— MEKyHapOJHU CIIOpa3syMEHUs B 0OJNACTTa Ha ONA3BAHETO HA PEYHHTE
CUCTEMH WM MOPCKHMTE BOJU OT 3aMbpCSBaHE.

OLeHABaIIMAT OPraH U3IM3a ChC 3aKIIOYCHUE, Y€ OMOLMIBT He M3IBIHABA
KpuTepuii iv) mo wien 19, naparpad 1, Oyksa 6), ako IpH IpPEATOKCHATE
YCIIOBHS 3a ymnoTpeda IpeABHIMMAaTa KOHIEHTpAlHsA Ha aKTHBHO BEIIECTBO
WM HAa BCAKO JIPYTO PHCKOBO BEHIECTBO HIIM Ha ChOTBETHHTE METaOOIUTH,
IPOAYKTH OT pa3lajilaHe MM OT PeaKiys B MOJ3eMHH BOIU HAABHINABA II0-
HHCKAaTa OT CICIHHUTE KOHICHTPAIIUH:

— MAaKCHMAaJIHO JIONMYyCTUMaTa KOHLEHTpalusi, onpejelieHa B JlUpeKkTHBa
98/83/EO; wmu

— MaKCHUMaliHaTa KOHIEHTpAIWs, IIOCOYEHa ciel MpoIleaypara 3a 0100-
psiBaHEe HAa aKTHBHOTO BEIIECTBO IO HACTOSIIHUS PETJIAMEHT BH3 OCHOBA
Ha MOJXOMASMIIN JaHHHU, MO-CIEIHUATHO TOKCHKOJOTUYHM IaHHH,

OCBC€H aKO HC € Hay4HO JOKa3aHO, Y€ IPU CHOTBETHUTC IIOJICBU YCJIOBUS
INI0-HHUCKaTa KOHLUCHTpalUs HE € IPEBUIICHA.

(') OB L 164, 25.6.2008 r., c1p. 19.
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69. OueHABAIMAT OPTaH H3/IM3a ChC 3aKIIOUCHHE, Ye OHOUHUIBT HE M3IBIHABA
Kputepuil iv) no uwiren 19, maparpad 1, OykBa 6), ako mpeaBHIMMATa
KOHICHTpAlUs Ha aKTHBHOTO BEIIECTBO MM PHCKOBOTO BEIIECTBO MU
CHOTBETHUTE META0OIMTH, HPOXYKTH HAa paslafaHe MM OT PEakius B
HOBBPXHOCTHU BOAM WM CEJUMEHTH clel ymoTpeba Ha Ouonmpa IIpu
HPEIIOKEHUTE YCIOBHA Ha yrorpeda:

— KOrato MOBBPXHOCTHHUTE BOAM BBB WM OT 30HAaTa Ha MpEIBHICHA
ymoTpeba ca TpeAHa3sHAuYCHW 3a W3BIMYaHE Ha MHTEHHA BOJA,
HaJIBHIIABa CTOWHOCTHTE, YCTAHOBEHH OT:

— JHupexrusa 2000/60/EO,

— JHupexrusa 98/83/EO, wu

— OKa3Ba HCIIPUEMIINBO BB3/ICHCTBHE BBbpXY HELECJICBU OpraHUu3MU,

OCBCH aKO HE€ € Hay4YHO J0Ka3aHO, Y€ IpPHU CHOTBETHUTE IMOJICBU YCIOBUA
Ta3d KOHLOEHTpalusa HE € MPEBUIICHA.

70. IlpennoxkeHUTe HHCTPYKLMHM 3a ymoTpeba Ha OWOLMIA, BKIFOUUTEIHO
NpOLEypUTE 3a TOYMCTBAHE HA OOOPYJIBAHETO 3a IMpHUIaraHe, TpsOBa Ja
ca TaKuBa, Y€ TPU M3IOJI3BAHETO UM Jla CE CBEXJA JO MHHHUMYM BEPOST-
HOCTTa 3a CIIy4alHO 3apa3sBaHe Ha BOAUTE WJIM CEIMMEHTHTE.

ITouBa

71. OueHABAIMAT OpraH H3/IU3a CbC 3aKIIOYCHHE, Ye OHOLUIBT HE U3IBIHIBA
KpuTepuii iv) mo uien 19, maparpad 1, Oyka 6), ako Ipu NPEATOKEHHTE
yclnoBHs 3a yHorpeba IpeIBUIMMATa KOHIEHTpAIMsS Ha aKTHBHOTO
BEIIECTBO MJIM Ha BCAKO JAPYrO PUCKOBO BEIIECTBO M HA CHOTBETHHTE
MeTa0ONUTH WX MPOIYKTH OT paslaJaHe MM OT Peaknus B Io4yBaTa MMa
HEIPHUEMIIMBO BB3JCHCTBHE BBPXY HEIENCBH BHIOBE, OCBCH aKO HE €
HAay4yHO JO0Ka3aHO, Ye IPH CHOTBETHUTE IOJICBH YCIOBHSA HAMA HEIPH-
eMIIUBO BB3IeHCTBHE.

Br3myx

72.  OueHsABAIMAT OPraH H3JIU3a ChC 3aKIIOYCHUE, Y¢ OHOLUIBT HE M3NBIHIBA
kpurepui iv) no unen 19, maparpad 1, Oyksa 0), ako Moxe Ja ce
NpPEeABUIM HENPUEMIMBO BB3JCHCTBHE BBPXY KOMIIOHEHTA ,,BB3IYX",
OCBEH aKO HE ¢ Hay4HO I0Ka3aHO, 4Ye NPU CHOTBCTHUTC IIOJICBU YCIIOBHS
He ce HaOMoJjaBa HENPHEMIINBO Bb3/ICHCTBHE.

Heuenesu OpraHusMu

73.  OueHsIBaIIUAT OpPraH M3JKM3a ChC 3aKIFOUYCHHE, Y€ OHOLMIBT HE M3ITBIHSIBA
KpuTepuii iv) mo uwieH 19, maparpad 1, OGykBa 6), ako OCHOBAaTEIHO MOXeE
Jla ce O4YaKBa HEIeJIeBH OPraHM3MH Ja ObJaT M3JI0KEHH Ha Ououuna, mpu
MOJIOKEHHE Y€ 33 BCSKO aKTUBHO BELIECTBO MIIM PUCKOBO BELIECTBO:

— cootHorrenuero PEC/PNEC e nan 1, win

— KOHIEHTpalusaTa Ha aKTUBHOTO BELIECTBO MJIUM HA BCSAKO APYro prUCKOBO
BCIICCTBO MHJIM HaA CBOTBCTHUTC METa0OJUTH WU IpOAYKTH OT
pasnagaHe Wil OT peaklus OKa3Ba HCEIIPUEMIIMBO BB3JICHCTBUE BBpPXY
HELECJICBUTC BUJOBE, OCBCH aKO HE€ € Hay4YHO J0Ka3aHO, 4€ NpU CbOT-
BCTHUTE IIOJIEBU YCJIOBUS HE CE Ha6n}oz[aBa HETIPUEMIIUBO BB3/ICHCTBHE.

74. OueHsBaLIMAT OpraH M3JIM3a ChC 3AKIIOYCHHE, Y€ OHOLMIBT HE W3IIBJIHSABA
KpuTepuii iv) mo wieH 19, maparpad 1, 6ykBa 6), akO OCHOBATEIIHO MOXeE
Jla ce OYaKBa MHMKPOOPTaHM3MHUTE B MPEUUCTBATEIIHU CTAHIMH 33 OTHAIHH
BOJM JIa Ca U3JIOKEHN Ha OWOIMAA, NP IOJIOKEHHE Y€ 32 BCSKO AKTUBHO
BEIIECTBO, PUCKOBO BELIECTBO, CHOTBETHH META0OJIMTH M TPOAYKTH OT
pasmagane win ot peakuus chotHomennero PEC/PNEC e manm 1, ocBen
aKo He € SICHO YCTaHOBEHO MpH OIEHKATa Ha PHUCKA, 4Ye NPHU IOJIEBH
YCIOBHSl HSIMa TPEKH WIM HENPEKd HENPUEMIIMBH BB3ICHCTBHS BBPXY
JKU3HEHOCTTA Ha T€3U MUKPOOPTaHM3MH.
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Be3saelictBue BBpXy LENEBHTE OpraHU3MHA

75. Axo mMa BEpOSTHOCT jga ObJe pa3BUTa PE3UCTCHTHOCT WM KPBCTOCAHA
PE3UCTEHTHOCT KbM aKTHBHOTO BEIIECTBO B OWOLMAA, OLCHSIBAIIUAT
opran OOMMCIISI ACHCTBUS 3a CBEXJAaHE J0 MUHUMYM HA IOCIEIUIMTE OT
Ta3u Pe3UCTEHTHOCT. Te3u AeHcTBUS MOraT Jia BKIIOYBAT MPOMSHA Ha yCIIO-
BHATA, NPH KOMTO C€ M3JaBa pas3pelleHneTo. Bbopekn ToBa, ako
Pa3BUBAHETO Ha PE3UCTEHTHOCT MIIM KPBCTOCAHA PE3UCTEHTHOCT HE MOXKE
Ja Ob/ie OrpaHHYeHO B JOCTAThYHA CTENEH, OLEHSBAIMAT OpraH M3Jn3a
ChC 3aKIIOYEHHE, 4e OMOLMIBT HE W3IBJIHABA KpUTEpHil ii) mo wieH 19,
naparpad 1, 6yksa 0).

76. Ilo mpaBmio Ononmau, NperHa3HauYeHH 32 60opba ¢ TphOHAYHM KMBOTHU, HE
ce cMATaT 3a M3MBJIHABAILY KpuTepuil ii) nmo unen 19, maparpad 1, Gyksa
0), OCBEH aKo:

— CMBPTTAa HACThIIBA €IHOBPEMEHHO C M3YE€3BAHCTO HAa CB3HAHUETO, WA
— CMbBpPTTa HACTBIIBA He3a6aBHO, Wi

— XH3HCHUTC beHKI_II/II/I HaMaJIsIBaT IIOCTENEHHO 0e3 npu3Halym 3a
OYCBHUIHO CTpaJlaHHuC.

Ilpu permeneHTHTE TPEIBUICHOTO BB3JCHUCTBUE CE MOCTHra 0Oe3 IeJIeBOTO
rpbOHAYHO JKMBOTHO Jla M3IHMTBA HEHY)XHO CTpajaHue U OOJKa.

Eduxacnoct

77. PaBHHMINETO, MOCIEAOBATEIHOCTTA W MPOXB/DKHUTEIHOCTTA Ha 3allUTATa,
KOHTpOJia WM JPYTHd NPEABUICHH BB3ACHCTBUs TpsiOBa Ja ca Haid-
MaJIKOTO TOMOOHM Ha TE3W OT IOAXOMAII0 IOoaA0paHd pedepeHTHH
MPOMYKTH, KOTaTO CBINECTBYBAT TaKWBa, WM OT JAPYTH CPEACTBA 3a
koHTpos. Korato He chmiectByBar pedepeHTHH MPOLYKTH, OHOUUABT
TpsiOBa [1a MPEJOCTaBsl OMPENC/ICHO PABHHUINE HA 3alIUTa WIH KOHTPOT B
obnacTuTe Ha MpeAyokeHa ynoTpeba. M3Boaute 3a pe3yiraTuTe OT YIOT-
pebara Ha Ouormaa TpsiOBa a ca BaJHMIHM 32 BCHUKH NPEIOKEHH 00I1acTu
Ha ynotpeba ¥ BCHYKM pafiOHM B JbpXKaBaTa-uwieHKa WIIH, aKo €
npuioxkuMo — B Cbo3a, OCBEH aKo OMOLMIBT HE € IpeAHa3Ha4YeH 3a
ynotpeba mpu ompeaeneHu ycioBus. OUEHSBAIIUIT OPraH MPaBH OLCHKA
Ha JaHHHUTE 3a /103a—PeaKuus, MOJYyYeHH OT MOJAXOSIIM OMHUTH (KOHTO
TpsiOBa f[a BKIIOYBAT HETPETHPaHa KOHTPOJIHA Tpymna) C J03H, MO-HHUCKU
OT MPENOpPhUYMTENHUTE, 3a Ja C€ MPEeleHH [ajid IpernopbyuTeTHaATa
JO3UPOBKA € MHUHHMalHaTa HeoOXoJuMa 3a MOJyYaBaHEe Ha J>KEIAHOTO
BB3/IEHCTBUE.

O6o06menne

78. BBB Bpb3Ka ¢ KpuTepuuTe, M3I0KeHH B wieH 19, maparpad 1, 6yksa 0),
MOJATOYKU 1ii) ® 1v), OLEHABAIIMIT OpraH OOCIUHSBA HAMPABEHUTE
3aKJIIOUCHHUs] 32 aKTHBHOTO(MTE) BemIecTBO(a) M 3a PUCKOBUTE BEIECTBA,
3a Jla ce MoJy4yu 00OOIIeHO 3aKifoueHue 3a Ouormpa. V3rorss ce cbIIo
n 0000IIeHHe Ha 3aKJIIOUSHUATa BbB BPbB3KA C KPUTEPUMTE, HOCOYCHH B
unen 19, maparpag 1, 6yksa 0), moaTouku i) u ii).

LIAJIOCTHO OBOBIIEHME HA 3AKJIFOYEHUATA

Bb3 ocHOBa Ha OlGHKAaTa, U3BBPIICHA CBHIVIACHO YCTAHOBEHHTE B HACTOSIIOTO
MPUIOKEHUE TIPUHLMIY, OLEHABALIMAT OpraH H3JHM3a CbC 3aKIIIOUEHHE Ialu
OuonMABT M3MBIHSABA KpuTepuute 1o wieH 19, maparpad 1, 6yksa 0).
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TIPUJIOJKEHUE VII

TABJIMLIA HA CBOTBETCTBUSATA

Jupextusa 98/8/EO

Hacrosuumsr periiaMeHT

Uien 1
Unen 2
Ynen 10

Uien 10

Unen 11, maparpa¢ 1, Oyksa a)

Unen 11, naparpad 1, OykBa a), MOATOUKH 1) U

ii)

Unen 11, naparpad 1, Oyksa a)

Unen 11, naparpad 2, nmbpBa anuHes
Unen 11, naparpad 2, Bropa anuHes

Unen 10, maparpad) 1, mbpBa anuHes

Unen 11, naparpad 4

Uinen 33

Unen 10, nmaparpad 4

Yren 1
Unen 2
Unen 3
Ynen 4
Unen 5
UYnen 6
Ynen 6,

Ynen 6,

Ynen 6,
Ynen 6,
Unen 7

Ynen 7,
Ynen 7,
Unen 7,
Ynen 7,
Ynen 7,
Ynen 7,
Unen 8

Ynen 8,
Ynen 8§,
Ynen 8,
Ynen 8,
Urnen 9

Ynen 9,
Ynen 9,
Uien 10
Urnen 11

Unen 12

naparpag 1

naparpag 2

naparpag 3

naparpag 4

naparpa¢ 1
naparpag 2
naparpa¢ 3
naparpag 4
naparpad 5

naparpad 6

naparpag 1
naparpag 2
naparpa¢ 3

naparpag 4

naparpag 1

naparpag 2

Unen 12, maparpad 1

Unen 12, maparpad 2
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JNupextusa 98/8/EO

HacrosimusT pernameHnt

Unen 3, maparpad 1

Unen 8, maparpad 1

Unen 3, maparpad 6

UYnen 3, maparpad 7

Unen 5, maparpa¢ 1

Unen 5, maparpa¢ 1, Oyksa 0)

Unen 5, maparpag 2

Unen 2, maparpad 1, Oyksa i)

UYnen 8, maparpag 2

Unen 8, maparpad 12

Unen 5, naparpad 3

UYnen 12, maparpad 3
Unen 13
Unen 14
UYnen 15
Unen 16
Uien 17
Unen 17, maparpad 1
Unen 17, maparpad 2
Unen 17, nmaparpad 3
Uien 17, maparpad 4
Unen 17, maparpad 5
Unen 17, naparpad 6
Unen 18
Unen 19
Unen 19, naparpad 1
Unen 19, maparpad 2
Unen 19, nmaparpad 3
Unen 19, naparpad 4
Unen 19, nmaparpad 5
Unen 19, maparpad 6
Unen 19, maparpad 7
Uien 19, maparpad 8
Unen 19, naparpad 9
Unen 20
Unen 20, naparpad 1
Unen 20, naparpad 2
Unen 20, naparpad 3
Unen 21
Unen 22
UYnen 22, naparpad 1
Unen 22, nmaparpad 2

Unen 23
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JNupextusa 98/8/EO

HacrosimusT pernameHnt

Unen 10, maparpad 5, Oyksa n)

Unen 4, naparpad 4

Unen 7
Unen 7

Unen 7

Unen 23, maparpad 1
Unen 23, naparpad 2
Unen 23, naparpad 3
Unen 23, naparpa¢ 4
Unen 23, maparpad 5
Unen 23, naparpad 6
UYien 24
Unen 25
Unen 26
Unen 27
Unen 28
Unen 29
Unen 30
Unen 31
Unen 32
Unen 33
Unen 34
Unen 35
Unen 36
Unen 37
Unen 38
Unen 39
UYnen 40
Unen 41
Uien 42
Unen 43
Unen 44
Unen 45
Unen 46
Unen 47
Unen 48
Unen 49

Unen 50
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JNupextusa 98/8/EO

HacrosimusT pernameHnt

Ynen 15

Unen 17

Unen 12

Unen 12, naparpad 1, Oyksa B), moaTouka ii) u
naparpad 1, 6ykBa 6) u maparpad 1, Oyksa r),
MoATOYKA ii)

Unen 12, nmaparpag 2, Oyksa B), MOATOYKHU 1) U

ii)

Unen 13, maparpad 2

UYnen 13, maparpag 1

Unen 24

Unen 24

Unen 19, maparpad 1

Ynen 51
Unen 52
Unen 53
Unen 54
Unen 55
Unen 56
Unen 57
Unen 58
Unen 59
Unen 60
Ynen 60,

Ynen 60,

Uiren 60,

Unen 61
Unen 62
Unen 63
Ynen 63,
Ynen 63,
Ynen 63,
Unen 64
Unen 65
Ynen 65,
Unen 65,
Ynen 65,
Ynen 65,
Unen 66
Ynen 66,
Ynen 66,
Ynen 66,
Ynen 66,

Unen 67

naparpag 1

naparpad 2

naparpad 3

maparpag 1
naparpag 2

naparpag 3

naparpad 1
naparpag 2
maparpad 3

naparpad 4

maparpag 1
naparpad 2
naparpag 3

maparpag 4
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JNupextusa 98/8/EO

HacrosimusT pernameHnt

Unen 20, maparpad 1 n unen 20, maparpad 2
Unen 20, naparpad 3
UYnen 20, maparpag 6

Unen 21, BTopa anuHes

Unen 22, maparpa¢ 1, mbpBa M BTOpa anuHes
Unen 22, maparpad 1, Tpera amunes

Unen 72, naparpad 2

Unen 25

Uiten 26

Uien 28

ien 29

Unen 32

Unen 68
Unen 69
UYnen 69, naparpad 1
Unen 69, naparpad 2
Ynen 69, naparpad 2
Unen 70
Unen 71
Unen 72
Unen 72, naparpad 1
Unen 22, maparpad 2
Unen 72, naparpad 3
UYien 73
Unen 74
Unen 75
Unen 76
Unen 77
Unen 78
Unen 79
Ynen 80
Unen 80, maparpad 1
Unen 80, maparpad 2
Unen 80, maparpad 3
Ynen 81
Unen 82
Unen 83
Unen 84
Unen 85
Unen 86
Unen 87
Unen 88

Unen 89
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JNupextusa 98/8/EO

HacrosimusT pernameHnt

IIpunoxenne 1A
Ipunoxenus 11 A, III A u IV A

Ipunoxenus 11 b, IIl b u IV b

IIpunoxxenune V

IIpunoxenne VI

Unen 90

Unen 91

Unen 92

Unen 93

Unen 94

Unen 95

UYnen 96

Unen 97
IIpunoxenne I
Ipunoxenne I1
[punoxenne 111
[Tpunoxenne 1V
[Ipunoxenune V

[Tpunoxenne VI




