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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
> Ml Jenerupan pernament (EC) Ne 736/2013 na Komucusara or 17 mait 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
» M3 Pernament (EC) Ne 334/2014 na EBpomneiickus nmapnament u Ha CeBeta L 103 22 5.4.2014 r.

ot 11 mapt 2014 rogmna
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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 OpraHM3MHUTE, KOWTO BPEIST HA ECTCCTBEHUTE WIM HPOM3-
BEJICHUTE MaTepHanu. buommmure obade Morar jaa IIOPOIST
pUCKOBE 3a XOpaTa, >KMBOTHUTC W OKOJHATAa cpela IOopaau
HPHUCBIIMTE CHU CBOIMCTBA 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 MO-CIIENWaTHO Ha Jokiaga Ha Komucusara mo 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/lﬂa,
JIOKaTo He OBbJe B3E€TO pEIICHHE OTHOCHO OJ00psIBAHETO Ha
BBIIPOCHUTE akTHBHHU BemiectBa. Cnen karo Komwucusra B3eme
pELIEHHETO, IbPKABUTE-WIEHKH WM, KOraTo € YMECTHO,
Komucusita, ciefpa na W3JaBar, OTMEHST WM W3MEHSAT paspe-
HIEHHATa, Cropesn ciydas. HoBHTe aKTHBHH BeIeCcTBAa ClieIBa
ma ObJaT MPOYYBAHM MPEId CBHIbP)KAIMUTE TH OWOLKAN Ja
ObJaT MycHaTH Ha Masapa, 3a Ja ce TapaHThUpa, 4Ye HOBHTE
MPOIYKTH, KOWTO C€ IyCKAaT Ha Masapa, OTrOBapsAT HA H3HMCK-
BaHUATA HAa HACTOSIIUS periaMmeHT. He3aBHCHMO OT TOBa, 3a Ja
Ce HacChpYM Pa3paboOTBaHETO Ha HOBU aKTHBHU BEIIECTBA, MPOIlE-
qypaTa 3a TSIXHaTa OIEHKA CJIefBa Ja He BB3MPENITCTBA
IbpkaBuTe-wiIeHKH u Komucusta ma paspemiaBaT 3a OrpaHHYEH
MEPHOT OT BpeMe OMOLMAN, KOMTO CBHIBPKAT IalIeHO aKTHBHO
BEIIIECTBO, Mpear TO Aa ObAe 0700peHo, MpU yCioBHE uYe Oble
TIPEICTABEHO HM3UYEPIATEIHO JOCHE M C€ MpPHEMa, Y€ aKTHBHOTO
BEIIECTBO ¥ OHOLUABT OTrOBAPAT HA W3JIOKECHHUTE B HACTOSIIUS
perilaMeHT YCIOBHSL.

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., ctp. 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 perucTpalyira, OLUEHKaTa, paspe-
miaBaHeTo u orpaHuvaBaHero Ha xumukain (REACH) u 3a
cb3maBane Ha Esponeiicka arennus 1o xumukamu (V). Ilpu
olpeNiesicHH OOCTOSATEICTBa aKTHBHUTE BELIECTBA B CHCTaBa Ha
OmoumauTe ca OCBOOOJEHHM OT CHOTBETHHTE pas3lopendu Ha
MOCOYCHHS PETrTIAMEHT.

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 Ja W3IIBJIHSABAa ONpENeNieHd 3aJadd, BB3JIOKEHH Ha
AreHiusra.

Hskou 6I/IOIII/I,HI/I n  TpETUpAaHU HU3OCIHA, OHNPCACIICHU B
periiaMeHTa, ca NpeAMET U Ha APYTH 3aKOHOAATCIIHHU aKTOBE Ha
Crpro3a. Hopa;u/l Tasyu NpUYHHA € HGO6XO,E[I/IMO Ja C€ HalpasiT
SICHU pa3rpaHUYCHUs, 3a 1a CC€ rapaHTHUpa MpaBHaTa CUT'YPHOCT. B
IIPUJIOKCHUE KbM HACTOAMINA PErIIaMEHT CJI€ABa da CE€ YCTaHOBH
CIIMCBK Ha MNPOAYKTOBHUTC THUIIOBC, KOWUTO IIOIAAAT B oOxBaTa Ha
HaCTOAIIUA PETIIaMCHT, KaTO 3a BCEKH THUII € 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 5ma ce HachpuM ynorpebaTa Ha HNPOIAYKTH C IO-OJarompusiTteH
npoGuT OT TIefHAa TOYKa Ha OKOIHATA Cpela WMIM 3[paBeTo Ha
4OBEKAa WIM XKUBOTHMUTE, € YMECTHO Jia C€ MPEABUAU ONPOCTEHA
Hporeaypa 3a 3aBaHe Ha pa3pelleHne 3a TakuBa onomuan. [Ipu
OIpeleNeHU YCIOBUsS, cJleJ Karo Te3d MNPOAYKTH Obaar
paspelieHd B TIOHE e€IHa [Ibp)KaBa-uJieHKa, ClelBa Ja ce
JIOITyCHE IIPENOCTABSHETO MM Ha I1a3apa BbB BCHUKH JBPXKABH-
4JIeHKH, 0€e3 Ja € HeoOXOJUMO B3aHMHO NPU3HABAHE.

3a ;a ce ycTaHOBM KOM OWOIMIM OTrOBapsT Ha YCIOBHUSTA 3a
OMpPOCTEHA TPOLEAypa 3a H3JAaBaHE Ha pa3pelicHUE, € IeNeCh-
00pa3HO J1a Ce ChCTaBU CIICIHAJICH CHHCHK HAa AaKTUBHUTE
BEIIECTBA, KOUTO MOTAT Ja Ce ChAbPKAT B TAX. [IbpBOHAYAIHO
TO3H CIUCHK ClIeJ[BA Ja ChIbpXKa BEIIECTBA, ONMPEICIICHH KaTo
HOpaXJalld IO-Madbk puck cbriiacHo Permament (EO)
Ne 1907/2006 wunu Jupextua 98/8/EO, BemiecTBa, onpeaeicHH
KaTo XpaHWUTETHH [100aBKH, (DEPOMOHM H JAPYTH BEUICCTBA,
CUHTAHU 38 HUCKOTOKCHYHH, KaToO CIa0M KUCEIWHH, alKOXOJIH U
pacTHTENTHH Maciia, U3MOJI3BaHK B KO3METHKATA U XpaHUTE.

Heobxonumo € na ce mpeABUAAT OOLIM MPUHLMIN 33 OLICHSIBAHE
U pa3pellaBaHe Ha OMOIMAHMTE, 3a Ja C€ OCUTypH XapMOHM3HPaH
HOAXOA OT CTpaHa Ha KOMIIETEHTHUTE OpraHu.

3a ma ce OLEHAT PHCKOBETE, KOWTO OMXa BB3HUKHAIU OT Ipea-
JIOKEHUTE YNOoTpeOH Ha OMOLMIM, € 1eNechOOPa3HO 3asBUTEINUTE
Ja TpeAcTaBiT JAOCHETa, KOUTO CBhABPXKAT HeoOxoaumara
nHdopmamust. Heobxomumo e nma ce ompenend HaOOp OT JaHHU
32 aKTHBHUTE BEILECTBA M 3a OMOIMIOUTE, KOUTO I'M ChIbPXKaT,
Taka 4e Ja ce MOANOMOTHAT KaKTO JIMIATa, MMOJaIN 3asBJICHUE 3a
paspelieHue, Taka ¥ KOMIETEHTHUTE OpraHd, KOMTO HM3BBPIIBAT
OIIEHKa C OIJIe/l B3€MAaHETO Ha PELIeHHEe OTHOCHO Pa3pelieHHUETo.

IMpenBun MHOrooOpa3nueTo OT aKTHBHH BEUIECTBAa W OMOLUIH, 3a
KOMTO HE Ce Ipuiara OnpocTeHara Ipolenypa 3a H3JaBaHe Ha
paspeleHne, U3UCKBAaHMATA 110 OTHOLICHHE Ha JAHHWUTE U M3MHUT-
BaHMATA CJIEBA J1a OTTOBApsAT HAa KOHKPETHUTE YCIOBHS M Jia
MO3BOJISIBAT IIbJIHA OLIEHKa Ha pucka. ETo 3amo 3asBUTENAT
cienBa Ja MOXKE Ja IOWCKAa ajanTHpaHe Ha W3UCKBAaHHATA 3a
MPEJOCTaBsIHE Ha JaHHH ChOOPa3HO Cilyyasi, BKIIOYHTEIHO OCBO-
OokIaBaHe OT M3MCKBAHMATA 3a IPENOCTaBSHE HA JaHHHU, KOUTO
He ca HeOOXOIUMH HJIM € HEBB3MOXKHO J1a OBJAT MPEeJI0CTABEHH C
OIJIe/l Ha €CTECTBOTO WJIM IpeUlIoKeHaTa yrnoTpeba Ha NMpOAyKTa.
3asBUTENUTE CieIBa Jla NPENOCTaBAT CHOTBETHaTa HaydyHa |
TeXHU4YeCcKa 00OCHOBKA B IOAKPENA Ha CBOETO 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)OpMa]J,I/Iﬂ n
CBACUCTBUE, KOUTO ATEHIMATA Ipeyara.
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(37
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(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)OpMaI.[I/IH 3a Ta3u BB3MOXKHOCT, KAaKTO MW 3a OCHO-
BaHMATA, HA KOUTO MOTaT Aa C€ OTHPAaBAT HOHO6HI/I HCKaHHus.

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 ObAar paspellieHH, B CpaBHEHHE C MPOM3-
THYAIIUTE OT YIOTpedaTa MM PHUCKOBE.

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
YHUIIOXaBaT XWUBOTHH, CHOCO6HI/I Jda U3IUTBAT 60J1Ka NI
CTpajaHue, ClieqBa [a Ce M3IOJ3BaT CaMO B KPacH CIlydvail.

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.

Bbnpexkn ToBa choOpaskeHHUs 3a OOIIECTBEHHS pell MIM OOLIecT-
BEHATa CHI'ypPHOCT, OKOJIHATA Cpeja M 3all[MTaTa Ha 3ApaBeTo Ha
Xopara ¥ KHBOTHHTE, OIIa3BaHETO HAa HAIIMOHAIHHUTE OOraTcTBa
OTCHCTBHETO Ha LIEJEBH OPraHM3MH MOTaT 1a JajaT OCHOBAaHHE
JBPXKABUTC-WICHKN, CJIe]] CHOpasyMEHHE ChC 3asBUTENS, Ja
OTKaXaT Jla M3/lajaT pa3pelIeHHe WIM Ja peliar Ja ajarnTupar
pena M ycloBHATA 3a M3JaBaHEe Ha PaspelieHHeTO. AKO HE MOXE
Jna ObJe NMOCTUTHATO CIIOpa3yMEHHe ChC 3asBHTENd, Komucusira
cleBa ja MMa MPaBOMOIIHMETO 12 B3eME pPelLICHHE.

Ynorpebara Ha OHOLMAM OT ONPENENICHU MPOAYKTOBH THUIIOBE OU
MOIJIa Jja [OPOJH 3arpMXEHOCT OT TJIeJHA TOYKa Ha XYMaHHOTO
OTHOLLICHUE KBM KXHUBOTHHTC. l'[opazm TOBa AbPXKAaBUTC-UYWICHKH
cieiBa @ HMaT [OpPaBOTO Ja MPEABUAT AEPOrallu  OT
NPUHIMIA 33 B3aMMHO IIpU3HABaHE HA OWOIMAM OT Te3H
HPOJXYKTOBH  THIIOBE, JOKOJKOTO TaKHBa JEpOraliud  ca
OIIpaBJaHN M HE 3aCTPAIlaBaT LeNTa Ha HACTOSIIUS PETIAMCHT
[0 OTHOIICHHE HA MOAXOJAIIOTO HUBO Ha 3aIlUTa HA BBHTPCIIHUS
naszap.

C men ma ce yinecHH (QYHKIHOHMPAHETO HA MPOIEAYPHUTE 3a
M3/1aBaHE HA pa3pelicHHE W 3a B3aWMHO MPU3HABAHE € IeIeCh-
o0pa3HO J&1a ce CBb3IajJe CHUCTeMa 3a B3auMMEH OOMEH Ha
uHopMarisg. 3a TIOCTHTaHETO ¥ CleaBa Ja Ce Ch3Iane
peructbp 3a Ouonumu. JIbpxkaBuTe-wieHkH, Komwucusra u
ATeHIUATA CIIeBa Ja W3MOJ3BAT TO3HM PETHCTHP, 3a Ja CH IMpe-
OCTaBAT B3aMMHO KOHKPETHH IaHHH W HaydHa JOKyMEHTAIWs,
MoZlaBaHa BBB BPB3KA CBHC 3aABJICHHUS 3a paspelieHne Ha
OHMOLIMIN.

Korato ynorpebaTa Ha OHOIU € B MHTEPEC Ha JbprKaBa-4JCHKA,
HO HsIMa 3asBHTEN, 3aMHTCPECOBAH OT IPEIOCTAaBIHETO Ha I1a3apa
Ha TaKbB NPOAYKT B [bpKaBaTa-4JeHKa, CJEABa Ja ce Jaje
BB3MOXKHOCT Ha O(UIMATHU WM HAyYHH OpPraHH Ja IOoJaBaT
3asBIICHHE 3a paspelieHue. B cioydyaid ye um Oble H31aACHO
paspelmieHre, Te clienBa Ja ce IOJI3BaT ChC CBHIIUTE IpaBa U
3abJDKCHUSI, KAKTO BCUYKH IPYTH MPUTEKATEIN HA Pa3pelICHHS.

3a ma ce B3eMar MpelBH] HAYYHOTO U TEXHHUUECKOTO Pa3BHTHE U
HOTPEOHOCTUTE HA MPUTEKATEIUTE HA Pa3pELICHHUs], € YMECTHO Jia
Ce ompeneny IpH KaKBH YCIIOBHs Pa3peIlCHUATa MOraT aa Obaat
OTMCHEHH, MpepasrieaHd WK U3MeHeHH. HeoOXoquMo € ChIIo
Jla IMa OTOBECTsABaHE M OOMEH Ha MH(OpMALUs, KOSITO MOXE Ja
MOBJIMsIC Ha W3JaBaHETO Ha pas3pelieHusTa, 3a Ja ce Jaje
Bb3MOXHOCT Ha KOMIIETCHTHHUTC OpraHM W Ha Komucusra Ja
MpeAnprueMaT MOIXOIAIIN ACHCTBUSL.

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.

Heo0xomuMo € BB3MOXKHO Hai-Obp30 Ja €€ YCTaHOBAT PaBHO-
NpaBHH YCJIOBHS Ha TIa3apa Ha ChHIICCTBYBAIIUTE AaKTHUBHU
BEILIECTBA, KATO C€ OTYMUTAT LEJUTE 3a CBEXKIAHE JO MUHUMYM
Ha HEHY)XHUTE W3MUTBAHUS W Ha Pa3XOAUTE, IMO-CIIEIHAIHO 3a
MCII (MaJKuTe U CpeJHU NPEINpUATHS), 32 N30ArBaHEe Ha Ch3Ja-
BaHETO Ha MOHOIIOJIH, 32 TOAIbpXKaHe Ha cBOOOHA KOHKYPEHIIVS
MEXIy HKOHOMHYECKHTE OINEpaTOpd W 3a CIPaBEIJIMBO 00e3-
HIETeHHUEe 32 Pa3XOANTe, M3BHPILICHH OT COOCTBEHHKA Ha JAHHUTE.

CrieziBa CBINO A ce HachpyaBa CHOMpPAHETO HA MHGPOPMAIHS Ype3
QITEPHATHBHU METOAM, KOWTO HE BKJIFOYBAT H3IUTBAHUS BBPXY
JKHBOTHM M Ca PAaBHOCTONHH Ha IMPEANMCAHUTE W3IHTBAHHUS U
Meroau 3a m3nuTBaHe. OCBEH TOBa, AJaNTHPAHETO Ha H3HCK-
BaHUSITA 3a MPEIOCTAaBsIHE Ha JAHHH Clie[Ba J1a ObJe M3IOI3BAHO
3a MpeJOTBpaTsABAHE HA WM3JIHIIHUA Pa3XOJdd, CBbP3aHH C HM3MHUT-
BaHUSITA.

3a fma ce rapaHTupa, Y€ KbM MOMEHTA Ha MPENOCTABIHETO Ha
paspemieHH OMOLMIN Ha Taszapa ca CINAa3eHW H3UCKBaHUATA 32
TsXHaTa OE30MacHOCT M KayecTBO, IbPXKABUTC-WICHKH ClIe/Ba
Ja TpeanpHeMaT MEpKH 3a MOIXOISL] KOHTPOJ M HPOBEPKH, a
MPOU3BOIUTEIIUTE CJICBA JIa MOJIbPKAT MOAXOMAIIA U MPOTIOP-
[IMOHAIHA CHCTEMa 32 KOHTPOJ Ha KauecTBOTO. 3a Ta3M I MOXKe
Ja € YMECTHO IpeInpHeMaHeTo Ha CHBMECTHH ICHCTBUSI OT
ABPIKABUTC-YICHKHU.

EdextuBHOTO CcBOOmABaHe Ha WHPOpMAIUs 3a PUCKOBETE,
MpOM3THYAIM OT OWOLMAM, W 332 MEPKHUTE 3a YIpaBJCHHWE Ha
pHCKa € CBHIIECTBEH eIeMEHT OT CHCTeMaTa, KOSTO Ce YCTaHOBSIBA
¢ Hacrosmus pernaMeHT. KaTo ynecHsBaT JmocThla 0
uH(opMaIysi, KOMIETCHTHUTE opranu, Arenuusara u Komucusra
clle/iBa CHIIEBPEMEHHO JIa 3a4UTaT MPHUHINIA Ha MOBEPUTEITHOCT
U 1a u30sTBaT BCSAKO OINOBECTSABaHE Ha MH(OpMalMs, KOeTo Ou
MOTJIO JIa HaBpeIW HA TBHPTOBCKUTE HHTEPECH HA CHOTBETHOTO
JIMILe, OCBEH KOrato TOBa € HEOoOXOQMMO 3a 3alluTa Ha
30paBeTO Ha YOBEKa, 3a 0E30IMacHOCTTa WM 3a ONAa3BaHETO Ha
OKOJIHATa cpela, WIM IO JPYyrd NPUYUHH OT ITbPBOCTEHEHEH
0O0IIIeCTBEH 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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(69)

HeoOxomumo € ga ce yYTOYHHM, 4Ye pa3nopeOUTe OTHOCHO
Arennusita, ycranoBenn B Permament (EO) Ne 1907/2006,
clienBa Ja Ce MpHiIaraT CbhOTBETHO II0 OTHOIICHHE Ha
AKTHBHUTE BEIICCTBA B ChCTABA HA OWOLMAWTE W HA CAMHTE
ouonnan. B cnydait ye e HeEoOXOAMMO 1a ce BBBEIAT OTHCIHU
pasmopendu BB BPB3KA ChC 3aMaddTe W (YHKIIMOHHPAHETO HA
ATeHIMATA CBHITIACHO HACTOSIIHUS PEIIAMEHT, Te CIieABa Ja ce
YTOYHST B HACTOSIIMS PErJaMeHT.

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 3asdBJEHHS 3a 0J00psiBaHE HAa AKTHBHM BEIECTBA M paspe-
1IaBaHe Ha OMOIMIM, MOJAICHH IPeaArd HayaJloTO Ha NMPUIIaraHeTo
Ha HACTOSIIIHS PErjiaMeHT.

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 IIedTa Ha HACTOSINUS perJIaMeHT, a MMEHHO I0J00-
psBaHe Ha (QYHKIMOHMPAHETO Ha BHTPEIIHUS Ma3ap 3a OMOLMIH,
KaTO CBIIEBPEMEHHO CE OCHI'YPsSBa BHCOKO PaBHHIIE Ha 3aluTa
KakKTO Ha 31paBeTO HA XOpaTa W >KUBOTHUTE, Taka U Ha OKOJHATA
cpena, He Moxe Ja ObJle MOCTUrHaTa B JOCTaTbuHa CTENEH OT
IBbPKaBUTE-WIEHKH W CIEAOBATETHO TMOpaad oOxBaTta |
HOCJIEUIIUTE CU MOXe Ja Oble Mo-1o0pe MOCTUrHaTa Ha
paBuuiiero Ha Cpio3a, ChIO3BT MOXKE J]a IpUeMe MEPKH B CHOT-
BETCTBHE C NPUHIMIIA HAa CyOCHAMApHOCT, ypelleH B WieH 5 oT
Jorosopa 3a EBpomneiickus cbio3. B choTBEeTCTBHE C HmpHUHLUIA
Ha TPONOPLUUOHATHOCT, ypeNeH B CHUOIMSA WICH, HACTOSIIUAT
perinaMeHT He HaaXBBpJs HEOOXOAWMOTO 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 r., 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
Cobaera or 29 anpui 2004 r. oTHOCHO XxurueHara 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 TPaBHJIA 33 XPaHWUTE OT XUBOTHHCKH Mpou3sxof (%);

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
1 e TpefHa3Ha4deH 3a ymoTpeba 3a IeNH, KOMTO He ca OOXBAaHATH OT
MOCOYEHHTE MPAaBHU MHCTPYMEHTH, HACTOSIIMAT PErJIaMeHT ce Ipuiiara
1 3a TO3M OWONIHMA, TOKOJIKOTO TE3W IEeIH 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
pasmope0l OTHOCHO KiacH(pHKAIMATa, ONAKOBAHETO U ETHUKETH-
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 mpwiara 3a npeBo3a Ha OHOIMIOM Ype3 IKelle-
30ITbTE€H, aBTOMOOWJICH, MOPCKH WM BB3IYIIEH TPAHCHOPT WM MO
BBTPEIIHN BOJHHM ITbTHUILA.

5. HacTosAmuAT periiaMeHT He ce Ipuiara 3a:

a) XpaHd WiIM (ypaxk, M3MOJ3BAaHU KAaTO PENEeNeHTH WINM aTpaKTaHTH;

6) OGuoLMIM, U3ION3BAHHM KaTO CIIOMAraTelIHH BEIIECTBA 110 CMUCHJIA Ha
Permament (EO) Ne 1831/2003 u Permament (EO) Ne 1333/2008.

6. Buomman, KOWTO ca IMOTYyYHIM OKOHYATEIHO OJOOpEHHe CHIIIACHO
MexmyHapoaHaTa KOHBEHIHUS 3a KOHTPOI M yHpaBieHHe Ha OamacTHHUTE
BOJU U yTalKUTE OT KOpabu, ce CMATAT 3a Pa3pelleHd B CbOTBETCTBUE C
rnaBa VIII or Hacrosimus perinaMeHT. ChOTBETHO ce MpUiIaraT 4iEHOBE
47 n 68.

7.  Humo ot pasmopenduTe Ha HACTOSIIHS PETJIaAMEHT HE TPEMATCTBA
JIbPKABUTES-WICHKH Ja OrpaHuyar Wik 3a0paHsaT ymotpedaTa Ha
OuoLUIM B OOIIECTBEHOTO CHAOAsABAHE C MUTEHHA BOJA.

8. B ompenenenu ciyuaum AbpKaBUTE-WIEHKH MOTaT Aa W3KIOYaT OT
o0xBaTra Ha HACTOSIIMS pErJaMeHT OIpejesieHH OWOLuAH, B CaMo-
CTOSITEJICH BHJ WIM B TPETHPAHO H3JeJHe, KOraTo TOBa € HEeOOXOAUMO
3a MHTEpECHTe Ha OTOpaHaTa.

9.  OO0e3BpekaAaHETO Ha aKTHMBHU BELIECTBA U OMOIMIN CE€ M3BHPILIBA
B CBOTBETCTBHE C JICMCTBAIIOTO 3aKOHOAaTeacTBO Ha Cbhio3a U Ha
JbPYKABUTE-UWICHKH OTHOCHO OTIAIbIIUTE.

Ynen 3

Onpenenenus

. 3a menuTe HAa HACTOSIIMS PErJaMEHT C€ MpPWIAraT CICJAHUTE
OIpeICTICHHUS:

a) ,.Onouman”™ o3Hauama:

— BENIECTBO WM cMeC BBbB (hopmaTa, B KOSTO C€ JIOCTaBs Ha
HOTpeOUTENINTE, KOETO € CBhCTaBEHO OT, ChIbpiKa HIH
TeHepHupa €JHO WJIM IOBEYe aKTUBHH BEILIECTBA, YMETO Mpe-
Ha3HAYCHHE € YHUIIOXKaBaHe, BB3MHpaHE, O00e3BpEKIaHe,
NpeJOoTBpaTsBaHEe Ha JEWCTBUETO MM OKa3BaHe IO JApYyr
HAa4MH Ha KOHTPOJIMPAIO Bb3JEHCTBUE BBPXY BCIKAKBU
BpPEIHH OPraHU3MHU Ype3 CPEJCTBA, PA3IHUYHU OT YHUCTO (pusu-
YECKUTE WJIM MEXaHUYHHU JIeHCTBUS;

— BEIIECTBO WJIM CMEC, T'€HEpUPaHO OT BeIlecTBa WM CMECH,
KOMTO HE Tomnajzar B o0XBaTa Ha IbPBO THPE U YUETO TpEJ-
Ha3Ha4YeHHe € YHHIIOXKaBaHe, BB3IMHpaHe, O0E3BpeKIaHE,
NpeJOTBpaTsBaHE Ha JEHCTBUETO MM OKa3BaHe 10 JApYr
HaUYWH Ha KOHTPOJUPAILO BB3JACUCTBUE BBPXY BCIKAKBU
BpPEIHU OPTaHW3MH 4Ype3 CPEJCTBA, Pa3IMuHH OT YHCTO (H3H-
YECKUTE WJIM MEXaHWUYHH ICUCTBUSL.

Tperupann u3menust, 4usATO IIaBHa (GYHKIMSA € Ha OHomMA, ce
CYMTAT 32 OMOLUIY;

6) ,,MMKpPOOpraHuU3bM™ O3HauaBa BCSIKO MHKPOOUOJOTMYHO 00pas-
yBaHMe, KIETBYHO MIIM HEKIETHhYHO, KOETO MOXe Jia Ce BB3IPO-
U3BeXJa WIM Ja TIpefaBa TCHETHYECH MaTepHal, BKIIOYUTEITHO
HHUCIIU I'bOU, BUPYCH, OAaKTepUM, APOXKIH, IUIECEHH, BOLOPACIH,
HIPOTO30M M MUKPOCKONTUYHM MAapa3sUTHH 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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0)

p)

y)

)

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

,,ylnoTpeba“ o3HadaBa BCHYKM ONEPAIMU, M3BBPILIBAHU C AATCH
Onomyz, BKIIOYUTETHO ChXPaHCHHE, MAaHUITyIHpaHe, CMECBAaHE H
npuaaraHe, ¢ U3KIIOYEHHE Ha OHE3M ONepaluM, KOUTO Ce
U3BBPIIBAT C €1 HW3HOC HA OHONMIa HIM Ha TPETHPAHOTO
uzgenve u3BbH Cbro3a;

,,TPETHpPaHO U3JeNue O3HayaBa BCSKO BEIIECTBO, CMEC WIH
U3JeNIie, KOeTo ¢ OMIIO TPETHPAaHO C CIWH WM ToBeYe OUOLUIM
WX B KOETO I[E€JICHACOYEHO Ca BKIIOYCHU €IWH WM IOBEYE OT
TSX;

,,HAIIMOHAJHO pa3pelieHue” O3HayaBa aJMUHHUCTPATHBEH aKT, C
KONTO KOMIETEHTHHAT OpraH Ha JbpikKaBa-wieHKa H3JaBa
paspelieHue 3a MpeJOCTaBsHETO Ha Maszapa M ynorpedara Ha
Ououna Wiy Ha rpyna OMOIMAM Ha HEHHaTa TEPUTOpUS WIM Ha
4acT OT Hes;

,»paspemienne Ha Cpro3za® o3HauaBa aJMUHHCTPAaTHBEH akKT, C
koiito KomucusTa W3maBa paspelieHHe 3a IPEIOCTaBSHETO Ha
nasapa u yrnorpebara Ha OMOLMA WIK Ha rpyna OMOLMIN Ha TepH-
Topusta Ha Cpio3a WM Ha 9acT OT Hes;

»paspelleHye 03HadaBa HAI[MOHAIHO pa3pelleHHe, pa3pelleHue
Ha Cpro3a Wiu pa3pemieHue B CHOTBETCTBHE C WieH 26;

L IIPUTEKATEN Ha pa3pelicHHue’ 03HavaBa JMIETO, YCTAHOBEHO Ha
Teputopusta Ha Cbi03a, KOSTO € OTFOBOPHO 3a IIyCKaHETO Ha
OuolM Ha Ta3apa B OIpPEACIiCHA [IbpKAaBa-wWICHKA HWIH B
Cpbi03a, M [OCOYCHO B Pa3pCLICHUETO;

5 IIPOAYKTOB THII' O3HayYaBa CIWH OT NPOAYKTOBUTEC THIIOBE,
TMOCOYCHHU B IPHIIOKCHUC V,

,,CIMHUYEH OHOIMI O3HauaBa OWOIUA 0€3 MPEABHICHHU Pa3IHKH
B MPOLEHTHOTO ChIbp)KaHHE Ha AaKTUBHUTE WJIM HEaKTHBHUTE
BEIIIECTBA B CHCTaBa;

,Ipyna Ououumu” O3HauaBa CHBKYMHOCT OT OHWOLMIH, KOUTO
uMar:

1) cxomHa ymorpe0a;

il) €IHU U CHIU AKTHBHU BEIICCTBA;
iil) CXOJIEeH ChCTaB C MOCOYCHH PA3JIHUKH; U
iV) CXOJHHM paBHUILA HA PUCK M €(PEKTUBHOCT;
,IACMO 32 JIOCTBI' O3HAYaBa OPHTHHAJICH NOKYMEHT, MOAMUCAaH
OT IIpUTEXAaTelsl Ha JaHHUTE WM OT HErOB NPEJCTaBHUTEN, B KOUTO
ce MOCOYBa, Ye JaHHHUTEe MOTaT Jia Ce M3IION3BaT B I0JI3a Ha TpeTa
CTpaHa OT KOMIICTCHTHUTE OpraHu, OT AFGHLII/I?{Ta nin oT
KomucusTa 3a menuTe Ha HACTOSILNUS PETIIAMEHT;
»XpaHu" u ,,pypaxu’ 03HaUaBa XpaHU CHIVIACHO ONPEICICHUETO B

yiied 2 ot Permament (EO) Ne 178/2002 u ¢ypaxu cwriaacHo
OMpeIeTICHNETO B WieH 3, maparpad 4 OT MOCOYCHUS PErJaMeHT;
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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) ,,U31eIHE";

r) ,,Hay4dHOU3CJIEJOBaTeJICKa W pa3BOMHA JEHHOCT, CBBp3aHa C
MPOAYKTH U TPOLIECH";

I) ,,HAyYHOM3CJIEIOBATEIICKA U pPa3BOWHA JACHHOCT.

3. Tlo uckaHe Ha nIbpkaBa-wieHka Kommcusra Moxke ga pemmd
MIOCPE/ICTBOM aKTOBE 32 M3MIbJIHEHHUE AalU JaJeHO BEIIECTBO € HaHOMa-
Tepuas, Kato B3ema mpeasui mo-crenuanHo [Ipenopwska 2011/696/EC
Ha Komucusira or 18 oxromBpu 2011 r. OTHOCHO OIpENENEHUETO 3a
HaHoMmaTepuain ('), KakTo W Jand OmpeleieH NPOLYKT HJIM Ipyma
MPONYKTH € OWOIMI HJIM TPETHPaHO H3JENHe, WIX HHUTO €IHO OT
nBere. Te3u akTOBE 3a M3NBIHEHHE CE€ NPHUEMAT B CHOTBETCTBHE C
mpolelypaTa Ha pasriexkiaaHe, ocoueHa B wieH 82, maparpad 3.

4. Ha Komwucusita ce mpenocTaBsT INpaBOMOIIMTA J1a MpHEMa Jielie-
THpaHd aKTOBE B CHOTBETCTBHE C WiIeH 83 C IeN Ja ajanTupa Onpen-
€JICHUETO 3a HaHOMaTepHall, ChIbprKallo ce B maparpad 1, Oyksa 1) oT
HACTOSILUS YIEH, C Orje] Ha HayYHO-TEXHHYECKHs NPOTpec U KaTo ce
B3eMa npensun [Ipemopeka 2011/696/EC.

I'IABA 11
OJOBPABAHE HA AKTUBHHM BELIECTBA

Ynen 4

Ycaosus 3a onobpsiBane

1. AKTHBHO BEHIECTBO C€ OJO0OpsiBa 3a IIbPBOHAYAIEH CPOK, HE IIO-
aeasr 0T 10 roaMHM, ako MOXKE Ja C€ OuyakKBa, Y€ IIOHE €IWH OT
ouonmauTe, CHIBPKALIM TOBA AaKTHMBHO BEIECTBO, OTroBaps Ha
KpUTepHUTe, NpenBuIeHn B wieH 19, maparpad 1, OykBa 0), xato ce
B3eMar mpenBui GakropuTe, mocoueHu B wieH 19, maparpadu 2 u 5.
AKTHBHHTE BEIICCTBA, MOMAJalyd B 00XBaTa Ha WICH 5, Morar aa Obaat
0100peHu caMo 3a IbPBOHAYANICH CPOK, HE MO-ABJIBI OT 5 TOIUHH.

2. O)IO6p$IBaH€TO Ha AaKTUBHO BCHICCTBO C€ OrpaHu4aBa A0 TE3U
IMPOAYKTOBH THUIIOBE, 32 KOUTO Ca MOJAACHNU CHbOTBETHUTC TaHHU B CbOT-

BETCTBUE C 4YIEH 6.

3. Koraro e ymecTHO, B 0JOOpPEHHETO C€ MOCOYBAT CJCTHHUTE
YCIIOBUSL:

a) MHHHMaJIHA CTCIICH HAa 4YKWCTOTAa Ha aKTHBHOTO BCIICCTBO,
0) ecTecTBO U MaKCUMAaJHO ChIbPKAHUE HA OINPEJENICHH IPUMECH;
B) MPOIYKTOB THII,

r) HaUMH ® obmacT Ha ymnorpeba, BKIIOYMTENHO, CHOpeX Clrydas,
ynorpeba B TPEeTHUPaHU U3JENus;

II) omperelsHe Ha KaTerOpUH MOTPEOUTEIH;

(') OB L 275, 20.10.2011 r., ctp. 38.



2012R0528 — BG — 25.04.2014 — 002.001 — 22

€) 1O LeNIechoOpa3HOCT, XapaKTEPUCTHKA HA XUMHYHATA HJCHTUYHOCT C
OrJIe]] Ha CTEPCOM30MEPHTE;

) Ipyry crnenupUUHU YCIOBUS Bb3 OCHOBA Ha OLCHKaTa Ha HH(Op-
MauusTa, CBbp3aHa C TOBAa aKTHUBHO BELIECTBO;

3) Jarara Ha OZIOGPHBaHe U JaraTa Ha HU3TUYaHC Ha CpOKa Ha OH06-
PCHUETO Ha aKTUBHOTO BCIICCTBO.

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.

BoB Bpb3Ka C BAJIUAUPAHCTO, IOCOYCHO B IIbpBaTa AaJIUHCA, OLCHA-
BalUAT KOMIICTCHTCH OpraH HE IpaBU OI€EHKAa Ha Ka4Y€CTBOTO HWJIM HaA
CbOTBCTCTBUECTO Ha NpeaACTaBCHUTE JaHHH NI IMOAKPETIAIIN
JOKYMCHTH.

BbB BB3MOXHO Hal-KpaThK CPOK el KaTo ATEHIHATa IpHUeMe AaJIeHO
3asBJICHUE OIICHABAIIMAT KOMIIETEHTEH OpraH yBeIOMsBa 3asBUTENS 3a
TaKCUTe, IBJDKUMU cbIyacHO wieH 80, maparpad 2, U OTXBBpiS 3asB-
JICHHETO, aKO TakcuTe He Obar miaareHu B cpok oT 30 mHu. OueHs-
BalllMAT KOMIIETEHTEH OpPraH yBEIOMsBa 3asiBUTEJS 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.

IIpenu na mpencraBu 3akirOUEHHUATa CH Ha ATrEHLHMATA, OLCHABALIUAT
KOMIIETEHTEH OpraH IpejocTaBs Ha 3asdBUTEIs BB3MOXKHOCT J1a
npencTaBd, B paMkuTe Ha 30 OHM, MUCMEHHM OETeXKH MO JOKIama 3a
OLIEHKaTa M IO 3aKIIOYeHHsATa oT Hes. IIpu M3roTBIHETO Ha OKOHYa-
TEJIHATa OIICHKA OICHABALIMAT KOMIIETEHTEH OpraH H/JICKHO B3eMa
TIPEABU TE3U OENIeKKH.

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, kato pecnuparopeH CEHCHOH-
JIU3aTop;

B) NpHEMIMBaTa My JAHEBHA 1033, KPUTHYHATA pe)epeHTHA 103a HIIH
MPUEMIIMBOTO PAaBHUILE HA M3JaraHe Ha OmepaTropa, Crope] Ciydas,
ca 3HAYUTENIHO [O-HUCKH OT XapaKTEPHHUTE 3a MO-TOJIMAaTa 4acT OT
0JI0OpPEHUTE 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. Ilpu U3roTBSIHETO Ha CTAHOBUILETO CH 3a OA00psABaHE WM IOAHO-
BsBaHEe Ha OJOOpEHHETO Ha IaJeHO aKTUBHO BEINECTBO, ATEHIUSTA
HpOy4Ba Jadd BEHIECTBOTO OTroBaps Ha HAKOH OT KPHUTEPUHTE,
n30poeHu B maparpad 1, U pasriexia To3M BbIPOC B CTAHOBHILETO CH.

3. Tlpemu na npexacraBu Ha KommucusiTa CTaHOBHIIETO CH 3a 0/100-
psBaHe WM TIOJAHOBSIBAaHE HAa OJOOPEHHETO Ha JaJCHO AaKTHUBHO
BEIIECTBO, 0e3 Ja ce 3acsArat pasnopeaOuTe Ha wieHoBe 66 u 67,
ATeHIHUATa OCHTYpsiBa IMyONMYEH NOCTBI I0 HWH(OpMAaluUsITa OTHOCHO
MOTEHLUUANIHUTE KaHAWJATH 32 3aMsHa 3a CPOK, HE MHO-ABIBr OoT 60
IHH, B paMKHTE Ha KOWTO 3aMHTEPECOBAHWUTE TPETH CTPaHU MOrar naa
MoJjaBaT ChOTBETHaTa MH(OpPMAIHs, BKIIOUYUTEIHO OTHOCHO HAJMYHHUTE
3aMECTUTENM. ATEHIMATAa HaJISKHO B3eMa NpeIBHI MONydYeHaTa
rHGOpMaNUs TPU U3TOTBSHE HA OKOHYATEITHOTO CH CTAaHOBHIIIE.

4. Upes geporanus oT pasnopeadbure Ha wieH 4, naparpad 1 u dinen
12, maparpad 3 ogoOpsBaHeTO Ha JaJeHO aKTHBHO BEIECTBO, KOETO ce
CMATA 32 KaHJWIAT 3a 3aMAHA, W BCAKO MOMHOBSIBAHE HA OJOOPEHMETO
CTaBa 3a CPOK, HE MO-ABJIBI OT CEEM TOJHHH.

5. AKTUBHUTE BELIECTBA, KOUTO C€ CMATAT 32 KaHAWIATH 32 3aMsHa B
CHOTBETCTBHE ¢ maparpad 1, ce 0003HauaBaT KaTto TakuBa B CHOTBETHHUS
periaMeHT, KOWTO ce IpHeMa ChIJACHO YieH 9.

Ynen 11

Texnnuecku YKazaHusd

Komucusita M3roTBs TeXHHMYECKH YKa3aHHs, 3a Ja CE€ YJIECHH IpHia-
TaHEeTO Ha HACTOAIIATA TJaBa, MO-KOHKPETHO Ha wieH 5, maparpad 2
n unen 10, maparpad 1.

T'JIABA III

NOAHOBSIBAHE M IIPEPA3IVIEXXJAHE HA OJOBPEHHUETO HA
AKTHBHO BEHIECTBO

Ynen 12

YciaoBusa 3a MoaHOBSIBaHE

1. Komucusra mnOAHOBSBAa OJOOPEHMETO Ha JaJ€HO AaKTUBHO
BEIIECTBO, aKO TO MPOABIDKABA Ja OTrOBaps Ha yCJIOBHUSATA, IPEABUICHU
B wieH 4, maparpad 1, win, ako € MPUIOKHUMO, Ha YCJOBHUATA, ycTa-
HOBEHH B wieH 5, maparpad 2.

2. Karo B3ema mpenBux Hay4yHO-TeXHHYeCKHs mporpec, Komucusra
npepasriiexaa U ako € YMECTHO, M3MEHS YCIIOBHATA, IIOCOYSHH 32
AaKTUBHOTO BELIECTBO ChINIacHO ujieH 4, maparpad 3.

3. TlopHOBsBaHETO Ha ONOOPEHUETO HA AAJECHO aKTHBHO BEIIECTBO €
3a 15-rogumieH cpok 3a BCHYKH TNPOTYKTOBH THIIOBE, 3a KOHWTO Ce€
npujara 0J00OpEHHETO, OCBEH aK0 B perjaMeHTa 3a H3IbJIHEHHE,
NpUEeT B CHOTBETCTBHE C wieH 14, maparpad 4, OykBa a), ¢ KOWTO ce
MIOJJHOBSIBA TOBa OJOOpPEHHUE, € ONpEeNesieH 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 ONOOpEHWE WM, CHOPEA Cilydas, NPEIUIIHOTO TOJHO-
BsIBaHE; U

0) oleHKa Jany 3aKIIOYECHHUSITA OT IbPBOHAYATIHATA WM IMPEAMIIHATA
OLlEHKa Ha aKTUBHOTO BELIECTBO OCTaBaT BaJlUAHHM, KAKTO MU
BCsIKakBa MH(pOpManus B MOJKpPENa 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, Toi M3roTBS M 1MOAaBa 10 ATCHLHUATA MPENOPHKa 3a MOJIHO-
BsIBAHE Ha OJIOOPEHUETO Ha aKTHBHOTO BeliecTBO. OpranbT MpeaoCcTaBs
Ha 3asBUTENS KOMHE OT CBOSATA NpEHoOpbKa.

BBB BB3MOXKHO Hal-KpaThK CPOK Ciel KaTo ATCHIHATA MpHUeMe HaJIeHO
3asBJICHHE OLICHABAIIMAT KOMIETEHTEH OpraH yBeIOMsBa 3asBUTENS 3a
TaKkCUTe, ABDKUMH cbriaacHo wieH 80, maparpad 2. OueHsBalmsar
KOMIIETEHTEH OpraH OTXBBpPJS 3asABICHHETO, aKO 3asBUTENAT HE
3aIy1aTé TakcuTe B Cpok OoT 30 OHM OT yBEJOMIJIEHHETO, U yBEIOMsBa
3asBUTENS 32 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.

AKo Te3u npu3Hauu ObIaT MOTBBPACHU, KoMucHsATa pUeMa perjiaMeHT
3a W3MBJIHEHHE, C KOWTO W3MEHS yCIOBHATA 32 0JOOpsBaHE Ha JaJeHO
aKTHUBHO BELIECTBO WJIM 32 OTMsHa Ha ojoOpeHuero my. Ilocouenusr
periaMeHT 3a M3IBJIHEHHE ce IIpueMa B CHOTBETCTBHE C IpOIeaypaTa
Ha pasriexaaHe, nocoueHa B wieH 82, maparpad 3. [Ipumarat ce pasmo-
pendutre Ha uieH 9, maparpad 2. Komucusita ChOTBETHO YBEIOMsIBA
IIPBOHAYATIHUTE 3asBUTENN 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

YcaoBusi 3a u3naBane Ha pa3penieHue

1.  buomun, paszauyeH OT Te3H, 3a KOUTO € JOIyCTHMa OINpOCTeHaTa
npolenypa o U3aBaHe Ha pa3pellieHHe B CbOTBETCTBUE C WiIEH 25, ce
paspemaBa, ako ca M3IIBJIHEHU CIEIHHUTE YCIOBUS:

a) aKTUBHUTE BELIECTBA C€ BKIIOYBAT B IpuUIOKeHMe | umu ca
000peHH 3a CBHOTBETHHS IIPOJYKTOB THUI M BCHYKH YCJIOBHS,
MIOCOYEHH 3a TE3U aKTHMBHH BELIECTBA, Ca M3IIBIHEHH;

0) B CHOTBETCTBHE C OOIIMTE MPHHIMIHN 3a OICHKa Ha JocHeTa 3a
OWolMIM, IOCOYeHH B TpwiokeHue VI, e ycTaHoBeHO, de
OMOLMABT TPU ynoTpebara My ChIIACHO Pa3peIeHUETO U C OTJIel
Ha (aKTOpUTE, MOCOYCHH B maparpad 2 OT HACTOSAMIMSA 4YIICH,
OTroBapsi Ha CJICIHUTE KPUTEPHU:

1) OMOIMIBT € IOCTAaThYHO €PEKTHBEH;

ii) OMOIMIBT HSIMa HEMPUEMIIMBO BB3ACHCTBHE BBPXY ILCICBUTE
OpraHu3MH, MO-CHECHUATHO HENPHEMIINBA PE3UCTEHTHOCT WIIH
KPpBCTOCAaHa PE3UCTCHTHOCT, WU HCHYXXHO CTpaJaHUC WU
0onka mpu rphOHAYHUTE KUBOTHU;

iii) OuouuabT HAMA He3a0aBHO WM 3a0aBEHO HEMPUEMIIUBO
COOCTBEHO BB3JICHCTBUE WM BB3JICHCTBUE B pE3yJITAT Ha OCTa-
THUHHUTE BEIIECTBA BBPXY 3JIpPaBETO Ha XOpara, BKIKOYUTEIHO
BBPXY 3IpaBETO Ha YSA3BHUMUTE TIpYyNH, HIM Ha J>KUBOTHUTE,
MpSKO WM 4pe3 MUTeHHATa BOJa, XpaHara, (QypaxkuTe, Bb3aAyXa
WIN 4pe3 JpYr BUJ HENPAKO BB3JCHCTBUE;

iv) OMOLMABT HAMA HENPHEMIIMBO BB3JICHCTBUE CaM 110 ceOe CH, WM
B Pe3yNTAaT Ha OCTATHUYHHUTE BEIIECTBA, BBPXY OKOIHATA Cpena,
KaTo ce o0pbIa 0COOCHO BHUMAHHUE HA CIEAHHUTE (HaKTOPH:

— JKM3HEH IMKBJ M PasNpoCTpaHeHHe Ha OMoIMIa B OKOJIHATA
cpena;

— 3apa3sBaHE HAa IIOBBPXHOCTHHTE BOIM (BKIIOYHUTEIHO B
yCTHATA M MOpPETO), MOJINOYBEHHUTE BOAM W NHTEHHATa
BOJIa, BB3JlyXa M MOYBAaTa, KaTo CE B3eMaT I0J BHHUMaHHE
MeCTa, OTJaJledeHH OT MsICTOTO Ha ynorpeba, cief
[IpeHacsiHe B OKOJHATa Cpella Ha TOJISIMO Pa3CTOSIHUE;

— BIIMJIHHC Ha 61/10u1/1;[a BBPXY HELCICBUTEC OPraHU3MU;

— BJIMAHHUEC Ha 61/10111/1/121 BBPXY OMOJIOTHYHOTO pa3H006pa3He u
€KocucTeMara,

B) XMMHYHATA HIEHTHYHOCT, KOJHYECTBOTO M TEXHMYECKaTa PaBHO-
CTOWHOCT Ha aKTUBHHTE BEUIECTBA B ChCTaBa Ha Ououuaa W,
KOTaTo € YMECTHO, TOKCHKOJOTHYHO WIH EeKOTOKCHKOJIOTHIHO
BaXHUTE M 3HAYMMU IPUMECH U HEAaKTHBHU CBHCTaBKH, KaKTO H
HETOBUTE OCTAaThYHH BELIECTBA ¢ TOKCHKOJIOTWYHO WM E€KOJIOTMYHO
3HAYeHHE, 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 € IeNecho0pa3Ho, ca YCTAHOBEHM MaKCHMaJlHU HUBA Ha OCTa-
THYHUTE BELIECTBA 3a XpaHUTE W (ypakuTe 1O OTHOILICHHWE Ha
AKTHBHUTE BEILECTBA, CHIBPKAIIN ce B OHOIMIA, B CHOTBETCTBUE C
Permament (EMO) Ne 315/93 ma Cosera ('), Permament (EO)
Ne 396/2005 wma Espomneiickuss mapimamenT u Ha Cbsera (3),
Permament (EO) No 470/2009 na EBpomeiickusi mapiaMeHT W Ha
CoBera (?) wnm  upekrtuBa 2002/32/EO  wa  Espormeiickus
mapnamedT W Ha CbBera (*), WIM ca YCTaHOBEHH TPaHUIN Ha
crneur(UYHa MUTpALUs WIM TPaHULM 332 OCTAThYHOTO ChIbpIKaHHE
B MaTepuajuTe, MpeAHa3sHaYeHH 32 KOHTAKT C XPaHHU 110 OTHOILICHHUE
HAa TakWBa aKTUBHU BelIeCTBa B choTBeTcTBUE ¢ Periament (EO)
Ne 1935/2004 na Espomeiickust mapiaament u Ha CobBeta (5);

e) aKO B TO3M HPOAYKT Ca U3MNOJ3BAaHW HaHOMATCpHUaAId, € U3BBbPIICHA
OTACIHaA OLICHKa Ha pHCKa 3a 3JpaBC€TO Ha Xopara, 34paBE€TO Ha
JKXMBOTHUTC U 3a OKOJIHaTa cpelaa.

2. Tlpu oneHkara Jgand JaaeH OHOILMI OTroBaps KPHUTEPUUTE,
nocoueHu B mnaparpad 1, Oyksa 0), ce B3eMaT NpPEABUA CIEAHUTE
(dhakropu:

a) PEATUCTUYHO Hail-HEOMarompusITHH YCIIOBUS, NPH KOUTO OUOIUIBT
MOXe Ja Ob/ie ynoTpeOsiBaH;

6) HauMHBT Ha ynorpeda Ha TPETHUPAHU U3JEIHs, KOUTO ca 00pabOTeHU
¢ OHOIMIAa WK ChABPKAT OMOLINAA;

B) TIOCJICACTBUATA OT ynorpebaTa u 00e3BpekIaHETO Ha OMOLNAA;
T) KyMyJIaTHBHH €(eKTH;
II) CHHEPTUYHU e(EeKTH.

3. Jamen Ououun Moxe na Oble paspellieH eJUHCTBEHO 3a Te3U
BHIOBE yHOTpeba, 3a KOHTO € IOJaJieHa CHhOTBETHATa WHpOpManus B
choTBEeTCTBHE ¢ wieH 20.

(") Permament (EMO) Ne 315/93 ma Coeera ot 8 despyapu 1993 r. 3a ycrano-

BsIBaHE Ha OOIIHOCTHH MPOLEAYyPH OTHOCHO 3ambpcurenute B xpanute (OB
L 37, 13.2.1993 r., c1p. 1).

(® Pernament (EO) Ne 396/2005 na Esponeiickus napiament u Ha CbBera OT
23 despyapu 2005 rogmHa OTHOCHO MaKCHMaJHO JONMYCTHMHUTE I'PaHULN Ha
OCTaThUHM BEIECTBA OT MECTHUIMAU BBB M BBPXY XPaHU WIH (Qypaku OT
pPACTUTEJICH WJIM >KUBOTMHCKM IIPOM3XOJ W 3a H3MeHeHHe Ha JlupexTusa
91/414/EO na CsBera (OB L 70, 16.3.2005 r., ctp. 1).

(®) Permament (EO) Ne 470/2009 na Empomeiickus mapiament u Ha ChBeTa OT
6 maii 2009 r. OTHOCHO YCTaHOBsiBaHE Ha mpoueaypu Ha OOIIHOCTTA 3a
omnpenensHe Ha JIONMYCTHMHTE CTOHHOCTM Ha OCTaThbYHM KOJHMYECTBA OT
(hapMaKoJIOTMYHOAKTUBHU CYOCTAaHIIMM B XPaHH OT JKUBOTHHCKH IPOU3XO/,
3a orMsaHa Ha Permament (EMO) Ne 2377/90 na CbBeta u 3a M3MEHEHHE Ha
JupextuBa 2001/82/EO wua Espomeiickusi mapmament u Ha ChBeTa W Ha
Pernament (EO) Ne 726/2004 na Espomeiickusi mapiamenT u Ha ChbBera
(OB L 152, 16.6.2009 r., ctp. 11).

(*) Mupexrusa 2002/32/EO na EBpomeiickus mapnamenT u Ha CbBera oT 7 Maif
2002 r. 3a HexeNaTeIHUTE BemlecTBa B XxpaHute 3a xuBotHH (OB L 140,
30.5.2002 r., ctp. 10).

(°) Pernament (EO) Ne 1935/2004 ua Epormeiickusi mapiament u Ha CbBera OT
27 oxromBpu 2004 r. OTHOCHO MaTepuaIuTe U NPEAMETHTE, NPeIHa3HAUYCHH
3a KOHTAKT C XpaHH, U 3a ormsHa Ha upextusu 80/590/EMO u 89/109/EMO
(OB L 338, 13.11.2004 r., ctp. 4).
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4. He ce mnpenocraBs paspelieHue najieH Ououua aa Obae mpen-
OCTaBEH Ha Ta3zapa 3a ymnorpeda OT MacOBHsI MOTPEOMTEN, aKo:

a) oTroBapss Ha Kpurtepuure cwbriaacHo JlupektuBa 1999/45/EO 3a
KIacuduIupaHe KaTo:

— TOKCHYHO WJIM CHJIHO TOKCHYHO BEILECTBO;
— KaHIIEpOTEeHHO BEIIEeCTBO OT Kareropus 1 wimm 2;
— MyTareHHO BEIIECTBO OT Kareropus 1| wim 2; wiu

— BEILECTBO, TOKCHYHO 3a PENpOAYyKIMATa, OT Kareropus 1 wim 2;

0) orroBapsi Ha kputepuute chriaacHo Permament (EO) Ne 1272/2008 3a
K1acH(pHIUpaHe KaTo:

— 0oCTpa OpajliHa TOKCHMYHOCT OT Kareropus 1, 2 wim 3,
— ocTpa JepMaliHa TOKCHYHOCT OT Kareropus 1, 2 wim 3,

— 0CTpa MHXaJIAllMOHHA TOKCHYHOCT (Ta30Be WM Ipax/U3MapeHus)
ot kareropus 1, 2 wm 3,

— 0CTpa WHXAJAHOHHA TOKCHMYHOCT (mapHu) oT kareropusi 1 wim 2,

— CHCHI/I(‘JpI/I‘IHa TOKCUYHOCT 3a OIpECACJICHU OpraHu Ipud €AHO-
KpaTHa WJIM IOBTapslia C€ CKCIO3ULHA OT KaTCropus 1,

— KaHIIEpOr'eHHO BEIECTBO OT Kareropus 1A mmm 1B,
— MYTareHHo BeulecTBO OT kateropus 1A umu 1B, umm
— BEILECTBO, TOKCUYHO 33 PENPOAYKLHUATA, OT Kareropus 1A umm 1B;

B) C€ ChCTOU OT, ChABP)KA WM F€HEpUpa BELIECTBO, KOETO OTroBaps Ha
kpurepuute 3a PBT BemectBa wiu 3a vPvB BemectBa cwriiacHo
nocoueHoTo B npuiokenue XIII kpm Pernament (EO) Ne 1907/2006;

I) NpUTeXkaBa CBOWCTBA, HApyIIABallld €HIOKPHHHATA CHCTEMa; WJIH

) IMa HEBPOTOKCHYHO WJIM MMYHOTOKCHMYHO BB3JCHCTBHE 32
Pa3BUTHETO.

5. HesaBucumo ot pasnopenoute Ha naparpadu 1 u 4, najeH ouomm
MoXe na ObJe paspelleH, KoraTo ycTaHoBeHHWTe B maparpad 1, Oyksa
0), MOATOYKH 1ii) M 1V) yCIIOBUS HE Ca HAITBJIHO M3IBJIHCHH, WIH MOXE
Ia ObJe paspelleH 3a IpelocTaBsHe Ha Masapa 3a ynorpeba OT MacoBUS
moTpeOuTeN, KOraro mocoyeHute B maparpad 4, OykBa B) KpHUTEpPHHU ca
W3IBIIHEHU, aKo B Cilydail ye OuMouunbT He Oblle paspelleH, ToBa Ou
OKa3alo HeChPa3MEPHO OTPHIATENHO BB3ACHCTBHE 3a OOIIECTBOTO B
CpaBHEHHE C pHUCKOBETE 3a 3[paBeTO Ha XOpara, 3ApaBeTo Ha
JKMUBOTHUTE WJIM 32 OKOJIHATa Cpela, MPOM3THYAINM OT yHmoTpebaTa Ha
OronuIa NpH OINpPEACIEHUTE B Pa3pelICHHETO YCIOBHSI.

VYrorpebara Ha OMOLUIM, pa3pelIeHH CHITACHO HacTOSIIIHs maparpad,
MOJUIC)KM Ha TOAXOISIIM MEPKH 3a HaMallsiBaHE Ha pHUCKa, 3a Ja ce
rapaHTypa, 4e eKCIIO3MLMATAa Ha XOopara M OKOJIHaTa cpela Ha Te3H
OuonmMay € cCcBelAeHAa J0 MHHUMYM. Yrmorpebara Ha Ououuaw,
paspellieHn CBhIJIAaCHO HacTosAmus maparpad, ce orpaHuyaBa [0
I'bpP)KaBU-WICHKH, B KOUTO € M3IIBJIHEHO YCIOBHUETO I10 IIbpBaTa aJnHes.

6. Ouenkara Ha rpymnara OHOLMIM, M3BbpIIEHA CHIVIACHO OOIIHUTE
NPUHIMIIK, TIOCOYCHH B NpwiokeHue VI, BKIIOYBA MaKCHUMAJIHHUTE
PHCKOBE 3a 3IpaBeTO Ha XopaTa, 3/[paBeTO Ha JKUBOTHHTE WM 32
OKOJIHAaTa cpella U MHUHHMMaJIHaTa €(PUKACHOCT Ha IsylaTa MOTEHIMAIHA
cepusi OT MPOJAYKTH B paMKUTE Ha rpymnara OHOIMIH.
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3a mazneHa rpyna OMOLMAM Ce JaBa paspelieHHe caMo aKo:

a) B 3ajABJICHHETO HM3PHYHO CE€ I[OCOYBAT MAKCHMAIHHTEC PHCKOBE 3a
3[paBeTO Ha XOpara, 3APaBeTO Ha JKUBOTHUTE WM 38 OKOJIHATA
cpera ¥ MHMHHMMajJHara e(QHKacHOCT, Ha KOHTO CE€ OCHOBaBa
OLICHKATa, KAKTO M Pa3peLICHUTE Pas3ivKd B ChCTaBa W ymortpebara,
nocoueHu B wieH 3, maparpad 1, OykBa T), 3a€IHO CbC CHOTBETHATA
UM KIacHU(UKALs, IPESIYIPEKICHAS 38 OMACHOCT U IPEIOPHKUTE 33
0€30MacHOCT ¥ MOAXOMASANIM MEPKH 33 HAMAJsBaHE HA PUCKA; U

0) BB3 OCHOBa Ha OLICHKATA, [T0OCOYCHA B IIbpPBATAa AIMHES] OT HACTOSIINS
naparpad, Moxe Ia ObIec YCTaHOBEHO, Y€ BCHYKHA OHOIUAN OT
rpymara OTrOBapsT Ha YCIOBHATA, MOCOYCHH B maparpad 1.

7.  Koraro e nenechoOpa3zHO, OBACHIMAT MpPUTEXKATET HA pa3periu-
TETHOTO WJIM HETOBUST IPEICTABHUTEN IOJaBaT 3asBJICHHE 32 YCTaHO-
BsABaHE HAa MAaKCHMaJHHTe HHBa Ha OCTaThbYHH BEIIECTBA IO
OTHOIIICHWE Ha aKTUBHUTE BEIECTBA, CHIBbPXKALIM Ce B JaACH OHOLU,
B cwotBercTBHe ¢ Permament (EMO) Ne 315/93, Permament (EO)
Ne  396/2005, Permament (EO) No 470/2009 wmm Jupexrua
2002/32/EO, wnu 3a yCTAaHOBSBAaHETO Ha TpaHHMIM Ha crenuduvHa
MUTpalusi WIM Ha TPaHWIM 3a OCTaThYHOTO ChIbpP)KaHHE B MaTe-
puanuTe, MpeAHa3HAYeHH 3a KOHTAKT C XpaHH, IO OTHOIICHHWE Ha
TaKMBa BellecTBa B choTBeTCcTBHE ¢ Permament (EO) Ne 1935/2004.

8. Koraro, B ciyyast Ha akTHBHH BEIECTBA, MOMAJalld B 00XBaTa Ha
yinen 10, maparpag 1, Oyksa a) or Permament (EO) Ne 470/2009, mo
BpeMe Ha OfoOpsBaHETO Ha aKTHBHOTO BEUIECTBO HE € YCTaHOBEHA
MAaKCHUMAJHO JOIyCTUMAaTa CTOMHOCT Ha OCTaThbYHU KOJIUYECTBA B CHOT-
BETCTBHE C WIEH 9 OT MOCOYCHUs PErJIaMEeHT MM KOTaTo € HEOOXOAUMO
MaKCHUMAJHO JOIIyCTUMa CTOMHOCT, yCTAaHOBEHA B CHOTBETCTBUE C UIEH
9 OT chIUs periaMeHT, na ObJe M3MEHeHa, MaKCHMAaHO JIOIyCTHMAaTa
CTOMHOCT Ha OCTAaThYHH KOJHMYECTBA C€ YCTAHOBSBA WIIM U3MEHS, B
CBhOTBETCTBHE C IMpolenypara, mocoueHa B wieH 10, maparpad 1,
OykBa 0) OT TOCOUYEHUS periiaMeHT.

9. Koraro pmameH Owonun e mpeAHa3sHa4eH 3a MPSKO TNpHIIaraHe
BBPXY BBHIIHM YacTH Ha YOBEUIKOTO TSJIO (EMUACPMHC, KOCA, HOKTH,
YCTHH M BBHIIHM TCHUTAIWH), I BBPXY 3bOWTE WM JIHTaBHIUTE B
yCTHaTa KyXWHa, TOH HE ChIbpKa HUKAaKBM HEAKTUBHHU BEIIECTBa,
KOWTO HE MOraT Ja c€ ChABPXKAT B KO3METHYEH IPOIYKT CBITACHO
Pernament (EO) Ne 1223/2009.

Ynen 20

HN3uckBaHus 3a 3asiBJeHUsITA 32 pa3pemieHue

1. 3agBHUTEIAT 3a pa3peuieHue 1mnojaBa CJICAHUTE NOKYMCHTHU 3aCqHO
CBhC 3adABJICHUCTO:

a) 3a OMOIMAM, Pa3ITHIHU OT TE3H, KOUTO OTTOBAapsT Ha YCTAaHOBEHUTE B
qIeH 25 ycloBus:

1) AOCHE HMJIM MUCMO 3a JIOCTBI 32 OMOIMIA, KOSTO OTroBaps Ha
HU3UCKBAHUATA, IOCOUYCHU B mpuiioxeHue Il

il) mpuUMepHO 0000IIeHe Ha XapaKTePUCTHKATE Ha OHOIN/A, BKIIIO-
yuTeaHO uH(opManusTa, MOcOoYeHa B uieH 22, maparpad 2,
OykBHu a), 0) U q)—p) cropen ciydvas;

iil) JocWe WM MHCMO 3a JOCTBII 3a OWOIMIA, KOETO OTroBapsi Ha
M3UCKBAHUATA, TMOCOYCHU B mpuiiokenue I, 3a BCSIKO aKTHBHO
BEIIECTBO B OMOLM/IA,

0) 3a OmonMIM, 32 KOUTO 3asBUTENAT CYUTA, Y€ OTTOBApSAT Ha YCTaHO-
BEHUTE B WICH 25 yCJIOBUS:

i) oboOmenue Ha XapakTepPUCTUKUTE Ha OHOIMIA, KaKTo €
MMOCOYCHO B OyKBa a), MOATOYKA ii) OT HacTosuMs maparpad;
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ii) maHHUTE 3a e(UKACHOCTTA; U

iil) BCSKaKBa Jipyra ChIlleCTBEHa MH(pOpMAIUS B MOJKpENa Ha 3aKIIFo-
YEHHETO, Ye OMOLMIBT OTrOBaps Ha ONPE/IENICHUTE B WICH 25 yCIIOBHSL.

2. HpHeMaLHHHT KOMIICTCHTCH OpraH MOXKE€ Ja U3UCKBa 3asABJICHUATA
3a HalUOHAJIHO pa3pClICHUC Oa 6’B)IaT oJaBaHM Ha €JWH HJIK IIOBCYC
oT O(bI/II.II/IaJ'IHI/ITe €3UIHU Ha ObpiKaBaTa-4JICHKA, B KOATO C€ HaMHUpa TO3U
KOMIICTCHTCH OpraH.

3. 3a 3agBneHus 3a paspemienust Ha Cpro3a, MOJAZCHHA CHITIACHO WICH
43, 3asgBUTENIAT MPEJACTaBs pe3fOMe Ha XapaKTePUCTHKUTE Ha Omommna,
nocoveHu B maparpad 1, OykBa a), MOATOYKA ii) OT HACTOSIIMS WIEH, HA
enuH oT odunmanHuTe e3unu Ha Cbhro3a, MpUEMaH OT OLEHSBAIIUS
KOMIICTEHTCH OpraH KbM MOMEHTA Ha II0JlaBaHe Ha 3asBJICHHUCTO, U Ha
BCUYKH opuimainu e3uny Ha Cbro3a mpein oJ100psIBaHEeTO Ha OMOLIUAA.

Ynen 21

OcBoboxxnaBaHe 0T M3UCKBAHMSA 32 MpeNAOCTABSIHE HA JaHHU

1. Upes meporauust or wieH 20 3asBUTEISAT HE € ATBXKEH Ja Ipea-
OCTaBsl JAHHHUTE, KOUTO CE€ H3HCKBAaT CBIVNIACHO TO3M WIEH, aKo ¢
BAIMIHO HAKOE OT CIEIHHUTE OOCTOSTENICTBA:

a) JJAHHUTC HE Cca HCOGXOILI/IMI/I rnopagu €CTCCTBOTO Ha CKCIIO3UIIHA,
CBBP3aHO C Mpe€AjlaraHuTE BHUIOBC yHOTpeGa;

0) OT HayyHa TJelHAa TOYKAa HE C€ Hajlara JaHHUTE Aa ObJar mpea-
OCTaBCHH; WU

B) OT TCXHHUYCCKA I'VICIHA TOYKA HE € BB3MOXKHO JaHHUTEC Ja 67))13.T C’praHI/I.

2. 3adBUTENAT MOXeE Ja MPEIIOXKH aJalTHpaHe Ha M3MCKBAHUATA 3a
IpefoCTaBsHE Ha JAaHHU 10 wieH 20 B ChbOTBETCTBHE ¢ IpuioxkeHue IV.
OcHOBaHHATA 3a MPEITOKEHOTO aJaNTHpaHe HA M3MCKBAHHUATA 3a Mpef-
OCTaBsIHE HA JIaHHH CE IOCOYBAT SICHO B 3asBICHHETO C I030BaBaHE Ha
KOHKPETHUTE IpaBuwia B IpuioxeHue V.

3. 3a ;ma ce ocHTypH XapMOHH3UPAHOTO NpHJaraHe Ha maparpad 1,
OykBa a) OT HacTosIus wieH, Ha Komucusara ce MpeaocTaBAT MpaBo-
MOIIMATA Ja TpHeMa JeJeTHPaHd aKTOBe B CHOTBETCTBHE C WieH 83,
KOWUTO YCTaHOBSIBAT KPUTEPHHU, ONMPEACIAIIN B KAKBH CIy4al €CTECTBOTO
Ha EKCIO3MIMS, CBBP3aHO C MpeJUlaraHuTe BHIOBE Yyrorpeba, Ou
ONpaBAaio aNaNTHPAaHETO Ha W3UCKBAHUATA 32 TMPEJOCTAaBSIHE Ha
JJaHHU cbIinacHo uwieH 20.

Ynen 22

ChabpkaHHe Ha pa3pelieHnero

1. B pa3pemeHHeTo ce MOCOYBaT YCIOBHATA 32 INPEJOCTaBSIHE Ha
nasapa ¥ ynorpeda Ha €JMHUYHHUS OMOLMJ WJIM Ha rpyrnara OWOLUAH,
U Cce BKIOYBA 000O0IICHHE HAa XapaKTEPUCTHKUTE Ha OHOLHIA.

2. be3 pa ce 3acarar pasnopenOurte Ha uieHoBe 66 u 67, 0000-
LICHHETO HA XapPaKTePUCTHUKHTE Ha OHOLMIa 33 CAMHWUYCH OHOLH
WK, B CIy4ail Ha Tpyma OWOIMIN, HAa OWONMAWTE OT Ta3d rpyma
OuoIMaM, BKJIIOYBA CleqHaTa HH(opMmarms:

a) ThProBCKO HaWMMEHOBaHHE Ha OWOLMIA;
0) UMe M aJIpec Ha MPUTEXKATENs Ha Pa3pelICHHETO;

B) JlaTa Ha M3[aBaHe Ha Pa3pelICHHETO U JaTaTa Ha U3THYaHE Ha Balui-
HOCTTa MYy,

r) HOMEp Ha pa3pelieHHeTo Ha OHMOIMIA, 3ae[JHO C, B CIydas Ha Tpyma
OUOIMIM, TOCTEAHNTE YacTH, KOWUTO C€ OTHACAT JO OT/CITHHUTE
OHMOLIMM OT IpymaTa;
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}1) Ka4eCTBCH UM KOJIMYCCTBCH CBHCTAB HAa AKTHUBHUTC M HCAKTHBHHUTC
BELIECTBA, IT03HABAHETO Ha KOWTO € OT CHIIECTBEHO 3HAYCHHE 32
opaBUiIHATa ymnorpeba Ha Ououuaure, a B Clydas Ha TIpyna
OuoLMIM, KOJUYECTBEHHSAT CHCTAaB COYM MHUHHUMAIHOTO M MaKCH-
MaJHOTO HPOIEHTHO CHIBP)KAHME 33 BCAKO AKTHBHO M HEAKTHBHO
BCUICCTBO, KAaTO MHUHHUMAJIHOTO ITOCOYECHO IPOLHCHTHO CbHABbPIKAHUEC
3a OmIpeJeleHn BemecTBa Moxe aa 0pxe 0 %;

€) TPOM3BOAMTENIM Ha Ououuaa (HAUMCHOBAHUS U aIpPECH, BKIIO-
YUTEHO MECTOHAXOXKJCHUE Ha MPOU3BOJCTBEHUTE OOEKTH);

)K) MPOU3BOAUTE/IN HAa aKTUBHUTEC BCIICCTBA (HaI/IMeHOBaHI/IH H ajapecu,
BKJIFOYUTEIIHO MECTOHAXOXIACHNUE Ha MPOU3BOACTBECHUTEC 066KTI/I);

3) BUA QopMynaius Ha Ououuza;
1) MPEIYNPEkKICHNS 32 OMACHOCT U MPENOPHKH 3a 0€30MacHOCT;

i) MPOMYKTOB THIT ¥, CIIOPE]] CiTydasi, TOYHO OMHMCAHWE Ha pa3pelieHara
yHotpeoa;

K) LEJICBH BPEIHU OPraHU3MH;
J) TO3UPOBKA M MHCTPYKIHH 32 YyIoTpeoda;
M) KaTerOpHH MOTPEOUTENH;

H) JAaHHU 3a BCPOATHU MNPCEKU HWJIM KOCBCHU BPCIAHU BB3JICUCTBUS U
YKa3zaHud 3a II'bpBa IIOMOI, KaKTO MW CIICIHHW MEPKH 3a OIla3BaHC
Ha OKOJIHaTa cpena,

0) yKa3aHusi 3a 0e3omacHO 0oO0e3BpeXkIaHe Ha IMPOJYKTa M HEroBara
OIAKOBKa;

) yCIOBUA Ha CbXpaHEHME M CPOK Ha TOJHOCT Ha Ououuaa IpH
HOPMAJIHH YCIOBHS Ha CHXPaHEHHE;

p) cnopen ciydasi, Apyra uHGopMaius 3a OHOIHIA.

Ynen 23

CpaBHHMTE/IHA OlIEHKA HA OGUONMIUTE

1. IlpueMamusT KOMIIETEHTEH OpraH WM, aKo0 CTaBa BBIPOC 32
OLICHKa Ha 3asBJCHME 3a M37aBaHe Ha paspeuieHne Ha Cbho3a, OLCHSI-
BalllUAT KOMIICTEHTEH OpraH M3BHPIIBA CPAaBHHUTEIHA OLCHKA KaTO YacT
OT OILICHKaTa Ha 3asBICHHC 32 Pa3pClICHHE M 3a MOAHOBSIBAaHE Ha
paspelieHie 3a JaJeH OHOLHMI, ChABbPXKALl AKTHBHO BEUIECTBO —
KaHAMIAT 3a 3aMsiHa, B chOoTBeTCTBHE ¢ wieH 10, maparpad 1.

2.  PesyaratuTe OT CpaBHUTENHATA OIIEHKA Ce MpeaBaT He3abaBHO Ha
KOMIICTCHTHUTE OPTaHH Ha JPYTUTE TbPKABU-WICHKH U HA ATCHIIMATA,
a B CiIydaif ue cTaBa BBIIPOC 3a OICHKA Ha 3asABJICHHE 3a pa3pelleHre Ha
Cpro3a — u Ha Komucusra.

3. IlpueMamusaT KOMOETEHTEH OpraH — WM, IIPU pEIIeHHEe OTHOCHO

3asBieHne 3a paspemeHne Ha Cbro3za, Komucusita — 3alpansiBa uiau
OrpaHMYaBa IPENOCTaBIHETO Ha Ia3apa WiIM yHoTpebara Ha
ompesesnieH OHOIMA, ChABPKAIl AKTHMBHO BEIIECTBO — KaHIUAAT 3a

3aMsHAa, aKO B PAaMKUTE Ha CPaBHUTEJHATa OLEHKA CBIJACHO TEXHHU-
YEeCKUTE YKa3aHWsA, NOCOYEeHW B wWieH 24, ce yCTaHOBH, Y€ €IHO-
BPEMEHHO Ca M3IIBJIHEHH CIIEIHUTE JBa KPUTEPHUS:

a) 3a ymorpeOuTe, IMOCOYEHH B 3asBICHHETO, BEUe CBILECTBYBA IPYT
paspelieH OHOIMI WJIM HEXMMHYEH METOJ 3a KOHTPOJI MU
MPEBEHIMS, KOMTO NpeAcTaBisiBa 3HAYUTEIHO IO-MabK OOII PHCK
3a 37paBeTo Ha XOpara, 3[paBeTO Ha KUBOTHUTE M OKOJIHATA Cpefa U
KOMTO € J0CTaThbuyHO e(EKTHBEH W HE BOIU 10 JPYrd 3HAYHUTEITHH
MKOHOMHMYECKH WM MPAKTHYECKU 3aTPyAHCHHS;
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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 uien 17, maparpad 4, u 6e3 a ce 3acsrat pasmo-
pendure Ha maparpad 4 OT HACTOSIIMS 4YICH, pa3pellieHue 3a Ououus,
KOMTO ChIIbpKa aKTUBHO BEIECTBO — KaHAMJAT 3a 3aMsiHa, CE U37aBa
3a CpPOK HE MOBEYE OT IMeT TOAWHH M Ce TOJHOBSBA 32 CPOK, HE IIO-
IBIBI OT TET TOAWHHU.

7.  Koraro nma pelreHne a He ce u3[aBa pa3peuicHue 3a ynorpedara
Ha JajJeH OWOLMJ WIM Td Ja Ce OTpaHHYd ChITIACHO maparpad 3,
OTMsIHATA HJIM H3MCHCHHETO Ha pa3pCUICHUETO IMOPaXIa [ICHCTBHE
YeTHpU TOMWHHU CIE]] B3CMAHETO HA CHOTBETHOTO pellcHHE. Bbmpexu
TOBa, B Ciy4yail 4e OHOOpSBAHETO HAa AKTHBHOTO BELIECTBO, KOETO €
KaHIUIAT 328 3aMsiHA, W3TWYa Ha [O-paHHA JaTa, OTMSIHATA Ha pa3pe-
MICHUETO HOpaXkJa JeHCTBHE Ha CHOTBETHATA IO-paHHA AaTa.

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 OICHSBAIIMAT KOMIICTEHTEH OpraH CMETHE, Y€ 3asBJICHUETO €
HEI'bJIHO, TOH yBEJOMsBA 3asBUTEISI KaKBa JOMBIHATEIHA HHPOpMaInsI
e HeoOXoouMa M ompenens pa3yMeH CpOK 3a IIOJaBaHe Ha Tasu
uHpopmarms. To3u cpok OOMKHOBEHO He HajBuiIaBa 90 IHU.

B pamxure nHa 90 1HM cnen IodydaBaHe Ha JIONBIHUTENIHATA
nH(OPMANHUs OIEHSBAIMAT KOMIIETEHTCH OpraH H31aBa paspelIeHue
3a OuonMaa, ako Bb3 OCHOBA Ha I[OJaJcHAaTa JONBJIHHUTEIHA
uHbOpMAIHA Ce YBEpH, UYe MPOIYKTHT OTTOBaps Ha IIOCOYCHHTE 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.
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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 JaTara Ha MCKAHETO [0 Jarara Ha IoJlydyaBaHe Ha HHQOp-
Manuara. BpemMeHHOTO crnimpaHe He HauxBbpis obmo 180 nHHM, OcBEeH
aKo TOBA HE € ONPaBJIAHO OT €CTECTBOTO Ha M3MCKAHHTE NaHHH WIH OT
U3KIIOYUTENIHH O0CTOATEINCTBA.

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 gHM Tpeau M3THUYAaHETO Ha CpOKa Ha BAJIMIHOCT Ha paspe-
menueTo. Koraro ce ncka moJHOBsABaHE 3a IOBEYE OT €IHUH IPOJYKTOB
THUII, 3asBJIEHUETO 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. Ilpu mnonaBaHe Ha 3asBICHUE 3a [OIHOBABAaHE 3asBUTEIAT
Ipe/ICTaBs:

a) 6e3 ma ce 3acsra wien 21, maparpad 1, ChOTBETHHTE JaHHH,
M3UCKBaHM chriacHo wieH 20 u cpOpaHu B mepHoja ciel IIbpBOHa-
YaHOTO pa3pelieHue WM, CIOopex Clydas, MPEAHIIHOTO IOIHO-
BSBaHE; KaKTO

0) oLleHKa Jany 3aKJIIYEHHUsATa OT I'bpBOHAYAIHATA WM IpeIUIlHATa
OllCHKa Ha Ouoluga oOcTaBaT BaJMIHW, KAaKTO W BCSKAaKBa
nH(oOpMaIys 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 IPEJBU/I BCUYKH MPOIYKTOBU THUIIOBE, 32 KOMTO CE€ MCKa IOIHO-
BsIBaHE.

6. Koraro npuemManmusaT KOMICTCHTEH OpraH pelid, Y€ € HeoOxoauma
ObJIHA OLICHKA HA 3asIBJICHHUETO, TOW B3eMa PEIICHHE OTHOCHO MOIHOBSI-
BaHETO Ha Pa3pelleHUETO, ClIe] KaTO M3BHPLIM OLEHKA Ha 3asBICHUETO
B chorBeTcTBUE ¢ 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
€ paspelieH B Jpyra Abp)KaBa-WwieHKa B CHOTBETCTBHE C wieH 17
(,,pedepenTHaTa mbpkaBa-4JICHKA ), TOMABAT O BCEKH OT KOMIIET-
EHTHUTE OpraHd Ha 3aWHTEPECOBAHHUTE JbPXKABU-WICHKH 3asBJICHHE,
KOETO CBHABp)Ka MPEBOJ Ha HAIMOHATHOTO pa3pellieHue, H3JaJeHO OT
pedepeHTHaTa ABpKABa-WICHKA, Ha IMOCOYCHUTE OT 3aMHTEPECOBaHATa
I'bp)KaBa-wiIeHKa OQHUIUAIHU €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

Hapa.ﬂenﬂo 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;

0) CIUChbK HAa BCHYKH JAPYI'H IIbpXKABU-WICHKH, B KOHTO CE€ HCKa
HAMOHATIHO paspelieHue (,,3anHTEPECOBAHUTE IBPKABU-WICHKH ).

Pe(l)epeHTHaTa AbpiKaBa-4JICHKAa OTToBaps 3a OILICHKATa Ha 3asgBJICHUCTO.

2. EnHOBpeMEHHO C IOJaBaHETO Ha 3asBICHHUETO N0 pedepeHTHaTa
JbpKaBa-wWICHKA CBIVIACHO Maparpad 1 3asBUTENSAT MOAaBa 10 KOMIICT-
CHTHUTE OpraHM Ha BCSKa OT 3aUHTEPECOBAHUTE AbP)KABU-YICHKU
3asBJIEHHE 3a B3aHMMHO NpPU3HABaHE Ha pa3peIIeHHETO, 33 KOETO €
KaHIUIATCTBal Hpel pedepeHTHaTa ObpikaBa-wieHka. ToBa 3asBieHUE
ChIbpIKa:

a) UMEHaTa Ha peepeHTHaTa IbpKaBa-WwiIeHKa U Ha 3aUHTCPECOBAHUTE
b KaBU-UICHKH;

0) 00o0IIeHNe Ha XapaKTepUCTUKUTE Ha Ououuaa chriacHo wieH 20,
naparpad 1, OykBa a), moATOYKaA ii) HA TIOCOYCHUTE OT 3aMHTEPECO-
BaHHUTE IbPIKABH-WICHKH OQHIHATHA €3UIIH.

3.  KomnereHTHHTEe OpraHd Ha pedepeHTHATa IbpiKaBa-4JicHKa W Ha
3aMHTEPECOBAHUTE JIbPKABU-UJICHKH YBEJOMSBAT 3asBUTENS 33 TAKCHTE,
IBIDKUMH cbritacHO wieH 80, U OTXBBPIAT 3asBIEHUETO, B CIydall 4e
3asgBUTENIAT HE IJIaTH Takcute B pamkute Ha 30 nuu. Te yBemomsBar
3asBUTEJISI U JIPYTUTE KOMIIETEHTHH opraHu 3a toBa. Ciiesl moyyuyaBaHe
Ha TaKCHTE, ABDKUMH ChIiacHO wieH 80, KOMIIETEHTHHUTE OpraHd Ha
pedepeHTHaTa ABpKABa-4IEHKA M HA 3aWHTEPECOBAHMUTE JbpP)KaBH-
YICHKU TPUEMAT 3asBIICHHETO W YBEIOMSBAT 3asBHUTEIS 3a TOBA, KATO
[I0COYBAT JaTaTra Ha MpHUEMaHe.

4. PedepenTnara gbpXKaBa-uwICHKA BaIHUANpa 3aABICHHETO B CHOT-
BETCTBHE C wieH 29, maparpadgu 2 u 3 U yBeJOMsBa 3asBUTEJNS U 3aUH-
TEpPEeCOBAHUTE IBPXKABU-YICHKH 3a TOBA.

B pamkute Ha 365 nHU ciex BaIuAMpaHe Ha JaseHO 3asiBICHHE pede-
pEeHTHATa Abp)KaBa WIEHKa OLEHSBA 3asBICHUETO M M3TOTBS JOKIAZN 3a
OIICHKaTa B CHOTBETCTBHE C¢ wieH 30, clex KOeTo H3Ipalia JOKIana CH
3a OLeHKaTa M OOOOIIECHMETO Ha XapaKTepHCTHKUTE Ha Ouonuga Ha
3aMHTEPECOBAHHUTE IHPKABH WICHKH W Ha 3asBHTEIA.

5. B pamkure Ha 90 mHM ciex moilydyaBaHe Ha IIOCOYEHUTE B
naparpad 4 JOKYMEHTH W INpH Cla3BaHe Ha pa3lopeNOUTe Ha WICHOBE
35, 36 u 37 3aMHTEpEeCOBaHUTE IbPKABU-WICHKH OJ00psBaT 0000-
[OIEHNETO Ha XapaKTepHCTHKATE Ha OMOLWAa W BIHCBAT OZOOPEHHETO
cu B Perucrespa 3a Ouonmau. PedepentHaTa nbpkaBa-djeHKa BIHCBa
0100peHoTo 0000IIEeHHE HA XapaKTEPHCTHKUTE HAa OMOLMIA U OKOHYA-
TSNTHUAT MOKJa] 3a OlleHKa B PerucThpa 3a OMOLMIH, 3a€IHO C BCUYKU
0J00pEeHH ycIoBHS HEOOXOAMMH 32 MPEIOCTaBSIHETO Ha Iasapa WM 3a
yrnoTpebata Ha OHOIIMIH.

6. B pamkute Ha 30 AHUM ciiea MMOCTUTaHE Ha criopasyMeHue pede-
pEHTHaTa Ibp)KaBa-WwIEHKAa W BCSKAa OT 3aMHTEPECOBAHUTE JIbpPIKaBU-
YJIEHKU M3]laBa pa3pelieHue 3a OuoIuga B CbOTBETCTBUE C OZOOPEHOTO
000011IeHIe HAa XapaKTEPUCTHKUTE Ha OUOLHUIA.
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7. Be3 nace3acsrar wieHoBe 35, 36 1 37, ako He ObJie IIOCTUTHATO CIIOpa3-
YMEHHE B paMKHTe Ha cpoka oT 90 THH, TOCOUeH B aparpad 5, Besika IbprkaBa-
YJIeHKa, KOSITO € 0100pHiia 0000IIEHUETO HA XapaKTepUCTUKUTE Ha Oronuaa,
MOCOYEHH B Taparpad S5, MOKe ChOTBETHO JIa Pa3peliy MpoyKTa.

Ynen 35

OTHacsiHe Ha Bb3pasKeHUs] 10 KOOPIAMHALMOHHATA rpyna

1. Cs3maBa ce KOOpAMHALMOHHA TpyIa 3a pasriiekJaHe Ha BCHUKH
BBIIPOCH, PAa3JIMYHU OT BBIPOCUTE MO 4ieH 37, CBbpP3aHH C TOBA JaJd
JageH Ouomun, 3a KOWTO € TIOJaAeHO 3asBICHHE 3a B3aHMHO
TIpU3HaBaHe ChIVIACHO wieH 33 wim wieH 34, oTroBaps Ha YCTaHOBEHUTE
B wieH 19 ycnoBus 3a U31aBaHE Ha pa3pellcHue.

Benuku abpxkaBu-uneHkn v KoMmucusita MMar mpaBo @ ydacTBaT B
paboTaTta Ha KOOpAMHAIIOHHATa Tpyna. ATEHLHUSATa OCUTYpsBa CeKpe-
TapyuaTa Ha KOOpAMHAIMOHHATAa IpyTa.

KOOpHI/IHaHI/IOHHaTa rpyna mnpuema CBOM IpOoUCAYpPECH IpaBUITHUK.

2. AKo HJKOS OT 3aMHTEPECOBAHHTE IbPKABU-YICHKH NMPELEHH, ue
Ouonun, KOWTO € OLIEHEH OT pedepeHTHaTa IbpKaBa-wieHKa, He
OTroBapsi Ha MOCOYEHUTE B WieH 19 yciuoBus, T H3Mpaiia HOIpOOHO
00sICHEHHe Ha CIIOPHUTE BBIIPOCH M HA OCHOBAHMATA 32 CBOSTA ITO3HIIHS
Ha pedepeHTHaTa Ibp)KaBa-wieHKa, Ha JPYTUTE 3aMHTEPECOBAHU
IbPKABU-WICHKH, Ha 3asABHTENS M, CIIOPEA CIydas, Ha HpPHTEKATEIS
Ha paspemweHrero. CHOpHUTE BBIPOCH He3a0aBHO ce€ OTHACAT 3a
pasriIexnaHe A0 KOOpAWHAIIMOHHATA TPYIIa.

3. B paMmkuTe Ha KOOpIMHALMOHHATA I'PyIa BCHUKU IbP)KABH WICHKHU,
IIOCOUEHH B Iaparpad 2 oT HACTOSAIIMS WIEH, IPaBAT BCUIKO BB3MOXKHO 32
MIOCTUI'aHE Ha CIIOPa3yMEHHE OTHOCHO JEHCTBUATA, KOMTO Jia c€ Ipe-
npuemar. Te ImpenocTaBsT Ha 3asBUTENA BB3MOXHOCT J1a U3pa3H CBOATA
IJiefHa TOYKa. AKO MOCTUIHAT CIOpasyMeHue B pamkure Ha 60 1HM OT
OTHACSHETO 3a pa3rjieXIaHe Ha CIIOPHUTE BBIIPOCH, IIOCOYCHO B
naparpad 2 oT HacTOAIMA 4ieH, pedepeHTHaTa JbpxKaBa 4JIeHKa BIUCBA
onobOpenneto B Perucrepa 3a Ononumy. Ciex ToBa MpoueaypaTa ce CunuTa
3a 3aKpUTa U peepeHTHATa JbpKaBa WICHKA U BCAKA OT 3aMHTEPECOBAHUTE
IbPKaBH WICHKU M3/1aBa pa3pelleHue 3a OMOLHIa B ChOTBETCTBUE C WICH
33, maparpad 3 mm uien 34, naparpad 6 criopes ciaydas.

Ynen 36

OTHacsiHe HA HEPCIIEHN BB3PAKEHHUSA 10 Komucusita

1.  Ako ABbpXKaBHTe-4ICHKH, IIOCOYCHM B WieH 35, maparpad 2, He
MIOCTUTHAT CIIOpa3yMeHHEe B paMKUTE Ha IOCOYeHHs B WieH 35, maparpad
3 cpok ot 60 nHH, pedepeHTHaTa TbpiKaBa-UIeHKA He3a0aBHO HH(POPMHUpa
Komucusita, kato 1 npegocTaBs MOJPOOHO M3I0KEHUE HA BBIPOCUTE, MO
KOHUTO JBP’KAaBUTE-IICHKH HE Ca MOTJIH Ja MOCTUTHAT CIOpasyMeHHe, 1 Ha
IIPUYUHUTE 3a pasHoriacuero. Ha 3auHTepecoBaHUTE AbpPXKaBU-WIEHKU U
Ha 3asABHTENS, a CIIOpe] Clydas M Ha MpUTEXKATeNs Ha pa3pelieHHeTo, ce
TIPEIOCTaBsI KOIIHE OT TOBA U3IIOJKCHHE.

2. Kowmmucusra Moxe aa MOUCKa OT ATEHIMATA CTAaHOBHUILE OTHOCHO
HAYYHUTE WM TEXHUYECKUTE BBIPOCH, IMOBIUTHATH OT bp)KaBUTE-
wieHku. Koraro Komucusta He ucka craHoBuIlE OT ATeHIMATA, T 1aBa
BB3MOXKHOCT Ha 3asBUTENA U, CIOPE] CiIydasi, Ha IPUTEkKATells Ha paspe-
IIEHUETO Ja NMPEICTaBU MUCMEHH Oelle)KKU B paMkuTe Ha 30 qHU.

3. Kowmmucusra nprueMa HOCpeACTBOM aKTOBE 3a M3IIBIHEHHE PELICHHE
II0 OTHECEHHUS JI0 Hes BBIPOC. Te3n akToBe 3a M3IBIHCHHE CE IpHeMat
B CHOTBETCTBUE C IpOILEAypaTa 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 mpolieaypaTa 1Mo HACTOSIINS YJIEH, CPOKBT OT TPU TOJUHH
clieql narata Ha oJ00peHHeTo, MocoueH B wieH 89, maparpad 3, mbppBa
aJUHes, 32 U3IBJIHCHUE HAa 3aJb/DKCHUETO HAa JbpKaBaTa WICHKA Ja
u3/aje paspelieHue 3a OMouua, CIupa ga Tede.

4. Upes pmeporauus or uieH 32, naparpad 2 Abp:kaBa-4JIeHKa MOXE
Jla OTKaKe J1a U3/aje pa3pelieHus 3a MpoaykToBu Tumose 15, 17 u 20
BB3 OCHOBA Ha CHOOpPAKEHHMS, CBEP3aHU C XyMAaHHOTO OTHOIICHHE KBM
JKUBOTHHUTE. JIbpKaBUTE-wIEHKH HHPOpMHpAT He3a0aBHO JpyruTe
IbpKaBU-wIeHKH W KoMmucusTa 3a BCSKO peIleHHe, B3eTO BBB BPB3Ka
C TOBa, U 3a HEroBaTa 0OOCHOBKA.

Ynen 38

CraHoBHIIE HA ATeHIHATA

1. Axko Komucusara oTmpaBu MCKaHe ChIVIACHO WieH 36, maparpad 2
i uneH 37, naparpad 2, AreHnusaTa AaBa CTaHOBUILIE B PaMKUTE Ha
120 nHM OoT narata, Ha KOSATO CHOPHHUAT BBIIPOC € OWJI OTHECEH JI0 Hesl.

2. [Ipenn ma mame ctaHOBHIETO CH, ATEHIMATA JaBa BE3MOXXHOCT HA
3as4BUTEIN M, CIOpEZ Cilyyas, Ha IpUTEXaTels Ha pa3peuicHUETo Ja
TIPE/ICTaBA MHCMEHU OENeXKU B OMpEeJeNleH CPOK, He MO-ABIbr oT 30
JTHU.

AreHIusATa MOXE BPEMEHHO Jla NMPEKbCHE CpOKa, MOCOYEeH B maparpad
1, 3a 1a MO3BOJM HA 3asBUTENS WM Ha NPUTEXKATENs HA pa3pelieHueTo
Jla TIOATOTBAT TE3U OEJIEKKHU.

Ynen 39

3asiBjleHHe 32 B3aMMHO TNPH3HABaHe OT O(QUIMAIHM WIH HAYYHH
OpraHu

1. Koraro B najeHa nbpskaBa-ujieHKa HE € MOCTBIIMIIO 3asBIICHUE 3a

W3/laBaHe Ha HAIMOHAJTHO pa3pelieHne 3a Ououui, KONTO Beue e
paspelieH B Jpyra Abp)KaBa-4wieHKa, O(QUIMaTHU WIM HAYYHH OpraHH,
KOMTO C€ 3aHMMaBaT C KOHTPOJ Ha BpPEAUTENIUTE WIM C ONa3BaHE Ha
OOIIECTBEHOTO 3J[paBe, MOraT CbIVIACHO IIpolieaypara 3a B3aUMHO
IIpU3HaBaHe, NMpeIBUAEHA B 4ieH 33, U CbC ChIIACHETO Ha MPHUTEXKATEIs
Ha paspelieHue OT JpyraTa JIbp)KaBa-wiIeHKa, /Ja MoJanaT 3asBleHUE 3a
HAaLlMOHAJHO pa3pelleHde Ha ChIIus OHOIMJ, ChC chlllaTa ynorpeda u
CBITIACHO CBIIHUTE YCIOBHUS 3a yIoTpeda KaTo BbB BBIIPOCHATA IbpKaBa-
YJIeHKa.

3asBUTENAT TPsAOBA Aa JOKaxe, 4e yrnorpebaTa Ha mogobeH Ououua € B
MHTEpeC Ha ChOTBETHATA IbpKaBa-uICHKA.

3asBIE€HUETO Ce NPHUIpPY’KaBa OT TaKCUTE, IBIDKUMU ChIiaacHo uieH 80.

2.  Koraro KOMIIETCHTHHSAT OpraH Ha 3aMHTEPECOBaHATa JbprKaBa-
YJieHKa CMETHEe, Y€ OMOLMABT OTroBaps Ha YCJIOBHUATA, MOCOYEHH B
wieH 19, ¥ 4Ye ycloBHATA 1O HACTOSIIUS WICH Ca HW3MBIHEHH, TOH
paspeliaBa NpenoCTaBsSHETO Ha Masapa W ynorpebara Ha Ouonuna. B
TO3M ClIydyall OpraHbT, NOAAN 3asBICHHETO, MMa CBIIUTE NpaBa H
3a]IbJDKCHUS] KATO OCTAHAJIUTE MPHTEKATEIN HA pa3pellcHHe.

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.
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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.
3aKOHOJATEIHA IIPOLIEAYpa.
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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
CbOTBCTCTBUCTO Ha MNpeaACTaBECHUTE JaHHH Wi NoAKpeHIAIIA
JOKYMCHTH.

Cnen kato AreHUUsATa NpHEME AAJCHO 3asBJICHHE, BbB Bb3MOXHO Haii-
KPaTbK CPOK OLIEHSBAIIUAT KOMIIETEHTEH OpraH MHGOpPMHpa 3asBUTEIIS
3a Takcara, IB/DKHMa cbriacHo wieH 80, maparpad 2, M OTXBBPIIL
3asBJICHHETO, B Cllyyail ue Takcata Ha ObJe IuiateHa 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.
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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&.

Hpem/l Ja NpeacTtaByd 3aKIIIOUCHHATA CH Ha AFGHHI/IHTa, OLCHABAIIUAT
KOMIICTCHTCH OpraH MNOpeaocTaBss Ha 3asdBUTCISA BbB3MOXKHOCT Ja
npeacrTaBd, B paMKUTC Ha 30 JHHU, MACMCHU OEIIeXKH 110 3aKII0YCHHSTA
OT OILICHKara. HpI/I U3roTBAHCTO Ha OKOHYATCJIHAaTa OLICHKA OLCHA-
BalqUAT KOMIICTCHTCH OpraH HAJIC)KHO B3€Ma NPEABUI TC3U OCIICHKKY.

2.  Koraro ce oxaxe, 4e 3a HM3BBPIIBAHETO Ha OIEHKAaTa € HEoO-
XOAMMa JIONMBIHATETHA WH(OpPMAIWs, OIEHIBAIIMAT KOMIICTCHTEH
OpraH HCKa OT 3asBUTENS Ja IpefocTaBU Ta3u uHopMmanus B
paMKUTE Ha YCTaHOBEH CPOK M yBeIOoMsiBa AreHIusATa 3a ToBa. [loco-
4yeHUIT B naparpad 1 cpok oT 365 AHM BPEMEHHO CIMpa Ja Tede OT
JataTa Ha MCKAaHETO A0 JaraTa Ha IOJy4aBaHe Ha HH(pOpMAIMATA.
Bpemennoro crmmpane o6ade He HaaxBBpis obmo 180 mHM, OCBeH B
U3KIIOYUTENIHA CIy4al U KOraTo TOBa € ONpPAaBIAaHO OT €CTECTBOTO Ha
rorckaHata uH(pOpMaIus.

3. B pamkute Ha 180 nHM ciex moiydyaBaHE Ha 3aKIIOYEHHSITa OT
OlleHKaTa AreHuusTa U3roTBI M mpencrtass 1mpen Komucusra
CTaHOBHILE OTHOCHO pa3pellaBaHEeTO Ha Ououuza.

B cnydail ue AreHuusTa IpenopbuBa ChOTBETHUAT OHoLMI Ja Obae
paspellieH, CTaHOBHUIIETO ChABP)KA HAM-MalKO CIETHHUTE eNeMEHTH:

a) NeKJiapanus JaJd ca M3IBJIHCHH YCIIOBHUSTA, YCTAHOBEHU B WieH 19,
naparpad 1, ¥ HpoekT 3a 000OIICHWE Ha XapaKTEPUCTHKUTE Ha
OuoIHIa ChIJIACHO MOCOYEHOTO B wieH 22, maparpad 2;

6) cropex ciydast, MOAPOOHOCTH OTHOCHO YCIOBHSTA, KOMTO CIIEABa J1a
ce HaJoXaT 3a MPEJOCTABIHETO Ha Masapa WM 3a ynoTpebara Ha
ouonuaa;

B) OKOHYATEJIHUA JIOKJIaJa 3a OICHKaTa Ha OWoluia.

4. B cpox or 30 mHM cien mnpeiaBaHe HAa CTAaHOBHILNETO CH Ha
Komucusita, Arenmusta mnpemaBa Ha Komucusta, Ha BCHYKH
opunmanau e3ui Ha ChbrO3a, MPOCKT 3a 000OINCHHE HA XapaKTepHUC-
TUKUTE Ha OMOLMIMTE B CHOTBETCTBHE C WieH 22, maparpad 2 cropen
ciydasi.

5. Cnex nonyvaBaHe Ha craHOBUIIETO Ha AreHuusara Komwucusra
rnmpueMa WIM pEerJlaMeHT 3a WU3IBbJIHEHHEe, C KOWTO ce MpPeaoCcTaBs
paspemienue Ha Cbro3a 3a OMOLMIA, WIM DPEIICHHE 32 U3IBJIHEHUE, C
KOETO Ce IOCTaHOBsBA, Y€ HE ce MpefocTaBs paspeuieHue Ha Cpro3a 3a
Oouornmaa. Te3n akToBe 3a M3IBJIHEHHE C€ IMPUEMAaT B CHOTBETCTBHE C
npolleaypara Ha pasriexaaHe, Imoco4yeHa B wieH 82, maparpad 3.

I[lo wuckane Ha JgbpkaBa-wieHKka Komwucusita B3eMa pelIeHHE Ja
ajlanTHpa ONpeeICHN YCJOBUs Ha paspeiieHue Ha Chblo3a KOHKPETHO
3a TEPUTOpUATa Ha Ta3W Jbp)KaBa-wieHKAa WIM Ja peld, 4Ye TOoBa
paszpemicine Ha CplOo3a He ce MNpuWilara Ha TEPUTOPUATA HA Ta3M
Jbp)KaBa-uIeHKa, TIPU yCJIOBUE Y€ TaKOBa MCKaHE MOXe jJa Obae oboc-
HOBaHO C €HO WM IMOBEYE OT ChOOpaKEHHsTa, MOCOYECHH 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.

2. Ilpu mnopmaBaHe Ha 3asBIEHUE 3a [OJHOBSIBAHE 3asIBUTEIAT
IPEe/CTaBs:

a) 6e3 nma ce 3acara wied 21, maparpad 1, CbOTBETHUTE [JaHHH,
U3HCKBAaHHU CBrIacHO wieH 20 u cpOpaHM B Mepuoja ciel IbpPBOHaA-
YaJHOTO paspelleHHe WIH, CIOpeN CiIydas, cle] IPEeIHIIHOTO
MOJHOBSABAHE; U

0) olleHKa Jany 3aKIIOYCHHUSTA OT MBbPBOHAYATIHATA WM IMPEAMIIHATA
OllCHKa Ha OuWomuga ocraBaT BaJMIHM, KakTO W BCAKAaKBa
uH(opMays B MOAKpENa Ha TOBA.

3. 3asBUTENIAT npeacraBgd W HAWMMCHOBAHHMCTO Ha KOMIICTCHTHHUSA
OpraH Ha IbpXXaBaTa-4JICHKA, KOWTO TI0 HETOBO IPEIUIOKCHUE CIICaBa
Ja OLCHH 3asiaBJICHUCTO 3a IIOAHOBABAHC, W IPEAOCTaBsA IIUCMCEHO
IMMOTBBPIKACHUEC, Y€ TO3W KOMICTCHTCH OpPraH Ipueéma Ja Io HallpaBH.
To3u KoMIleTeHTEH Opran € OUCHABAIIUAT KOMIICTCHTCH OpTraH.

Arennusita naopmMupa 3asgBUTENS 32 TAKCUTE, ABDKUMH CHITIACHO WIEH
80, maparpad 1 U OTXBBpPIS 3asABICHUETO, B CIydall 4de 3asiBUTEIAT HE
wiati Takcure B pamkute Ha 30 nuu. Ts yBemomsBa 3asBUTENs U
OLICHSBAILUS KOMIIETEHTEH OpraH 3a TOBa.

Crnen moslyyaBaHe Ha TaKCUTE, IBJIDKMMHU cbritacHO wieH 80, maparpad
1, AreHmusra mnpuema 3asBICHHETO W YBEJOMsBA 3asBHTENS U
OLICHSBAIlMSl KOMIIETEHTEH OpraH 3a TOBa, KaTo I0COYBa JaraTa Ha
MpUEMaHETO.

4.  PemieHusTa Ha AreHIusTa ChriacHo naparpad 3 OT HACTOSIIHS
YyjeH MoraT Ja ObpgaT o0KaJBaHW B CHOTBETCTBHE C 4ieH 77.

Ynen 46

OuneHka Ha 3asiBJIEHHATA 32 NMOJHOBSIBaHe

1. Bwb3 ocHOBa Ha OlLieHKa Ha HalW4YHaTa MH(OpMalMs U Ha HEOOXO-
OUMOCTTa Ja ce IpepasriiefiaT 3aKIIoueHusATa OT IIbPBOHAYAIHATA
OLlEHKAa Ha 3asBICHUETO 3a paspemieHne Ha Cblo3a wid, cropeq
cily4asi, NpPEIUIIHOTO IIOJHOBsBaHE, B pamkure Ha 30 OHU cruexn
NIpUEMaHEeTO Ha 3asBJICHHETO OT AreHHMsATa CbhIVIACHO uieH 45,
naparpad 3 OLCHSBAIIMAT KOMIIETEHTEH OpraH pellaBa Jalid B CBET-
JMHAaTa Ha CHBPEMEHHUTE HAyYHH IIO3HAHHS € HeoOXOoAWMa IThIIHA
OLICHKA Ha 3asBJICHUETO 3a IOJHOBSIBAHE.

2. Koraro oueHsBamMAT KOMIIETEHTEH OpraH peIid, 4Ye € HeoO-
XO/IMMa MbJIHA OIIEHKA Ha 3asABJIICHUETO, OICHKATA Ce U3BBPIIBA B CHOT-
BeTcTBHE ¢ wieH 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 WM perjiaMeHT 3a H3IBbJIHEHHE 3a IIOJHOBSBaHE Ha paspe-
meHneTo Ha Chio3a 3a OWONMIA, WM pEIICHHE 3a H3IIBJIHCHHE 32
OTKa3 3a MOJHOBsIBaHEe Ha paspemeHrnero Ha Cpioza. Te3nm akToBe 3a
W3MBJIHEHHE C€ TpHeMaT B CHOTBETCTBHE C TNpolLenypara Ha
pasriexaaHe, oco4yeHa B wieH 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 JaJeHO pa3pelieHue, TOH/TS yBeIoMsIBa IPUTEKATENs Ha pa3pe-
LIEHHETO 3a TOBA, KaTO MY IPENOCTaBi BB3MOXKHOCT Jia IPEJICTaBU
OenexKM WIM AONBJIHUTENHAa MHGOPMAIMs B paMKHUTE Ha OINpeAeieH
cpok. Ilpn B3emMaHe Ha OKOHYATENHOTO CH peEIleHHE OIEHSBAIIMAT
KOMIIETEHTEH OpraH MM, aKO CTaBa BBIPOC 3a paspemeHue Ha Cproza
— Komucusita, Hagne)xxHO B3eMa MpPEABUA Te3U OENEXKH.

3. Koraro KOMIETEHTHHAT OpraH WiIH, aKo CTaBa BBIPOC 3a
paspemienne Ha Cpioza — Komucusara, OTMEHH WIH H3MEHH
paspelieHue B ChOTBETCTBHE C maparpad 1, TOi/TS yBemomsiBa
He3a0aBHO MPUTEKATENST Ha Pa3pelICHUETO, KOMIIETCHTHUTE OpPraHd Ha
IOPYTUTE ABPIKABU-WICHKH W, Criopex ciydvas, Komucusira.

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. Ilputexxaten Ha paspelieHue, KOWTO HCKa Ja IMPOMEHHU
nHpopManus, mogaieHa BbB BPB3Ka C IIBPBOHAYAIHOTO 3asBICHHUE 32
paspeleHre Ha OHoOIM/A, 10JaBa 3asiBICHUE 10 KOMIETEHTHUTE OpraHu
Ha CBHOTBETHHUTE IBP)KABU-WICHKH, KOHTO Ca DPa3peIllyid BBIPOCHUS
Ouornma WiIM, ako cTaBa BBIpOC 3a paspemieHne Ha Cpro3a — 10
Arennusta. Te3n KOMIIETEHTHM OpraHd pellaBaT, WM, aKo CTaBa
BBIIPpOC 3a paspemenne Ha Cpro3a — AreHmousra mpoBepsBa, a
Komucusra pemaBa ganu yciaoBHATa ChINIACHO wieH 19 mimM, xorato e
MIPUJIOKIMO, CBITIACHO WiIEH 25, MpOIbDKaBaT Jla ca CIa3eHd W Jajd
yCIIOBHSATa Ha pa3pelIeHUueTo TpsaOBa Ja ObJaT U3MEHEHH.

3asBIEHHETO Ce MPHUIPYKaBa OT TAKCUTE, IBJDKUMHU ChriacHO wieH 80,
naparpapu 1 u 2.

3. H3menenue Ha CBIICCTBYBAIIO pa3pC€lICHUEC IIolaga B €JHa OT
CJICAHUTE KaTCropmuu NMPOMCHHU:

a) aIMMHHCTPaTHBHA MPOMSHA;
0) He3HauMTEeNHA NMPOMSHA; WM

B) 3HAYUTENHA MPOMSHA.

Ynen 51

IoapoOun npasuia

C ormen ocurypsiBaHe Ha ChbIJlacyBaH IIOJXOJ IO OTHOIICHHWE HA
OTMsIHaTa M M3MEHEHMETO Ha paspemieHusta Komucusra ompenens
MoIpOoOHU TIpaBWIIa 3a MpHJaraHero Ha 4wieHoBe 47—>50 mocpeacTBOM
aKTOBE 3a W3IbJIHEHME. Te3M aKTOBe 3a M3IBJIHEHHE C€ IpHeMaTr B
CBOTBETCTBUE C TIpoOIlelypaTa Ha pas3riexJaHe, MMOocoYeHa B uieH §2,
naparpad 3.

[locouenure B mbpBaTa ajgMHEs OT HACTOSIIMS 4JIEH IIpaBHUIa ce
OCHOBAaBAaT, Hapeja C APYroTo, HA CIEJHUTE NMPUHIIMIIN:

a) 3a aIMUHHUCTPATHBHH MPOMEHH C€ MpUIara OmpocTeHa Mpoleaypa 3a
HOTHU(UKAIIHS,

6) 3a HC3HAYUTCIHHU IIPOMEHU CC€ ONPEACiid CBKPATCH CPOK 3a OLICHKA;

B) B Cllyyall Ha 3HAUWTCJIHU IIPOMEHH CPOKBT 3a HW3BBHPIIBAHE Ha
OLICHKa € MPOIOpPIHOHAJCH HA Maniabda Ha HpejiaraHata IpPOMsHA.

Ynen 52

IIpexonen mepmon

HesaBucumo oT pasmopendute Ha wieH 89, KOraro KOMIIETEHTHHST
OpraH WIH, aKO CTaBa BBIPOC 3a OMOLMJ, pa3pelleH Ha pPaBHHUILETO
Ha Cpioza — Kowmmcusara, OTMEHH WIH W3MEHHW [aJeHO pa3pelleHue,
WJIM pelH Ja He IO MOJHOBSBA, TOW/TS MPEJOCTaBs MPEXOIEH MEpUo 3a
IpefoCTaBsiHe Ha Ta3apa W ynoTpeba Ha CHIIECTBYBAIIUTE 3aIlacH,
OCBEH aKo IPOJBIDKABAIOTO IPENOCTaBsHE Ha Iazapa WIM yHnoTpeda
Ha Omommaa OWxXa MpeICTaBISIBAIN HENPHEMIIMB PUCK 3a 3IpaBeTO HA
XOopara, 3JpaBeTo Ha XMBOTHHUTE WJIM 32 OKOJIHATa Ccpeja.

[Ipexoguusat nepuon He HaaxBbpysd 180 1HM 3a mpenocTaBsSHETO Ha
nasapa M JONMBJIHUTEICH MakcuMasieH cpok oT 180 aHu 3a ynmorpebara
Ha CBIIECTBYBAIIUTE 3allach OT CHOTBETHUTE OMOLIUIN.
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vB
TJIABA X
IMAPAJIEJIHA ThPTOBHUSL
Ynen 53
ITapanesHa Thpropus
M3
1.  Upes meporamus oT wieH 17, KOMIETEHTEH OpraH Ha Abp)KaBa
wieHka (,,Jbp)KaBa 4WIEHKAa Ha BBbBEXAaHe) [aBa, [0 HCKaHE Ha
3asBUTENS, Pa3peIlUTE]IHO 32 MapaienHa THhPrOBUS C JaJeH OHouup,
KOHTO € paspelleH B JApyra JbpXaBa wieHKa (,,JbpikaBa YiICHKa Ha
npousxon™), 3a na ObAe mpenigaraH Ha TMaszapa M yHOTpeOsBaH B
Ibp)KaBaTa WICHKA Ha BBBEXKJAHE, aKO IPELEHH, B CHOTBETCTBHE C
naparpad 3, 4e OUOUMIBT € HAEHTUYEH C OHOLMA, KOHTO Bede e
paspenieH B AbpXKaBaTa-wWIeHKa Ha BBBEXHaHE (,,pedepeHTHUsT
HOPOIYKT).
VB

3asBUTENAT, KOHTO Bb3HaMepsBa Ja IyCHE OuoulMIa Ha Maszapa B
'bp)KaBaTa-4JeHKa Ha BBbBEXKIAHE, 110/1aBa 3asABJIECHUE 32 Pa3pELIMTEHO
3a mapajejHa ThPTrOBHs 10 KOMIIETEHTHHUS! OpraH Ha Jbp)KaBaTa-4JeHKa
Ha BBbBEKIAHE.

3asBIEHMETO ce IpuApyXaBa OT [ocoyeHaTa B mnaparpad 4
uHpOpMaIMs M OT BCSKakBa apyra uH(popmainus, HeoOXoauMa la ce
JOKaXxce, de OWOIMIBT € WICHTHYCH C peepeHTHHS IIPOLYKT,
CBIJIACHO OIpe/eNICHHeTo B maparpad 3.

2.  Korato KOMIIETEHTHHAT OpraH Ha [Jbp)KaBaTa-WwIeHKa Ha
BBBEXK/AHE IpELEeHH, Ye JaJieH Ououua € WACHTHYEH C pedepeHTHUs
HPOIYKT, TS JaBa Pa3pellnuTEeNHO 32 MapajieiHa THProBUs B PaMKHUTE HA
60 nHU crex Mody4aBaHE Ha TaKCHTE, OBDKUMH cbriaacHo wieH 80,
naparpadg 2. KommnereHTHHAT oOpraH Ha JbpKaBaTa-4icHKAa Ha
BBBEXK/IAHE MOXKE Jla M3HCKA OT KOMIIETEHTHHS OpraH Ha IIbpKaBaTa-
YJieHKa Ha MPOU3XO0J JOIMBJIHUTENIHA MH(OpMalus, HeoOXoauma Ja ce
ompeAeny Aand NPOAYKTHT € HICHTHYEH C pedepeHTHHUs IMPOIYKT.
KomnereHTHUSAT OpraH Ha Jbp)kaBaTa-4JeHKa Ha MPOM3XOJ MPEAOCTaBS
u3ucKkBaHata MHGOpMalys B paMkuTe Ha 30 JHH clen MojydaBaHe HA
HCKaHEeTo.

3. Jlamen Ououua ce CYMTa 3a MIACHTHYEH C PePEpPEeHTHUS MPOTYKT
SIMHCTBCHO aKO € M3IIBIHEHO BCAKO OT CIECIHUTE YCIOBHS:

a) MMpOU3BCACHN Ca OT €JHa W Cbhlla KOMIIaHUA, OT aCOHHUHUPAHO MPEa-
MNpUATUE WK 110 JIMICH3 B CBOTBECTCTBUE C C€IWH W CBHII IPOU3-
BOACTBCH ITPOIICC,

0) UMaT WACHTHYHA crielUu(UKAIUSI U ChIAbPKAHHE MO OTHOIICHHE Ha
AaKTHBHUTE BEIECTBA, KAKTO W Ha BHIA (POPMYIIAIHs;

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

F) COIHAKBH Ca WIM Ca CKBUBAJICHTHU II0 OTHONICHHE Ha pa3Mepa,
MaTepuajia uin (1)opMaTa Ha OIIaKOBKarTa, C Orjic] Ha IMOTCHIIUAJIHOTO
BpPCAHO BB3JICUCTBUE BBPXY 0e30IacHOCTTa Ha npoAyKTa 3a 3ApaBETO
Ha Xopara, 34paB€TO Ha XMBOTHUTEC WUJIM 3a OKOJIHaTa Cpclaa.

4. 3asBICHHETO 3a HU3aBaHE Ha pa3pClIMTCIIHO 3a IapajieiiHa
ThpProBusl CbAbpiKa CJICAHATa I/IH(l)OpMaI_[I/IH " CIICMCHTHU!

a) HaMMCHOBaHWE Ha OWolMIa ¥ HOMEpP Ha pa3peuicHUETO B
JbprKaBaTa-WwICHKa Ha MPOH3XOJ;

0) UMe W azpec Ha KOMIIETCHTHHS OpraH B Jbp)KaBaTa-wiIeHKa Ha
MIPOU3XO0JI;

B) M€ M aJpec Ha MpHUTEXKaTelld Ha pa3pelIeHHETO B JIbp)KaBaTa-
YIEHKa Ha MPOHU3XOL;
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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;

) UME U aJIpec Ha 3asiBUTEJIS;

€) HauMEHOBaHME, KOeTo e ObIe AajeHo Ha OHOLHMIa 3a pa3mpocTpa-
HEHHETO My B Ibp)KaBaTa-wWwiCHKAa Ha BBBEXKIAHE;

K) TIPOEKT 3a €THKET Ha OMoUuWaa, MpeAHa3Ha4YeH 3a MPeJOCTaBIHEeTO Ha
nasapa B Jbp)KaBaTa-4JeHKAa Ha BbBEKAAaHE, HA OQHUIMAIHUS €3HK
WM Ha O(UIMAIHUTE €3WLM HA Abp)KaBaTa-4eHKa Ha BBbBEXKIAHE,
OCBEH aKO Ta3W IbpKaBa-yJieHKa He € MpeABHIWIIA JPYTo;

3) MOCTpa Ha 61/10111/111a, KOUTO € NpE€aAHAa3HA4YCH 3a BBBEXKIAHC, aKO
KOMIICTCHTHUAT OpraH Ha AbprKaBaTa-4JICHKa Ha BBBCKIAHE CUHUTA
TOBa 3a H€06XOIII/IMO;

W) HAaMEHOBAaHUE Ha peepeHTHHUs NPOAYKT U HOMEp Ha pa3pelIeHHeTo
B JIbpKaBaTa-4yJIeHKa Ha BbBEXKIaHE.

KoMIeTeHTHUAT OpraH Ha Ibp)KaBaTa-uiIeHKa Ha BBHBEXKIAHE MOXE Jia
M3MCKAa NPEBOJ Ha CHOTBETHATA YacT OT OPUTHHAJIHUTE YKa3aHHS 3a
ynotpeba, mocoueHu B OykBa T).

5. PaspemeHuero 3a mapajneigHa TBPrOBUS IIOCTAaHOBSBA CBIIUTE
yCIIOBHS 3a IPEJOCTaBsSHE Ha Ia3apa U 3a yHoTpeba KaTo Te3U OT paspe-
MIEHHETO Ha pedepeHTHUs] IPOTYKT.

6.  Paspemenuero 3a mapajnenHa THPrOBHUS € BaJUAHO 3a CBHIIHS CPOK,
3a KOWTO € BaJHIHO pa3pelIeHueT0 Ha pedepeHTHHs MNpOoIyKT B
J'bp)KaBaTa-4JICHKa Ha BBBEXKJAHE.

AKo mpuTeXaTenAT Ha paspelleHHe 3a pe)epeHTEH HPOILYKT IOAaze
3asiBJICHUE 3a OTMsIHAa HA Pa3peLICHHETO B CHOTBETCTBHE C wWieH 49 n
aKO M3WCKBaHUATA Ha wWieH 19 mpommipkaBaT ga ca CIA3eHH, BaIUI-
HOCTTa Ha pa3pelIMTENHOTO 3a IapajeliHa ThProBUs H3THYA Ha
JiaTaTa, Ha KOSTO HOPMAIHO OM H3TEKBJI CPOKBT Ha Pa3pelICHHETO Ha
pedepeHTHUs TPOIYKT.

7. bes pma ce 3acsrar cIenUalHUTE Pa3NopeadM Ha HACTOSIIMS YJIEH,
uieHoBe 47—50 w rtmaBa XV ce mnpunarat mutatis mutandis 3a
Owornmay, mpeylaraHd Ha TIa3apa ChIJIACHO pa3pelleHHeTo 3a
rapajiejiHa ThProBus.

8.  KOMMeTeHTHHAT OpraH Ha Jbp)KaBaTa-4IeHKA Ha BhBEKIAHE MOXKE
Ja OTTEIrJH JaJIeHO pa3pelleHre 3a IapajieiHa THProBHUs, ako paspe-
IICHUETO 32 BBBEICHHA OHOIMI ObJEe OTTErVICHO B JbpiKaBaTa-4JCHKa
Ha MPOU3XOJ OT ChOOpakeHHs 3a 0E30MacHOCT WM e(PUKACHOCT.

T'JIABA XI
TEXHUYECKA PABHOCTOMHOCT

Ynen 54

OueHsiBaHe Ha TeXHUYeCKaTa paBHOCTOﬁHOCT

1. Koraro e HeoOX0OQMMO Ja ce YCTAaHOBH TECXHHYECKAaTa pPaBHO-
CTOWHOCT Ha aKTHBHHTE BEIIECTBA, JIUIIETO, KOCTO JKelae Aa yCTaHOBH

TakaBa pPaBHOCTOWHOCT  (,,3asBUTENAT), TOJaBa 3asBIEHHE [0
Arenuusra.
2. 3asBUTENAT NMPENOCTaBs BCHUYKU JaHHU, M3MCKBAHU OT ATCHIMSTA

3a OIICHABAHC Ha TCXHHUYCCKaTa paBHOCTOﬁHOCT.
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3. AreHuusTa yBEJIOMSBA 3asSBHUTEIIS 338 TAKCHUTE, IBJDKUMHU CHIIIACHO
wiedH 80, maparpad 1, W OTXBBpIS 3asABJICHUETO, B CIOy4yaid de
3asBUTENIAT HE IUIaTH Takcute B paMkure Ha 30 nuu. Ts yBemomsiBa
3asBUTENS 3a TOBA.

4. Cnem xato J1aZe BB3MOXKHOCT Ha 3asBUTENS Ja MPEICTaBU
Oemexky, AreHIusTa B3eMa pelleHue B pamkute Ha 90 mHmM ciex
npreMaHe Ha 3asBICHHETO, MocoueHo B maparpad 1, m ro cpoOuiaBa
Ha JIbp)KaBUTC-UICHKH M Ha 3asSBUTEIIS.

5. Koraro cnopen AreHuusTa € Heo0XOAWMa  JOMBIHHUTEIHA
uHpOpManus 3a OIEHSABAaHE Ha TEXHHWYECKaTa pPaBHOCTOMHOCT,
AreHIuATa MCKa OT 3asiBUTENS Aa NPENOCTaBU TakaBa MHpoOpManus B
CPOK, OIpenesieH OT ATEHIUATa. ATEHIMATa OTXBBPJIS 3asBICHHETO,
aKO 3ajdABUTCIIAT HC Npeaaac AOIbJIHUTECIIHATa I/IH(i)OpMaL[l/lﬂ B ompca-
enenust cpok. Ilocouenusr B maparpad 4 cpok or 90 gum crnupa naa
Te4e OT JaraTa Ha OTIPaBsSHE HAa HMCKAaHETO JI0 JaraTa Ha I0JydyaBaHe
Ha uHpopmanusaTa. Cnimpaneto He HaaAXBbpIs 180 JHHM, OCBEH aKko HE €
ONpaBJaHO OT E€CTECTBOTO Ha IOMCKAHUTE JAHHW WJIM IPU H3KIIO-
YHUTEJIIHU OOCTOSTEJICTBA.

6. Tlpu HeoOXomuMoOCT AreHIMATa MOXE Ja C€ KOHCYJITHpa C
KOMIIETEHTHUSI OpraH Ha Jbp)KaBaTa-4eHKa, KOHTO e JeiicTBan B
KayeCTBOTO Ha OLEHsABAll KOMIETEHTEH OpraH 3a OLEHKaTa Ha
AaKTUBHOTO BELIECTBO.

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

8.  AreHmumsra wn3pa0OTBa TEXHHYECKH YKa3zaHMS, 3a Ja YJIECHH
MPUIAraHeTO Ha HACTOSIIMS 4JICH.

I'JIABA XII

JEPOTALIIH

Ynen 55

I[eporauml OT M3UCKBAHUSATA

1.  Upes meporauusi OoT pasmnopendoure Ha wieHoBe 17 u 19 xommer-
SHTHHAT OpraH MOXKE Ja pa3pelid 3a CPOK, He MOo-Abiabr oT 180 mHH,
IpPEeOCTaBIHETO Ha [asapa WIM ynorpebara Ha OWOLUA, KOHTO He
M3MBJIHSABA YCIOBHATA 3a H3JaBaHe Ha pa3pellieHHe, YCTAaHOBEHH B
HACTOSIUSL PErJIAMEHT, 3a OrpaHW4YeHa M KOHTPOJIMpaHa yHoTpeoda,
IO HaA30pa Ha KOMIIETEHTHHS OpraH, ako TakaBa MApKa € HeoOXoquMa
MOpaJl OMAacHOCT 32 OOIIECTBEHOTO 37paBe, 3[PABETO Ha >KUBOTHHUTE
WIN 32 OKOJHaTa cpela, KOATO He MOXKe Ja ObJe OrpaHuueHa Io
JOpyT Ha4HH.

KomnereHTHUST oOpraH, T[OCOYEH B TMbpBa ajluHes, He3abaBHO
yBEIOMsBA JPYrUTe KOMIETEHTHH opraHu u Kommucusra 3a cBOETO
JIeHCTBME M 3a OCHOBaHMATAa 3a Hero. KoMmmeTeHTHHSAT opran
He3a0aBHO yBEIOMsBa APYIMTE KOMIIETCHTHH opraHu u Komwmcusra 3a
OTMsIHaTa Ha TaKoBa JICHCTBHUE.

B3 ocHOBa Ha O000OCHOBAaHO MHCKaHE OT KOMIIETEHTHMS OpraH
Komucusra pemaBa He3a0aBHO M MOCPEICTBOM aKTOBE 3a H3ITBIHEHHE
Jand W IpU KakBU YCJIOBUS JAEHCTBUETO, IPENIPHETO OT TO3U
KOMIIETEHTEH OpraH, MoXe Ja ObJe MPOABIDKEHO 3a CPOK, HE IIo-
aerer oT 550 mum. Te3w akToBe 3a M3IBIHEHHE Ce IPHEMAT B CHOT-
BETCTBUE C IIpolLeAypaTa Ha pasIiexJaHe, 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 pa3pelleHHe MoXe Ja Ob/e M3JaJeHO CaMo aKo Clex
OLlCHKa Ha JOCHeTaTa B CHOTBETCTBHE C WICH 8§ OICHIBALIMAT
KOMIIETGHTCH OpraH ¢ MpeICTaBWII MPernopbka 3a oxo0psiBaHe Ha
HOBOTO aKTHBHO BEIIECTBO M KOMIIETEHTHHTE OPraHHW, HMONYYHIH 3asB-
JICHHETO 3a BPCMCHHOTO pa3pellicHHe, WM, aKo CTaBa BBIPOC 3a
BpeMeHHO pa3pemieHne Ha Cpro3a — ATEHIUATa, TMPEIeHsT, 4e ce
OYakBa, 4Ye OWOUMIBT OTroBaps HAa W3UCKBaHWATA 1O wWieH 19,
naparpad 1, OykBu 0), B) U T), KaTo ce B3eMaT MPEIBUJ MMOCOUCHHUTE
B wieH 19, maparpad 2 dakropu.

Axo Komwmcusita pemn jga He 0A00pHM HOBOTO AKTHBHO BEIIECTBO,
KOMIIETEHTHUTE OpraHd, NPEAOCTaBWIM BPEMEHHOTO pa3pelleHue, WiH
Komucusita oTmMeHsT ToBa paspelieHue.

Koraro npu ustnuyane Ha tpuroaumszus cpok Komucusrta Bce orie He €
mpuena pelieHue 3a ono0psBaHE Ha HOBOTO AaKTHBHO BELIECTBO,
KOMIIETCHTHUTE OpraHd, MW3JaJd BPEMEHHOTO paspelleHue, WIn
Komucusara morar ga yasmkaT cpoka Ha BPEMEHHOTO paspelleHHe 3a
[IEpUOJ, HE MO-ABJIBI OT €IHAa NOAWHA, NP YCIOBUE Y€ UMa CEPHUO3HU
OCHOBAaHHUA Jla CE€ CMATa, Y€ aKTHMBHOTO BELIECTBO IE€ OTroBaps Ha
yCIIOBHAATA, TpPEIBUACHU B wwieH 4, maparpad 1, wim — cropen
cilydass — Ha yclioBusATa To wieH 5, maparpad 2. Kommerentuurte
OpraHy, yIbJDKMIM CpOKa Ha BPEMEHHOTO pa3pelleHHe, YBEIOMsBAT
3a TOBa JpYruTe KOMIETeHTHU opranu u Kommucusra.

3. Upes meporauus ot wieH 19, maparpad 1, Oykea a) Komucusita
MOXK€ NTOCPEACTBOM aKTOBE 3a HM3IIBJIHEHHE J1a MO3BOJIM Ha IbpKaBa-
YJIeHKa pa3pellaBaHeTo Ha OHWOLWA, CHIBPXKAII aKTHBHO BEIIECTBO,
KOETO He € Of00peHO, MpU YCJIOBUE Y€ TOBA AKTUBHO BELIECTBO € OT
BO)KHO 3HAUCHHWE 32 OIA3BaHETO HA KYJITYPHOTO HACIEACTBO W HE
CBIECTBYBAT MOJXOMAIIN aITEPHATHBH. T€3M aKTOBE 3a H3IIBJIIHEHHE
ce MpHUeMaT B CHOTBETCTBHE C MpPOIEAypaTa MO KOHCYITHpaHe, Mpea-
BuleHa B wieH 82, maparpad 2. JIbpxaBa-ulieHKa, KOSATO XKejiae Ja
NONTyYyd TakaBa Jeporauusi, nogaBa 3asBieHue 10 Kowmucusaita u
MIpEeACTaBs HA/UIe)KHA 00OCHOBKA.

Ynen 56

Hayunou3cienoBartesicka u pa3BoiiHa JeifHOCT

1.  Upes neporanusi oT wieH 17 ONUT WIM U3MUTBAHE 3a IIEUTE HA
HayYHUTE W3CIEABAaHMS WIH HaydYHOHM3CJIEIOBaTeICKaTa W pa3BOiHA
JNEHHOCT, CBBp3aHa C MPOAYKTH W TPOLECH, NPU KOUTO CE€ H3IOJI3BA
HepaspemeH OHOIMI WIM HEeOoNOOpEeHO AaKTUBHO BEIECTBO, MpeIHa3-
HAueHO W3KIIOYHUTENIHO 3a M3MoJI3BaHe B Ouomuy (,,omur™ wWin
,M3MUTBaHe ‘), MOraT Ja Ce MPOBESXKAAT EJUHCTBEHO MNPHU YCIOBHATA,
MIPEABUACHH B HACTOSIIHS YJICH.

Jlunara, KOMTO M3BBPIIBAT ONMUT WM H3IUTBAHE, CBCTABAT H
MOAABPKAT INHCMEHA JOKyMEHTAalHMsA, IO0COYBallla HMICHTHUYHOCTTa Ha
Ouonuia MIM aKTUBHOTO BEIECTBO, JAHHUTE Ha ETUKETHTE, J0CTa-
BEHUTE KOJIMYECTBA M HMEHATa M aJpPECHTE Ha JMLATa, KOWTO
HojlyyaBaT OuoLUJA MIM AaKTUBHOTO BEIIECTBO, U HU3LOTBAT JIOCHE,
ChABPIKAIIO BCHYKH HATWYHH 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 ONUTHT WIM U3MNUTBAHETO OM MOIMJIO Ja HUMa BPEIHO
BB3JCIHCTBHE, HE3aBUCUMO Iajd HEMOCPEACTBEHO WIHM 3a0aBEHO, BHPXY
3/IpaBeTO Ha XOpara, 0COOEHO BBPXY YSI3BHUMHUTE T'PYIH, WU 3/IPaBETO
Ha XMBOTHHUTE, WJIM HETNPHUEMJIMBO BPEIHO BB3JCHCTBHE BBPXY XOpara,
JKUBOTHUTE WJIM OKOJHATa Cpeja, ChbOTBETHHT KOMIIETEHTEH OpraH Ha
3auHTEpEcCOBaHaTa Abp)KaBa-4JeHKa MOXeE Ja ro 3abpaHu WIH Ja To
pa3pelIs pH yclIOBUs, KOUTO TOH CMsTa 32 HEOOXOAUMH 3a IIPEJOTBpa-
TABaHE Ha Te3W mnocneauuu. KomnereHTHHAT opraH He3a0aBHO
yBenomsaBa Komucusata M JApyruTe 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
n3enre, npaBu HEoOXOoOMMOTO WHQOpMalusTa, MOCOYeHa BBB BTOPa
anuHes, n1a GuUrypupa Ha €TUKeTa, B CllyyauTe, KOraTo:

— TPOM3BOAMTENIAT HA JaJeHO TPETHPAHO W3JENIHe, ChABPXKAIIO
Owoumna, TmTpeTeHAMpa, dYe BBIPOCHOTO TPETUPAHO  H3ICIHE
MpUTEKaBa OMOIMIHU CBOMCTBA, WX

— BBB BpPB3Ka ChC CHOTBETHOTO aKTHBHOTO(WMTE) BEIECTBO(a) TOBA CE
M3UCKBA OT  YCIIOBHATAa, CBBbpP3aHH C  OJOOpSBAaHETO Ha
aKTUBHOTO(MTE) BeIIeCTBO(a), KaTo ce B3eMa MpeIBUa  T0-
CHEIHATHO BB3MOXKHOCTTA OT KOHTAKT C XOpa WM H3MYCKaHETO B
OKOJIHATa Cpeqa.

ETUKeTHT, MOCOYEH B MbpBa alMHes, TPIOBa Na ChAbPXKA ClCAHATA
UHPOPMAITHS:

a) TEKCT, KOWTO IT0COYBa, Y€ TPETHPAHOTO M3JENIUE ChIbPKa OHMOLMAH;

0) xorato ¢ OO0OOCHOBaHO, OHOIMJHOTO CBOWCTBO, IPHUIIMCBAHO HAa
TPETUPAHOTO HU3/ICIIHE;

B) 0e3 ma ce 3acsrar pasmnopendoure Ha wieH 24 ot Pernament (EO)
Ne 1272/2008, HanMeHOBaHUATA Ha BCUYKH aKTHBHM BEIIECTBA B
CHCTaBa Ha OMOIIMIUTE;

I') HAMMCHOBAaHHWATA HAa BCHYKM HAaHOMATCpHAIM, CBIbpPXKAIIHM CE B
ouoruaa(uTe), MOCiIeBaHU OT JAyMmara ,,HaHO* B CKOOW;

1) BCAKAKBH IIOOXOMSAIIM yKa3aHWs 3a ymorpeba, BKIOYUTEIHO
MpeAnasHu MEpKH, KOUTO Ja Ce B3eMarT, BbB Bpb3Ka ¢ OHOLUIUTE,
C KOWTO € OO0pabOTeHO TPETUPAHO M3JCTHETO HWJIX KOHWTO TO
ChIBpIKA.

Hacrosust naparpa(]) HE CC Ipuiara, KOorato Ino cCujlara Ha ApPYyro
CI'ICI.U/Iq)I/I‘{HO 3a CEKTOpa 3aKOHOHATCJICTBO BE€YEC Ca HAJIMUIEC HaKl-MaJKo
paBHOCTOfIHPI HN3HUCKBAHUA 3a C€THUKCTUPAHC Ha 6I/IOI.[I/IZ[I/I B TpETUpPAHU
MNPOAYKTH C OIJICA H3IBJIHCHUCTO Ha H3HCKBAaHUATA 3a PIH(pOpMHpaHe
OTHOCHO TC3M AKTHBHHU BCIICCTBA.

4.  HeszaBucHMO OT 3aIbJDKCHHUSTA 3a €THKETHpaHe mo mnaparpad 3,
JULETO, KOETO OTroBaps 3a IIyCKaHETO Ha [asapa Ha JaJeHo
TPETUPAHO H3JEIHEe, [OCOYBAa HAa ETHKETa MYy BCAKAKBH MOJXOJISIIN
yKa3aHUs 3a yrnmorpeda, BKIIOUUTENHO TPEINa3HH MEPKH, aKo TOBa €
HEoOXOMUMO 3a 3allMTaTa Ha XOpaTa, >KUBOTHUTE U OKOJHATa Cpela.

5. HesaBucumo oT 3abiDKEHHMATA 3a €TUKETHpaHe 1o mnaparpad 3,
JOCTaBYMKBT Ha AaZE€HO TPETHPAHO M3JeIHe IPeloCTaBs Ha NOTpeOuTen
IIPU TIOMCKBaHE OT CBINMS NOTpeOUTelN, B CPOK OT 45 nHU u Oe3IUIaTHO,
UHPOpPMAIMsl 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 ., 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.

HaHHI/ITC, KOWTO Ca 3alllUTCHU CBhITIACHO HACTOAIIUA YJICH, UJIK 34 KOUTO
CPOKBT 3a 3aluTa € HU3TCKBJI CbhIJIACHO HACTOANIUA 4YJICH, HE CC
3almuyraBaT OTHOBO.

2. CpokbT 3a 3alllUTa Ha JaHHUTE, IPEJOCTABEHH C OLJe] Ha 0J00-
PSIBAHETO HAa CBIIECTBYBAI0O AaKTHMBHO BEILECTBO, M3THYa cuex 10
TOAMHM, CUUTAHO OT IBPBHA [EH Ha Mecela, CleABall Jarara Ha
IpHeMaHe Ha pellieHHe B ChOTBETCTBHE C wWieH 9 3a of00psBaHEe Ha
CBOTBETHOTO aKTHBHO BELIECTBO 3a OLpPEAENEHHs IIPOLYKTOB THUIL.

CpoKbT 3a 3amUTa Ha JaHHUTE, NMPEJOCTaBEeHH C OTJIed Ha Omo0ps-
BAaHETO Ha HOBO aKTMBHO BEIIECTBO, M3THYa ciel 15 ronuHu, CYUTaHO
OT IIBPBHA JEH Ha Mecella, Cce/Balll 1aTaTa Ha [IPUeMaHe Ha pelIeHue B
CHOTBETCTBHE C wWieH 9 3a on00psBaHE Ha CHOTBETHOTO AKTHUBHO
BEIIECTBO 3a ONPEAEICHUs NMPOAYKTOB THIL.

CpOKBT 3a 3aIUTa HA HOBUTE JAAaHHHU, IIPEAOCTaBEHH C OIVIEA Ha IOAHO-
BsSBaHE WM TpepasriiekxJaHe Ha ONOOPEHHETO Ha aKTHBHO BEIIECTBO,
W3THYa Cliel 5 TOJAWHHU, CYUTAHO OT I'bPBHUS JIGH HAa Mecela, CJie/Balll
JaTaTa Ha TpHEMaHe Ha pEIIEHHeTO B CBHOTBETCTBUE C WieH 14,
naparpag 4 OTHOCHO MOJHOBSIBAHETO WJIM HPEPasIrIekKIaHETO.

3. CpoxbT 3a 3aIUTa Ha JaHHWUTE, MPEIOCTABEHU C OIJIe] Ha paspe-
[IaBAaHETO Ha OWOLHUM, CBHABPXKAIL CaMO CBHIIECTBYBAIM AKTHBHU
BemiecTBa, u3TH4a ciuen 10 TONWHM, CYNTAHO OT IIBPBUS JEH Ha
Mecella, CleABall MBPBOTO pEIICHHE 3a paspelliaBaHe Ha MPOIYKTa,
B3€TO B CBHOTBETCTBUE C WieH 26, maparpad 3, unen 30, maparpad 1,
unen 33, maparpadu 3 u 4, wien 34, maparpadu 6 m 7, wieH 36,
naparpad 4, uien 37, naparpadu 2 u 3, wim uneH 44, naparpad 5.

CpoKbT 3a 3aluTa Ha JaHHHUTE, MPEJOCTaBCHW C OIVIEA Ha paspelia-
BaHETO Ha OMOIMA, CBHIBPXKAII HOBO aKTHBHO BEIIECTBO, M3THYA CIEX
15 romuHM, CUMTAHO OT IBPBUSA JEH Ha Mecela, CJIeIBall IbPBOTO
pelreHne 3a paspelraBaHe Ha NPOAYKTa, B3eTO B CHOTBETCTBHE C HICH
26, naparpad 3, wien 30, maparpad 1, unen 33, naparpadu 3 u 4, dieH
34, naparpadu 6 u 7, unen 36, naparpad 4, wieH 37, naparpadu 2 u 3,
win wieH 44, naparpad 5.

CpOK’BT 3a 3alIdTa Ha HOBU OAHHH, IIPECOAOCTABCHU C OTIJIE HAa IIOJTHO-
BABAHC WJIM HM3MCHCHUE Ha Pa3pCIICHHUCTO 3a 61/IOI_II/I)1, u3THYa ciaen S5
TOOWHH, CUMTAaHO OT NBbPBHUA AEH Ha MECCIa, CicABall PCHICHUCTO 3a
IIOAHOBSIBAHE WJIM U3MCHCHHUE Ha Pas3spCHICHHUCTO.

Ynen 61

IInucmo 3a gocTnn
1.  TIucmoTo 3a JOCTBI ChIbpXKA HAalW-MaJKO clexHaTra WHPOpMAaLUs:

a) UMe U JaHHU 32 KOHTaKT Ha COOCTBEHHKAa Ha JaHHUTE U Ha OeHe-
dunuepa;

0) HaMMEHOBaHHE HAa AKTUBHOTO BEIIECTBO WJIM OMOLMAA, 3a KOHTO ce
paspemaBa JOCTBII 10 JaHHHTE,
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B) JlaTa, OT KOSITO MHCMOTO 32 JIOCTBII MOpPaXKIa JICHCTBUE;

F) CIIMCBK Ha MNPEACTAaBCHUTEC MOaHHH, 3a KOUTO IMIHCMOTO 3a OOCTBII
MpeaocTaBs IpaBa Ha IIO30BaBaHE.

2. OrtMsHaTa Ha IMUCMO 3a JOCTHII HE 3acsira BaJIMAHOCTTAa Ha paspe-
[IEHNETO, U3/13/IeHO Bb3 OCHOBA Ha BBIIPOCHOTO IHCMO 32 IOCTBIL

Ynen 62

O0MeH Ha JaHHHU

1. 3a ;ma ce u30erHar M3NUTBAHUATA BBPXY JKHUBOTHH, M3IHUTBAHHUATA
BBPXY TpBOHAYHM >KMBOTHH 32 LEJIUTE Ha HACTOSIIMS DPErJaMeHT ce
W3BBPUIBAT €JMHCTBEHO KATO IOCIIEJHA Bb3MOXKHa Mspka. M3nuTBaHus
BBbpPXY I'PbOHAUHM >KUBOTHM HE C€ MPOBEXIAT IOBTOPHO 3a LIEJUTE HA
HACTOSIIUS PETJIaMEeHT.

2.  Bcako mwmie, KOETO Bb3HaMepsiBa Ja U3BBPINBA M3MUTBAHHS WIIH
uscnenBanus (,,0bACHIUAT 3aBUTET ),

a) B Clydail Ha JaHHM, KOMTO C€ OTHAcAT 3a H3IUTBAHUA BBPXY
rpbOHAYHH >KUBOTHHU, U

0) O KeNaHWe, B Ciy4yald Ha [aHHH, KOHUTO HE C€ OTHAcAT 3a
U3MUTBAHUS BBPXY IPbOHAYHU JKUBOTHH,

IIPEACTaBs MHUCMEHO HCKaHe OO0 ATEHIMATAa Ja ONpEeAesd Jadd TaKuBa
W3MUTBAHMS WM W3CIEIBAHUS ca TPEICTaBsIHA Ha ATCHIHATA WIA Ha
KOMIIETEHTEH OpPraH BbB BpPb3Ka C MPEIXOAHO 3asBJICHUE 10 CHIIaTa Ha
HacTosmus pernameHT win Ha [upektuBa 98/8/EO. AreHuusra
NpoBepsiBa Jajld Beue ca NpPEeACTaBIHM TaKWBa W3MUTBAHUS WIN
U3CIICIBAHHUSI.

Korato pesynrature OT Te3W H3MUTBAHUS WM HM3CICABAaHUS Bedye ca
NpeJCTaBeHH Ha ATEHIMsATa WIM Ha KOMIIETEHTEH OpraH BbB Bpb3Ka C
MPEIXOMHO 3asBJICHHE IO CHJaTa Ha HACTOSIIMS PErIaMeHT WM Ha
HupextuBa 98/8/EO, Arenuusita He3ab0aBHO choOlIaBa Ha ObaelIus
3asBUTEJI MMETO M JaHHUTE 3a KOHTAaKT Ha JIMIETO MPEIOCTaBHIIO
JTAHHATE M Ha COOCTBEHHWKA Ha TE3W JaHHU.

JIunero NnpeaoCTaBUiIO NAaHHUTC CLﬂeﬁCTBa, Korato € H€06XOJII/IMO 3a
OCBIICCTBABAHETO Ha KOHTAKT MECXKIY 6’b£[eH.[I/I}I 3asiBUTE U COOCT-
BCHHKA HA JAHHUTC.

Koraro JaHHUTEC, MOJYYCHU OT TC3W M3INHUTBAHUA WM H3CIICABAHHA, Ca
BCE OII€ 3alIUMTCHU CBITIACHO YJICH 60, 6’]),H6H.[I/I}IT 3asABUTCIIL:

a) 33BJDKUTEIHO, B CIOy4adl Ha JaHHH, KOUTO C€ OTHAacAT 3a
W3NUTBAHUS BBPXY IPBOHAYHM XKUBOTHH, M

0) o JKeNaHWe, B Ciy4aldl Ha [aHHH, KOHUTO HE C€ OTHACAT 3a
U3IUTBAHUS BBbPXY IPbOHAYHM KUBOTHH,

OTIpaBsg HCKaHE OO0 coOCTBEHHMKA Ha JaHHUTC 3a BCUYKHW HAYYHH H
TEXHUYCCKHU JaHHHU, CBbp3aHU C BBIIPOCHUTE HU3IUTBaHUA u
H3CJICAIBaAHUA, KaKTO M 3a IIOJIy4YaBaHC Ha IPaBOTO Ja CC IIO30BaBa Ha
TE3U JaHHH, KOTraTO ImoJgaBa 3asBJICHUSA CHITIACHO HACTOAIIUA PETIAMCHT.

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 ;ma ce yJecHH KOHTPOIBT HaJ CIA3BaHETO Ha PErjaMeHTa, MPOU3-
BOJIUTENNTE HAa OMOIMIM, MyCHATH Ha ma3apa B Cblo3a, MOIAbPKAT 1O
OTHOIIICHUE Ha TMPOU3BOJICTBCHHUS TIPOLIEC MOIXOASAIIA JOKYMEHTAIINS Ha
XapTHEH HOCUTEJ WM B €JeKTpOHEH QopMaT, OTHacsIa ce [0
KayecTBOTO M 0e30MacHOCTTa Ha OWoIMIa 3a MyCKaHEe Ha Masapa u
ChbXpaHSBaT MapTUAHU TPOOM OT mpoayKuusTa. JloKyMeHTanusTa
BKJIIOYBA Hal-MaJKo:

a) MHQOpMAIIMOHHMA JIMCTOBE 3a OE30MaCHOCT W CHCHU(HUKANUU Ha
aKTHBHHUTE BEIIECTBA U JPYTUTE CHCTABKH, HM3MOJ3BAHU 33 MPOU3-
BOJICTBOTO Ha OMOLNIA;

0) CIUCHK Ha PA3TUYHUTE M3BBPIICHHU IPOU3BOJICTBEHH OIECpALNH;
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 JIUIaTa, y4acTBald B H3MUTBAHUATA BBPXY
rpbOHAYHHU KUBOTHHU.

Koraro obaue ce HamaraT CIIEIIHH JISHCTBHUS 3a 3alllUTa Ha 3/IPaBETO HA
X0paTa, 3[paBeTO Ha >XKMBOTHUTE, OE30IACHOCTTa WM 3a ONa3BaHE Ha
OKOJIHAaTa Cpena, WK 10 IPYTH NPUYMHHU OT MIBPBOCTENECHEH OOLIECTBEH
UHTepec, ATeHLUATa WM KOMIIETEHTHUTE OPTaHU OIOBECTABAT WHGOP-
MauusTa, IOCOUeHa B HACTOSIIMA maparpad.

3. HesaBucumo ot maparpad 2, ciuex karto Obae H3IaIEHO
paspelleHne, B HUKAaKbB CIydail HE MOXeE Ja ce OTKa3Ba AOCTBI M0
cinenHara uHMGopMarms:

a) UMe U aJpec Ha IMPUTEXKATeNs Ha pa3pelICHHETO;
6) uMeTo M ajgpeca Ha MPOU3BOAMTENS Ha OHOLMAA;
B) MMETO M aJpeca Ha MPOM3BOAMTENS HAa aKTHBHOTO BELIECTBO;

I) ChIBPKAHHETO HA aKTHBHOTO BEINECTBO WJIM BEllleCTBaTa B OWOIMIA
1 HAaMMCHOBAaHHUETO Ha OHOLMIA;

L[) (I)I/ISI/I‘-IHI/ITQ U XUMHUYHUTE JaHHHU 3a 61/10111/111a;

€) BCAKAaKBM METOJAW 32 O0E3BpEXKJaHE HAa AKTHBHOTO BEIECTBO WIIU
ouonuaa;

) 0000IIEHUeTO Ha pe3ylNTaTHUTe OT M3IMUTBAHUATA, U3UCKBAHU IIO
cunara Ha wieH 20 3a ycTaHOBABaHE Ha e(UKACHOCTTa M BB3JCH-
CTBHETO Ha NPOAYKTa BBPXY XOparTa, KUBOTHHTE M OKOIHATa Cpeja
U, KOraTo € INPHIOKHMMO, CIHOCOOHOCTTAa Ha MHPOAYKTa Ja Mpen-
U3BHKBA PE3UCTEHTHOCT;

3) NpenopbYBaHUTE METOAU U IPEIIa3HU MEpPKH 3a HaMajlsBaHEe Ha
ONAaCHOCTUTE IPH MaHUIyJauus, TPAHCHOPT M yHoTpeba Ha
IIPOAYKTa, KAKTO M 32 HaMalsBaHE Ha ONACHOCTUTE OT IIOJKap MM
JIPyTU PHUCKOBE;

1) MH()OPMAIIMOHHUTE JIMCTOBE 32 0E30IaCHOCT;
i) MeTomuTe 3a aHalu3, MocoueHu B wieH 19, maparpad 1, Oyksa B);
K) METOIUTEe 3a 00e3BpexJaHe Ha MPOJYKTa M Ha HEroBaTa ONAKOBKa,

J) TpoLenypuTe, KOUTO TpsAOBa na ObJaT ClelBaHU, U MEPKUTE, KOUTO
TpsiOBa a OBJAT MPEANPHETH HPH Pa3CHUIBAHE WA HU3THYAHE,

M) IIbpBaTa MOMOLI ¥ MEIULMHCKUTE ChBETH B CiIyyail Ha HapaHSIBaHUS
Ha Xopa.

4.  Bcesko nuie, KOETO MPEIOCTaBs Ha ATCHIUITA WIX HAa KOMIIET-
SHTHUsI OpraH MHGOpMaIHs, CBbP3aHa ¢ 1aJCHO aKTHBHO BEIIECTBO HJIH
OUOLM, 33 LEIUTe HA HACTOSIIUS PErJIAMEHT, MOXe Jia IIOMCKa Jia He
ObJe mpenocTaBsH AOCTHI 10 MH(popManuara B wieH 67, naparpadu 3
1 4, KaTo BKIIOYM 0OOCHOBKA 3aIll0 OMOBECTSBAHETO Ha MH(OPMALHATA
MOXKE a HaBpCIM Ha TbProBCKW MHTCPECH HA TOBA JIMIIC WJIKM HA TE3U Ha
Ipyra 3aMHTEpecOBaHa CTPaHa.
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Ynen 67

EnexTponen my0/jau4eH I0CThI

M3
1.  Cuwurano oT maTtarta, Ha KoaT0 KOMHUCHATA € Mpuelia periiaMeHT 3a
U3IBITHEHNE, KaKTO € MOCOYeHO B uieH 9, maparpad 1, OykBa a), npu
YCIIOBHE Y€ AICHO aKTHBHO BELIECTBO € OJ00PEHO, ClIeAHATA aKTyallHa
I/IH(l)OpMaL[I/Iﬂ OTHOCHO TOBa AaKTUBHO BCIICCTBO, CbXpaHsABaHA B
Arenimsita  win  Komwmcusita, crmensa nga  Ople  IpeqocTraBeHa

nyOIn4HO, OE3IUIaTHO U MO JOCTHIICH HAYWH:

a) Koraro MMa TakuWBa, HanMeHoBanue mo [ISO M HauMeHOBaHHE IIO
HOMEHKJIaTypata Ha MEXKIyHaApOJHUS CBI0O3 10 TEOpETHYHA W
npuioxHa xumus (IUPAC);

6) aKO uMa TakoBa, HQAUMCHOBAHHUEC B EBpOHefICKPISI HWHBCHTAPHU3allHOHCH
CIIMCBHK Ha CBIICCTBYBAIIUTE THPITOBCKU XMMHYHHU BELICCTBA,

B) KiacupUKalMi M ETHKETUPaHE, BKJIIYUTEIHO KOraro aKTHBHOTO
BEIIECTBO OTroBapsl Ha HAKOW OT KPUTEPUHTE, ITOCOUYEHH B WiICH 5,

naparpad 1;

F) (I)I/ISI/IKOXI/IMI/IIIHI/I Kpai/lIHI/I TOYKW W JJaHHU 3a IIbTUIIaTa Ha pasnpo-
CTPaHCHUEC W XU3HCHHUA IUKBJI U MMOBCACHHUC B OKOJIHATa Cpela,

I[) pes3yiaratd OT BCAKO TOKCHKOJIOTMYHO M  C€KOTOKCHKOJIOTUYHO
H3CJICABAHE;

e) JOITYCTUMO HHMBO Ha CKCIO3MIUA WK IpeanojaracMa HeJelicTBaIa
KOHLCHTpalus, YCTAaHOBEHU B CHOTBETCTBUEC C IMPUIIOKCHHUC VI,

K) yKa3aHus 3a Oe3omacHa ynoTpeba, MpelocTaBeHH B ChOTBETCTBHE C
npunoxkenus 11 u III;

3) aHAJUTUYHM METOAM, MOCO4YeHH B paszmenu 5.2 u 5.3 or man 1 u
pasnen 4.2 ot aan 2 ot mpunoxenue II.

2. CuuraHo oT pgarata, Ha KOATO € pa3pemieH aajaeH OWOIu,
AreHnusTa mpenocTaBst Oe3lUlaTeH W JIeCeH MyOJMYeH JOCTBII [0
clIe[IHATa aKTyalM3upaHa WHPOPMAIHS:

a) yCIIOBHSITA HA Pa3pELICHHUETO;
0) pe3loMe Ha XapaKTEpUCTUKUTE Ha OMOLUAA; KaKTO U

B) aHAJUTUYHM METOAM, MOCOYEHH B pazjnenu 5.2 u 53 or a1 1 u
pazzen 5.2 ot msm 2 ot mpunoxkenue [I1.

3. Cuawmrano ot nmatara, Ha KosTo Komucusra e mpuena periaMeHT 3a
U3IbJIHEHUE, KaKTO € MOCOYeHO B wieH 9, maparpad 1, Oyksa a), npu
yCIOBHE 4Ye€ JaJleH0 AKTHBHO BEUIECTBO € OJOOpPEHO — OCBEH aKo
[OJATEeNAT Ha JAHHUTE NPeNcTaBH OOOCHOBKA B CHOTBETCTBUE C WIEH
66, nmaparpad 4, KOATO ce ImpueMa 3a BaJuJHA OT KOMIETCHTHHS OpraH
Wi AreHnuara, OTHOCHO TIPHYMHHUTE, TIOpagd KOHTO TaKasa
myOnuKalus € MOTEHIMAlTHO BpeJHa 3a TBPrOBCKUTE MYy HHTEpPECU
WIM 3a Te3W Ha Jpyra 3auHTepecoBaHa CTpaHa — ATEHIHATa Mpea-
octaBd Oe3miIaTeH MyOMUUYeH JOCTBI [0 CIEeJHATa aKTyalu3upaHa
uH(OpMAIMs OTHOCHO CBILOTO aKTHBHO BEIIECTBO:

a) aKo € OT CBIICCTBCHO 3HAYCHHE 3a KiIacH(UKaIUsITa M ETUKETH-
paHETO — CTEMeHTa Ha YKHCTOTa Ha BEMICCTBOTO M HJCHTUYHOCTTA
Ha MPUMECUTE /MM NOOABKUTE HAa AKTHBHM BEILECTBA, KOUTO Ca
M3BECTHH KaTO OIIACHHU;
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0) pe3toMeTa Ha U3CIEJBAHETO MM MOAPOOHM pe3loMeTa Ha
U3CIe[BAaHMs, TpPEJCTABEHH B MOJAKpena Ha OJOOpeHHeTO Ha
AKTUBHOTO BEILECTBO;

B) MH(OpMaIMs, pa3iuyHa OT OnMcaHarta B maparpad 1 oT HacTosmIus
4IICH, ChIbpXKAIA ce B WH(GOPMAIMOHHUS JUCT 3a OE30IacHOCT;

I') ThProBCcKO(M) HaMEHOBAaHHUE(s1) Ha BEIECTBOTO;
1) JOKJIaabT 3a OLCHKA.

4.  CuuraHO OT JlaTara, Ha KOSITO € pa3pelieH NajeH OMOLUI, OCBEH
KOTaTO JOCTaBUYMKBT HA JTAHHUTE NMPEACTaBH 00OCHOBKA B CHOTBETCTBHUE
¢ wieH 66, naparpad 4, K0ATO ce npuema 3a BaIWIHA OT KOMIETEHTHHUS
OpraH WiIH OT ATEHUUSTa, OTHOCHO IMPUYMHHTE, NMOPagd KOUTO TaKOBa
MyOJIMKYBaHe € TIOTEHIMATHO BPEIHO 32 ThPTOBCKUTE My WHTEPECH HIIH
3a TEe3M Ha Jpyra 3aWHTEpEcOBaHa CTpaHa, ATrEHIMATA MNpPEAOCTABS
Oe3miaTeH myOJIMYeH JOCTHII JI0 CIeIHATa aKTyalu3upaHa HHPOpPMAIUS:

a) pe3roMe Ha M3CIIC/IBAHETO WM MOJPOOHU pe3loMeTa Ha M3CICIBaHUs,
NpPEICTaBEeHN B MOJKpPENa Ha pa3pellaBaHEeTO Ha OMOLMIA; KAKTO W

0) JoKNIaga 3a OLCHKA

Ynen 68

OTYEeTHOCT M JOKJaJABaHe

1. Ilpurexarenute Ha pa3pelICHUE CHXpaHSIBAT JOKYMEHTAIUATa 3a
OuonMaNTe, KOUTO MyCKaT Ha MMa3apa, B NMPOJB/DKEHHE Ha TOHE JIECeT
TOJVHU CJlel MyCKaHeTO MM Ha Tasapa, WU JIeCeT TOIMHM CJe] JaTara,
Ha KOATO pa3pelIeHUEeTO € OMJI0 OTMEHEHO WIIM € H3TEKJIO, Karo ce
Ipuiara no-paHHata aara. [Ipy nouckBaHe Te NperocTaBsAT CbOTBETHATA
rHpOpManus, ChAbPKAILA Ce B Ta3d JOKYMEHTALUs, HA KOMIECTCHTHHS
OpraH.

2. 3a Ja oOcHUTYpHM €IHAKBOTO TpwiaraHe Ha mnaparpad 1 or
Hacrosmus wieH, Komucusara mpuema akTOBE 3a H3MBIHEHHE C Iel
yTouHsBaHEe Ha (hopMaTa U CHIBP)KAHUETO Ha MHPOpMALUATA B JIOKY-
MeHTaluATa. Te3H akTOBE 3a M3IIBJIHEHUE CE MPHEMAT B CHOTBETCTBHE C
mpoleaypara mo KOHCYJITHUpaHe, MpelaBujacHa B uieH 82, maparpad 2.

PA3JIEJI 2

Hugpopmayua 3a 6uoyuoume

Ynen 69

Knacudpuxanusi, onakoBaHe U eTHKeTHPaHe HA OMOLUAMTE

1. IlpurexaTenurte Ha pa3pelleHHe B3eMAaT MEPKH OHOLMAWTE Ja ce
KIacuGUIMPaT, OIAKOBAT W ETHKETUpPAT CBIVIACHO OHOOPEHOTO
0000I1IeHIEe HA XapaKTePUCTHUKUTE Ha OWOLKAA, TO-CIEIHUATHO Mpe-
YOPEKACHUSATA 32 ONACHOCT M IPEMOPBKUTE 3a  0E30IacHOCT,
nocoueHu B wieH 22, maparpad 2, OykBa M), U CbIVIacHO JlMpeKTHBa
1999/45/EO  wu, cmopen ciuy4as, ceriacio Permament (EO)
Ne 1272/2008.

OcBeH TOBa MPOAYKTH, KOMTO MOraT Ja ObJaT B3eTH IOTPENIHO 32
XpaHa, BKIIOYHTEITHO HAIMKWTKA, WM 32 (ypax, ce OMaKoBaT Taka, e
Ja ce CBele IO MUHHMMYM BEPOSITHOCTTA 3a TakaBa Ipemka. Ako ca
JNOCTBITHM 32 MacoBUSI TOTpPEOHTEN, Te€ CHIBPKAT CHCTABKH, KOHTO
BB3MUPAT KOHCYMHPAHETO WM, W 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.
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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
rHpOpManUiATa OTHOCHO OWOIMIN, KOHTO Ca pa3pelleHd Ha TIXHa
TEPUTOPHS, WIM TaKuBa, 3a KOUTO € OWIO OTKa3aHO, W3MEHEHO,
MTOJHOBEHO WJIM OTMEHEHO HAIMOHAHO Pa3pellieHre, WIH 3a KOHTO €
JaJieHO, OTKAa3aHO MWJIM OTMEHEHO pa3peliuTeNHO 3a IapajieiHa
Thproeusi. KomucusaTa axTyanusumpa MO-CIIENHANHO HHpOpManusITa
OTHOCHO OWOLMIN, KOUTO ca paspemieHd B Cpio3a, WIM TakuBa, 3a
KOMTO € OWIO O0TKa3aHO, W3MEHEHO, IIOJHOBCHO WJIH OTMEHEHO
paspemenue Ha Cprosa.
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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) 3asBJICHUA 3a Pa3pCUICHUSA Ha Crro3a 3a 6I/IOHI/I,III/I WMk 3a IOAHO-
BsABAaHC, OTMsAHAa W HW3MCHCHHS Ha pa3pClICHHs Ha C1>103a, OCBCH
KOraTto 3asBJICHHATA Ca 3a aAMHUHHUCTPATHUBHU NPOMECHU,

€) Hay4YHU M TEXHUYECKU BBIIPOCH, CBHP3aHU C B3aUMHOTO IpPU3HABAaHE
B CBHOTBETCTBHE 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, naparpadu 4, 5, 8 u 9 u unenose 87 u 88 or Pernamenr
(EO) Ne 1907/2006 ce mpunarat mutatis mutandis xpM Komutera 1o
Ouornuure.

Ynen 76

Cexperapuat Ha AreHIUSTA

1.  CekperapuarsT Ha ATEHIUATA, MIOCOYEH B wieH 76, maparpad 1,
OykBa x) or Permament (EO) Ne 1907/2006 moema cnemHuTe 3a1adu:

a) Ch3laBaHe M MOJAIbpKaHe Ha Peructwpa 3a Ouounaw;

6) H3IIBJIHCHUC Ha 3aJa4YUTE, CBbpP3aHHU C MNPHUEMAHC Ha 3asBJICHUATA,
00XBaHATH OT HacCTOsAIUA PETIIaMCHT,

B) YCTaHOBSIBaHE HAa TEXHUYECKAa PaBHOCTOWHOCT;

I') IpeAoCTaBsiHE HAa TEXHWYECKH M HAYYHH YKa3aHUA U HHCTPYMEH-
TapuyM 3a MpuilaraHe Ha HacTosimus periaMmeHT oT Kommcusara u
OT KOMIIETCHTHHUTE OpPTaHM Ha IbPXKABUTC-WICHKH M IPEIOCTABSIHE
Ha MOJKperia Ha HAllMOHAJHHUTE MHPOPMaUMOHHH Oropa;

II) IpeJoCTaBsiHe Ha MH(pOpManus M ChACHCTBHE Ha 3asBUTENUTE, I10-
cnenuanno Ha MCII, 3a onoOpsBaHETO Ha aKTHBHHU BEIECTBA WM
BKJIFOYBAHETO MM B NPHJIOKEHHE | OT HACTOSALIMS PETJIAMEHT, WM 32
MoJTyYaBaHETO Ha paspemenue Ha Chro3a;

€) M3rOTBsSIHE Ha OOsCHHUTENHAa MHGOPMANUs 32 HACTOALIMS PErjaMeHT;

) Cb3laBaHe W MOIAbpKaHe Ha 0Oa3a(u) NaHHM ¢ WHPOpPMAIUS 32
aKTHBHU BELICCTBA U OMOLUAU;

3) mpu ToHckBaHe OT KoMHCHATA, TPENOCTaBsHE Ha TEXHHYECKa H
HayYHa TOJAKpena 3a IoH00psABaHE Ha CHTPYIHHIECTBOTO MEXKITY
KOMITETEHTHHTE opraHd Ha Cbio3a, MEXIyHAPOTHHUTE OPraHU3alUH
W TPETH IbpKaBH 10 HAYYHH M TEXHUYIECKH BBIPOCH, CBBP3AHH C
OHOLIMINTE;

1) cboOIlaBaHe Ha B3€TUTE OT ATEHNUATA PELICHUS;

i) ompenensine Ha opmaTuTe U COPTyepHHUTE MAKEeTH 3a MOJaBaHE Ha
uH(opMaIys B ATCHLUSATA;

K) OCHIYpsIBAHC HA IIOMOILI U CBHACHCTBHEC MEKIY ABP)KABUTC-UICHKH C
1en u30sArBaHe Ha MapajelHO OLCHSIBAHE Ha 3asBICHUATA, CBhP3aHH
C CAHAKBH WIM MOJOOHM OHONMAM B CHOTBETCTBHE C wWieH 29,
naparpad 4;

JI) IpeIOCTaBsIHE Ha MOJKpeNna W ChIACHCTBHE HA ABPKABUTE HJICHKH
BBB Bpb3Ka C JIEHHOCTUTE 1O KOHTPOJ M IpaBOIIpUJIaraHe.

2. CexperapuaThT IpegoCTaBs Ha OOLIECTBEHOCTTa Oe3IUIaTeH
JIOCTBII B MHTEPHET OO0 WHQOpMAIMATA, MOCOYCHA B 4YieH 67, OCBEH
Koraro Objie CYETEHO 3a OCHOBATEIHO MCKaHE, OTIPABEHO ChIJIACHO
yieH 66, maparpad 4. AreHumsTa NpEAOCTaBs JOCTBII [0 Jpyra
uHbOpMALUs TPH TIOUCKBAHE B CHOTBETCTBHE C WICH 60.
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Ynen 77

Oo0kaiBaHe

M3
" 1. C obxanBaHe Ha peIICHHS HA ATCHIIIATA, B3CTH CHIIACHO WIEH 7,
naparpad 2, uneH 13, maparpad 3, wien 43, naparpad 2, wieH 45,
naparpa¢ 3, wien 54, maparpadu 3, 4 u 5, wien 63, maparpad 3 u
uieH 64, naparpad 1, ce 3aHMMaBa ANEIaTUBHUSAT CHBET, Ch3JAJICH B
cpotBercTBHE ¢ Permament (EO) Ne 1907/2006.

Ynen 92, maparpadu 1 u 2 u unenoBe 93 u 94 ot Pernament (EO)
Ne 1907/2006 ce mpuaraT mpH mpoueaypu Ha oOxkanBaHe, oOpa3yBaHH
CBITIACHO HACTOSIIUS PErJaMeHT.

Corinacuo wieH 80, maparpad 1 OT HACTOAIIMSA pPErJIaMEHT MOXKE Ja
ObAe AbIKMMA Takca OT JIMIIaTa, MOJABallly >kKanoa.

2. XanGa, momaneHa B ChOTBETCTBHE ¢ Haparpad 1, cnupa usmbi-
HEHUETO.

Ynen 78

Brox:xker Ha AreHumsiTa

1.  3a menuTe Ha HACTOSIIMS PETIAMEHT MPUXOIUTE HAa ATEHIUAITA ce
CBCTOST OT:

a) cyocuaus ot Chlo3a, BKIIIOYEHA B oOmus Oroker Ha EBponelickus
cbio3 (pazaen ,,Komucus‘);

0) TakcuTe, IUIATeHH Ha ATrEHIHUSITa 0 CHIaTa HAa HACTOSIIUSI
periaamMeHt;

B) BCHYKH IUIAIIaHUA KbM ATEHILUATA 33 YCIyTH, KOUTO IPEAOCTaBs 10
HACTOSIIUS PETJIAMEHT;

F) BCsAKaKBU Z[O6p0BOJ'IHI/I BHOCKH OT OBPIKABUTC-UJICHKH.

2.  Ilpuxoaute W pa3xoJHTe BbB BPb3Ka C JEHHOCTUTE IO HACTOSIIUS
pernamenT u o Pernament (EO) Ne 1907/2006 ca mocoueHH OTAEIHO B
OromKeTa Ha ATCHIHMATA M 3a TAX C€ BOOM OTJACIHHA OFO/DKCTHA H
CUCTOBOJIHA OTYETHOCT.

[Mpuxoaure Ha AreHimara, nmocoyeHd B uwieH 96, maparpad 1 or
Pernament (EO) Ne 1907/2006, He ce W3MON3BaT 3a W3IIBIHSIBAHE Ha
3aJa4d MO HACTOSIIMS PErJaMEHT, OCBEH IpU HaM4YKe Ha o0Iia Ieln
WIM B paMKHTE Ha BPEMEHHO NPEXBBPISHE Ha CPEACTBA C IIET OCHTY-
psiBaHe Ha TPaBIIHOTO (QYHKIMOHHWpaHe Ha AreHnusara. [Ipuxongure Ha
AreHuusTa, MOCOYEeHH B maparpad | OT HacTosAIUs 4JEeH, HE ce
W3MOJ3BaT 3a WRMBIHsABaHe Ha 3amadn  mo Permament (EO)
Ne 1907/2006, ocBeH mpu Hanmuyue Ha oOIIAa 1€ WIM B PaMKHUTE Ha
BPEMEHHO NPEXBBPJITHE Ha CpeAcTBA C Ll OCHTypsBaHe Ha
MPaBUIHOTO (YHKIMOHUpAHE Ha ATCHIUSITA.
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Ynen 79

®opmatu u codTyep 3a moagaBaHe Ha MHGopManus A0 ATeHUHMATA

Arennusita onpenenst GopMaTd U COPTYEPHH MAKETH U TM W TH Mpe-
ocraBsi Oe3mIaTHO Ha yeOcaiTa cH ¢ Iiel TMoAaBaHe Ha WHPOpPMALUS J0
AreHnusaTa. KOMIIETEHTHHTE OpraHM ¥ 3asBUTEIUTE H3MOJI3BAT TE3H
dopmMath W TakeTH NpU TOAaBaHEe Ha WHQOpMAIMsA CHIVIACHO
HACTOSIIIHS PETJIAMEHT.

[Ipu nmonaBaHe Ha TEXHHUYECKOTO JIOCHE, MIOCOYEHO B WieH 6, maparpad
1 u unen 20, ce u3nomsa copryepen maketr [UCLID.

I'TIABA XVII
SAKUIIOYUTEJHU PA3IIOPEJIBH

Ynen 80

Taken u miianmaHus

1. BB3 ocHOBa Ha YycTaHOBeHHTe B maparpad 3 TPUHIMIIN
Komucusita npuema periaMeHT 3a M3IMbJIHEHUE, ¢ KOHTO C€ YyTOYHSBAT:

a) TaKCHUTE, JbDKMMHU Ha ATEHNUATA, BKIIOYUTEIHO TOJUIIHA Takca 3a
HPOAYKTH, MONYYHIN paspemieHre Ha Chi03a B CHOTBETCTBHE C TIIaBa
VIII, u Takca 3a 3asBJIeHHs 32 B3aMMHO IIPU3HABAaHE B CbOTBETCTBUE
¢ rnasa VII;

0) mpaBuiiaTa, 1O KOUTO CE OIpPENENAT YCIOBHS 332 HaMaJleHH TaKCH,
OTMsIHA HAa TAKCH M BH3CTAHOBSBAHE HAa PAa3XOJUTE Ha YiIeHa Ha
Komurera mno OwomuauTe, KOWTO JEWCTBA B KayeCTBOTO Ha
JOKJIATUMK; KaKTO U

B) YCIIOBHSTA 3a IUIAIIAHE.

ITocOYeHHUSAT perjaMeHT 3a M3IBJIHEHHE Ce NpUeMa B ChOTBETCTBHE C
npolelypara o pasriiexaaHe, mocodeHa B wieH 82, maparpad 3. Toit
ce mpujara camo I0 OTHOIIGHHWE Ha TAKCHTE, IUIATCHH Ha ATeHLUATA.

AreHuusTa MOXe J1a ChOMpa IUIalaHus 3a JAPYTd NPEOCTaBSIHU OT Hes
YCIIyTH.

TakcuTe, OBKMMU Ha ATEHIMATA, CE€ ONpENENAT B TAaKbB pa3Mep,
KOWTO TrapaHTHpa, Ye MPOM3TUYAIIUAT OT TSIX NPHUXOA, KOMOMHHpaH C
JIpyTUTe M3TOYHUIM HA NPUXOAUM HAa ATrEHIMATA ChIVIACHO HACTOALIMA
pernaMeHTt, € NOCTaThYeH Ja IOKPUE Pa3XOAMTE IO MHPEAOCTaBIHUTE
ycayru. JBbIDKUMHTE TaKCH ce MyOJIHMKYBaT OT ATEHIHUSTA.

2. ﬂLp)KaBI/ITe-‘IJ]eHKI/I CT)GI/IpaT MIpAKO TaKCH OT 3asdBUTCIIU 3a
yCJIyru, KOUTO NpeaoCTaBiAT IO OTHOUICHUE Ha MNPOUCAYPHUTC CHITIaCHO
HaCTOAIMUA PETJIaMCHT, BKIIOYHUTCIHO 3a YCIYIruT€, H3BBPIIBAHU OT
KOMIICTCHTHUTEC OpraHu Ha ObPKaBUTC-YJICHKH, KOIaTo JeicTBaT B
Ka4€CTBOTO Ha OLCHABAII KOMIICTCHTCH OpIaH.

B®3 ocHoBa Ha u3noxkenure B naparpad 3 mpuniunu Komucusara nasa
HACOKM OTHOCHO XapMOHHU3HMpaHA CTPYKTypa Ha TAaKCUTE.

ﬂ’bp)KaBI/ITe-‘IHGHKI/I Mmorar aga C'b6I/IpaT TOAWIIHU TaKCU BBB BpPB3Ka C
MNpeaOCTaBEHUTEC Ha TCXHUTEC I1a3dapu 6I/IOI_[I/IZ[I/I.

JIbpKaBUTE-4JICHKM MoOraT Ja CbOMpaT IUIallaHus 3a JApPYrd Ipen-
OCTaBSIHM OT TSX YCIYTH.

JIbpKaBUTE-YIICHKH ONpEAesIT M IyOJIMKyBaT pa3Mepa Ha TaKCHTE,
JBIDKAMH Ha TEXHUTE KOMIIETEHTHH OPIaHH.
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3. Kakro mocoueHusT B naparpad 1 periameHT 3a U3IIbIIHEHHE, TaKa
W COOCTBEHHTE IpaBWa Ha Jbp)KaBUTE-WICHKH IO OTHOLICHHE Ha
TAKCUTE CIa3BaT CICAHUTE NPHHLUIIH:

a) TAKCHTE Ce OMPENENAT Ha TaKOBa PAaBHHIIE, KOCTO Ja TapaHTHpa, ue
MOJIYYEHUAT OT TAX MPUXOJ 110 MPHUHIKI € JOCTaThUeH Ja TOKpHe
pa3XoJMTe MO MPENOCTABEHHTE YCIYTHM M HE HAAXBBPIS HE00XO-
JMMOTO 3a TIOKPUBAHE Ha TE3W Pa3XO.IH;

6) Takcara ce BB3CTAHOBABA YAaCTUYHO, KOraTO 3asABUTENIAT HE IOJANE
M3MCKBaHaTa MHGOPMaNUs B ONpeeNeHUs] CPOK;

B) B3emar ce npeasuj creruduunnte Hyxkau Ha MCII, cnopen ciaydvas,
BKJIIOYHUTEIIHO BB3MOXKHOCTTa 3a pasJelifiHe Ha IUJIal[aHusATa Ha
pas3jiniHu BHOCKU W €Tallu;

I) B CTpyKTypaTa U pazMepa Ha TaKCUTE ce OTYUTA Aanu HH(opMmarusTa
e Omya mpeaocTaBeHa ChbBMECTHO WIIM ITOOT/IEINHO;

Z[) Ipu  HaJJICKHO 000CHOBAaHH OOCTOSTEIICTBA U nopu ChIjacue OT
CTpaHa Ha AreHIusTa WM Ha KOMIIETEHTHUS oprad, nsjiata Takca
WM YacT OT Hes MOoXke Ja Objae OTMCHCHA, KaKTO U

€) KpallHUTe CPOKOBE 3a ILIAlllaHE HA TAKCUTE C€ OIPENENT, KaTro ce
OTYUTAT HAMJEKHO CPOKOBETE Ha IIPOLEAYpPHUTE, NPEIABUICHH B
HACTOSILUS PErIaMeHT.

Ynen 81

KomnereHnTHH OpraHu

1. I[’I)p)l(aBI/ITe-‘{J'ICHKI/I OnpeacAT KOMIICTCHTCH opraH niun
KOMIICTCHTHH OpraHu, KOHMTO OTroBapsAT 3a M[pHIIaraHeTo Ha
HacTOsAIIUA PETIIaMCHT.

JIbp)KaBUTE-WICHKH CHCOSIT 3a TOBAa KOMIICTCHTHHTE OpraHd Ja
pasmonarat ¢ JOCTaThbueH Ha Opoil MOAXOJNI0 KBATM(GUIMPAH H
OIUTEH TEPCOHAN, TaKa 4Ye 3aIb/DKCHUSATA, MPESABHICHU B HACTOSIIUS
perjaMeHT, jia MOraT Ja Ce M3IBJIHABAT e(pUKacCHO U CHEKTUBHO.

2. KommereHTHHTE OpraHM TpPEIOCTaBAT Ha 3asgBUTENHTE, IIO-
cnenpaniHo Ha MCII, W Ha BCHYKHM JpyTH 3aUHTEPECOBAHU CTPaHU
KOHCYJTAIlid OTHOCHO CBOTBETHHUTE UM OTTOBOPHOCTH M 3aJBJDKECHHS
[0 HACTOSINMS perjamMeHT. ToBa BKIIOYBA MPEJOCTaBIHETO Ha
KOHCYJITallMM 3a BB3MOXHOCTTA Ja C€ aalNTUpaT H3HUCKBaHUATA 32
MpeloCTaBsiHe Ha JaHHU ChITacHO wWieHoBe 6 u 20, 3a OCHOBaHHMATA,
Ha KOUTO TakoBa aJanTHpaHe MOXe Ja ObJie HalpaBeHO, U 32 HAUWHHUTE
3a M3TOTBSIHE Ha MpeayokeHHe. Te3u KOHCYJITAllMd Ce MPEeIOCTaBAT B
JOIIBJIHEHHE KbM KOHCYJITAllMMTE U CBHACHCTBHETO, KOUTO CEKpeTa-
prvaThT Ha ATEHIUATAa MPEeNoCTaBsi B CBHOTBETCTBHE C 4ieH 70,
naparpag 1, Oyksa r).

KoMmeTeHTHUTE OpraHd MO-CHElHaJHO MOoraT Ja MpelIOCTaBsAT
KOHCYJITallud TOCpPeACTBOM uH(popManuoHHH Oropa. Ce3gageHure
cermacHo Permament (EO) Ne 1907/2006 wnbopmanmonHu Oropa
Morar Aa JeWcTBaT KaTo MH(OpMaIMOHHM Oropa ChIVIACHO HACTOSIIUS
periaMeHT.

3.  JIppkaBUTe-4wieHKH choOIIaBar Ha KomucusTa HAanMEHOBaHHATA U
aipecuTe Ha OIpEIeNICHUTE KOMIIETEHTHH OpraHH M HH(OPMAIIIOHHU
Oropa, korato uMa TakuBa, B Cpok a0 1 cenremBpu 2013 T.
JbpxaBuTe-4JIeHKH He3a0aBHO choOmaBar Ha Komucusta 3a BCHYKH
MIPOMEHH B HAaHMMEHOBAaHUATA W aJPECUTE Ha KOMIIETEHTHHTE OPTaHd W
uH(opMalOHHUTE Oropa.

Komucusita myGinkyBa CIUChK Ha KOMIETEHTHUTE OPraHU M Ha UHQOP-
MalHOHHHUTE Oropa.
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Ynen 82

IIponexypa Ha KOMHTET

1. Komwucusra ce mommomara oT [1oCTOSSHEH KOMHUTET 1O OUOLUIUTE
,KOMUTETHT ‘). [locOueHMAT KOMHTET € KOMHTET IO CMHCHIa Ha
Pernament (EC) Ne 182/2011.

2.  Koraro ce mnpaBu I1030BaBaHe Ha HaCTOsIIUs maparpad, ce
npunara wieH 4 ot Pernmament (EC) Ne 182/2011.

3. Koraro ce mpaBu I030BaBaHe Ha HacTOsIIMs maparpad, ce
npuiara uieH 5 ot Permament (EC) No 182/2011.

Korarto xomuteThT He Aaje craHoBuile, KomucusaTa He mpuemMa mpoeKTa
Ha aKTa 3a M3IIBJIHCHUE U Ce MpHiara 4ieH 5, maparpad 4, Tpera anuHes
ot Pernament (EC) Ne 182/2011.

4., Korato ce mpaBW TI030BaBaHE Ha HACTOAIUS maparpad, ce
npuiara uieH 8 ot Permament (EC) No 182/2011.

Ynen 83

Henerupane

1.  IlpaBomomusTa Jja mpuemMa JAeJerupaHi akToBe Ce IPEAOCTaBAT Ha
Komucusata mnpu crnasBaHe Ha NpPEABHICHUTE B HACTOSIIMS 4JIEH
YCIIOBHS.

2. IlpaBomommero ga mpueMa JeleTUpaHu aKTOBE, IIOCOYEHO B WICH
3, naparpad 4, uwieH 5, maparpad 3, uneH 6, maparpad 4, unen 21,
naparpad 3, unen 23, maparpad 5, unen 28, maparpadu 1 u 3, uien
40, unen 56, maparpad 4, wien 71, maparpad 9, uien 85 u wien 89,
naparpad 1, ce mpenoctaBs Ha Komucusara 3a CpoK OT MET TOJUHH,
cuutado ot 17 ronu 2012 r. KoMucusra u3rorss A0Ki1a] OTHOCHO Jelie-
TMPpaHETO Ha IpaBOMOILIXSA HE MO-KBCHO OT AEBCT MECCla INpeaAnu HU3TU-
YaHeTO Ha MEeTTOAWIIHHSA CPOK. JlelernpaHeTo Ha TPABOMOIIHS Ce
MOJHOBSBA MBJIYAJIMBO 33 CPOKOBE C €IHAKBA MPOABIKUTEIHOCT,
ocBeH ako EBpomelickusar mapmameHT win CBBETBT HE BB3PA3ST
cperty 1nojo0OHO MOJHOBSIBAHE HE MO-KBCHO OT TPU Mecela NMpeau U3TH-
YaHETO Ha BCEKH CPOK.

3. JlemerupaHeTo Ha MPaBOMOIIMS, MOCOYEHO B wieH 3, maparpad 4,
unieH 5, maparpad 3, uieH 6, naparpad 4, uiex 21, naparpad 3, dieH
23, maparpa¢d S, unen 28, maparpadu 1 u 3, unen 40, unen 56,
naparpad 4, wien 71, naparpad 9, wien 85 u unen 89, maparpad 1,
MOXe 1a ObAe OTTErICeHO MO BCSKO BpeMe oT EBpormelickus mapiaaMeHt
nmu oT CoBera. C pemieHHeTo 3a OTTErNITHE ce IPEKpaTsIBa MOCOYEHOTO
B HETO Jiefierupane Ha npaBoMoius. To nopaxna neiicTBue B IEHS el
myOJIMKyBaHeTO Ha pemenuero B Oguyuanen eecmuux na Eeponetickus
Cvl03 WIN Ha MO-KbCHA, IIOCOYEHA B pEIICHUETO jAaTa. To He 3acsra
BIMIHOCTTA Ha JEJETHPAHUTE aKTOBE, KOMTO BeUe ca B CHIIA.

4.  Bepgnara mom mpHueMme JelerupaH akT, Kommcusta yBemomsiBa 3a
Hero enHoBpeMeHHO EBpormeiickus napnameHt u CbBera.

5. JlemerupaH axT, NpUET ChINIACHO 4ieH 3, maparpad 4, wieH 5,
naparpad 3, uwien 6, maparpad 4, uwien 21, maparpad 3, wien 23,
naparpad 5, uien 28, naparpadu 1 u 3, unen 40, unen 56, naparpad
4, unen 71, maparpad 9, unen 85 u unen 89, maparpad 1, Biu3a B cuna
€IMHCTBEHO ako HUTO EBponeiickusar mapiameHT, HUTO ChHBETHT ca
MIPEACTaBIIN 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. EBpormeiickust nmapiameHT Wi ChBETHT MOTAT Jia Bb3Pa3sAT CPELLy
JeJIeTHpaH aKT B CHOTBETCTBHE C IIpolLieAypara, II0COYeHa B wieH &3,
naparpad 5. B takbs ciyuaii Komucusta oTMeHs akTa He3a0aBHO Clel
HOTU(HIMPAHETO HA peIIeHHeTo Ha EBpomelickus mapnaMeHT WM Ha
CbBeTa, ¢ KOETO c€ IMPEACTABAT Bb3PaXKEHUS.

Ynen 85

ApnanTupane KbM HAyYHO-TeXHHYECKHs Nporpec

C men 1a gane Bb3MOXKHOCT Pas3lopei0nTe Ha HACTOAIINS PErIaMeHT J1a
ObIaT ajanTHpaHW KbM Hay4dyHO-TEXHHYEcKHs rnporpec, Ha Komucusra
ce MperoCTaBAT MPaBOMOLIUATA Aa MpUeMa JIeJIETMPaHu aKTOBE B ChOT-
BETCTBHE C WieH 83 OTHOCHO amanTthpaHero Ha npuioxkenus 1L, 1T u IV
KbM TOCTIDKEHUSITA HAa HAayKaTa U TEXHHUKaTa.

Ynen 86

AKTHBHH BellleCTBa, BKJII0YeHH B mpuiokenue I kbm Jupextusa 98/8/EO

AKTHBHH BeIIECTBa, 32 KouTo Komucusira e npuena AMpeKTUBH aa Obaar
BKIoueHH B mpwiokenue | kbM dupektuBa 98/8/EO, ce cumtar 3a
07I00peHHM 0 HACTOSIIMS PErJIaMEHT Ha Jarara Ha BKIIIOYBAHETO MM, U CE
BKJIFOYBAT B CIIMCHKA, TOCOYEH B wieH 9, naparpad 2. OmoOpeHuero e npu
Cra3BaHe Ha YCIIOBHTA, TOCOYCHHU B TE3U TUPEKTHBU Ha Komucusita.

Ynen 87

Cankuun

JbpKaBUTe-WICHKH TIPEABIDKAAT pasmopeadl OTHOCHO CaHKIHHUTE,
KOUTO C€ HajaraT NpU HapyllaBaHE Ha pa3Mopel0UTe Ha HACTOSIIHA
periTaMeHT, W B3eMaT BCHYKHM HEOOXOIMMH MEpKH 3a OCHTypsiBaHE Ha
TAXHOTO mpunarade. IlpeaBuneHure caHkouuM TpssOBa Ja Obaar
e(peKTUBHH, TPONOPIMOHANHH U BB3MUpAIIU. J[bpiKaBUTE-4IECHKH
yBemomsiBar Kommcnsta 3a Te3sm pasmopendM HE IIO-KBCHO OT
1 centemBpu 2013 r. u HezabaBHO yBemomsaBaT Komwucusita 3a BCsSKO
[IOCJIEABAIO M3MEHEHHE, KOETO I'M 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 pabOTHaTa mporpaMa 3a
CHCTEMHO IPOyYBaHE HAa BCUYKU CBILECTBYBAIM AKTUBHU BEILIECTBA,
3aroyHalla B CHOTBETCTBUE ¢ wieH 16, maparpad 2 ot Jlupektusa
98/8/EO, ¢ ornen Ha mpuKMoYBaHeTo M g0 31 mexemspu 2024 r. 3a
Tasu 1en Ha Komwucusra ce mpenocTaBsIT HNpaBOMOINMSTA Ja MpHUEMa
JeTIETHPaHd aKTOBE B CHOTBETCTBUE C WICH 83 OTHOCHO HM3IIBIHEHHETO
Ha paboTHaTa IporpamMa M OIpPEAENsSHETO Ha ChOTBETHHTE IpaBa U
3abDKCHUS] Ha KOMIIETEHTHUTE OPTraHd M yYacTHHIHTE B IIporpamara.

B 3aBucumocT ot HampeabKa Ha pa60THaTa nporpama, Ha Komucusita ce
NpeaoCTaBAT NPpaBOMOIIMATA Aa IpuUeMa OCJICTUPAHW AKTOBE B CHOT-
BETCTBUE C WieH 83 OTHOCHO YABIDKAaBAaHETO Ha CPOKa Ha pa60THaTa
IporpamMa 3a OIpEACIICH NNEPUO.

C ornen ynecHsBaHe Ha miaBHus npexon oT Jupektua 98/8/EO kbM
HACTOSIIUS PErJIaMeHT, Mo Bpeme Ha paboTHarta mporpama Kowmmcusta
IpueMa perjaMeHTH 3a HM3MBbJIHEHHE, B KOUTO ce MpPEeABWKIA AaJeHO
aKTHBHO BEIECTBO Ja ObJe OJOOPCHO WM MpPU KaKBH YCIOBUS, WU, B
CllydanTe Ha Heclla3BaHEe Ha YCJIOBHATA MO wieH 4, maparpad | mim mo
nenecho0pa3HoCT — WieH 5, maparpad 2, WiIH KOTaTo H3HMCKBaHATa
UHPOpPMaIMs ¥ JaHHW HE ca MOAAJCHH B PAaMKUTE Ha MPEANUCAHUS
CpOK, TpUeMa peIIeHHs 3a U3IBJIHEHHWEe, B KOHTO C€ IIPEIBIKIA
JaJieHO aKTHBHO BEIIECTBO Ja He Obae ono0peHo. Te3um akroBe 3a
M3IBIHEHHE Ce MpueMaT B CBHOTBETCTBHE C IIpoledypaTa Ha
pasriiexxaaHe, mocodeHa B wieH 82, maparpad 3. B permamentute 3a
ono0psiBaHE Ha AKTUBHO BEIECTBO CE MMOCOYBA Jarara Ha 0xo0ps-
Ba”ero. [Ipunarar ce pasmopenbure Ha wieH 9, maparpad 2.

2. Upes nmeporaums oT pasnopendourte Ha wieH 17, maparpad 1, wieH
19, maparpad 1 u unen 20, naparpad 1 ot HacToOsIIMS perjaMeHT u 6e3
na ce 3acsrat maparpadu | ¥ 3 OT HACTOSIIIMS WICH, Ibp)KaBa UYJICHKA
MOXE Ja MPONBDKM [a [pWiara CBOSTa [CHCTBAIla CHCTEMa MM
MpaKTHKa 3a TMPEJOCTaBsHe Ha NalleH OMOLUI Ha Ia3apa WX 32 H3IO0J-
3BaHETO My [0 TPH FOJHMHH Clie] JAaTaTa Ha 0J00psSBaHE HA IOCIEIHOTO
OT aKTHBHHUTE BEUIECTBA HA TO3M OMOIHUA. B CHOTBETCTBHE CHC CBOUTE
HAI[MOHAJIHM TpaBWJIa 3aMHTEPECOBAHATA JbpXKaBa WICHKA MOXeE Ja
pa3pelis MpeAOCTaBsIHETO Ha [a3apa WM H3I0I3BaHETO HA CBOS
TEPUTOPHS CaMO Ha OWOIMI, KOWTO ChIbpikKa caMo:

a) CBhIICCTBYBAIlIM aKTUBHU BE€HICCTBA, KOUTO

i) ca oueHenu cbriuacHo Permament (EO) Ne 1451/2007 nHa
Komucusra ('), HO Bce omre He ca 0m0OpEHH 3a TO3U HPOAYKTOB
THIT; WA

(") Pernament (EO) Ne 1451/2007 na Kowmwucusra ot 4 pmexemspu 2007 T.
oTHOCHO Bropara (aza Ha 10-roguiinHata paboTHa mporpaMa, MOCOYEHa B
wieH 16, maparpad 2 or dupexrtuBa 98/8/EO nHa EBpomneickus mapiaMeHT
n Ha CpBeTa OTHOCHO ITycKaHeTO Ha maszapa Ha Omomumum (OB L 325,
11.12.2007 r., ctp. 3).
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ii) B MOMeHTa ce oLeHaBaT cbriaacHo Permament (EO) Ne 1451/2007,
HO Bce OIle He ca 0J00peHH 32 TO3M MPOAYKTOB THIT;

nin

0) KOMOMHAIMSA OT aKTUBHU BEILIECTBA, IOCOUEHH B OYKBa a), 1 aKTHBHU
BEIIECTBA, OJ00PEHN B CHOTBETCTBHE C HACTOSIINS PETIIaAMEHT.

Upes nmeporaiiusi OT pa3nopeaAOUTe Ha MIbpBa ajldHEes, B CIy4al ue ce
B3€ME pElLICHHE JaJeHO aKTHUBHO BEIECTBO Ja He ObJae 0m00peHo,
Ibp)KaBaTa WICHKA MOXE Ja TNPOABIDKM Ja TIIpulara CBOsTa
JieficTBalla CUCTeMa WM IPaKTHKa 3a NPeJOoCTaBsSHE Ha OuOLUIU
Ha Tasapa 3a Cpok Ho 12 Mecema cien jAaTaTa Ha PEIICHUETO
JAIeH0 aKTUBHO BELIECTBO Jla He ObAe 0J00pEeHO, B CHOTBETCTBHE
¢ maparpad 1, Tpera anuHes, KakTO U MOXE Ja IPOIBIDKH Ja
Ipulara cBosiTa JIEMCTBAIla CHCTEMa WIIM NMPaKTHKa Ha W3MOJI3BaHEe
Ha Ouonuay 3a cpok 10 18 Mecena cien ToBa pellEHUE.

3.  Cren pemeHue 3a 0J00psBaHE Ha OIPENETICHO aKTHBHO BEIIECTBO
32 KOHKPETEH MPOJAYKTOB THIl AbP)KABHUTE WICHKH rapaHTHPAT, 4e pa3pe-
mieHusTa 3a OHOIMAM OT TO3W MPONYKTOB THI, CHIBPXKAIIA TOBA
AKTHUBHO BEIIECTBO, CE W3/aBAT, M3MCHSIT MM OTMEHSAT CIIOPEA Cilydas
B CHOTBETCTBHE C HACTOSIIUS PETJIAMEHT B PAMKUTE Ha TPH TOIMHH OT
Jarara Ha oJ00psiBaHe.

3a Ta3u 1en 3aABUTENUTE, KOMTO XKeNasT Ja KaHAWAATCTBAT 3a paspe-
[IaBaHe WM 32 IapajelH0 B3aUMHO NpHU3HABaHE Ha OWOIMIH OT TO3H
HPOLYKTOB THI, KOMTO HE CBHIBP)KAT APYrO aKTUBHO BEIIECTBO OCBEH
CBHILECTBYBAIM AaKTUBHM BEILIECTBA, [10/1aBAT 3asBJICHUE 33 pa3pellaBaHe
WIN TapajienHo B3aUMHO NPHU3HABaHE HE MO-KbCHO OT jJaTaTa Ha 0J00-
psBaHe Ha akTHBHOTO(MTE) BemiecTBO(a). Koraro OGuonmaure chabpxar
MOBEYE OT €HO AKTUBHO BELIECTBO, 3asBJICHMUATA CE€ IOJaBaT HE IO-
KBCHO OT JlaTaTa Ha ofoOpsBaHE Ha MOCIEOHOTO aKTUBHO BELIECTBO 32
TO3H IPOJYKTOB THIL.

KoraTto He ca mocTbnuimn CAHOBPEMCHHO 3asBJICHUA 3a paspCllaBaHC U
3a mapajCJIHO B3aMMHO IIPU3HABAHC B CBHOTBCTCTBHUEC C BTOpPA aJIWHEA:

a) OMOLMIBT HE Ce MycKa MoBeue Ha maszapa, cumtaHo 180 mHU cien
JaTata Ha oJoOpsiBaHE Ha aKTMBHOTO(WTE) BeUIECTBO(a); U

0) ymorpebara Ha ChHIIECTBYBAIUTE 3amacd OT OHOIHMIA MOXE Ja
MPOABIDKH B MPOJBIDKEHHE Ha 365 IHH clel JAaraTa Ha OJ00psiBaHe
Ha aKTHBHOTO(MTE) BEIIECTBO(a).

4. B caydaii 4e KOMIIETEHTHUST OpraH Ha Abp)KaBa WICHKA, WU —
Koraro e menecbobpasno — Komucusra, pemn qa OTXBBPIH 3asBICHHE,
NOZIaJIEH0 ChIIAcHO Maparpad 3, 3a paspemaBaHe Ha OMOIM[, KOHTO
Beue € INpPEJOCTaBeH Ha Ia3apa, Ja He U3Jaic pas3pellieHHe WM Ja
HaJIO)KA YCJIOBMA 3a M3JaBaHETO Ha pas3pellleHHe, KOUTO HajaraT
MPOMsIHA Ha TaKbB MPOAYKT, CE MpHUJIara ciaeIHOTO:

a) Ououua, KONTO HE € TOJIy4YWJ paspelieHue WM, KBbAECTO ¢©
MPUIOKHMO, KOUTO HE OTroBapsi Ha YCIOBHATA 3a pa3pelleHue, He
MOJXXe TIOBeYe Aa ObJe MPENOCTaBsiH Ha masapa Clie[ M3THYaHEeTO Ha
180 mHE cien maTaTa Ha PEMICHHETO HAa CHOTBETHHS OpraH; W

0) ymorpebara Ha ChHIIECTBYBAIUTE 3alacd OT OHOIMIAa MOXeEe Ja
NPOABIKM B NPOABIDKEHHWE Ha 10 365 [HM cien jJaraTa Ha
pEIICHUETO Ha ChOTBETHHS OpPTaH.
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Ynen 90

IIpexogHu MepKH OTHOCHO AKTHBHHTEe BelleCTBa, OLEHSIBAHU
cbriacHo Jupexktusa 98/8/EO

1. AreHmmsTra OTroBaps 3a KOOpPOWHHPAHETO Ha Tpoleca Ha
OLICHSIBaHE Ha JocueraTta, moaaneHu cien 1 cemremBpu 2012 1., u
yJIECHsIBA  OLICHSBAHETO, KAaTro MpPEJOCTaBs  OpTraHU3allMOHHA H
TEXHUYECKa MOJKperna Ha IbpiKaBUTe-uIeHKH u Ha Komucwusra.

2.  BasBieHusTa, nojmaaeHu 3a nenute Ha JlupekrtuBa 98/8/EO, 3a
KOMTO OLEHSBAHETO OT CTpaHa Ha JbP)KABHTE-WICHKH B CHOTBETCTBHE
c wien 11, maparpad 2 ot JupekruBa 98/8/EO He € MPUKIIOYUIO KbM
1 centemBpu 2013 r., ce oueHsBAT OT KOMIETEHTHUTE OPTaHU CHIIIACHO
pasnopenOMTE Ha HACTOSIIUS pErJIaMeHT |, CIOpeA cliydas, Ha
Pernament (EO) Ne 1451/2007.

Ta3u oleHKa ce M3BBPIIBA Bb3 OCHOBA Ha MH(OpPMANMATA, MOJAICHA B
JIOCUETO, TIpe/IcTaBeHo B choTBeTcTBUE ¢ JupektuBa 98/8/EO.

Korarto omeHkara maBa OCHOBaHHS 3a OMACEHUS BbB BPB3Ka C IPUIIA-
raHeTo Ha pa3nopenOUTe Ha HACTOSIIMS PErilaMeHT, KOUTO He ca OwiH
BkimoueHd B [upektuBa 98/8/EOQ, Ha 3asBUTENs ce INPEIOCTaBs
BB3MOXKHOCT Jla TIPEOCTABU JOMBIHUTEIHA HHPOPMAIIHSL.

[Monarat ce BCHYKM YyCWiMs, 3a Ja ce U30erHar JOMBIHATEIHU
U3NUTBAaHUSA BBPXY Fp"b6Ha‘{HI/l JKMBOTHHU U Ha C€ M36CFHC BB3HUKBAHETO
Ha 3a0aBsiHUMS BBB BpB3Ka C IporpaMaTa 3a MpepasriexiaHe, Mpel-
BugeHa B Permament (EO) No 1451/2007 B pesynratr oT Te3u
MPEXO/HU pa3nopenou.

HesaBucumo ot pasnopexburte Ha maparpad 1, AreHnusara oTroBaps
CBIIO 32 KOOpPIWHUpAaHEe HAa Tpoleca Ha OICHJIBaHE Ha JIOCHETAaTa,
nojaneHu 3a nenure Ha [upextuBa 98/8/EO, 3a KOWUTO OlEHABaHETO
He e npukiIrounio KeM 1 centemBpu 2013 T., U yinecHsBa MOATOTOBKAaTa
Ha OIICHKaTa, Karo TMPEJOCTaBsi OpraHM3allMOHHA H TEXHUYECKa
HOAKpena Ha IbpKaBUTe-WIEHKM H Ha Komucusrta, CUMTAaHO OT
1 sayapu 2014 r.

Ynen 91

IIpexogHu MepKH OTHOCHO 3asiBJIEHMSITa 3a pa3pelleHus 3a
Omouuau, noaaaenu cbriacHo Jdupextusa 98/8/EO

3asBneHMATa 3a paspelleHHs Ha OHOLMIM, MOJAaJeHH 3a LEeJUTE Ha
Hupektua 98/8/EO, 3a KOHTO OLEHSBAaHETO HE € TNPHKIIOYHIO KBM
1 cenremBpu 2013 r., mpoxbkaBar aa ObAAT OLECHSIBAHU OT KOMIIET-
EHTHUTE OpPraHM ChIJIACHO MOCOYCHATAa TUPEKTHBA.

He3zaBucuMo oT pasnopendure Ha MbpBa alMHEs, IIpUiIara ce CIeIHOTO:

— KOraTo OIICHKaTa Ha pPHCKAa Ha aKTHBHOTO BELIECTBO COYHM, Y€ Ca
W3IIBJIHECHN €IMH WM MOBEYE OT KPHTCPHHUTE, MOCOYCHU B 4WICH 5,
naparpad 1, OHOIMABT ce paspemiaBa B CHOTBETCTBHE C PasIo-
pendure Ha wieH 19;

— KOraTo OIICHKAaTa Ha pUCKa Ha aKTUBHOTO BEIIECTBO COYHM, Y€ ca
U3MBJIHCHH CIWH WM TOBEYE OT KPUTEPHUTE, MOCOYCHH B UIICH
10, OmoumabT ce paspelniaBa B ChOTBETCTBHE C pas3lopeadHTe Ha
yjaeH 23.

Korato omeHkata maBa OCHOBaHMS 3a ONAceHUs] BBB BPB3Ka C IpUIa-
TaHeTO Ha pa3nopenOHTe Ha HACTOAIIUS PErJaMeHT, KOUTO He ca OmiH
BkmoueHn B JlupextuBa 98/8/EO, Ha 3agBuTens ce NpenocTaBs
BB3MOXKHOCT Jja MPEIOCTABH JOITBIHATENHA HH()OPMAIHS.
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Ynen 92

IIpexogHu MepKH OTHOCHO OMOLMANTE, pa3pelieHU/PeruCTPHPaHU
cbriacHo upexktusa 98/8/EO

1. buomuam, 3a KOUTO € M3AANEHO pa3pelIeHHe WM PETUCTPanus B
cboTBeTcTBHE C wieH 3, 4, 15 unu 17 ot Jdupekrusa 98/8/EO npenu
1 centemBpu 2013 r., mMorar Aa mpoaBIDKAT Ja c€ MPEIOCTaBAT Ha
mazapa W Ja ce YHoTpeOsBar, KOraro € yMeCTHO, TpH CIa3BaHe Ha
yCIOBHATA 3a pa3pellaBaHe WINM PErUCTpaLlysl, YPEIeHU OT IOCOYeHaTa
IUPEKTHBA, O JaraTa Ha HM3THYaHE Ha DPa3pelIeHHETO W PETHCT-
panusTa, UIM HEeropara OTMsHA.

2. HeszaBucumo ot pasmopenbure Ha mnaparpad 1 HacTOSIMAT
periaMeHT ce Ipuiara COpsSMO IIOCOYEHHUTE B HEro OHOLMAM OT
1 centemBpu 2013 r.

buomnuan, paspemenn B croTBETCTBHE € WwieHOBe 3 win 4 oT lupektuBa
98/8/EO, ce cuurtar 3a paspelieHd B CHOTBETCTBHE C wWieH 17 or
HACTOSILUS PETIaMeHT.

Ynen 93

ITpexosHH MepKH OTHOCHO GHOLMAMTE, HEMONAJAIM B 00XBaTa Ha
Jupextusa 98/8/EO

Upes meporanus ot uineH 17, maparpad 1 nageHa qppkaBa WiICHKA MOXKeE
Jla IPOJBIKU Jla TIpUIara cBosta JeHcTBalla CHCTEMa WM MIPAaKTHKA Ha
IpeocTaBsHE Ha Ma3apa W M3II0I3BaHe Ha OMOIMIM, KOUTO HE MONajaatr
B IpWIOXKHOTO mone Ha JlupektuBa 98/8/EO, HO momamat B
IPUWIOKHOTO TOJie HAa HACTOSINUS PErJIaMEeHT, U Ca CBhCTaBeHH OT,
ChABpXKAT WM TEHEpHpPAaT caMO aKTHBHM BEIIECTBA, KOHTO Ha
1 cenremBpu 2013 r. ca OMIM HaJIMYHU HA Ia3apa WIK U3ION3BaHU B
Onorman. Jleporamusira ce mpuiara 0 €IQHa OT CIEIHHTE IaTH:

a) aKo 3asBJCHUSATA 3a 0J00OpEHHE Ha BCUYKM TE3U aKTUBHU BEIECTBA,
OT KOHTO OHOIMABT € ChCTaBEH, KOUTO TOH CHABPIKA MM T€HEpHpa,
ca IOZaJ€HU 3a CbOTBETHUS NPOAYKTOB THIL 10 1 cenremBpu 2016 r.
— KpaliHHTE CPOKOBE, NpeIBUACHM B wieH 89, maparpad 2, BTOpa
anuHes, B wieH 89, maparpad 3 u B wien 89, maparpad 4; wiu

6) ako He € I0/a/IeHO 3asBJICHHE B CHOTBETCTBUE C OyKBa a) 3a €HO OT
aKTHBHHTE BemlecTBa — a0 1 cenremBpu 2017 1.

Ynen 94

IIpexoaHu MepKH OTHOCHO TPeTHMPAHMTE M3JeIUsl

1. Upes geporaumsi ot uineH 58, maparpad 2 IaJeHO TPETHPAHO
W3eHe, TPETUPAHO ChC WM IEJICHACOYSHO BKIIOYBALIO €IHH HIIH
noBe4ye OWOIMIM, CHIBPKAIIM CaMO AKTHBHM BEIECTBA, KOUTO ca
00eKT Ha TpPOyYBaHE 3a CHOTBETHHS MPOAYKTOB THUI B paboTHaTa
mporpaMa, IHocodeHa B wieH 89, maparpad 1, Ha | cenTemBpu
2016 r., WK 3a KOWTO € MOJAAACHO 3asBICHHE 3a 0J00OpEHHUE 3a CHOT-
BETHUsI MPOAYKTOB THII JO Ta3W JaTa, WIA ChAbPKAIIA CaMO
KOMOMHAIUs OT TaKKWBa BEIIECTBA W AKTHBHHU BELIECTBA, BKIIOYEHH B
CNHCHKa, M3TOTBEH B CHOTBETCTBUE C wWieH 9, maparpad 2 3a ChOT-
BETHUSI IIPOJIYKTOB THUIl M ymnoTpeda, WIM BKJIIOYEHH B IpHIIOXKEHHE I,
MOXe Ja ObJe MyCKaHO Ha Ma3apa 0 €Ha OT CIEAHUTE JaTH:
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a) B ciyuyail Ha pemieHue, mpuero cien 1 cenremspu 2016 r., 3a
OTXBBPJISHE Ha 3asBJICHUETO 3a OJ0OpEHHE WM 3a HEOJ00peHHE
Ha €JHO OT AaKTHBHHTE BEIIEeCTBA 3a CHOTBETHaTa ymnorpeoda,
naraTta, chboTBeTcTBamia Ha 180 AHM clieq B3eMaHETO Ha TaKoBa
peleHue;

0) B Apyru ciy4ad, Aatata Ha OlOOpeHHE 3a CHOTBETHHS HPOIYKTOB
TUII U yHoTpeba Ha MOCIEJHOTO ChIBPIKAIO CE B OMOLUAA aKTUBHO
BEILECTBO, MOAJIEkKANIO Ha OJ00peHHeE.

2. Upes mombJHUTENHA Jeporaius oT wieH 58, maparpad 2, mameHo
TPETHPAHO H3IENHE, TPETHPAHO CHC WM IEIEHACOYCHO BKIIIOUBAIIIO
€lUH WIM IOBedye OUOIMIM, ChIbPKAIM BCSIKAKBU aKTHBHU BEIECTBA,
pasIMYHM OT yNOMEHAaTHTe B maparpad 1 OT HACTOSIIMS YIEH, WIH
TE3H, BKIIOUEHU B CIHUCHKA, HM3FOTBEH B CBHOTBETCTBUE C uWieH 9,
naparpag 2 3a CBOTBETHHS MPOAYKTOB THUN M ymoTpeba, wWiIx
BKIIIOYEHH B TIpuioxkeHne I, Moxe ma ObIe IyckaHO Ha Masapa Mo
1 mapt 2017 r.

Unen 95

IIpexogHn MepKH OTHOCHO [JOCTBNA [0 JOCHETO HA AKTHBHOTO
BelleCcTBO

1. Cuurano ot 1 centemBpu 2013 r. AreHuusTa npaBu OOIIECTBEHO

JNOCTOSIHUE W PEIOBHO aKTyalu3upa CIMCHK Ha BCHYKH aKTUBHH
BEIIECTBA W BCHYKM BEIECTBA, TEHEPUpAIIN aKTHBHO BEIIECTBO, 3a
KOUTO € TPEACTaBeHO JOCHe, OTroBapsIl0 Ha W3UCKBaHHUATA Ha
npunoxenue Il kbM HacTOSAIIUS PerjJaMeHT WM Ha npuioxeHus ITA
wim IVA xem [lupektuBa 98/8/EO u, KbAeTO € NPUIOKUMO,
npunoxenue IIIA kpM TocoueHaTa IUpeKTHBa (,,IBIHOTO JOCHE Ha
BEIIECTBOTO) M TOBAa JOCHE € OHJIO MPHETO U OJO0OPEHO OT IbpiKaBa
YlieHKa TOCPEICTBOM IMpOLEAypara, TMpeIBHIACHA OT HACTOSIIHS
periaMeHT WM Ioco4YeHaTa JIUpeKTuBa (,,ChOTBETHHTE BemecTBa™). 3a
BCSIKO CHOTBETHO BELIECTBO CIHMCBHKBT BKIIOYBA CBIIO TaKa BCHYKH
JHLa, MPeACTaBWIM TaKoBa JOCHE WJIM NPEACTaBHIM JOCHE Tpes
AreHIHUATa B CHOTBETCTBUE C BTOpA aluHes OT HACTOAMMs maparpad,
W TOCOYBA pOJSATA WM, KAKTO € YKa3aHO B IIOCOYEHATa ajuHes, U
NpOAyKTOBUs(TE) THUIM(OBE), 32 KOMTO € MpEACTAaBeHO [OCUE, KAKTO U
JaraTa Ha BKJIIOYBAHETO HAa BEIECTBOTO B CIIMCHKA.

Jlune, ycranoBeHo B Cbhro3a, KOETO NMPOM3BEXJA MIM BHACS CHOTBETHO
BEIIECTBO, CAMOCTOSITENIHO MJIM B ChCTaBa Ha OMOIH, (,,JOCTABYMKBT Ha
BEILIECTBO™), MM KOETO IPOU3BEXKAAa WIM IpPeAocTaBs Ha Iasapa
Omouuna, KOWTO € ChCTaBeH OT, ChObp)Ka WIM TEHEepHpa TOBa
BEIIECTBO (,,IOCTABYMKBT Ha OMOLMA’), MOXE IO BCSIKO BpeMe Ja
NPEICTaBU Ha ATEHIHUATA IIBJIHO JAOCHE Ha BEIIECTBOTO 332 CHOTBETHOTO
BEUIECTBO, IMHCMO 32 JIOCTBII /IO IBJIHO JOCHE Ha BEIIECTBOTO WM
[I030BaBaHE HA IBJIHO JIOCHE HA BEIECTBOTO, 32 KOETO Ca M3TEKIH
BCHUYKH CPOKOBE 3a 3amura Ha umHpopmanusara. Ciex MOAHOBSBaHE Ha
O0JOOpPEHHETO Ha [JaJeHO AKTHBHO BEIECTBO BCEKHU JOCTaBUMK Ha
BEIIECTBO WJIM JOCTaBYMK Ha OHOIMI MOXKe [a TPeACTaBH Ha
AreHuusATa THCMO 3a JOCTBI IO BCHYKHM JAHHU, KOUTO ca OWiH
CUETeHH 3a CBUIECTBEHH OT OLEHSBAIIMS KOMIICTEHTEH OpraH 3a
LeNUTe Ha TOAHOBSBAHETO M 32 KOUTO CPOKBT Ha 3alllUTa BCE OLIe HE
€ U3TeKbJ (,,ChOTBETHUTE JaHHH ).

AreHuusTa yBeJOMSBa JOCTaBYMKA, IpeAocTaBwil HH(popmanusara, 3a
TaKCUTEe, ABDKUMH chbriacHo wieH 80, maparpad 1. Ts oTxBbpist 3asB-
JICHUETO, B CIy4all 4e MPEeNOCTaBWIMAT WH(OpMalusTa JOCTABUMK HE
IUIaTH TakcuTe B Cpok oT 30 JHM W yBeJOMSBA MPEAOCTaBUINS UHQOP-
MaInpsATa 3a TOBa.



2012R0528 — BG — 25.04.2014 — 002.001 — 86

Crnen mosyyaBaHe Ha TaKCUTE, IBIDKMMHU cbritacHO wieH 80, maparpad
1, AreHnusATa TpOBepsBa Nl NPEICTABIHETO € B CHOTBETCTBHE C
BTOpa aluHes OT HacToAuMs mnaparpad M yBenoMsBa NpeIOCTaBUIINS
uH(OpMaIHATa JOCTaBUUK 32 TOBA.

2. Cuwurano ot 1 cenremBpu 2015 r. Omouma, cwcrosimy ce OT,
CbAbpiKall WIM TCHCpUpal] CbOTBETHO BCIICCTBO, BKIHYCHO B
mocoyeHuss B maparpad 1 chouchk, He ce TNpeaocTaBs Ha masapa,
OCBEH aKO JIOCTABUYMKBT Ha BEUIECTBOTO MM JOCTABYMKBHT Ha OHoLHUIA
¢ BKIIOYEH B CIIUCHKA, MocouyeH B maparpad 1 3a mpoaykroBus(Te)
TUN(0BE), KbM KOMTO/KOUTO CIaja MPOAYKTHT.

3. 3a menWTe Ha MPEACTaBIHETO HAa 3asABICHHE B CHOTBETCTBHE C
naparpa¢ 1, Bropa anuHes OT HACTOSIIMS WieH, wieH 63, maparpad 3
OT HACTOSIIIMS PETNIAMEHT Ce TpHJIara Mo OTHOLICHUE Ha BCHYKH TOKCH-
KOJIOTHYHH M EKOTOKCHUKOJIOTMYHM W CBBP3aHM C OKOJHATa cpena
W3CIIeIBAaHMS 33 TOBEJCHUETO ¥ JKU3HEHWS LUKBJI IO OTHOLICHHE Ha
BemlecTBara, wu30Opoenn B mnpunoxenue Il kem  Permament (EO)
No 1451/2007, BKIIOYMTETHO BCAKO IOJOOHO H3CIIENBAHE, KOETO HE
BKJIIOYBA U3IIUTBAHUSA BBHPXY r’p’b6Ha‘{HI/I JKHUBOTHH.

4.  JlocTaBUHK Ha BEUIECTBO MIIM Ha OHMOIM], BKIIOYEH B MOCOYEHHS B
naparpad 1 COHMCBK, Ha KOWTO € M3JaJleHO MUCMO 3a JAOCTBII 3a LIEIUTe
Ha HACTOSIIMS 4NeH, WIM € JaJeHO0 TpaBOTO Ja ce I030BaBa Ha
Ipoy4YBaHe B CHOTBETCTBHE C Maparpad 3, ¥Ma HpaBo Ja ITO3BOIH Ha
3agBUTENNTE 3a M3JaBaHE Ha pa3pellieHue 3a OWOIMA Ja Ceé 1M030BaBaT
Ha TOBa NHCMO 3a JOCTBII MM Ha TOBAa NPOyYBAaHE 3a LEIUTE HAa WICH
20, naparpad 1.

5. Upes neporarus ot wieH 60, BCHUKY CPOKOBE 32 3alllUTa Ha JaHHU 32
KOMOWHAIIMUTE AaKTHBHO BEUIECTBO/TPOAYKTOB THI, W30pOCHH B
npunoxxenue 11 kpM Perimament (EO) Ne 1451/2007, Ho 3a xouTo mpeau
1 centemBpu 2013 1. He e OWJIO B3€TO pEIICHWE 3a BKIIOYBAHE B
npunoxxenue I keM Jlupextusa 98/8/EO, nsruuar Ha 31 nexemspu 2025 .

6. Ilaparpadum 1—S5 He ce mpuiarar mo OTHOILICHHE HAa BEUIECTBATA,
n30poeHu B mpuioxkenue | B kareropun 1—35 u kateropus 7, WK Ha
OMoIMIM, ChIbPKAIM CaMO TAaKWBa BEIECTBA.

7.  AreHuusTa aKTyalu3Hupa PEIOBHO CIHCBHKA, MMOCOYEH B maparpad
1 ot Hacrosmust wieH. Cnen MOAHOBsSBaHE Ha OMOOPEHWETO Ha JaJICHO
AKTUBHO BCIICCTBO AFCHLII/I?IT& l'IpCMaXBa OT CIIMCBKa BCCKH AOCTABYUK
Ha BEIICCTBO WIJIM JOCTABUYMK Ha OWOLMWA, KOWTO B paMkuTe Ha 12
Mecela cjel IOJHOBSABAHETO HE € MpPEJCTaBWJI BCHYKH CHOTBETHU
JaHHA WJIA TIMCMO 3a JOCTHI OO BCHYKH CHOTBETHHM JaHHM B CBHOT-
BercTBHE ¢ maparpad 1, BTopa ajgvHEs OT HACTOSIIHMS WICH HIH B
3asgBJICHHAE ChIVIacCHO ujieH 13.

Ynen 96

OTMsiHa

bes nma ce 3acsarar pasmopeabute Ha uieHoBe 86, 89—93 u 95 or
HacTosiusl periaMeHTt, aupektuBa 98/8/EO ce ormeHs ¢ aelcTBHe OT
1 centemBpu 2013 r.

[TozoBaBaHMsATa Ha OTMEHEHAaTa TUPEKTHBA CE CUMTAT 32 IT030BABAHUS
Ha HACTOSIILUSI PErJlaMeHT M C€ 4eTaT ChIVIACHO TabiuuaTra 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
Kareropuss 1 — BemiecTBa, pasperieHn kato q00aBku B xpanute cbriacHo Permament (EO) Ne 1333/2008
200-018-0 Mieuna kucennaa | KoHumeHtpars, mojuiexama Ha orpaHndaBaHe, Taka | E 270

4ye Ja He ce M3UCKBa Kiacuduuupane Ha Ouonuzaa
cermacio JlupektuBa 1999/45/EO wnm Permament
(EO) Ne 1272/2008.

204-823-8 Hatpues anerar KonnenTpanus, nojexania Ha orpaHuyaBase, taka | E 262
4ye Ja He ce M3UCKBa KiacuduuupaHe Ha Ououuna
cpriacHo JlupektuBa 1999/45/EO wnm Pernmament
(EO) Ne 1272/2008.

208-534-8 Hatpuer Genzoat KoHnenTparnusi, mojuiexxamia Ha orpanndyaBane, taka | E 211
4ye Ja He ce M3UCKBa Kiacuduuupane Ha Ouonuzaa
ceracHo JlupektuBa 1999/45/EO mnmu Permament
(EO) Ne 1272/2008.

201-766-0 (+)-Bunena KoHueHnTpauusi, nojjexaiia Ha orpaHn4aBane, taka | E 334

KHCEJIMHA 4ye Jla He ce W3MCKBa KiacuduiupaHe Ha Ououupaa
coriacHo JlupektuBa 1999/45/EO wnm Pernmament
(EO) Ne 1272/2008.

200-580-7 Onerna kucennHa | KoHmeHTpamwms, moanexamia Ha orpaHnvaBaHe, Taka | E 260
4ye Ja He ce M3MCKBa Kiacuduimpane Ha Onounaa
cermacio JupekruBa 1999/45/EO wnm Permament
(EO) Ne 1272/2008.

201-176-3 IIponuonosa KoHueHnTpanus, nojjexaiia Ha orpaHn4aBaHne, taka | E 280

KHCEIIMHA 4ye Jla He ce W3MCKBa KiacuduimpaHe Ha Ononnpaa
cpriacHo JlupektuBa 1999/45/EO mnm Pernmament
(EO) Ne 1272/2008.
Kareropust 2 — BeniectBa, Britodenu B npunoxenue [V kpm Permament (EO) Ne 1907/2006
200-066-2 AcxopbuHoBa
KHCEJIMHA
232-278-6 Macno oT neHeHo
ceme
Kateropust 3 — Cnabu kucenuHu
Kateropust 4 — TpaauHOHHO yHOTpeOsSBaHU BEIIECTBA C €CTECTBEH HMPOHM3XOJ

Hatypanno macno

Macno oT
JIaBaHayaa

CAS 8000-28-0

Harypanao macno

Macno or MeHTa

CAS 8006-90-4

Kareropust 5 — ®epomonn

222-226-0

OkT-1-eH-3-011

Cmec

DepomMoH or
IUIATHEHU JPELIHU
MOJILH
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EO nomep Nme/rpyna OrpanuueHus Benexxa

» M3 Kareropuss 6 — BemecTBa, 3a KONTO Jbp)kaBa WiICHKAa € OZOOpHIIa JOCHE Ha aKTUBHOTO BEIIECTBO B CHOT-
BETCTBUE C WieH 7, maparpad 3 OT HACTOSIIUS PErjaMeHT WM € MpHelia TaKoBa JIO0CHE B ChOTBETCTBHE C wieH 11,
naparpad 1 ot Jupexrusa 98/8/EO «

204-696-9 Brrneponen EnunctBeHo 3a ymotpeba B TrOTOBH 3a ymorpeba
JTHOKCH]T ra3oBu OyTHIKH, pabOTEIIN C ra300TACIHUTEN.
231-783-9 Asor EnuncTBEeHO 3a ynorpeba B OrpaHU4eHH KOJIMYECTBA

B TOTOBH 3a ymoTpeba OyTHIKH.

250-753-6 (Z,E)-rerpanexa-
9,12-nueHunn
arerar

Kareropus 7 — Jpyru

bakynosupyc
215-108-5 benronut
203-376-6 HuTponenan

231-753-5 XKenesen 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
XHMHYHUTE CBOWCTBa Ha BELIECTBOTO, CHIIECTBYBAIINTE MaHHHU, HHDOP-
ManusiTa, KOSATO € YacT OT OCHOBHUTE [aHHU, W MPOAYKTOBUTE THUIIOBE, B
KOUTO I C€ M3I0JI3Ba aKTHBHOTO BEUIECTBO, KAKTO M CBBP3aHUTE C Ta3u
yrnoTpeba Momelu 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
M3NMTBAHMS HAa XUMHYECKH Bemiectsa (?), WIM C JOPYyrH MEXIyHapOIHH
CTaHJApTH, NPU3HATH 3a eKBuBaJeHTHH oT Komucusta wiam ot AreHuusra.
W3nutBanusTa 3a (pU3NKOXUMHYHHUTE CBOMCTBA M JaHHHUTE 32 BEILECTBOTO OT
3HaUECHHE 3a 0€30I1aCHOCTTA CJIE/BA Ja CE U3BBPIIBAT IIOHE B ChOTBETCTBHE C
MEXyHapOJIHUTE CTaHAApTH.

Ilpu wu3BBpIIBaHE HA W3NUTBaHe, TpsAOBa Ja ce MPEICTaBH IMOAPOOHO
omucanue (cnenudUKanMsA) Ha M3MOJN3BAHOTO AKTHBHO BELIECTBO U
HEroBHUTE NMpuUMecH. V3nmuTBaHeTO ciie[Ba Jla cé M3BBPIIBA, KATO aKTHBHOTO
BEILIECTBO € BbB BUJA, B KOMTO € NMPOM3BECHO, WM B CIIy4ail Ha MU3MUTBaHE
Ha HAKOM (PU3MYHHM WM XMMHYHHM CBOWCTBa (BXK. YKa3aHHMATa B KOJOHAa | 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
Konona 2 CrneuupuyHy NpaBuia 3a aganTUpaHe CHpsiMO
CTaHJapTHaTa MH(POPMALMS OTHOCHO HSKOU OT
Kosmona 1 Bcuuky 1aHHM ca OCHOBHH,
M3UCKBAHUATA 3a MPEJOCTaBsHE Ha
W3uckBana nHdopManus: OCBEH aKo He ca OTOeNs3aHu

nH(pOpManys, KOUTO MOXE Ja Hajarart
M3MO0JI3BAHETO Ha M3MUTBAHE BBPXY rPbOHAYHM
JKMBOTHU

KaToO JONBbJIHUTCIIHUA

1. 3ASABUTEIL

1.1. Nwme u agpec

1.2. Jluue 3a KOHTaKT

1.3. [IpouzBoauTen Ha AKTHBHOTO

BEIECTBO (HAMMEHOBaHME, anpec M
MECTOHAXOXKICHHE Ha 3aBoja(ure)
TIPOU3BOIUTEN(1)

2. WJIEHTUYHOCT HA AKTUBHOTO
BEIIECTBO

B Tto3m paszen ce maBa IOCTAaThYHO
uHdopmanys 3a aKTHBHOTO
BEIIECTBO, 3a Ja MOXE TO Ja Oble
UACHTH(UIUPAHO. AKO € TEXHHYECKH
HEBB3MOXKHO WIIM aKO HIMa HAay4HOO-
0OCHOBaHa HEOOXOAMMOCT OT Mpea-
ocTaBsHe Ha HWH(OpPMAaIMi IO €IHa
WIM TOBEYEe OT TOYKHTE I0-J0Iy,
MPUYHHKUTE SICHO CE MMOCOYBAT.

2.1. OO0uo HaUMEHOBaHHE, MPEATOKEHO
win npueto ot ISO unn cuHOHUMU
(oOunuaitao HaMMEHOBaHUE,
THPrOBCKO HauMEHOBaHUE,
ChKpalleHUE)

2.2. XUMHUYHO HaMMCHOBaHHWE (CBITACHO
HomeHkiarypara Ha IUPAC u CA
i  apyro(m) — MeXIyHapoxHO(W)
XMMHUYHO(M) HauMEHOBaHUe(s)

2.3. Howmenknarypen(u)  kom(oBe)  Ha
IIPOU3BOAUTEIISA
24. Homep mo CAS mmoc nomepa EO,

INDEX u CIPAC

2.5. MornekynHa u cTpykTypHa Gopmyia
(Bxutountenno HoTaus mo SMILES,
aKO MMa TaKaBa U € MOAXOJIIA)

2.6. Wndopmanus 3a ONTHUYHATA
aKTHUBHOCT M IBJIHU MOAPOOHOCTH 3a
HM30MEpPHHS CHCTaB (AKO € MPHUIIOKIMO

U YMECTHO)

2.7. Monapaa maca

2.8. Merox Ha NMPOM3BOACTBO (METOX Ha
CHHTE3) Ha AaKTUBHOTO BELIECTBO,
BKJIIOUUTEIIHO uHpopmanus 3a

U3XOJHUTE MaTepuald U Pa3TBOPH-
TEIMTe, KaKTO M JOCTABUHULH, CHELH-
(duKauuK U NpeoCcTaBsHE Ha I1azapa
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Komnona 1
W3ucksana napopmarms:

Komona 2
Bceuuku aHHM ca OCHOBHH,
OCBECH aKO He ca OTOeNsA3aHu
KaTo JONBJIIHUTCIIHA

Kosnona 3

CrnenupuyHN NpaBuUia 3a aJanTHpaHe CHPSIMO
CTaH/apTHaTa MH(POPMALMS OTHOCHO HSKOU OT

W3UCKBaHUATA 3a NPEAOCTaBAHE Ha
I/IHCbOpMa]_[I/Iﬂ, KOMTO MOXE Jia Hajaratr

M3I0JI3BAHETO HA M3IHTBAHE BbPXY IPHOHAUHH

KUBOTHH

2.9.

CrenuKamys 3a YUCTOTA HA TIPOM3-
BEJICHOTO aKTHBHO BemiectBo B g/kg,
gl mwm % ww (V/V), Kakto e
MOAXOMSAII0, KAaTO CE MOCOYaT BKIIIO-
YHUTEJHO JI0JHA M FOpHA IpaHHla

2.10.

WnentnanocT Ha €BEHTYaJIHI
npuMecd U 100aBKH, BKIIOYUTEIHO
CTpPaHWYHU MPOJYKTH OT CHHTE3a,
ONTHUYHH HU30MEPH, TNPOAYKTH OT
pasrpaxJaHeTo (ako BELIECTBOTO €
HECTaOUIIHO), Hepearupanu U KpaiHu
TpyI¥ M T.H. OT NOJMMEPU M Hepea-
rupand u3xoxHu marepuanu or UVC
BEIECTBA

2.11.

AnanuTuyeH mpodui Ha TOHE IeT
npencrasurenun  naptuan - (g/kg
aKTHBHO BEIIECTBO), BKJIIOYUTEIHO
uHbOpMAIMA 33 CBHIBPIKAHMETO Ha
npuMecH, mocodenu B 2.10.

2.12.

[Iponsxox Ha €CTECTBEHOTO AKTUBHO
BEIIECTBO WJIM HAa IpeKypcopa(ute)
Ha AaKTUBHOTO BEIIECTBO, HAIlpuUMep
€KCTPaKT OT I[BETE

OU3UYHN u XUMHWUHU
CBOWCTBA HA AKTHBHOTO
BEIIECTBO

Bouuen Bug (1)

ArperatHo cbcrostaue (mpu 20 °C u
101,3 kPa)

DusnaHO CBCTOSIHHE (Hamp.
BUCKO3HO, KPUCTAJIHO, Ha Tpax) (1pu
20 °C u 101,3 kPa)

Hpsat (mpu 20 °C u 101,3 kPa)

3.14.

Mupuc (npu 20 °C u 101,3 kPa)

3.2.

Temreparypa Ha ToneHe/3aMpb3Bane (%)

3.3.

KI/ICGJ’II/IHHOCT, AJIKaJTHOCT

3.4.

Temmneparypa Ha kurnene (%)

3.5.

OTHOCHTENHA TUTBTHOCT (%)

3.6.

Januu 3a cnekrbpa Ha abcopOupane

(UV/VIS, IR, NMR) wu m™acos
CIIEKTBpP, KOCOHIMEHT Ha MOJapHa
abcopOrust npu orpeieeHH
IBIDKMHA Ha BBIHATA, KOraro e

ymecTHO (%)

3.7.

IMapuo nansrasue (%)




2012R0528 — BG — 25.04.2014 — 002.001 — 94

Komnona 1
W3uckBana uH(pOpMaLWs:

Komona 2
Beuukn naHHM ca OCHOBHH,
OCBECH aKO He ca OTOeNsA3aHu
KaTo JONBJIIHUTCIIHA

Kosnona 3

CrnenupuyHN NpaBuUia 3a aJanTHpaHe CHPSIMO
CTaH/apTHaTa MH(POPMALMS OTHOCHO HSKOU OT

W3UCKBaHUATA 3a NPEAOCTaBAHE Ha
I/IHCbOpMaIII/Iﬂ, KOMTO MOXE Jia Hajaratr

M3I0JI3BAHETO HA M3IHTBAHE BbPXY IPHOHAUHH

KUBOTHH

3.7.1. Axo Moxe Ja ObJe H3YHUCICHA,
KOHCTaHTaTa II0 3aKOHAa Ha XEHpH
TpsiOBa BHHAru ja Obje MOCOYCHA 3a
TBBPJAUTE BEIIECTBA M TEYHOCTHTE.
3.8. IToBbpXHOCTHO Hampexenue (%)
3.9. PastBopumoct BbB Boja (%)
3.10. Koedummenr Ha  pasmpenencHue
(n-oKTaHOJ/BOJA) M 3aBHCHMOCTTa MY
or pH (%)
3.11. TepmudHa CTaOHIHOCT, MACHTHYHOCT
Ha MPOJYKTUTE OT pasnagaHero (%)
3.12. PeaktuBHOCT crpsiMo MaTepuaia Ha
chla
3.13. JluconnanyoHHa KOHCTaHTa JIO'BJIHUTENIHUA JTaHHU
3.14. I'panynomerpust
3.15. Buckosuter JIOBJIHUTENTHY TaHHU
3.16. Pa3tBopuMOCT B OpraHu4YHM pasTBO- | JIONMBJIHUTENHH JaHHU
pUTEId, BKIIOYUTEIIHO BJIUAHHUE Ha
TeMmIiepatypata  BBpPXY  Pa3TBOPH-
Mocrra (%)
3.17. CraOWwIHOCT B OpraHUYHM pas3TBO- | JIONMBIHWUTEIHN DaHHU
puTenyu, W3NOI3BaHU B OWOLMIH, U
HUACHTUYHOCT Ha CHOTBETHHUTE
HPOAYKTH OT pasnananero (1)
4. OU3NYHU PUCKOBE M CBHOT-
BETHUTE um XAPAKTE-
PUCTUKU
4.1. Excmnosusn
4.2. Bp3mameHnmMu rasose
4.3. Br3mnamenumu aepo3onu
4.4. Okcuampaniy ra3oBe
4.5. l'azoBe moa Hamsrane
4.6. Be3mamennMu TeqHOCTH
4.7. Be3maMeHMHu TBBPAM BEIIECTBA
4.8. CaMoakTHBHpal Cce€ BellecTBa U
cMmecu
4.9. IMupodopun TednocTn
4.10. IMupodopuu TBBpAN BeliecTBa
4.11. CamoHarpsiBali  ce  BeIIeCTBA U

cMeEcH
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4.12.

BeHleCTBa n CMECH, KOUTO B KOHTAKT
C BOJA OTACIIAT BB3IUIAMCHUMH
ra3oBE

4.13.

Oxkcuaupany TeUHOCTH

4.14.

OKCI/IZ[I/IpaH_II/I TBBPAU BCIICCTBA

4.15.

OpraHuuHE TIEPOKCHUIN

4.16.

KopozuHocT 3a meranute

4.17.

JonbiaHutenHu GU3MYHE UHAUKATOPU
3a pHUCK

4.17.1.

Temmeparypa Ha
(TedHOCTH U Ta30Be)

camMo3ariajaBaHe

4.17.2.

OTHoOCcHTENHA TeMIlepaTtypa Ha caMo-
3amajnBaHe 3a TBbPIM BEILECTBA

4.17.3.

OMmacHOCT OT €KCIUIO3Ms Ha mpax

METOJAN 3A OTKPUBAHE U
NAEHTUOUKALIMA

5.1.

AHAJIUTHYHA METOJH, BKIIOYHUTEIHO
KOHTPOJIHH rapameTpH, 3a
omnpefelsiHe  Ha  IPOU3BEICHOTO
aKTHBHO BEIIECTBO H, KOraro e
YMECTHO, Ha CHOTBETHHTE OCTATHYHU
BEIECTBA, M30MEPH M IIPUMECH Ha
aKTUBHOTO  BEILECTBO, KAKTO U
nmo0aBKH (HAIp. CTaOMIM3aTOPH)

3a mpuMecH, pa3zIM4YHU OT ChHLIECT-
BCHHTE INPUMECH, CE IIpUiiara camo
ako ca > 1 g/kg.

5.2.

AHaTUTUYHA METOJIU 3a HaOJIIOJICHHUE,
BKJIFOYMTEIHO CTEIEH Ha BB3CTaHO-
BSBaHE W TPAHUIM 32 KOJIUYECTBEHO
ompenensiHE W OTKpUBaHe  Ha
aKTHBHOTO BENIECTBO M, KOraTto €
HEO0OXOAUMO, Ha HErOBH OCTaThYHU
BEIIIECTBA BHB/BBPXY:

5.2.1.

TlouBara

52.2.

Br3nyxa

5.2.3.

Boxure (HOBBPXHOCTHH, HHUTEHHH U
T.H.) U CEOUMEHTHTE

5.24.

JKMBOTHHCKUTE M YOBEIIKUTE TEJICCHHU
TCYHOCTH M THhKaHH
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5.3.

AHaNIUTHYHU METOAM 3a HaOJIIOJICHHE,
BKJIFOYMTEIHO CTEIIEH Ha BB3CTaHO-
BSBaHE W TPAHUIM 32 KOJIUYECTBEHO
ompenensiHE W OTKpUBaHE  Ha
aKTHBHOTO BENIECTBO M, KOIaTo €
HEe0OXOANMO, HAa HETOBH OCTaThYHU
BEIIECTBA BBB/BBPXY  XpaHH  OT
pactuteneH WIH JKHBOTHHCKH
npom3xon win (ypaxku € APYTH-
mpoaykTH (HE € HEeoOXOAMMO, aKo
HHTO aKTHBHOTO BEIIECTBO, HHUTO
TPETHPAHU C HEro W3NS Momaaat
B KOHTAaKT C JKHBOTHH, OTIJIC)KIAHH
3a MPOHM3BOACTBO HA XpaHa, XpaHU
OT pacTUTENEH WIH KUBOTHHCKH
MPOM3X0A MK (ypasku)

HOH'LHHI/ITCHHI/I JaHHH

E®EKTUBHOCT
LEJIEBHA OPI'AHU3BM

CITPAMO

6.1.

DyHKIY, GbyHrHIUL,
POICHTHUIIN, MHCEKTULHT,
OakTepuIuI M HAYMH 32 KOHTPOI,
Hamp. [pHBIMYAHE, YHUIOXKABaHE,
WHXUOUpaHe

Harp.

6.2.

IpencraButeneH(Hu) opraHu3bM(MH),
KOUTO C€ KOHTPOJIMPAT, W 3alllUTCHU
[POYKTH, OPraHU3MH WIH OOCKTH

6.3.

Bw3geiictBue  BBpPXY — NpeICTaBH-
TENHHWA  LEJNEBH  OPraHU3bM WU
OpraHu3MHU

6.4.

BeposiTHa KOHIEHTpauus, MpHU KOSTO
e C€ M3M0I3Ba aKTHBHOTO BEUIECTBO
B NPOAYKTH M, KOraTo € YMECTHO, B
TPETHUPAHU U3AEIUSA

6.5.

Hauun Ha peiicTBHE (BKIIOYHMTEITHO
3a0aBeHO JeiCTBUE)

6.6.

HaHHI/I 3a eq)HKaCHOCT B IIOAKpEIia Ha
TE3U TBBLPACHUS 3a 6I/IOI_[I/II[I/ITC u,
Koraro ca mnomaJa€HU 3asiBJICHHA 3a
CTUKETHPAHE, 3a TPETUPAHUTE
nu3aeius, BKIIOYUTCIIHO CBCHTYaJIHU
HaJIN4YHA CTaHapTHU IIPOTOKOJIH,
Ha60paTOpHI/I HU3IHATBAaHUA nin
TI0JIEBU CKCIICPUMCHTH, BKIHOYUTCIHO
CKCIUIOATAllMOHHU CTaHAApTH, KOIraTo
€ YMECTHO

6.7.

Bcuuky M3BECTHH OrpaHHYCHHS Ha
euracHocTTa

6.7.1.

Wndopmanuss 3a  ciayyam WA
BB3MOXKHH CIIy4al Ha pa3BHTHE Ha
PE3UCTEHTHOCT u TIOJIX OJISIIITH
CTpaTeruy 3a ynpaBJICHHE
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6.7.2.

HabGnronenust BbpXy HEXEJaHUTE WU
HETIpeJHAMEPCHUTE CTpaHUYHU
e(eKTH, HampuMep BBPXY HOJIE3HH U
JIpYTH HEIEJIEBU OPTraHu3MH

MNPEABUAEHM  YIIOTPEBM U
EKCIIO3HMIIHA

7.1.

IpenBunena(u) obmnact(n) Ha
ynorpeba Ha OHOLUIUTE U, KOrato €
YMECTHO, Ha TPETUPAHUTE HM3MCIHSI

7.2.

IMpogykToB THI WIM HPOLYKTOBH
THIIOBE

7.3.

Ioapobuo ommcanue Ha Mopena(ute)
Ha T[peOBUACHA ymoTpeba, BKIIO-
YUTENTHO TIPU TPETUPAHU H3ICITHS

7.4.

IMorpebuTeny, Hamp. IPOMHIILICHH,
00y4eHH CHCLHUATNCTH, npode-
CHOHAJIHU WJIX MaCOBH l'IOTpe6I/lTeJ'lI/I
(renpodecnoHanHu MOTPEOUTEH)

7.5.

TIporHO3HO KOJNMYECTBO, KOETO IIe
Oblie IyCKaHO TOJMIIHO Ha Iasapa,
U KBJICTO € IPUIOKHMO, 3a Mpel-
BUJCHATE KATErOPUM Ha OCHOBHA
ynorpeba

7.6.

JlaHHu 32 eKCHO3MLMATA B CBOT-
BETCTBHE C mpmioxkenne VI KbM
HACTOSIIUS PETJIAMEHT

7.6.1.

Wndopmarmst 3a  eKCHO3UIMSITA Ha
4OBEKa, CBbP3aHA C IPEJABHICHHTE
ynotpebu U 00€3BpEeKJIAHETO HA
aKTHBHOTO BEIECTBO

7.6.2.

Hudopmanus 3a ekcrosuuusAra Ha
OKOJIHAaTa Cpella, CBbp3aHa C Ipea-
BUJICHUTE YIOTpeOHM U 00e3Bpex-
JIAHETO Ha aKTUBHOTO BELIECTBO

7.6.3.

Wudopmanus 3a eKCIO3MIMATA HA
JKHUBOTHHUTE, OTIJICKIAHM 3a MpPOU3-
BOJCTBO Ha XpaHW, W HAa XPaHUTE U
(bypaxure, cBbp3aHa ¢ MPEABUICHUTE
yrnoTpeOu Ha aKTHMBHOTO BEIECTBO

7.6.4.

Wubopmarms 3a EKCHO3ULHUATA KbM
TPpETUPAHU H3aCus, BKJIFOUHUTCIIHO
JaHHM 3a wu3dyxBaHe (OT Jsabo-
pPaTOpHH HU3CICOBAHWS WM MOJC-
JIUpaHe)

TOKCHUKOJIOI'MYEH TTPO®UIT 3A
YOBEKA 1 XMBOTHUTE, BKJIIO-
YWUTEJIHO METABOJIU3BM
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8.1.

KoxxHO 1pasHeHEe WM KOPO3UBHO
JICHCTBHE BBPXY KOXKaTa

OneHkaTa Ha Ta3sd EKBUBAJCHTHA
TOYKa CE HU3BBPIIBA B CHOTBETCTBHE
CBhC CTpaTerusra 3a IOCIIEIOBATEIHO
HU3IIUTBAHE 3a JApa3HeHus 51
KOPO3MBHO JEHCTBHE BBPXY KOXKaTa,
ompesnereHa B IPHIOKEHHETO KbM
Hacoka 3a wm3nurBaHusi b.4 ,Octpa
TOKCHUYHOCT: KOXHO  JpasHero/
KOpPO3MBHO JeWCTBHE™ (IIPUIIOKCHHUE
b.4 xpm Permament (EO) Ne 440/
2008).

8.2.

O4HO Jpa3zHeHe

OreHkaTa Ha Ta3d EKBHBAJIECHTHA
TOYKa CE HM3BBPIIBA B CHOTBETCTBHE
ChC CTpaTerusita 3a IMOCIEA0BATEIHO
W3MUTBAaHE 3a OYHO Jpa3HeHe |
KOPO3HMBHO JieiiCTBHE, OIpe/AeicHa B
MPUIOKEHHETO  KbM  HAcoKa  3a
m3nutBanusa b.5 ,,OcTpa TOKCHYHOCT:
0YHO JIpa3HeI0/KOPO3UBHO
neiictBue” (nmpuioxeHue b.S5  kbM
Pernament (EO) Ne 440/2008).

8.3.

Koxna cencubunmusanus

OI_IeHKaTa Ha Tasu CKBHUBAJIICHTHa
TOYKa OOXBala CICOHUTE IIOCICI-
OBATCJIHU C€TaIlu:

1. OIICHKa Ha HAJIWYHUTE OaHHWU 3a
YOBCKa, IJKHUBOTHUTEC MW  aJlITCp-
HAaTUBHHU OJaHHU,

2. W3NHUTBaHE UH BHBO

IIpennoyntanust METOJ, 3a
W3NHWTBAaHE WH BUBO € M3IUTBaHE
BBPXY JIOKaJTHU TuMGbHHA
Bp3n  (LLNA), BKiIIOYHTENHO,
KOraTo € YMECTHO, CBKpaTCHHUST
BapUaHT Ha M3MHUTBAHETO. AKO ce
W3N0J3BAa JIpyro W3NHWTBaHE 3a
KOJKHA ceHCHOMIM3anus, ce
npesicTaBs 000CHOBKA.

He e HeoOxoammo na ce MpoBekaa erar
2, aKo:

HaJINYHATA HHOOPMALHS MOKa3Ba, Ye
BEILIECTBOTO ClieAiBa 1a Objae KiacH-
(unMpaHO KaTo CEHCHOMIM3HMPAIIO
WA KOPO3WBHO 3a KOXKAaTa; WIH

BEILECTBOTO € CuiHa KucenuHa (pH
< 2,0) i ocHoBa (pH > 11,5).

8.4.

HI/IXaTCHHa CeHCI/IGI/IHI/ISaL{I/Iﬂ

IIOHLJ'IHI/ITCJ'IHI/I JaHHH

8.5.

MyTareHHOCT

OueHkara Ha Ta3W EKBHBAJICHTHA
TOYKa OOXBalla CJIEIHUTE IMOCTE-
OBATCIIHU €TaIlu:

— OIfHKa Ha HaAJIUYHUTE TCHO-

TOKCHYHH OJaHHU HMH BHUBO

— HEOOXOAWMMM Ca H3MHUTBAaHE HWH
BATPO 3a TEHHM MyTalud B
Oaxrepuu, [IUTOTCHETUIHO
W3NUTBAaHE WH BUTPO C KIICTKH
Ha 003alHUIM W W3IUTBAHE WH
BATPO 3a TEHHM MyTallud B
KIIETKH Ha O03aiiHHMIN
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— B cnyqaf/’l Ha IIO3UTUBCH peE3yJiTaT
IIpyu HAKOE€ OT TI'€HOTOKCHYHUTE
u3ciaeABaHus WH BUTPO CE€ IIpea-
BHKIAT MOoAXO AL T'CHO-
TOKCHYHH H3IIHUTBAHHUA WH BHBO.

W3scnenBaHe WH BHUTPO 3a TeHETHYHA
MyTanus npu OGakTepun

LlUTOreHeTMYHO  U3CIEIBAHE  HH
BUTPO C KICTKU Ha 0O3aiHUIM

WscnenBane MH BUTPO 3a TIEHHH
MYTalMU C KIETKH Ha 00o3alHMIM

8.6.

T'enoToxcuuHO HU3CIICABAHC HUH
BI/IBOOI_IGHKaTa Ha Ta3u CKBHUBAJICHTHA
TOYKa 06XBaHla CICOHUTE IIOCIICI-
OBaTCIIHU €TaIlu:

— AKO ¥Ma TO3UTHBEH pe3yiraT
MpY HIKOE OT W3CIIC/IBAHUATA MH
BHTPO 32 FTEHOTOKCHYHOCT M HSIMa
HUIMYHA ~ PE3yJNTaTH OT Bede
MIPOBEJICHO H3CIIe[IBaHE UH BUBO,
3asBUTEIAT  HpeJylara/IpoBekaa
TTOIX OISO TCHOTOKCHYHO
Wu3cleABaHE ~ MH ~ BHBO  HA
COMAaTHYHU KIJIECTKH.

— AKO HSJKOE OT JIBETE M3IUTBAHMS
WH BHUTPO 3a TEHHa MyTalus e
TOJIOXKUTEITHO, ce npaBu
U3NMTBaHE HH BHUBO, 3a Ja C€
MPOyYH HEIUIAHMPAHHUAT CHHTE3
Ha JIHK.

— B 3aBucumocT OT pe3ynraTure,
KaueCTBOTO M IMPUTOAHOCTTAa Ha
BCHYKHM HAJIMYHH JAHHH, MOXKE
Ja €  HeoOXomaumMo  BTOPO
HU3IIUTBAHE UH BHBO Ha
COMATHYHH KIICTKH.

— AKO WMa TO3WTHBEH pe3yJTar OT
HAJIMYHO M3CJIE€JBAHE MH BUBO Ha
COMATHYHHU KIETKH, CjelBa na
Oblie pasriienaH MOTEHIHAIBT 3a
MyTareHHOCT MPH  3apPOJHIIHH
KIIETKd BBH3 OCHOBA HA BCHYKHU
HAJIMYHMA JaHHH, BKJIIOYUTEIHO
TOKCUKOKMHETHYHHUTE ITOKA3aHMS,
3a J1a ce JOKake, Ye BEIIECTBOTO
€ CTUTHAJIO JI0 M3ITUTBAHHS OpraH.
Axo He wMorar ga Obgar

HaripaBeHU KaTeropuiHu
3aKIIIOY€HUsT OTHOCHO MYTarcH-
HOCTTa npu 3apOAUIITHUTE

KJICTKH, C€ MpeABMXKAAT JOIIbJI-
HUTCJIHU [IPOYy4YBAHUS.

JIOBIHUTETHY TaHHA Wscnensanero(usita) OOMKHOBEHO HE €
HEOoOX0IMMO Ja ce IPOBEKAA(T), aKo:

— pesyaTaTMTe ca OTPMUATENHH 32
TPUTE M3MNMUTBAHMUS MH BUTPO M aKO
B Oo3aiiHMIMTE HE ca ce oOpasyBaiu
PHCKOBH METa0OIMUTH, UIU

— ca cbOpaHM BaMJIHU MUKPOSAPEHH
JaHHH HMH BHBO OT M3CICABAaHE C
TMOBTApsAIIA C€ O03M U MHUKPOSAI-
PEHOTO H3IIUTBAHC HH BHUBO c
HOJXO/SIIIOTO  M3IMTBaHE, KOETO
TpaOBa 1a ce M3BBPIIM, 3a Ja Ce
HU3I'bJIHU HN3HUCKBAHCTO 3a Tasu
uHpopmarus,

—  BEIIECTBOTO € IO03HATO KaTo KaHIle-
poreHHo ot kareropusi 1A wmm 1B
WIM MyTareHHO OT Kareropus 1A,
1B wu 2.
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8.7.

OCTpa TOKCHYHOCT

OCBeH TpH TIOCTHIIBAHE 110 OPAJICH ITBT
(8.7.1), 3a HerazooOpa3HU BelECTBa Ce
npeocTaBst HHPOPMALHSITA, YIIOMEHATA
B TOYKH 8.7.2—8.7.3, 3a MoHE O11ie eIuH
ITBT Ha HOCThIIBAHE.

— M300pbTHABTOPH TBTHATIOCTHIIBAHE
me 3aBUCH OT €CTeCTBOTO Ha
BEIIIECTBOTO U OT BEPOSTHUS ITBT HA
EKCITO3HIIMS Ha YOBEKA.

— Ta3oBeTe W JIETIMBUTE TEYHOCTH
cieiBa Ja ce IMpueMaT Mo WHXa-
JIATOPEH IIBT.

— AKO  €OMHCTBEHHAT IIbT  Ha
EKCIIO3UIIUS € OpaJICH, TOraBa € Heo0-
XOUMO Ja Cce  IpeJOCTaBH
uHpOpMAIMA caMO 3a Hero. AKO
KOXXHUST WM WHXAIATOPHUST ITBT
ca eIUHCTBEHUAT BB3MOXKEH BT Ha
EKCITO3UIIMS Ha YOBEKA, TOTaBa MOJKE
Ia ce TpPEABHAM W3IHTBAHE 10
opaier wT. [Ipenu M3BBPIIBAHETO
HA HOBO W3IMTBAaHE HA OCTpa
JepMaTHa TOKCHYIHOCT CIIe/Ba [a CE
M3BBPIIA MH BUTPO H3IMTBAHE 32
nepmanHo mponukBaHe (OECD
428), 3a ma ce OIEHH BEpOsATHATA
BEJIMYMHA W TPOLICHT Ha JepMaiHa
OHOHAIMYHOCT.

— Moxe Ja BB3HHKHAT H3KIIIO-
YHUTEHH  OOCTOSTENICTBA, NP
KOMTO  BCHYKM  IBTHINA  Ha
EKCIIO3MIUSA Ja ObJaT CYETCHH 3a
HEOOXOIMMH.

W3cnenBanero(usnta) OOMKHOBEHO HE €
HEOOXOIMMO Ja ce MPOBEKAA(T), aKo:

— BCLICCTBOTO € KHaCI/I(bI/IHI/IpaHO KaTto
KOpPO3MBHO 3a KOXara.

8.7.1.

ITo opasen mpT

MertonbT 3a Ki1ac ,,0cTpa TOKCHYHOCT €
MIPEITOYUTAHHUAT METO 3@ OIpPEICIITHE
Ha Ta3d €KBHUBAJICHTHA TOYKA.

UscnenBanero He € HEOOXOAUMO Ja Ce
NPOBEXK/IA, AKO:

— BEIIECTBOTO € Ta3 WIA CHIHO
JICTJIMBO BCUIECTBO.

8.7.2.

Ilo HWHXAJIaATOPEH BT

W3nurBaneTo 1o UHXAJIaTOPEH IIbT €
noaxoAsImo, axko IIpU CKCIo3uuusaTa
Ha XOpa 4pe3 BAUIIBAHE € BB3MOXKHO
Ja Cc€ B3€MC IIOJ BHHUMAHUC!:

— MapHOTO HaJisiraHe Ha
BEIECTBOTO (meTnuBUTE
BCIICCTBA HMMAT 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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— MeTOABT  3a  Kiac  ,,0CTpa
TOKCHYHOCT € MPEIIOYUTAHHSAT
METOJ 3a OINpeleisiHe Ha Ta3H
€KBHBAJIEHTHA TOYKA.

8.7.3.

Ilo nepmanen meT

W3nuTBanero 1mo JaepMmaleH MOBT €
HEOOXOIMMO CaMo aKo:

— HsjAMa BEPOATHOCT OT BIWIIBAHE
Ha BCHICCTBOTO, HUIIN

— HMa BEpOATHOCT OT KOHTakT C
KOJ)Karta MpU IPOHU3BOJCTBO H/WIH
ynotpeba; u wiu

—  (HUBUKOXUMHUYHUTE ¥ TOKCHKOJIO-
MYHUTE CBOMCTBA IpeJroaraT
MOTEHIUAT 3a 3HAYMUTEHA
abcopOuys mpe3 KokaTa; Win

— pesyiTaTHTe OT HWH  BHTPO
H3MUTBaHEe 3a JePMaIHoO
MIPOHUKBAHE (OECD 428)
MoKa3BaT  BHCOKa  abcopOuus
Ipe3 KoXkata W JepMaiHa OHOHa-
JIMYHOCT.

8.8.

TOKCHKOKHHETHYHH M METaOOIUTHH
W3CNe/IBaHMs pU 003aiHUIIN.

TOKCHKOKHHETHYHHUTE H  MeTabo-
JMTHATE W3CIE/BAHUS ClleBa Ja
MPEIOCTaBIAT OCHOBHH JIAaHHH 33
CTEeNeHTa Ha abcopOuwms, pasmpen-
eNISIHETO B THKAHUTE M CHOTBETHUTE
MeTabONUTHH BEpPHUIH, BKIIOYHTEIHO
cTermeHTa Ha OOMsHA, OBTUIIATA WU
CTereHTa Ha OTHEJsIHE U ChOTBETHUTE
METabOoJIUTH.

JIOU'BJIHUTETTHY TOKCHKOKHHETUYHU U
MeTa0OMUTHH  M3CNIeJBaHUA  TPH
0o3alHULINTE

Bb3 ocHOBa Ha MpOBEINCHUTE BBPXY
IUIbXOBE TOKCUKOKMHETHYHM W METa-
OOJMMTHH HW3CIEIABAHUSA, MOXE Ja
ObIaT HEOOXOMUMH  JIOMBJIHUTEITHU
u3cienBanus. TakuBa JONMBIHUTEIHU
H3CICIBAHMS Ca HEOOXOIMMH, aKo:

— ©Ma JIOKa3aTeliCTBO, 4e MeTabo-
IM3MBT TIPU IUTBXOBETE HE ¢
MOKa3aTeJeH 3a CKCIO3WIHUSTA
IpH X0paTa,

— HE€ MOXKE Ja 61),[[6 HaripaBeHa
CKCTparoJianyss MeExay opaliHa
CKCIIO3UIIUA U [[epMaJIHa/I/IHXa—
JlaTOpHa CKCIO3ULusL.

Koraro ce cunra 3a yMecTHO Ja Obae
HOJTyYeHa uHpopmanus 3a
JepMmanHata abcopOIms, OlLEHKaTa B
Tasu  CKBUBAJICHTHA  TOYKa  Ce
U3BBpPLIBA, KATO  Ce  W3MOJI3Ba
[OeTalleH MOJAXOA 3a OLEHKAa Ha
JnepMaiHaTa adbcopOmmsi.

IIOIT[:J'IHI/ITCJ'IHI/I JaHHH
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8.9.

TokcuuHOCT npu
u3jaraHe

MHOT'OKpPaTHO

Io mpuHIHMI € HEOOXOAUM CaMO eIuH
BT HA EKCIIO3HMLHUS U OPATHUAT BT €
npeanovYnTad. B Hsikou ciydau obaue
MOJKE J1a € HeOOXOAUMO a C€ OIEHST
MOBeYE ITHTUINA HA E€KCITO3HIIKS.

3a omenkara Ha Oe3omacHOCTTa 3a
morpeduTenuTe Ha AKTUBHH
BEIIECTBA, KOUTO MOTaT Ja IIOIagHaT
B XpaHarta WIH BBB (Qypaxure, €
HEOOXOAMMO  Ja  ce  [pOBeaatr
HM3CIEIBAHMs Ha TOKCHMYHOCTTA II0
OpaJieH IbT.

H3nurBanero 110 JACpMaJiecH 0ObT €
nOoAXO0OA1I0, aKo:

— HMa BEPOATHOCT OT KOHTAKT C
KOKaTa MpU HPOU3BOJCTBO H/WIHU
ynorpeba; KakTo u

— HiAMa BEPOATHOCT OT BIWIIBAHE
Ha BCHICCTBOTO, KAKTO H

— € H3INBIHCHO €IHO OT CICOAHUTC
YycCJIOBHA:

i) HaOmogaBa ce TOKCHYHOCT
OpH  U3IHUTBAHETO 3a OCTpa
JepMajHa TOKCHYHOCT MpH
MO-HUCKH  JI03H, OTKOJKOTO
OpH H3IHUTBAHETO 3a OpaliHa
TOKCHYHOCT; WJIH

il) uHpOpMANUATa WIH JTaHHHUTE
OT M3MUTBAHETO COYaT, 4Ye
nepMmanHata  abcopOuus e
CpaBHHMA WM I0-BUCOKA OT
opayiHata abcopOLus; Hin

iil) AepManHata TOKCHYHOCT €
mpueta  IpH  CTPYKTYPHO
MoJo0OHM BelecTsa W ce
HaOMI0[aBa HAMpHUMEp [pH
[O-HUCKH JIO3H, OTKOJIKOTO
IpH M3IHMTBAHETO 3a OpaiHa
TOKCHYHOCT, WIIH ACpMajHaTa
abcopOuusi € cpaBHHUMa WIH
HO-BHCOKA  OT  OpajiHaTa
abcopOuusi.

M3nutBaneTo 1o HWHXAJIaTOPEH
IObT € IMOAXOIAINO, aKo:

— uMa BEPOSATHOCT 3a
eKCIIO3UIMs Ha YOBEKa 4pe3
BIUIIBAHE, MMAaiKU IIPEIBHA
IapHOTO HaJIATaHe Ha
BEIIECTBOTO (meTnuBuTE
BeNIeCTBA WU Ta30Be HMaT
napro Hansrame > 1 x 1072
Pa mpu 20 °C) w/mmm

— CBIUECTBYBa BB3MOXHOCT 3a
eKCIO3ULUsS Ha  aepo30liH,
YaCTHIM MWIM Kal4umg ¢
pa3Mep, KOHTO IO3BOJISIBA
BaumBaHero um  (MMAD
< 50 mukpomerpa).

He e HeoOXomumo ja ce HPOBEXAA
U3CNeBaHC 3@  TOKCHYHOCT  IIPH
MHOrokpatHo wusnaraHe (28 wmmm 90
JIHHU), aKo:

—  BEIECTBOTO ce pasrpaxia
He3a0aBHO W HWMa  JOCTAaThbYHO
JaHHH 33 e]eKTa BbPXy Leaus

OpraHu3bM M 3a JIOKAIHHUTE edexTn
OT MPOJYKTHTE OT Pa3rpakIaHeTo H
HE Ce OYaKBaT CHHEPIUYHM e(eKTH;
WU

— Moxe na  Obie  HM3KIIOYEHA
CHOTBETHA EKCIO3HIMS HA YOBEKa B
CHOTBETCTBHE C TpwiIokeHne [V,
paszen 3.

C men HaMalsiBaHe HAa W3MUTBaHUATA
BbpPXy TIpbOHAUYHM JKMBOTHM U TIO-
CIENMATHO HEOOXOIUMOCTTa OT OTAEIHU
M3CHE[BAaHMUS 33 CIMHMYHM  KpaiHu
TOYKH, M3CIEIBAHUATA 33 TOKCHYHOCT
MIPU TOBTAPAIIU Ce JIO3U CllelBa Ja ce
OpraHu3upar Taka, 4e J1a MpeJIBHKIAT
BB3MOXHOCTTA J]a C€ U3CJIEABAT HIKOIKO
KpallHH TOYKM B paMKUTE Ha €IHO
U3CJIe/IBaHe.
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8.9.1.

Kparkocpouno H3CIIeBaHE 3a
TOKCUYHOCT npu MHOTOKpPaTHO
n3naraHe (28 1HM), MPENIOYUTAHHAT
BHJI Ca ILTbXOBE

He e HeoOXommmo ce NpoBekpa Kpat-
KOCPOYHO U3CIe/[BaHE 3a TOKCHYHOCT
(28 mHm), ako:

1) chblecTBYBa JOCTOBEPHO H3CIEABaHE
3a cyOxpoHuyHa TokcuuHocT (90
JIHH), TpU ycjioBHe dYe ca Ouin
U3I0JI3BaHU Hal-MOAXOAIINTE
BUJIOBE, JI03U, Pa3TBOPUTEN U IIbT Ha
MOCTBIIBAHE;

il) yectotara M MPOXBIDKUTEIHOCTTA Ha
CKCIIO3MIHUATa Ha YOBEKA II0Ka3Ba, 4e
€ MOOXOMSIIO MPOBEXKIAHETO Ha II0-

IBITOCPOYHO  HW3CJEOBaHE U €
M3MBJIHEHO  €IHO  OT  CIEIHHUTE
YCIIOBUSL:

— JIpyTH HaJWMYHU IAaHHU IIOKa3BarT,
Ye BEIIECTBOTO MOXE Ja HMa

ONaCHO  CBOMCTBO, KOETO HE
MoOXxe aa 0bJie OTKPHUTO TPH KpaT-
KOCPOYHO U3CIIe/IBaHE 3a

TOKCHYHOCT, HUJIA

— TOAXOAAIO0 MPOCKTHPAHU TOKCHU-

KOKHHETUYHH U3CIeIBaHUSL
HOKa3BaT HaTpyIBaHe Ha
BEIIECTBOTO MJIM HA HETOBUTE
MeTaboIUTH B ofpeieNIeHH
TbKaHM MM  OpraHd, KOMTO
BEPOSTHO 6uxa OCTaHAIN
HEOTKPUTH MPH  KPATKOCPOUHO
U3NUTBAaHE 3a TOKCHYHOCT, HO

KOMTO MOXE Ja ca MpHYhHa 3a
BpeIHNTE €(QEKTH CcJel MPOIbI-
JKATETHA SKCITO3UIIHS.

8.9.2.

KpaTtkocpouno wuscnenBaHe 3a CyOx-
pOHHYHA TOKCHYHOCT pu
MHOTOKpaTHO m3narane (90 nHM),
MPEIOYUTAHUAT BUA Ca IUTBXOBE

He e HeoOxomumo ce  MpoBexzaa
M3CIeBaHe 3a CYyOXPOHHYHA TOKCHYHOCT
(90 nmwm), axo:

— CBIIECTBYBa JIOCTOBEPHO Kpart-
KOCPOYHO H3CJICIBAHE 338 TOKCHYHOCT
(28 mHM), MTOKA3BAIIO CHUITHH TOKCHYHU
eeKTH CBhITIACHO KPUTEPUHTE 32
K1acu(UIEpaHe Ha BELIECTBOTO Karo
H372 wu H373 (Permament (EO)
Ne 1272/2008), 3a xoero Habmoma-
BaHoTro NOAEL-28 nuu ¢ npuarase
Ha TOAXO0s1 (haKTOp HA HECHUTYPHOCT
TO3BOJISBA EKCTpAIoaI st KBM
NOAEL-90 nuu mpu chlius meT Ha
EKCIO3UIINS; U

— CBUICCTBYBa HNOCTOBEPHO H3CIICABAHC
3a XpOHHUYHA TOKCHYHOCT, npu
ycioBue 4e ca OWIM H3IOJI3BAaHU
IO AXO AT BHUJIOBE n IOIpT Ha
IIOCTBIIBAHE, HUIIH

— BELIECTBOTO € HEPEAKTUBHO, HEpas-

TBOPHMO, HsIMa OHMOAaKyMyJIHpaliy
CBOMCTBA M HE TIIOUICKH  Ha
BAMIIBAHEe, W HsIMa JaHHU 32

abcopOuysi, HUTO JOKa3aTelCTBA 3a
TOKCHYHOCT TIpH 28-HEBHOTO ,,0rpa-
HMYEHO M3IUTBaHE, 0COOEHO aKo
TaKbB MOJIENl CE CBBp3Ba C Orpa-
HAYCHA EKCITO3UIMs Ha YOBEKa.
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8.9.3.

Jbarocpoyno M3MIUTBAaHE 3a
TOKCHYHOCT pu MHOTOKPaTHO
u3narase (> 12 mecena)

He e HeoOxommmo Jna ce mpoBexzaa
JIBJITOCPOYHO H3CIIE/IBAHE 32 TOKCHYHOCT
(> 12 mecemna), axo:

IIBJITOCPOYHATA EKCIIO3MIMST MOXKE 12
Obe U3KIIOYEHA U HE € HaOIrogaBan
epekT OT TpaHMYHATa J03a [OpPH
u3cnensane ot 90 mHM, WK

e HPEAIPUETO
JBITOCPOYHO
TTOBTaPSIIII ce
rerHoct (8.11.1).

KOMOHMHHMpPaHO
n3cieBaHe c
J103W/KaHIEepo-

8.9.4.

Z[OH'I:J'IHI/ITCJ'IHPI H3CJICABAHUA C
TIOBTapsAILIA CE€ N03U

JlOnbIIHUTETHI H3CIEBAHUS c
MOBTapSI C€ I03H, BKIIOYUTEIHO
BBPXy BTOpH BHI (HE rpu3ay),

U3CICABaHUsA 3a MO-ABJBI CPOK HIN
0 pa3jIMYC€H IbT HA AAMUHUCTPHUPAHE
C€ IMpOBEXOAaT, aKo:

— HaAMa Japyra uHboOpManus 3a
TOKCHYHOCTTa BBPXY BTOPU BH,
HE TpHU3ad; WIN

— JMICBaT JAHHM 3a HuBara 0Oe3
HaOJogaBaH  HeOJIaronpusiteH
edpexr (NOAEL) npu 28-nHeBHO
i 90-mHEeBHO — M3CieABaHE,
OCBEH aKO IMPHUYMHATA 33 TOBA

e, 4Ye He ¢ HabIoaaBaHO
BB3JICUCTBHE MpU TpaHUYHATA
J1033; WIN

— BeIIEeCTBA, KOHWTO HOCST TOJIO-
JKUTEJTHH CTPYKTYPHH CHTHAIH
3a  BB3JICHCTBHE, 3a  KOETO
IUIBXOBETE UIIn MUIIKUTE ca
HEMOAXOMAN[ MM  HEYyBCT-
BHUTEJEH OOEKT, WK

— 0COOEHO TpPEBOXKHA TOKCHYHOCT
(HanmpuUMep ChC CEPHO3HH/TEIKKH
TIOCTICTUIIN); WIIH

— TOKa3aHuSA 3a BB3JACHCTBHE, 3a
KOETO HAIMYHHTE JaHHH ca
HEIOCTaThYHM 32  TOKCHKO-
JIOTUYHA W/WIIM PHCKOBA Xapak-
TepucTuka. B TakmBa cimydam
CBIOIO MOXE Ja Obae Io-
MOJXOMSIIO HM3BBPIIBAHETO Ha
CHenHaTHA TOKCHKOJIOTHYHHI
W3CIIEBAHMS, KOMTO HMaT 3a
mea Ja Impoydar Te3d e(eKTH
(HampuMep  MMYHOTOKCHYHOCT,
HEBPOTOKCHYHOCT, XOPMOHAJIHA
aKTHBHOCT); WJIN

— TpeBOra, CBbp3aHa C JIOKAIHHTE
eeKTH, 3a KOSATO HE MOXe ja
Ob/le M3BBPILICHO OXapaKTepu-
3UpaHe Ha pHCKa 4Ype3 eKCTpa-
HoJanus Ha pas3IMYHKUTE
I'bTHINA HA IOCTBIBaHE, MU

IIOH’E-J]HI/ITBHHI/I JIAaHHH
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— ocobeHa TpeBora, cBbp3aHa C

€KCITO3HULIUATA (nanpumep
M3M0JI3BaHe B OMOLIMIH, BOJCIIO
JI0 HMBA Ha E€KCIIO3UIMS, OJHM3KH
0 HUBaTa Ha 3HAYyUMara oOT
TOKCHKOJIOTMYHA TJIEJAHA TOYKA
J103a); HIH

— npu 28-gHeBHO Wi 90-mHEBHO

u3cneqBaHe  He ca  Owin
OTKPUTH e(eKTH, MPOSBHIN CE
IpH BELIECTBA C sICHA BpPb3Ka B
MOJICKY/IHaTa  CIPyKTypa  C
BELICCTBOTO, KOETO CC M3MUTBA,
161131

— H3IOJI3BAHHUAT I'bT HA aJMHUHHUC-

TpUpaHe IpU I[IbPBOHAYAIHOTO
H3CIIEIBAHE ¢ TOBTApAIIM  CE
031 € OMI HEmoAXoJsll BbB
Bpb3Ka C OYaKBaHUSA IIBT Ha
€KCIIO3MLIMSA Ha 4YOBEKa M HE
MOo)ke Jga Obae  HampaBeHa
€KCTparnojanis Ha pasIudyHUTE
IIbTHIIA HA IOCTBLIIBAHE.

8.10.

PCHpOL[yKTI/IBHa TOKCHYHOCT

3a omeHkaTa Ha O0e30MacHOCTTa 3a
noTpeduTenure Ha AKTUBHHUTE
BEIIECTBA, KOMTO MOXE Ja IOIaJHaT
B XpaHara WIH BBB (QypaxuTe, €
HeoOXoAMMO  Ja  ce  IpoBejar
W3CIIEBAHKUS 32 TOKCHYHOCT  TI0
OpaJIeH ITBT.

He e HeoOxomumo ma ce mpoBexaa
H3CIIeBaHE, aKo:

—  BEIECTBOTO € M3BECTHO KAaTO I'CHO-
TOKCUYEH  KaHIEpOreH M ca
MPUIOKEHN TIOAXOIAIIM MEPKU 3a
yIpaBjIeHHe Ha PUCKA, BKIIOYUTEIHO
MEpPKH, CBbP3aHH C PENpOyKTUBHATA
TOKCUYHOCT; MJIU

— BEIIECTBOTO € U3BECTHO  KaTo
MyTareH 3a 3apOJHIIHUTE KIETKH U
ca TPWIOKCHN HOAXOAAIIN MEPKH
3a ympaBJeHHE Ha pPUCKA, BKIIO-
YHUTEIHO MEPKH, CBBP3aHH C PEHpo-
JIYKTHBHATa TOKCHYHOCT; WU

— BCIIECTBOTO € C HHCKAa TOKCHKO-
JIOTMUYHA aKTHBHOCT (HsMa JIOKasa-
TEJICTBA 33 YCTaHOBEHA TOKCHYHOCT
MIPH HAKOE OT HATUNYHUTE U3ITUTBAHHS,
IpH  yclOBHE Ye [aHHHTC ca
JOCTaTbYHO MOAPOOHM U  IIOKa-
3aTeNHN), TOKCUKOKHHETHYHHUTE
JaHHH [OKa3BaT, 4Ye HE BB3HUKBA
abcopOuysi B OpraHu3Ma IpH ChOT-
BETHHTE IIBTHINA HA EKCIIO3HIHS
(HampuMep  KOHIIGHTpallUHTE B
ia3MaTa/KppBra ca MHOJ TpaHHIaTa
Ha OTKpHBAaHE INPH H3IOI3BaHE Ha
YyBCTBUTEJICH METOA M BEIIECTBOTO
U HErOBHTC METa0OIUTH OTCHCTBAT
OT  ypWHaTa, OKIbYKara  WIH
M3UIIBAHKS BB3IyX) U MOJACHBT Ha
ynotpeba codu, ue HsiMa 3HauMTeIHA
eKCIIO3MIUsS Ha Xopara WM TS He e
3HAYUTEIIHA;
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— 33 JIQJICHO BEIIECTBO CE 3Hae, 4e OKa3Ba
BPEHO BB3CHCTBHE BBPXY ILUIOAOBH-
TOCTTA M OTrOBapsi Ha KPUTEPUHTE 32
KJIacu(uIUpaHe KaTo OTIMYaBallo ce
C pENpOIyKTHMBHa TOKCHYHOCT OT
kareropust 1A wmm 1B: ako Moxe ma
yBpemu moznoBuroctta (H360F) n
HAIMYHATE JAHHM Ca  HAIbJIHO
JOCTaThYHU 13 TIOJKPEMST CepPUO3HA
OIICHKA HA PUCKa, HE € HeoOXOIMMO
MPOBE&KJIAHETO HA  JIONBIHUTEIHA
M3MUTBAHKS 33 TUIOJOBUTOCT. TpsiOBa
na Obe TIPEABUNICHO obaue
M3MIUTBAaHE 32  TOKCHMYHOCT  3a
pa3BHBALIUS CE OPTaHU3bM;

— 3a JaJeHO BEIIECTBO ce 3Hae, d4e
NpPUYMHABA TOKCHMYHOCT 32 pPa3BH-
BalllWsl CE OPraHM3bM M OTrOBaps Ha
KpPHTEpUHTE 3a KIACH(PHUIMpPAHE KaTo
OTIMYABAIIO C€ C PElpOIYKTHBHA
TOKCHYHOCT OT Kareropus 1A wmm
1B: ako Moxe pga yBpemd IUIOAA
(H360D) u HamuyHWATEe IaHHH ca
HAIBJIHO JOCTATBYHH Ja HOIKPEIST
Cepro3Ha OLICHKA Ha PHCKa, HE € Heo0-
XOUMO TIPOBSKAAHETO HA JOIBJI-
HHUTEJIHN H3IUTBAaHUS 32 TOKCHYHOCT
3a paszsuTHero. TpsaOBa ma Obae npen-
BUJCHO 00aye M3MUTBaHE 3a BB3/ICH-
CTBHETO BBPXY IUIOIOBUTOCTTA.

8.10.1.

IpenaranHo u3cieBaHe 32 TOKCHYHOCT
3a pa3BHBALIUS CE OPTraHWU3bBM, Mpel-
MOYMTAH BHJ Ca 3aifliuTe; MPEeAroYuH-
TaHUAT BT HA TPUEMAHE € OPAJHHST.

[IppBOHAYaTHO  H3CIIEIBAHETO ce
MPOBEX/IA C SIUH BUI.

8.10.2.

W3cnensane 32 penpoayKTHBHA
TOKCHYHOCT B JIBE  IOKOJEHMs
IUTBXOBE;, MNPCANOYUTAHUAT BT Ha
NIpUeMaHe € OpPAJTHHSAT.

AKO ce H3M0JI3Ba JIpyro M3IUTBAaHE 3a
pPEeNpOAYKTUBHA  TOKCHYHOCT,  C€
npeacTaBs 0OOCHOBKA. PasmmpeHoto
H3MUTBaHE 3a PenpoIyKTHBHA
TOKCHYHOCT BBPXY €IHO HOKOJICHHE,
npueto Ha pasuune OECD, ce cuuta
3a aNTEepHATHBEH IOAXOJ Ha H3IHT-
BAHETO BBPXY HIKOJKO MOKOJICHUS.

8.10.3.

JlOITbITHHTEITHO IPEHATAITHO U3CIIeIBAHE
32 TOKCMYHOCT 3a pa3BUBalIus ce
opraHu3bM. PerieHnero oTHOCHO Heob-
XOIIMMOCTTa OT TNPOBEXJAaHE HA JOIBJI-
HUTEJIHU M3CIICABAHKS C BTOPU BH WIIH
OT MEXaHHCTUYHH IPOYYBAHUS CIIEIBA
Ja ce OCHOBaBa Ha pesynrara oOT
mbpBoTo m3rmrBaHe (8.10.1) m Beuuku
JPYTH ChOTBETHH HAJIMYHU JaHHH (T10-
CIeMaTHO U3CIEABAHUS 33  PENpo-
JOYKTHBHA TOKCHUYHOCT IPH TPHU3a4N).
[Ipeqmountan  BUg ca  IUTBXOBETE,
OpaJicH ITBT Ha NpUEMaHe.

IIOHLJ'IHI/ITCJ'IHI/I JaHHH
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8.11.

Kanneporennoct

Bx. 8.11.1 3a u3nuckBaHUATA 32 HOBO
H3CIIeIBaHE

He e HeoOxomuMo J1a ce mpoBexia
U3CNIeBAaHE 32 KaHLEPOTCHHOCT, aKo:

—  BEIIECTBOTO € KJIaCHM(pHUIHUPAHO KaTo
MyTareH ot kareropus 1A wmm 1B.
Xwunorezata 1o noapasbupane Ou
Ouia, 4e MMa BEpOSTHOCT 3a T'€HO-
TOKCHYEH MEXaHH3bM 32 KaHIEpO-
reHHoct. B Te3nm ciydam oOuk-
HOBCHO HE CC H3UCKBA IIPOBEXK-
JaHEeTO Ha M3IMTBAHE 3a KaHIEpO-
T'CHHOCT.

8.11.1.

KomOuHupaHo u3cieqBaHe 3a KaHIlE-
POTEHHOCT W JABJITOCPOYHO 32
TOKCUYHOCT npu MHOT'OKpPaTHO
H3JIaraHe

IlnpxoBe, NpPENNOYUTAHHAT BT HA
npueMaHe ¢ opanHuAT. Ilpu npen-
JlaraHe Ha alTepHATHBEH IbT TPAOBa
na Obae mpeacraBeHa 0OOCHOBKA.

3a omeHkaTa Ha 6e30MacHOCTTa 3a
oTpeOuTEITe Ha aKTHBHHTE
BEIIIECTBA, KOUTO MOXE Ja IIOMajgHaT
B XpaHaTa WIH BbB QypaxuTre, € He00-
XOIUMO [1a CE MPOBEAAT H3CICIBAHHS
3a TOKCHYHOCT TI0 OPAJCH IIBT.

8.11.2.

WznutBaHe 3a KaHIIEPOTEHHOCT BBPXY
BTOPH BHJ

— OOHUKHOBEHO Ce MPOBEKIA BTOPO
H3CIIe/IBAaHE 3a KaHIIEPOTCHHOCT,
KaTo 3a ONHTeH BHI Ce
U3M0J3BAT MUIIKH.

— 3a orenkara Ha 0e30MacHOCTTa
3a MOTPEOUTENNTE HA AKTHBHHTE
BEIIECTBA, KOUTO MOXE Ja
[OMaJHAT B XpaHaTa WIIH BbHB
bypaxure, € HEOOXOAUMO Ja ce
npoBear U3CIIEIBAHUS 3a
TOKCHYHOCT TI0 OpAJieH ITBT.

8.12.

Tlonxomstm 3/1paBHU JIAaHHH,
Ha6J'HOL[eHI/I$I U JICYCHHUEC

AKo HsIMa HAIMYHM JaHHHU, TPsOBa Ja
ce TpeacTaBH 00OCHOBKa

8.12.1.

JlanHu oT MEJMIMHCKOTO
HaOIOJICHUE Ha IMEepCcoHajla B MPOU3-
BOJICTBEHHS OOEKT

8.12.2.

Ipexu HaOmoneHuUs, HANP. KIMHUYHU
cllydad M MHIMICHTH C OTpaBsHE

8.12.3.

3I[paBHI/I JAocuera OT INPOMHUIICHU U
APYrd HaJIMYHUA U3TOUYHHLA

8.12.4.

Enunemuonoruanu HU3CIICABAHUA
BBpPXY HACCICHUETO KaTO L0

8.12.5.

HI/IaI‘HOCTI/II_II/IpaHC Ha OTpaBsHE,
BKJIFOUUTCITHO Cl'[eLII/l(i)I/I‘IHI/l CUTHaJIN
3a OTpaBsAHE U KIIMHUYHHU TECTOBE
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8.12.6.

Habumroenuss BbB Bpb3Ka ChC CEHCH-
OHIM3aIHsITa/aIepPreHHOCTTa

8.12.7.

CrennpuyHO JICYCHUE B Cllydaid Ha
HELIaCcTeH Ciy4ail WIM OTpaBsiHE:
MEpKM 32 IbpBa IOMOII, IMPOTUBO-
OTpPOBa M MEAULMHCKO JICUEHHUE, aKo
ca M3BECTHU

8.12.8.

HporHosa CJI€d OTpPaBAHETO

8.13.

JIONBIHUTETHU M3CIICABAHUS

,Z[OHT).]'IHI/ITCIIHPI JaHHHU, KOHTO MOXKEC
JIa ca HCO6XOHI/IMI/I B 3aBHCHUMOCT OT
XapakTEPUCTUKUTE W TMpE€ABUCHATA
yHOTp€6a Ha aKTHUBHOTO BE€HICCTBO.

Jlpyru HanWYHU JaHHHM: HAJIWYHHUTE
JAHHA OT HOBOCBH3/IAJCHU METOAU U
MOJIC)IH, BKJIIOYUTEITHO OICHKa Ha
pHCKa OT TOKCHYHOCT, Oa3upaHa Ha
OBTS HA EKCIO3ULUS, MH BHTPO U
,,OMHH" (T€HOMHH, TIPOTCOMHH, METa-
OONOMHM H  T.H.) H3CJICIBaHHUI,
OHOJIOTHST HAa CHCTEMHTE, H3YHC-
JIUTEIHA TOKCHKOJIOTHS, OHOMH(OP-
MaTHKa u BUCOKOIPOYKTUBEH
CKPUHHHHT C€ MPEICTABAT ITapajeiHo.

IIO]TbJ'lHI/ITeJ'lHI/I JaAHHH

8.13.1.

DOTOTOKCHYHOCT

IIO]TbJ'lHI/ITeJ'lHI/I JAHHH

8.13.2.

IblCBI.‘)OTOKCI/I'—IHOCT7 BKIIIOUHUTCIHO
HCBPOTOKCHUYHOCT 3a pa3BUBAIUs CC
OpraHu3bM

— IIpennounTaHusT BUJT 3a
U3IUTBAHE Ca ILTbXOBETE, OCBEH
ako He ¢ O0OOCHOBaHO, 4e Jpyr
BH/I 33 M3ITUTBAHE € MO-TTOIXO/ISIII.

— 3a wm3nurBaHWATAa 3a 3a0aBeHa

HEBPOTOKCUYHOCT TIpEaInoYn-
TaHUAT BUI ca BB3paCcTHHU
KOKOIIIKH.

— AKO ce OTKpHEC aHTHXOJHHEC-
Tepa3Ha AaKTHBHOCT, CJeIBa Ia
ce OOMHCIM BB3MOXKHOCTTA 3a
M3MUTBAaHE 33 PCaKUHs Ha peak-
THBHUPAIIA areHTH.

AKO aKTHBHOTO BEIIECTBO € OPraHO-
(docdopHO CheIMHEHHE WM aKO HMMa
JIQHHH, Harmp. [O3HABaHe Ha
MeXaHW3Ma Ha JeHCTBHE WM OT
W3CJIC/IBAHUS C MIOBTAPSIIY CE JI03H, 4
AaKTHBHOTO BEIECTBO MOXKE Ja HMa
HEBPOTOKCHYHH WM HEBPOTOKCUYHU
3a  pasBHBalMsi C€  OPraHu3bM
CBOIMCTBa, TOoraBa Ime OBIAT HE00-
XOIMMH JOIBJIHATENHA HH(OpMAIms
WM CIENUATHNA U3CIICIBAHMS.

3a oreHkata Ha 0€30mMacHOCTTa 3a
oTpeduTeNnnTe Ha AKTHBHUTE
BEIIECTBA, KOMTO MOXE Ja MOIMaJHaT B
XpaHaTa WIM BbB (Qypaxxure, ¢ HE00-
XOIMMO J[a c€ MPOBENAT HM3CJeABAHHS
3a TOKCHYHOCT 10 OPAJICH IIBT.

IIOIT[:J'IHI/ITCJ'IHI/I JaHHH
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8.13.3.

EHnOKpHHHN HapyLIeHHs

AKO WMMa JIaHHU OT W3CJICIBAHUS HH
BHTpPO, C MOBTapAININ C€ 03U WIH 3a
PeUpONyKTHBHA  TOKCHYHOCT, Y€
AKTMBHOTO BEIIECTBO MOXKE Ja HMMa
CBOMCTBA, HapyIaBaiu CHJIOK-
pUHHATA CHCTEMa, TOraBa ca Heo0-
XOAWMH JOMBJIHUTENHA HHPOpMALUS
WU CIICUUATHA U3CJICABaHMS 3a:

— H3SICHABAaHE HAa HAYMHHTE/MeXa-
HU3MHUTE Ha JICHCTBHUE

— IpelocTaBsHE HA JOCTaThYHU
JIAaHHU 32 3HaYUM BpeZieH e(eKT.

3a omeHkata Ha 0€30MacHOCTTa 3a
norpeduTeINTe Ha AKTHBHHUTE
BEIIECTBA, KOMTO MOJXE Ja ITOIMagHaT
B XpaHaTa WK BBB pypaxuTe, € HEOO-
XOIMMO [Ia C€ MPOBEAT W3CICIBAHUS
32 TOKCHYHOCT 110 OpAJICH IIBT.

HOHLHHI/ITCHHI/I JaHHH

8.13.4.

HmyHOTOKCHYHOCT, BKJIFOUUTEITHO
MMYHOTOKCHYHOCT 3a pa3BHMBAIllUs ce
OpraHu3bM

Ako uma JaHHU OT H3CJICIABAaHHUA 3a
KOXHa CCHCI/I6I/UII/I33.I.II/I$I, C IOBTapsIn
Ce J103u WM 3a PpeHpOAYKTHBHA
TOKCHYHOCT, 4€ AKTHBHOTO BCIICCTBO
MOXKE Ja nma HUMYHOTOKCUYHH
CBOﬁCTBa, Toraea ca H806XOHI/IMI/I
JOITBJIHUTEIHA I/IH(bOpMaHI/ISI Jinpnse
CHCIUAIHA U3CJIICABAHUA:

—  3a U3ICHSABaHE HA HAYMHHWTE/MEXa-
HU3MHTE Ha IEHCTBHE

— 32 Npe/IoCTaBSHE HA JOCTaThYHH
JIOKa3aTeJICTBA 33 3HAUMM BpECH
edeKT npH JoBeKa.

3a onenkaTa Ha 6€30I1aCHOCTTA 32 IOTpe-
Ourenure Ha AaKTUBHHUTE BELIECTBa,
KOUTO MOXE Jia IOIajHaT B XpaHaTa
WM BbB (ypaxure, € HEOOXOAUMO Ja
ce  ImpoBejaT  M3CleIBaHMA  3a
TOKCHUYHOCT I10 OpaJieH IIbT.

I_IOlTbJ'lHI/ITeJ'lHI/I JaAHHH

8.13.5.

MexXaHUCTUYHM JaHHU — BCSAKaKBU
W3CNEABAaHMSA 32  M3SCHABAaHE Ha
edeKTuTe, YCTAHOBEHH IIPH H3CIel-
BaHMATA HAa TOKCHYHOCTTA

IIOH’E-HHI/ITBHHI/I JIAaHHH

8.14.

MSCHGL{B&HI/UI, CBbp3aHd C CKCIIO-
3UusATa Ha 4YOBCKa Ha AaKTHBHOTO
BCIICCTBO

ﬂOHLHHI/ITCJ’IHI/I JaHHHA

8.15.

TokcnuHM edexTH BbpXy H0OUTBKA U
JIOMAILIHUTE >KUBOTHU

IIO]TbJ'lHI/ITeJ'lHI/I JAHHH

8.16.

W3cnensanus BbpXy XpaHu U (ypaxu,
BKJIIOUHMTEIHO 32 YXKUBOTHH, OTIIICKIAHU
3a MMPOU3BOJICTBO HA XpaHa, M TEXHHUTE
MPOAYKTH (MIISIKO, SIFIIA ¥ MeTT)

JombnHuTenHa nHpOpMaIs, CBbp3aHa
C eKCIO3UIMATAa Ha YOBEKa Ha
JICHCTBUETO Ha AKTHBHOTO BEIECTBO,
KOETO Ce ChIbpKa B OHMOIHIH.

HOHLHHI/ITCHHI/I JaHHH
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8.16.1.

HpennomeHn NIpUEMJIMBH HHBA Ha
OCTaThb4YHHU BCIICCTBA, T.C.
MakKCUMaJIHO OJOIYCTUMHU TpaHUIKM Ha
OCTaThYHUTE BCIICCTBA U 000CHOBKA
Ha MPUEMJIMBOCTTa UM

HOHT)J'IHI/ITCJ'IHI/I JIAHHA

8.16.2.

INoBeneHne Ha OCTaTHYHHUTE BEILECTBA
OT aKTMBHOTO BEIECTBO  CIIPSMO
TPETUPaHH MM 3aMbPCEHH XpPaHU
W dypaxu, BKJIIOUUTEITHO
KHHETHKa Ha eJIMMHHHUpaHe

Kbaero e HeoOXxoaumo, ciieBa 1a ce
Jane OompeleleHHe Ha OCTaThYHUS
MpoAyKT. BakHO € M ja ce cpaBHST
OCTAThYHHUTE MPOLYKTH, OTKPUTH IPU
H3CIIEABaHMs 32 TOKCHYHOCT, C OCTa-
TBYHUTE MPOAYKTH, OOpa3yBaHH B
JKMBOTHH, OTIJISKAAHH 33 TIPOM3-
BOJACTBO HAa XpaHa © B TEXHUTE
MIPOYKTH, KAKTO U B XpaHH U (Pypaxu.

IIOHBHHHTCJ'[HI/I JaHHH

8.16.3.

O6u;  marepuaneH — OamaHc  Ha

AKTUBHOTO BCILIECCTBO

JlocTaTbyHH JaHHU 33 OCTaTbYHMTE
BELIECTBA OT KOHTPOJMPAHH OIHTU
BBPXY KUBOTHH, OTIVIEXKIAHU 32 IPOU3-
BOJACTBO Ha XpaHa, M TEXHHTE
MPOAYKTH, KAKTO U BBPXY XpaHUH U
Gbypaxu, 3a Ja ce JOKaxe, 4e OCTa-
TBYHHTE BEILECTBA, KOMTO MOXE Ja
BB3HUKHAT oT npeIoKeHaTa
ynotpeda, HsMa Ja IOpOJAT TpeBOra
3a 3OpaBeTO Ha Xopara MIM Ha
KUBOTHUTE

I_IOlTbJ'lHVlTeJ'lHI/I JJAHHH

8.16.4.

OrieHka Ha TOTEHIMAIHATA WU
JICWCTBUTEIHATAa €KCIIO3ULUS Ha Xopa
Ha  JEHCTBHETO Ha  AKTHBHOTO
BCIICCTBO H OCTAaTBYHHUTC BEHICCTBA
Llpe3 XpaHVlTeJ’lHI/Iﬂ pe)KVlM HIIn
JIpYTH ITBTHIIA

IIO]TbJ'lHI/ITeJ'lHI/I JaAHHH

8.16.5.

AKO  oOCTarpyHHTC  BEIIeCTBA  OT
aKTHUBHOTO BEILECTBO CE€ OTKPUBAT BbB
(bypaxkuTe 3a 3HAYUTEICH MEPHOJ OT
BpEME WM CE€ OTKPHUBAT B XPaHH OT
JKHBOTHUHCKH MIPOU3XO0]T cren
TpeTUpaHe Ha KUBOTHUTE, OTITICKIAHN
3a NPOM3BOACTBO HA XpaHAa, WIM HA
cpemata OKOJNIO TAX (Hamp. TIPSIKO
TpeTHpaHe Ha  JKHBOTHHTE  WIH
HETIPAKO TPeTUpaHe Ha IMOMEIICHUATA
32 OTINISKIAHE WM OKOJIO  THX),
TOraBa ca HEOOXOAMMH H3CIICIBAHUS
3a XpaHEHeTO M MeTaboim3Ma Ha
NoOHMTBKa, 33 J1a € BB3MOXKHA OLICHKa
Ha OCTaThYHUTE BEIIECTBA B XPaHUTE
OT XHMBOTHHCKH MPOU3XOJ.

ﬂOH'bJ'IHI/ITCJ'IHI/I JaHHHA

8.16.6.

Bo3neiictBue  Ha < mpomMIUIeHaTa
npepaboTKa /WM JOMAIIHO IIPUTO-
TOBJIEGHHE BBPXY  €CTECTBOTO U
KOHLICHTpAIUATa HAa  OCTAaThYHUTE
BEIIECTBA OT aKTHBHOTO BEIIECTBO

IIOHBJ'[HI/ITCJ'[HI/I JaAHHH
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8.16.7.

Jpyra HaiauuHa uHQpOpMALHMS, KOATO
€ OT 3HaueHHe

Moxe 1a € yMEeCTHO BKJIIOYBAHETO Ha
uH(pOpMAIMs OTHOCHO MHUrpauusTa B
XpaHata, oco0eHO B ciy4yaid Ha
TpeTHpaHe Ha MaTepuanuTe, KOHMTO
ca B KOHTAaKT C XpaHara.

HOHBHHHTCJ’IHI/I JIAHHA

8.16.8.

O06o0IIEHE ¥ OLIEHKAa Ha JaHHUTE,
MIpeACTaBEeHN o paszzmenu
8.16.1—8.16.8

BaxxHo e nga ce ycraHOBH fAand B
xpaHute (OT  JKMBOTHHCKH  WIJIU
pacTHUTENeH NPOM3X0/) ca OTKPUTH
ChIIUTE METabOJIUTH KaTro Te3d OT
H3CIeIBAaHUATA 33 TOKCHYHOCT. B
MPOTHBEH CIy4Yail CTOMHOCTHUTE OT
OlleHKaTa Ha pucKka (Hamp. AOImyc-
TUMaTa JHEBHA J103a) HE Ca BAJINIHH
32 OTKPUTHTE OCTaThYHH BEIECTBA.

I[OHT)J'IHI/ITCJ'IHI/I JaHHHA

8.17.

AKO aKTHBHOTO BEIIECTBO ILE ce
H3NO0I3Ba B IPOAYKTH 3a ©Oopba
cpelly — pacTeHHs,  BKJIIOYHUTEIHO
BOJOpacid, TOraBa ce€ HW3HCKBAT
W3MHUTBAHUS 3a OLICHKA Ha
TOKCHYHHSL e(peKT, ako HMa TaKbB,
Ha MeTabONUTHTE OT TPETUPAHHUTE
pacTeHus, KOraTo Te ca pa3jMyHd OT
TE3W HPH JKUBOTHUTE.

IIOHLJ'IHI/ITCJ'IHI/I JaHHH

8.18.

Pesrome 3a TOKCHKOJIOTHSTA Ha 003aii-
HULIUTE

IIpemocraBs  obma  omeHKa U
3aKJIOYCHUE TI0  OTHOIICHHE  Ha
BCHYKM TOKCHUKOJOTHYHHM JaHHH U
BCsKa Jpyra WH(OpMAaIMs OTHOCHO
aKTUBHOTO BEIIECTBO, BKIIOYUTEIIHO
3a NOAEL.

EKOTOKCHKOJIOI'MYHH
W3CJIEABAHUA

TokcU4YHOCT 3a BOJHUTE OpraHUu3MHU

Kparkocpouno W3MUTBaHE 3a
TOKCHYHOCT BBPXY pUOH

Korarto ca HeEoOXOAMMHM JaHHH OT
KPaTKOCPOUYHO U3MUTBaHE 3a
TOKCHYHOCT IIpu puOM, cieiBa jaa ce
mpuiara ,,iparoB Moaxoa™ (moeramHa
cTparterus).

WscnenBaneTo He € HEOOXOAMMO Oa ce
TPOBEXKIIA, AKO:

CBILECTBYBA BaJHIHO IBITOCPOYHO
M3CleBAaHE Ha TOKCHMYHOCTTAa 3a
BOJIHM OpPraHM3MHU NpHU puduTe.

KpaTkocpoyHO M3NUTBaHE HA TOKCHY-
HOCTTa IpU BOJHU Oe3rpbOHAaYHU

9.1.2.1.

Bopuu 6baxu (Daphnia magna)

9.12.2.

Jpyru Bunose

IIOIT[:J'IHI/ITCJ'IHI/I JaHHH
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U3crnenpane 3a MOTHCKaHE HA pacTexa
IPH BOAOPACIH

9.13.1.

EdekT BBbpXy TeMIOBETE Ha pacTexk
IIPH 3€JIeHH BOJOPACIIU

9.1.3.2.

Edext BBpXy TemmoBeTe Ha pacTex
Npyd  [MAHOOAKTEPUH WM TIPU
KPEMBUHH BOAOPACIH

9.1.4.
9.14.1.

9.1.4.2.

BroxonnenTpanus
Meroau 3a oneHka

ExcnepumenTanaHo onpeneinsHe

EKCHCpHMCHTaJ’IHOTO OnpeneiisHE MOXKE

Ja

HE ¢ He0OXOJUMO, aKo:

MOXe J1a Ob/ie I0Ka3aHO Bb3 OCHOBA
Ha  (U3MKOXMMUYHUTE  CBOWCTBa
(mamp. log Kow < 3) wm apyru goka-
3aTeJICTBA, Y€ BEIIECTBOTO UM HUCHK
MOTEHIMAT 32 OMOKOHLIEHTpAIIHSI.

TTotuckane Ha
AKTUBHOCT

MHKpOOHaTa

Hscnenanero  Moxe ga  Obae
3aMEHEHO C M3IUTBAHE 33 HHXUOUpaHe
HAa HUTPU(UKALUATA, aKO HAIUYHUTE
JaHHU II0Ka3BaT, Y€ MMa BEPOSTHOCT
BEIIECTBOTO Jla € MHXUOMTOp Ha
MHKPOOHHUS pacTex WM (QYHKLUH, B
YaCTHOCT 110 OTHOILIEHHE Ha HUTPUDH-
LUpaIuTe GakTepyu.

Z[OH"I:J'IHI/ITEHHPI H3CJICABAHUA 3a
TOKCHYHOCT BBPXY BOAHH OpPraHU3MH

AKO pe3ynTaTtuTe OT EKOTOKCHKOJIO-
THYHUTE M3CIIC/BAHMS, H3CIICABAHHATA
3a MMOBEACHUETO U YKU3HEHUS LUKBI 1/
WM TpeaBUieHara(ure) ymnotpeba(u)
HAa AKTUBHOTO BELIECTBO IOKa3BaT
PHCK 3a BOJHATAa OKOJHA cpela, WM
ako  Ce  O4YaKkBa  [JIBJITOCPOYHA
eKCIIO3MIMs, TOraBa Ce M3BbpPLIBAT
€IHO WM IOBEYE OT H3IUTBAHUATA,
OIKCAHK B HACTOSIIUS pa3ziel.

,HOHBHHHTBJ'IHI/I JIAHHH

9.1.6.1.

Jparocpoyno M3MIUTBAHE 3a
TOKCHYHOCT TIpH puOU

a) B paHEH IKU3HCH cTaiuii Ha

paszsutue (FELS)

0) KpaTKOCPOYHO  M3IHUTBAHE  3a
TOKCUYHOCT IpH PHOU B CTaquil
Ha eMOpHOH U JapBa

B) M3MIMTBaHE  3a  pacTeX  Ha
FOBEHIIHH (TIOJIOBO HE3pelH) puou

r) U3CICIBaHC HAa IIBIHHSA HKU3HEH
LUUKBJ TIpH pUOUTE

HOHT:J'IHI/ITCJ'IHI/I JIAaHHA

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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W3ucksana napopmarms:

Komona 2
Bceuuku aHHM ca OCHOBHH,
OCBECH aKO He ca OTOeNsA3aHu
KaTo JONBJIIHUTCIIHA

Kosnona 3
CrnenupuyHN NpaBuUia 3a aJanTHpaHe CHPSIMO
CTaHJapTHATa MH(POPMAIUS OTHOCHO HSKOH OT
M3UCKBAHUATA 32 IPEIOCTABSHE HA
nHbOpMAanys, KOUTO MOXE Ja Hamarat
M3I0JI3BAHETO HA M3IHTBAHE BbPXY IPHOHAUHH
JKHUBOTHH

9.1.7. Buoakymynupane B moaxonsnl BojaeH | JIOMbIHUTENHH TaHHA
BUJT
9.1.8. Bo3neiicTBue BbpXy Apyrd HeueneBd | JIOMbIHUTENHU NaHHU
opraum3Mu (duopa u dayna), 3a
KOMTO C€ CYMTa, Y€ MOKe jJa Obnar
N3JI0KEHHU Ha PUCK
9.1.9. WscnenBane Ha OpraHusMH, KOWTO | JIOMBIHUTENIHN DaHHH
JKUBCAT B CCAUMCHTHU
9.1.10. Bw3peiicTBue BBPXY BOJHHTE | JIOMBIHUTENHU JTaHHU
MakpoduTu
9.2. [TouBeHa TOKCHMYHOCT, MBbPBOHAYANHHU | JIOMBIHUTENHN TaHHA
W3IHUTBAHUS
9.2.1. Bo3neiictBue  BBpXYy ~— IMOYBEHHTE
MHKPOOPTaHU3MHU
9.2.2. Bnusxue BppXy 3eMHHTE YepBEU HIIU
Jpyrd oOMTaBallM MOYBaTa HELENEBU
0e3rppOHaYHH
9.2.3. OcTpa TOKCHYHOCT 32 PACTEHHATA
9.3. WznurBanus Ha rnoysara, | JIONbIHUTENHN JaHHU
IBITOCPOYHU
9.3.1.  HzcnensaHe Ha penpoayKTHBHOCTTA
NpH  3€MHH 4YepBEeHM WIM JIpyrd
oOuTaBaIu ro4yBaTa HEICJICBH
0e3rprOHaYHN
9.4. Bo3neiicTBue BbpXy NTULHUTE JIOTIBITHUTETHU TaHHU 3a exBuBajieHTHAa Touyka 9.4.3 wuscien-
BaHETO HE € HeoOXOIMMO, aKO:
9.4.1. Ocrpa opajiHa TOKCUYHOCT
— H3CHeIBaHETO 3a TOKCHYHOCT Ha
94.2. KparkocpouHa TOKCHYHOCT — OCEM- XpaHara g(gggm’ " ge LGCs
JHEBHO M3CIIEABAaHE Ha XpaHaTa 3a HajBuIlasa mg/xe.
moHe exuH BuA  (pasiaMyeH  OT
MUJIeTa, MaTHIH U T'BCKH)
9.4.3. Bw3geiicTBie BBpXy pa3MHOKaBaHETO
9.5. Bru3neiicTBue BbpXy uwieHeCTOHOTUTE | JIOMBJIHUTENHH NaHHU
9.5.1. Bru3neiicTBue BppXy muenuTe
9.5.2.  JIpyru HeueleBH CYXO3eMHH YJCHEC-
TOHOTH, HAIp. XUIHU BHJOBE
9.6. BuokonuenTpanus B moysara JIOTBJIHUTENTHY TaHHU
9.7. broakymynupane B mo4sara JIONBIIHUTENHN TaHHU
9.8. Brmusaue BBpXy aApyrm HeneneBd | JIOMBIHUTENHH TaHHA
HEBOJHU OPraHU3MH
9.9. Bw3zeiicTBue BbpXy Oo3aiHUIINTE JIO'BJIHUTENIHU JTaHHU JlanHuTe ca MOMy4YeHH OT OLCHKAa Ha
TOKCHYHOCTTA pu 6o3aiiHHULIUTE.
9.9.1. OcTpa opalilHa TOKCHUYHOCT CroOmasa ce Hali-4yBCTBUTE/IHATA
KpaiiHa  TOuKa  IpPH  JIBITOCPOYHO
9.9.2. Kpatkocpouna TokcHaHOCT U3MUTBAHE  HA  TOKCHMYHOCTTA  MPH
6ozaiinuiute (NOAEL), u3paseHa karo
9.9.3. JIBparocpoyHa TOKCHYHOCT

mg OT U3MUTBAHOTO CherHeHne/Kg TT/1eH.
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Komona 2
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CrnenupuyHN NpaBuUia 3a aJanTHpaHe CHPSIMO
CTaH/apTHaTa MH(POPMALMS OTHOCHO HSKOU OT

W3UCKBaHUATA 3a NPEAOCTaBAHE Ha
I/IHCbOpMa]_[I/Iﬂ, KOMTO MOXE Jia Hajaratr

M3I0JI3BAHETO HA M3IHTBAHE BbPXY IPHOHAUHH

KUBOTHH

9.9.4.

Br3neiicTBue BbpXy pazMHOKABaHETO

9.10.

Wnentudpukamus  Ha
AKTUBHOCT

€HI0OKpUHHA

HOHBHHHTCJ’IHI/I JIAaHHA

10.

MOBEJAEHUE 1N XXU3HEH IIWKbJI
B OKOJIHATA CPEJA

10.1.

HOBGL[CHI/IS U JKHU3HCH 1IHUKBI BBB
BOJaTa U CCAMMCHTA

10.1.1.

Pasrpaxnane,
U3CIeBAHUS

I’bPBOHAYaJTHA

AKO M3BBpIICHATA OLCHKA COYH, 4e €
HEeoO0X0OUMO [a ce H3Cie[Ba JONbi-
HUTEITHO pasrpakiaHeTo Ha
BELIECTBOTO U MPOJYKTHTE OT Pa3rpak-
JAHETO My, WJIM aKO aKTUBHOTO
BELIECTBO MMa Karo IO ciabo iU
HUKaKBO a0OMOTHMYHO  pasrpaxiaHe,
TOraBa ca HEOOXOAMMH M3IUTBAHUSITA,
orcanu B 10.1.3 u 10.3.2 u ipu Heob-
xomumoct B 10.4. M360pbT Ha mopxo-
JAIOTO(UTE) N3MHUTBaHE(Usl) 3aBUCH OT
pe3yaTaTUTe OT H3BBPIICHATA IIBPBO-
HayaJHa OICHKA.

10.1.1.1.

AOnoTHYHU

a) Xwuaponusa karo GpyHkums Ha pH
U UICHTH(HUKALKS HA IPOIYKTUTE
OT pasafaHeTo

— Unentuduxanusra Ha
HPOIYKTUTE OT pasmajaHeTo
¢ HeoOXo/Ma, KOraTo TaKHBa
HOPOXYKTH IIPUCHCTBAT BBB
BCCKM MOMEHT Ha IpoOOHa-
6upane B konuuecTBo > 10 %.

6) dororpaHcopmanus BBB BOAA,
BKJIIOUHUTENIHO MACHTH(HKALMS Ha
HPOAYKTUTE OT TpaHChOpMALHsITa

10.1.1.2.

Buornyna

a) Jlecna GuopasrpaauMocT

6) Ilpucwma OGuopasrpagumocT (IpH
HEo0X0aAMMOocCT)

10.1.2.

Ancop6rus/necopouus

10.1.3.

CKOpOCT M HayMHM Ha pasrpaxaHe,
BKJIIOUUTEIIHO  MAEHTH(UKAIMSA — Ha
MeTaboIUTUTE U HAa HPOAYKTHTE OT
pasrpaxJaHeTo

10.1.3.1.

Buonornuno
OTIAIBbYHU BOJH

[peunucTBaHe Ha

a) AepobHO OmopasrpaxaaHe

HOHBJ’IHHTCJ’IHI/I JIAHHA

6) AmnaepoOHO OMOpasrpaxkaaHe

IIO]TbJ'lHI/ITeJ'lHI/I JAHHH

B) CuMyJlalMOHHO  W3IHWTBaHE B
MIPEYNCTBATEHA CTAHIIU

,HOH'LJ'IHI/ITCJ'IHI/I JaHHH
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Komona 2
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CrnenupuyHN NpaBuUia 3a aJanTHpaHe CHPSIMO
CTaH/apTHaTa MH(POPMALMS OTHOCHO HSKOU OT
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M3I0JI3BAHETO HA M3IHTBAHE BbPXY IPHOHAUHH

KUBOTHH

10.1.3.2.

Buopasrpaxnane B ciagkud BOIU

a) Uscnensane Ha aepoOHOTO
GuopasrpaxiaHe BbB BOJHA cpela

IIOHLHHI/ITBJ'IHI/I JIAaHHH

6) MsnurBaHe 3a pasrpaxJaHe BbB
BO/1a/CEIMMEHT

,HOHLJIHI/ITCJ'IHI/I JaHHH

10.1.3.3.

Bropasrpaxxaane B Mopcka Boja

ﬂOH'LJ’IHI/ITCJ’IHI/I JaHHHA

10.1.3.4.

BuopasrpaxxaaHe m0pH  ChbXpaHsABaHE
Ha TOp

HOI’IBJ’IHHTCJ’IHI/I JIAHHA

10.1.4.

Ancopbruuss n gecopOuusi BbB Boja/
BOJHU CCIUMMCHTHHA CHCTEMU H
ancopOuus u necopOuus Ha Mmerabo-
JIUTHTE M Ha TMPOLYKTUTE OT pasrpax-
JIAHETO, KOraTo MMa TaKuBa

IIOH"I)J'IHI/ITGJ'IHI/I JaHHH

10.1.5.

I/I3CH€HBaHe Opy TOJIEBU YCJIIOBHUA Ha
HaTpyINBaHCTO B CEAUMCHTA

HOH'I)J'IHI/ITCJ'IHI/I JaHHHA

10.1.6.

Heoprannunu BEIIECTBA:
uHpopManus 32 TOBEJCHHUETO U
JKU3HCHHUA LUKBJI BBB BOJATa

HOHBJ’IHHTCJ’IHI/I JIAaHHA

10.2.

IloBenenue
rnoysara

U JKH3HCH IHKB]I B

IIOH"I)J'IHI/ITGJ'IHI/I JaHHH

10.2.1.

JlabopaTopHO u3cieaBaHe Ha
CKOpOCTTa M Ha4YMHA HA pasrpaxiaHe,
BKJIIOYUTENIHO  HMICHTU(UKALUSI HA
[POTHYAIIUTE TPOLECH M HACHTH-
(uKanus Ha eBEHTyalHH MeTaboNUTH
U TPOLYKTH OT pasrpaxKJaHeTo B
JajeH TOoYBeH TUm (OCBeH 3a
pasmazmaHe, KoeTo 3aBucH OT pH)
TIPU TIOAXOMSIIH YCIOBHS

JlabopaTopHO u3cieBaHe Ha
CKOpOCTTa Ha pasrpaxJaHe IpH TPU
JOITbIIHUTEIIHUA IOYBEHH THIIA

ﬂOH'LJ’IHI/ITCJ’IHI/I JaHHH

10.2.2.

WscnenBane npu IOJIEBH YCIIOBHA,
JBa TOYBEHU THIIA

HOHT:JIHI/ITCJIHI/I JIAaHHA

10.2.3.

W3scnenBanust Ha HATPYINBaHETO B
noysara

IIOHBJ'[HI/ITCJ'[HI/I JaHHH

10.2.4.

Ancopbuus u necopOuys B IOHE TPU
MOYBEHH TUMA M  aacopouus |
necopbrus Ha MeTabOIMTHTE W Ha
MPOAYKTUTE  OT  pasrpakIaHero,
KOrato MMa TaKHBa

IIOH"I)J'IHI/ITGJ'IHI/I JaHHH

10.2.5.

JlonmbIHUTETHI
copOrst

H3CJICABaHUA 3a

10.2.6.

MOOHIHOCT B MHOHE TPU MOYBEHU
THIIA ¥ MOOMIIHOCT Ha METaOOJHUTHUTE
U TPOAYKTHUTE OT pasrpaxkIaHeTo,
KOraTto MMa TakKuBa

I_IOlTbJ'lHVlTeJ'lHI/I JAHHH

10.2.6.1.

W3cnensanus 3a H3JIy’>KBaHE C IIEPXO0-
JJallTHOHHA KOJIOHA
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W3UCKBaHUATA 3a NPEAOCTaBAHE Ha
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KUBOTHH

10.2.6.2.

HI/IBI/IMeTpI/I'-IHH HU3ClICABaAHUA

10.2.6.3.

Wscnensanus 3a
MOJICBU yCIIOBHS

M3IIy’KBaHEe IIpU

10.2.7.

KonuuectBO W ecTecTBO Ha CBBP-
3aHUTC OCTAaTBbYHH BCIICCTBA

IpenopbuBa ce ompeneisHeTO U
XapaKTepPUCTHKUTE Ha  CBBP3aHUTE
OCTAaThYHH BEIIECTBA na ce
KOMOMHUpAT  CbC  CHUMYJALMOHHO
n3cleaBaHe B IOYBATA.

I_IOlTbJ'lHVlTeJ'lHI/I JAHHH

10.2.8.

Jlpyru wm3cnenBaHUs 3a pasTpaxaaHe
B TOYBaTa

HOHT)JIHI/ITC.HHI/I JIAaHHA

10.2.9.

Heopranmanu BEILIECTBA:
uHpoOpMaLUsT 32 TOBEACHHUETO U
JKU3HECHUS IIUKBJ B TOYBaTa

10.3.

TloBeneHne W JKU3HEH IHMKBI BBB
BB3IyXa

10.3.1.

dortorpancdopmanusi BbB
(MeTon 3a OICHKA)

Bb3ayXa

Hpentudukauus Ha NPOLYKTHTE OT
TpaHcdopmauusta

10.3.2.

IloBenenue ¥ JKU3HEH IUKBI BHB
Bb3yXa, AOI'BJIHUTCIIHU U3CJICABAHUS

IIOH"I)J'IHI/ITGJ'IHI/I JaHHH

10.4.

JlonbIHUTETHI
MOBEJCHHE U
OKOJIHAaTa cpeja

U3CJIICABAaHUA 3a
JKHU3HCH 1IHUKBJI B

I_IOlTbJ'lHVlTeJ'lHI/I JaAHHH

10.5.

10.5.1.

JeduHuims 3a 0CTaTh4YHO BEIIECTBO

Jedbununms 3a OCTaThYHO BELIECTBO
BBB BpB3Ka C OIEHKAaTa Ha PHCKa

I_IOlTbJ'lHVlTCJ'lHI/I JaHHH

10.5.2.

Z[ed)I/IHI/IHI/ISI 3a OCTaTb4HO BEIIECTBO
BBB BpPbB3Ka C HaﬁJ’IIO,HSHI/ICTO

10.6.

JlaHHU OT HAOJIIOJICHUETO

ﬂOH'LJ’IHI/ITCJ’IHI/I JaHHHA

10.6.1.

B u3cnenBanusTa 3a pasrpaxxaaHeTo B
Io4YBaTa, BOJAaTa U CEIUMEHTHTE
TpsA6Ba 1Ha ce BKIIOYH HOCHTHU-
¢bukanyd Ha BCHYKH IPOIYKTH OT
pasrpaxaanero (> 10 %).

11.

MEPKH, HEOBXOIMMH  3A
3ALIUTA HA XOPATA,
JUBOTHUTE W  OKOJHATA
CPEJIA

[penopbuntennu METOU u
Ipena3sHi MEPKU IPpU MaHUITyJIalus,
ynorpeba, CbXpaHEHHE, TPAHCIOPT
WM TI0XKap

11.2.

B cmyuail Ha moxkap — ecTecTBO Ha
MIPOIYKTUTE OT PEaKmusTa, ra3oBe OT
H3TapsSHETO U T.H.

CnemHu
HHIUIEHT

MEpKH B clayyail Ha
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11.4.

BB3MOXKHOCT 3a YHHIOXKABaHE HWIIH
obe33apa3siBaHe ciell 0CBOOOXIaBaHe
BBbB HMJIM BBPXY:

a) BB3OyXa

0) BozaTa, BKJIIOUUTEIHO MUTEHHATA
BOJIA,

B) IoyBaTa

Tpouenypu 3a ympaBiicHHE Ha OTIa-
IBLIATE OT AaKTHBHOTO BEIIECTBO 32
MPOMHULUICHH WIH  TIPOGECHOHATHA
norpeduTenu

11.6.

BB3MOXKHOCT 32 NMOBTOpHA ymortpeba
WIH pEeLHKINpaHe

BB3MOXKHOCT 3a HEyTpalu3upaHe Ha
edexTute

11.8.

VcnoBus 32 KOHTPOJIUPAHO H3XBBPIISIHE,
BKJIFOUMTEITHO CIIOCOOHOCT 3a
W3BITMYAHE TIPH JICTIOHMPAHEe

VcnoBus 3a KOHTPOJIMPAHO H3rapsiHe

11.10.

Wnentndukanmss Ha  eBEHTYAJHU
BEIIECTBA, IONajalyd B oOXBara Ha
criucbk | wmm cnmewsk 11 ot mpwuio-
sxenuero kpM Jupektusa 80/68/EMO
Ha CoBera ot 17 mexemBpu 1979 1.
OTHOCHO OMa3BaHETO Ha IOJ3EMHUTE
BOOM OT 3aMbpCSBaHE, MPUINHEHO
OT ompefeNneHn omacHu Bemiectsa (%),
Ha mnpwiokenus | wu Il xeMm
JupexktuBa 2006/118/EO na Espo-
meickusl mapiamMedT U Ha CobBera OT
12 nexemBpu 2006 r. 3a omazBaHe Ha
MOA3EMHHUTE BOJM OT 3aMbpCsiBAHE U
BJIOIIIABAHE HA CHCTOSHUETO UM (%), HA
npmwioxenne | xeMm  Jlupektusa
2008/105/EO Ha EBpomneiickust
mapasamMeHT u  Ha  CpBeta  OT
16 mexemBpu 2008 1. 3a ompenensHe
Ha CTaHIApPTH 3a Ka4yecTBO Ha
OKOJIHATa cpeia B 00J1acTTa Ha HOJH-
THKara 3a BouTe (%), HA MPHIOKEHHE
I, wact b xem [upektuBa 98/83/EO
nmn Ha npuinoxenus VIII u IX xbMm
Jupextusa 2000/60/EO.

12.

KIIACUDUIIUPAHE, ETUKE-

THUPAHE W OITAKOBAHE

12.1.

Jla ce mocoyar €BEHTYaJHO CBILECT-
ByBallld KJIacU(HUKALUSA M  eTHUKe-
THpaHe.
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Kosnona 3
Konona 2 CrnenupuyHN NpaBuUia 3a aJanTHpaHe CHPSIMO
CTaHJapTHATa MH(POPMAIUS OTHOCHO HSKOH OT
Kosona 1 Bceuuku aHHM ca OCHOBHH,
M3UCKBAHUATA 32 IPEIOCTABSHE HA
W3ucksana napopmarms: OCBECH aKO He ca OTOeNsA3aHu

nH(OpMAIMs, KOUTO MOXKE /i@ HajaraT
M3I0JI3BAHETO HA M3IHTBAHE BbPXY IPHOHAUHH
JKMBOTHHU

KaTo JOOIBJIHUTCIIHU

12.2. Knacudukanus Ha BEIIECTBOTO KaTo
OIIaCHO B PE3yNTaT OT IPHJIaraHeTo
Ha Pernmament (EO) Ne 1272/2008.

OcBeH TOBa 3a BCSAKO BIIMCBaHE
crefiBa Ja Ce IMocodyaT MPHYHHUTE,
nopagd KOUTO HE € JAajeHa KiacH-
(ukanus B onpeesieHa EKBUBaJICHTHA
TOYKA.

12.2.1. Knacupunupane Ha pHCKOBETE

12.2.2. IluxTorpama Ha PUCKOBETE

12.2.3. Cwurnamna nyma

12.2.4. TlpemynpexaeHus 3a OMacHOCT

12.2.5. Ilpemopbkn 3a 0€30MaCHOCT, BKJIIO-
YUTENHO NIPEBEHIINS, PEaKIis, ChXpa-
HBaHE U 00e3BpeXKIaHEe

12.3. Crnenn¢uyHM  TpefeNHH  KOHICH-
Tpalu, KBICTO Ca IMPHIOKUMH,
MpOM3THYAIM OT TMPHIAraHeTo Ha
Pernament (EO) Ne 1272/2008

13. OBOBIIEHUE U OLIEHKA

OcHoBHaTa MH(OpPMALUS OT EKBUBA-
JICHTHUTE  TOYKH  BBB  BCEKH
noapaszzien (2—12) ce obobmasa u
OLCHABA U CE WU3TOTBS IPOCKT 32
OLICHKA Ha pHCKa.

(') TpemocraBenara uudopMmarms cieasa ga Obae 3a NPEYUCTEHOTO AaKTHBHO BEIIECTBO OT IIOCOYCHATA CHELM(DHKALNS WIM 33 HPOU3-
BEJICHOTO aKTHBHO BEILIECTBO, aKO JBETE Ca pPa3inYHH.

(®) HpenocraBenara uHpopManys cieasa Aa Obje 3a NPEUYUCTEHOTO AKTHBHO BEIIECTBO OT MOCOYECHATA CHCHU(DHUKALNS.

() OB L 20, 26.1.1980 ., ctp. 43.

(*) OB L 372, 27.12.2006 r., ctp. 19.

(®) OB L 348, 24.12.2008 ., 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 KOUTO HE CE M3UCKBA OINPENCICHO M3IHUTBAHE, IPEIBHICHU B
CHOTBETCTBAIUTE MeToAu 3a u3nutBaHe B Permament (EO) Ne 440/2008, xourto
HE Ce MOBTapAT B KOJOHA 3, CHIIO Ce Mpuiiarat.

Komona 3
CrneuupuyHy NpaBuiIa 3a aganTupaHe COpsiMO

Kouona 2
CTaHJapTHATa MHPOPMAIUS OTHOCHO HSKOH OT
Kosmona 1 Bcuuku gaHHM ca OCHOBHH,
M3MCKBAHUATA 32 MPEJOCTaBsSHE HA
W3uckBana nHdopManus: OCBEH aKO He ca OTOeNs3aHu

uHpOpMaIHsA, KOUTO MOXE Jla Hajarat
M3MO0JI3BAHETO Ha M3MUTBAaHE BBPXY IPbOHAYHM
JKHUBOTHH

KaTo JON'bJIHUTCIIHUA

1. 3ASABUTEI

1.1. Nwme u agpec

1.2. Jlune 3a KOHTaKkT

1.3. [IpousBonuten (ume, aapec U MecTo-
HaXO0XICHUC Ha l'lpOl/I3BO)ICTBeHI/I5[
00eKT)

2. UAEHTUYHOCT HA MUHKPOOP-
TAHU3MA

2.1. OOIIOM3BECTHO HAMMEHOBAHHME Ha
MHKpPOOpTraHu3Ma (BKJTIOUUTEITHO
ITEpHATHBHU M TPEIUIIHNA HanMe-
HOBaHHMs)

2.2. TakCOHOMUYHO MME U IaM

2.3. Pedepenten HoMep Ha B3ertarta mpoba
U Ha KyJTypara, aKko KyJiTypaTa ¢
Jero3upaHa

2.4. Metoau, npoueaypu U KpUTEpUU 3a

YCTaHOBSIBAHE IPUCHCTBUECTO U HUIACH-
TAYHOCTTAa Ha MUKPOOpPraHusMa

2.5. Criennguxanust Ha aKTHUBHATa
CHCTaBKa 332 TEXHUYECKH Len

2.6. MeTtox Ha NPOM3BOACTBO M KOHTPOI
Ha Ka4eCTBOTO

2.7. CopabpikaHie Ha MHKPOOPraHU3Ma

2.8. WnentudyHocT W chABpXKAHHME Ha
mpuMmecd, J00aBKM WM MHKPOOpP-
TaHU3MH — 3apa3uTeln

2.9. AnHanutiyeH npoduin Ha MapTHIUTE

3. BUOJIOTUYHN CBOMCTBA HA
MUKPOOPI'AHU3MA

3.1. O6mia wmHbOpPMAIMS 332 MHKPOOP-

TaHHU3Ma
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Komnona 1
W3ucksana napopmarms:

Komona 2
Bceuuku aHHM ca OCHOBHH,
OCBECH aKO He ca OTOeNsA3aHu
KaTo JONBJIIHUTCIIHA

Kosnona 3

CrnenupuyHN NpaBuUia 3a aJanTHpaHe CHPSIMO
CTaH/apTHaTa MH(POPMALMS OTHOCHO HSKOU OT

W3UCKBaHUATA 3a NPEAOCTaBAHE Ha
I/IHCbOpMaIII/Iﬂ, KOMTO MOXE Jia Hajaratr

M3I0JI3BAHETO HA M3IHTBAHE BbPXY IPHOHAUHH

KUBOTHH

I/ICTOpI/I'-ICCKI/I mperien

3.1.2. Hcropuueckn ynorpebu

3.1.3. [Ipomsxox, ecTecTBEH W3TOYHHK U
reorpa)cKo pa3npocTpaHeHHe

3.2. Cramuu Ha pa3sBUTHE/KU3HEH LUKBI
Ha MHKpOOpraHM3Ma

3.3. B3aumooTHoIeHNE c HU3BECTHH
YOBEIIIKH, JKUBOTHHCKH WK
paCTVITeJ’lHl/I IIaTOr€HU

3.4. lenernuna crabumHoct u akropu,
OKa3Ballli BIUSHHE

3.5. Wupopmanus 3a npou3BOACTBOTO HA
MEeTa0OJUTH (To-crienuamHo Ha
TOKCHHH)

3.6. IIpou3BoncTBO Ha aHTUOMOTHLIH U
JIpYrd  aHTUMHUKDOOHM areHTH |
pe3VICTeHTHOCT KBbM TiX

3.7. YcroitunBocT KBM  (haKTOpHTE  OT
OKOJIHATa Cpejia

3.8. Jombnaurensa  uHbOpManms  3a
MHKpPOOpPTraHH3Ma

4. METOAM 3A OTKPUBAHE WU
UIEHTUDOUKALINS

4.1. AHaIUTHYHA METONM 3a aHajih3 Ha
MPOU3BEACHHS MHUKPOOPraHH3bM

4.2. Metonu, KOUTO ce H3MOJI3BAT 3a
HaONIOZCHUE C eI Jla CE ONpPEAENAT
U U3MEpSIT OCTaThYHHUTE BEIIECTBA
(KU3HECTIOCOOHM WM HEXH3HEC-
TTOCOOHH)

5. EO®EKTUBHOCT CIIPSIMO
HEJIEBUSI OPTAHU3BM

5.1. DyHKIUS U HAYMH 332 KOHTPOJ, HAIp.
MpUBJIMYAHE, YHHIIOKABaHE, HWHXH-
Oupane

5.2. WudekuosHocr, MOTEHIINAT 3a
pasnpocTpaHeHHe W KOJIOHU3ALUS

5.3. Konrponupan(u) npeacTaBuTeneH(HH)
opraHuzbM(MH) u 3allUTEHU
HPOJYKTH, OPraHU3MHU WM OOCKTH

54. Bo3neiictBue  BBbpXy ~— HIpeACTaBH-
TENHUs. 1IEJEBH  OPraHW3bM  WIH
OpraHu3Mu
Br3neiictBue BBpPXy —MaTepUalUTe,

BeIIECTBAaTa U MPOAYKTUTE
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Komnona 1
W3ucksana nnpopmars:

Komona 2
Bceuuku aHHM ca OCHOBHH,
OCBECH aKO He ca OTOeNsA3aHu
KaTo JONBJIIHUTCIIHA

Kosnona 3

CrnenupuyHN NpaBuUia 3a aJanTHpaHe CHPSIMO
CTaH/apTHaTa MH(POPMALMS OTHOCHO HSKOU OT

W3UCKBaHUATA 3a NPEAOCTaBAHE Ha
I/IHCbOpMa]_[I/Iﬂ, KOMTO MOXE Jia Hajaratr

M3I0JI3BAHETO HA M3IHTBAHE BbPXY IPHOHAUHH

KUBOTHH

5.5.

BepostHa KOHLIEHTpAIMs, NPH KOSITO
e c€ U3I0JI3Ba MUKPOOPTraHU3MbT

5.6.

Haunn nHa peiicTBue (BKIIOUUTEITHO
3a0aBeHO JeiCTBHE)

5.7.

Jlannu 3a eukacHOCTTa

5.8.

BecHYKM W3BECTHH OTpaHMYCHWS Ha
edukacHOCTTa

Wudopmanus 3a ciydam wim  3a
BB3MOXKHH CIydyad Ha Da3BUTHE Ha
PE3UCTEHTHOCT Ha LeIEBUS
OpraHu3bM W OpraHUu3MH 44
MOAXOJIIIN CTPATEruH 3a yHpaBIeHUe

HabGmriomennss Ha HEXeTaHH WIH
HEMPEIBUICHN CTPAHHYHU e(PeKTH

CrienuuaHOCT u o0xBar Ha
NPUEMHHKA, KaKTO W Bb3JICUCTBHE
BBPXY IPYTH BHIOBE OCBEH IICICBUS
OpraHu3bM

5.9.

Metonu 3a NpeaoTBpaTsABaHEe Ha
3ary6aTa Ha BUPYJICHTHOCT Ha
CEMCHHHS 3allaC Ha MHUKpOOpraHu3ma

MNPEABUAEHN  VIIOTPEBM U
EKCIIO3MLMA

6.1.

[Ipensunena(un)
ynotpeba

obmact(u) Ha

6.2.

IMpogykToB THI HMIM HOPOLYKTOBH
TUIIOBE

6.3.

IlonpobHo omucanue Ha Moxen(UTe)
Ha ynorpeda

6.4.

Kateropust morpeburenu, 3a KOHUTO
MHKPOOPraHM3MBT cleiBa Ja Obie
0/100peH

6.5.

JlaHHY 3a eKCHO3MLMATA, 33 KOUTO ca
NPUIOKUMH, KOraTO € YMECTHO,
METOIOJIOTHHTE, OIMCaHU B
npuinoxenne [, pasgen S5 ot
Pernament (EO) Ne 1907/2006

Wudopmanus 3a ekcrmo3uimsATa Ha
YOBEKa, CBBP3aHA C MPEIBHACHHUTE
ynotpedu ©  00e3BPEeXKIAHETO HA
aKTHBHOTO BEIIECTBO

Wndopmanust 3a excrno3umusATa Ha
OKOJIHATa Cpela, CBbp3aHa C Ipea-
BHJCHHUTE YIOTpeOH U 00E3BpexK-
JAHETO Ha aKTHBHOTO BEIIECTBO

Hudopmanus 3a ekcro3uuusAra Ha
JKUBOTHUTE, OTIJIKIAHU 3a IPOU3-
BOJACTBO Ha XpaHW, U HA XPaHUTE U
¢bypaxure, cBbp3aHa ¢ NPEABHICHUTE
ynorpebu U 00€3BPEeXKIAHETO Ha
AKTHBHOTO BEILECTBO
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Komnona 1
W3ucksana nnpopmars:

Komona 2
Bceuuku aHHM ca OCHOBHH,
OCBECH aKO He ca OTOeNsA3aHu
KaTo JONBJIIHUTCIIHA

Kosnona 3
CrnenupuyHN NpaBuUia 3a aJanTHpaHe CHPSIMO
CTaHJapTHATa MH(POPMAIUS OTHOCHO HSKOH OT
M3UCKBAHUATA 32 IPEIOCTABSHE HA
nHbOpMAanys, KOUTO MOXE Ja Hamarat
M3I0JI3BAHETO HA M3IHTBAHE BbPXY IPHOHAUHH
JKHUBOTHH

BB3EVICTBUE BBPXY
3JPABETO HA XOPATA U
XMUBOTHUTE

W3uckBanusta 3a I/IH(l)OpMaI_II/IH B TO3U
pasaesl mMorar Ja ce€ ajamnrtupar B CbOT-
BCTCTBUEC CBC CHeLIH(l)I/IKaLIHI/ITC oT jsut 1
OT HACTOAMIOTO ITPUJIOKCHHUEC.

OcHoBHa uH(pOpMaIHs

MenunuHCKH JTaHHA

MenuiuHCKo HaOII0IEHNE Ha
NIepCOHAa B TPOM3BOACTBEHUS 00EKT

HaGmronenuss BbB Bpb3Ka ChC CEHCH-
OunM3aIMsATa/aNepreHHOCTTa

[psiko HabmroEHNME (HAMD. KIMHUIHU
ciyJan)

Bcesiko maTtoreHHO BIMSHUE M HMHQEK-
LHMO3Ha TIpOsiBA BBPXy Xopara U
Ipyrd  OO3alHMIM TIPH  HMYHOCY-
npecus

7.2.

OCHOBHHU H3CJI€[BAHUS

7.2.1.

CeHcrOumn3anus

7.2.2.

OCTpa TOKCHUYHOCT, IIQTOICHHO M
I/IH(i)CKHI/IOSHO BJIMSAHUC

7.2.2.1.

OCTpa opajHa TOKCHYHOCT,
IIaTOTCHHO H" I/IH(bCKI_[I/IOBHO BJIMSIHUC
II0 OpaJIeH IIbT

72.2.2.

Octpa HHXalaTOpHA  TOKCHYHOCT,
MATOTEHHO W WHOEKIMO3HO BIHSHIE
3a Gemmre apoboBe

ﬂOH'LJ’IHI/ITCJ’IHI/I JaHHH

7.2.2.3.

Enunmyna UHTpanepuTOHeaaHa/
MOZIKOXHA /1032

,HOH'LJ'IHI/ITGJ'IHI/I JaHHH

7.2.3.

WznurBanus wH BUTPO 3a TI'CHOTOK-
CHUYHOCT

7.2.4.

I/IBCHSZ[BB_HI/I}I Ha KJICTHhYHU KYITYpH

7.2.5.

I[aHHI/I 3a TOKCHYHOCT M IIaTOT'CHHO
BJIMSTHUC B KPATKOCPOYCH IUIaH

HOHT)JIHI/ITCJ'IHI/I JIAaHHA

7.2.5.1.

Bo3neiictBue BBpXYy 3ApaBeTO  OT
MHOTOKpaTHa UHXaJIaTOpHA
EKCTIO3ULIUS

HOHBJ’IHHTCJ’IHI/I JIAaHHA

7.2.6.

l_lpeﬂnoxceHo JICYCHUC. MCPKH 3a
I'bpBa IOMOIL[, MEAULIUHCKO JICUECHUE

7.3.

Crennpuynu U3CJICABAHUS Ha
TOKCUYHOCTTa, Ha MAaTOrCHHOTO U
MH(EKIO3HOTO BIUSHHE

I_IOlTbJ'lHVlTCJ'lHI/I JaAHHH

7.4.

'eHOTOKCHUYHOCT — H3CJACABAHUS WH
BHBO Ha COMAaTH4YHH KJICTKHU

I_IOlTbJ'lHVlTeJ'lHI/I JAHHH

7.5.

I'eHOTOKCHUYHOCT — H3CJEABAHUS WH
BHUBO Ha 3apOJMUIIHU KJIETKHU

IIOHBJ'[HI/ITCJ'[HI/I JaHHH
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Komnona 1
W3ucksana nnpopmars:

Komona 2
Bceuuku aHHM ca OCHOBHH,
OCBECH aKO He ca OTOeNsA3aHu
KaTo JONBJIIHUTCIIHA

Kosnona 3

CrnenupuyHN NpaBuUia 3a aJanTHpaHe CHPSIMO
CTaH/apTHaTa MH(POPMALMS OTHOCHO HSKOU OT

W3UCKBaHUATA 3a NPEAOCTaBAHE Ha
I/IHCbOpMaIII/Iﬂ, KOMTO MOXE Jia Hajaratr

M3I0JI3BAHETO HA M3IHTBAHE BbPXY IPHOHAUHH

KUBOTHH

7.6. O06o00IEHe Ha TOKCHYHOCTTAa, Ha
MATOTEHHOTO U HMH(EKIHMO3HOTO
BIMSHHE BBPXYy Oo3aliHHIUTE U
o0ma omeHka
7.7. OcTaTp4HU BeIIECTBA B TpeTUpaHHUTE | JJOMBJIHUTENHU JaHHU
U3JIeIHs, XpaHu U Gypaxku WM BbPXY
TAX
7.7.1. IlepcucTeHTHOCT M BepoOSATHOCT 3a | JIOMBJIHUTENHU JaHHU
pa3MHOXaBaHe B TpEeTHpPaHU
W3IENNs, XpaHH WiIn Qypaxun WIN
BBPXY TSIX
7.7.2. W3ucksana JOMBJIHUTENHA | JIOMBJIHUTEIHA TaHHU
uHpOpMAnUsL
7.7.2.1. HexusHecrnocooHu ocTaTbyHH | JIOMBIHUTEIHU JaHHU
BeIlleCTBA
7.7.2.2. JKusHecrnocoOHU ocTaThyHH | JIOMBIHUTETHN JaHHH
BEIIIEeCTBA
7.8. O6o0Omene © oOmeHKa Ha ocTa- | JIOmbIHUTEIHN JaHHN
TBUHHTE BEIIECTBA B TPETUPAHU
u3fenus, XpaHu W Qypaxku WM
BBPXY TSIX
8. BB3JAEMCTBUE BbBPXY HEILE- W3uckBanusara 3a uHpOpManus B TO3M
JIEBUTE OPTAHU3MU paszen MoraT Aa ce ajanTHpaT B ChOT-
BETCTBHE CbC crenudukanuure ot as 1
OT HACTOSMIOTO TPHIIOKEHHE.
8.1. Bw3peiicteue BBPXY BOJIHUTE
OpraHu3Mu
8.1.1. Bw3aeiictBue Bopxy pubute
8.1.2. Bw3gaeiicTBue BbpPXY ClIaJKOBOAHHUTE
0e3rpbOHaYHU
8.1.3.  Bw3uelictBue BBPXY pacTexa Ha
BOJIOpACIIUTE
8.1.4. Bru3neiictBue BBpXy ApyrH pacTeHus | JJOMbIHUTENHH TaHHA
OCBEH BOJIOPACIIHTE
8.2. Bw3zeiicTBue BbpXy 3€MHHUTE YepBEH
8.3. Be3peiictBue  BBpXy ~— IOYBEHHTE
MHKpPOOPTaHU3MHU
8.4. Bro3neiicTBue BBpXy NTUIUTE
8.5. Bw3zeiicTBue BppXy muenuTe
8.6. Be3geiicTBue BBpXY [Ipyrd 4iEHEC-
TOHOTH OCBEH IYEIIUTE
8.7. JIOTIBITHUTETHA H3CTIeIBAHUS JlOBIHUTETHH TaHHI
8.7.1. Cyx03eMHH pacTeHUs JIOTBIHUTENTHN TaHHU
8.7.2. Bosaiinumm JIOMBJIHUTETHY TaHHH
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W3ucksana nnpopmars:

Komona 2
Bceuuku aHHM ca OCHOBHH,
OCBECH aKO He ca OTOeNsA3aHu
KaTo JONBJIIHUTCIIHA

Kosnona 3

CrnenupuyHN NpaBuUia 3a aJanTHpaHe CHPSIMO
CTaH/apTHaTa MH(POPMALMS OTHOCHO HSKOU OT

W3UCKBaHUATA 3a NPEAOCTaBAHE Ha
I/IHCbOpMaIII/Iﬂ, KOMTO MOXE Jia Hajaratr

M3I0JI3BAHETO HA M3IHTBAHE BbPXY IPHOHAUHH

KUBOTHH

8.7.3.

Jlpyru 3HaunMH BHIOBE M IIPOLECH

I[OH'LJ'IHI/ITCJ'IHI/I JaHHH

8.8.

O0o00IIeHHE W OLEHKA Ha Bb3JCH-
CTBHETO BBPXY HEIEIIEBUTE
OpraHu3Mu

MNOBEJAEHUE 1 XXU3HEH IIUKbJI
B OKOJIHATA CPEJA

HepCHCTeHTHOCT U pasMHOXaBaHE

TTouBata

Bona

Br3nyxa

MobwuiHoCcT

O000IIEHHE | OlEHKA
IECHUETO M KU3HEHHS
OKOJIHATa cpeaa

Ha TIOBC-
IHUKBI B

10.

MEPKHM, HEOBXOIUMH  3A
3AIIUTA HA YOBEKA,
JUBOTHUTE U  OKOJIHATA
CPEJIA

10.1.

[penopbunrtennu METO/IN u
Npena3Hu MEPKU NpU MaHUITyJIalus,
ChXpaHEeHHe, TPAHCIIOPT WM MOXKap

10.2.

Cnemsu
HMHITHIECHT

MEpKH B CIOy4yail Ha

10.3.

IIpomenypn 3a paspymaBaHe WIH
obe33apa3sBaHe

10.4.

Ipouenypu 3a ynpasieHue Ha OTHA-
JbLIUTE

10.5.

IMnan 3a HaOmoneHUMe Ha AKTHBHUS
MHKPOOPIaHU3bM, BKIIIOUMTEIHO IPU
MaHHUITyIanus, CbXpaHeHue,
TPaHCIOPT U yrnorpeda

KITACUOULINPAHE, ETUKE-
TUPAHE W OIIAKOBAHE HA
MHKPOOPI'AHU3MA

CpOTBETHAa PUCKOBA IpyIa, MOCOYECHa
B wieH 2 ot Hdupexrusa 2000/54/EO

12.

OBOBIIEHME U OLIEHKA

OcHoBHaTa HH(pOpPMALHs OT CKBHBa-
JICHTHUTC TOYKH BBB BCCKH
noapaszzen (2—12) ce obobmasa u
OLICHSBA W CE H3TOTBS IPOCKT 32
OLICHKA 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), ChABpXKAMIO(M) ce B TPOAYKTa, M CBOIcTBaTa Ha HeEak-
TUBHOTO(MTE) BEUIECTBO(a), BKIIOYEHO(M) B mpoxaykra. Ilo oTHomeHnme Ha
HEaKTUBHMTE BEIIECTBA, 3asBUTEINTE H3IOI3BAT HH(MOpManuaTa, Ipea-
ocraBeHa UM B KOHTekcra Ha 11 IV ot Permament (EO) Ne 1907/2006,
KOraTo € LelnecbhoOpa3Ho, U MH(POPMALHATA, PEJOCTaBeHa OT ATCHLHATa B
CHOTBETCTBHE C wieH 77, maparpad 2, OykBa J) OT ChHIIHUS PEriaMeHT.

Koraro e ymecTHO, B OIleHKaTa Ha OMOLMA KaTo OIAceH Ce IpHiaraT ChOT-
BETHHTE METOJM 3a M3YMCIICHHE, U3IMOJI3BaHU 3a KIacH(pHIMpaHe HA CMECH U
ycranoBendn B Permament (EO) Ne 1272/2008. Te3u meronu 3a W3YHCICHHE
HE Ce M3MOJI3BaT, ako IO OTHOIICHHE Ha KOHKPETeH PHCK ce CuhTa 3a
BEPOSTHO BH3HUKBAHETO HA CHHEPTUYHU U 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 JOCHeTaTa ce H3MOia3Bar (OpPMATUTE, HPEIOCTABEHH OT
Arennusita. OcBed ToBa IUCLID ce u3mnoi3Ba 3a T€3W 4acTH OT JOCHETaTa,
3a KOMTO ce oTHaca. dopMaTHTe U AOMBIHUTEIHHUTE YyKa3aHUS OTHOCHO
M3UCKBAaHUATA 3a MpPeNOCTaBsHE HAa JaHHM W HU3TOTBSIHETO Ha JOcHeTara
MoOraT Jia ce HaMepsT Ha yeOcaiita Ha ATreHUUSTA.

V3nurBaHusATa, IPEICTABEHHU C SNl U3/1aBaHE Ha pa3pellieHHe, ce MPOBEXIarT
B CBOTBETCTBUE ¢ Meroxaure, ommcaHu B Permament (EO) Ne 440/2008.
Bwrnpekn TOBa, ako [aJeH METOA € HEMOJXOJSI] WIM HE € OIMCaH, ce
M3M0JI3BAT JPYTHM METOAM, KOWUTO Ca IOJIXOIIM OT Hay4yHa IJIeHAa TOYKa,
IOpH BB3MOXXKHOCT €a MEXKAYHApOAHO NPHU3HATH, M YHATO LEJIeChOOPa3HOCT
TpsiOBa 1a Obae MoOTHBUpaHa 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.
M3nutBaHusT WH BHBO C KOpO3UBHHM BEIIECTBa IIpM HHUBA Ha KOHILECH-
Tpaunﬂ/[{o:sa, TNIpUYUHABAIIN KOPO3UBHOCT, CHIIO CE HU30srBar.
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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 BCSAKO H3UCKBAHE 3a IIpEeAoCTaBAHE Ha I/IH(i)OpMaI_II/Iﬂ, CbAbpXKaIo C€ B
HACTOSALOTO IPUIIOKEHHE, C€ IpujiararT W yKasaHusATa B KOJIOHU 1 u 3 or
IIPUIJIOKCHUC Il 3a chmIOTO M3UCKBaHE 3a IIpeaoCTaBsHE Ha I/IHq)OpMaI_[I/ISI.

Komona 3
Konona 2 CrnenupuyHn TpaBUiIa 3a aganTHPaHe CIOpsIMO
CTaH/apTHaTta WHPOPMALMS OTHOCHO HSIKOU OT
Komona 1 Bcuuku JaHHM ca OCHOBHH,
M3UCKBAHUATA 3a MPEIOCTABSIHE Ha
M3uckBana uHGopMarms: OCBEH aKo He ca OTOeNs3aHu

PIH(bOpMa]_[I/Iﬂ, KOUTO MOXKEC Jla Hajarat
M3IM0JI3BAHETO HA M3MUTBAHEC BBPXY I‘pLﬁHa‘{HH
JKUBOTHHU

KaToO OON'BIIHUTCIIHUA

1. 3ASIBUTEJT

1.1. Nwme, agpec u T.H.

1.2 JInne 3a KOHTaKT

1.3. [IpomsBomuten u JHue, KOETO €

u3roTBmwio (GopMmyiara Ha OuoLHIa U
Ha  aKTHBHOTO(MTE)  BEIIECTBO(a)
(uMeHa, agpecH, BKIIOYUTETHO MECTO-
HAXOX/ICHHE HAa MPOU3BOACTBEHUI(TE)

00eKT(1)
2. NAEHTUYHOCT HA BUOLIMIA
2.1. THProBcko HAUMEHOBAHUE WM IPEI-

JIO)KEHO THProBCKO HaWMMEHOBAHUEC

2.2. HomenknarypeH ko Ha mpous-
BOJMTENS U HOMEpP Ha MPOIYKTa, aKo
€ YMECTHO

2.3. ITbnen xonuuectseH (g/kg, g/l numu %
w/w  (v/V) cbctaB Ha Ououmaa,
T..  JAEKJapupaHe Ha  BCHYKH
aKTUBHM BEIIECTBA W  HEAKTHBHU
BelIeCcTBa(BEIIECTBO WIN cMec

cbriacHo wieH 3 ot Permament (EO)
Ne 1907/2006), KOUTO ca CH3HATEIHO
nobaseHu B Ouormmaa (popmynaums),
KaKkTO ¥ IMOJPOOHA KOJMYECTBEHA W
KauecTBeHa HMH(OpPMAIUs 3a ChCTaBa
Ha  CBJIBPKAHOTO(MTE) aAKTUBHO(HM)
BemiectBo(a) B Ouonmaa. 3a Heak-
THBHHWTE BeIleCTBA TpsOBa Ja ce
npejcTaBd WH(GOPMALMOHEH JIMCT 3a
0€30MaCHOCT B CHOTBETCTBHE C HICH
31 ot Pernament (EO) Ne 1907/2006.

OcBeH TOBa ce JaBa BCsKa IOJIE3HA
uHpOpManus 3a OT/ACIHUTE
CBbCTaBKHM, TEXHHTE (QYHKIMH U, B
coydaid  Ha  peakIHOHHa  CMec,
KpalHHsl ChCTaB Ha Ououuja.

2.4. Bua Ha dopmynanusita u €CTECTBO Ha
ouorma, Harp. eMyJICHOHEH
KOHIIGHTpAT,  OMOKpSIa  IyApa,

pasTBop
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Komnona 1
W3ucksana nnpopmars:

Komona 2
Bceuuku aHHM ca OCHOBHH,
OCBECH aKO He ca OTOeNsA3aHu
KaTo JONBJIIHUTCIIHA

Kosnona 3

CrnenupuyHN NpaBuUia 3a aJanTHpaHe CHPSIMO
CTaH/apTHaTa MH(POPMALMS OTHOCHO HSKOU OT

W3UCKBaHUATA 3a NPEAOCTaBAHE Ha
I/IHCbOpMa]_[I/Iﬂ, KOMTO MOXE Jia Hajaratr

M3I0JI3BAHETO HA M3IHTBAHE BbPXY IPHOHAUHH

KUBOTHH

2.5.

Koraro OMOLMIBT ChABPKA AKTHBHO
BEIECTBO, IPOM3BEICHO Ha MECTa,
M0 TPOIECH WIM OT W3XOAHHU
MaTepuaiay, pa3ludHd OT Te3H Ha
aKTHBHOTO BEIECTBO, OLEHEHO 3a
LeJIuTe Ha OJO0OPEeHHETO CBIVIACHO
yileH 9 OT HacTOsLMA pErjiaMeHT,
TpsOBa Ja ce MpeACcTaBH JoKa3a-
TEJICTBO, Y€ € YCTAHOBEHA TEXHUUYECKa
PaBHOCTOMHOCT B CBOTBETCTBHE C
4jgeH 54 OT HAacCTOSILIMA PErjIaMeHT,
WIA € YCTAaHOBEHa  BCIEACTBHE
OLIEHKa, 3aroqHana npean
1 centemBpu 2013 r. OT KOMIIETEHTEH
opraH, ompejeieH B CbOTBETCTBHE C
uneH 26 ot [dupekrtusa 98/8/EO

OU3NYHH, XUMWUYHA u
TEXHUYECKU CBOUCTBA

3.1.

Bouamen Bup (mpu 20 °C m 101,3
kPa)

3.1.1.

ArperatHo cberosiaue (npu 20 °C u
101,3 kPa)

3.1.2.

Hesat (mpu 20 °C u 101,3 kPa)

Mupuc (mpu 20 °C u 101,3 kPa)

3.2

KucenuHHOCT/ alKalHOCT

W3nutBanero ce npuiara, korato pH
Ha Owonuga WM  BOAHATa My
aucnepeust (1 %) e u3epH 4—10 pH

3.3.

OTHOCUTENHA TUTBTHOCT (TEYHOCTH)
WIM  TOPUBUIHA  IUTBTHOCT  ClIeJ
cisiraHe (TBBPAW BELIECTBA)

3.4.

CrabmHocT npu ChXpaHEHHe,
CTaOMIIHOCT ¥ CPOK Ha ChXpaHEHHE

34.1.

MsnurBanuss 3a  CTaOMIIHOCT

ChXpaHEHHE

npu

3.4.1.1.

H3nuTBaHe 3a yCKOPEHO CTapecHe

3.4.1.2.

H3nuTBaHe 3a ABIATOCPOUHO CTapeeHe
IIPH OKOJIHA TeMIIepaTypa

3.4.1.3.

WznutBaHe 3a CTaOMIHOCT MPU HHUCKH
TeMIepaTypu (TEYHOCTH)

3.4.2.

Be3geiictBue BBPXY CBHABPKAHHETO
Ha AaKTUBHOTO BEHIECTBO M TEXHH-
YECKUTE XapaKTePUCTHKU Ha Omoruna
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Komnona 1
W3uckBana uH(pOpMaLms:

Komona 2
Beuukn naHHM ca OCHOBHH,
OCBECH aKO He ca OTOeNsA3aHu
KaTo JONBJIIHUTCIIHA

Kosnona 3

CrnenupuyHN NpaBuUia 3a aJanTHpaHe CHPSIMO
CTaH/apTHaTa MH(POPMALMS OTHOCHO HSKOU OT

W3UCKBaHUATA 3a NPEAOCTaBAHE Ha
I/IHCbOpMaIII/Iﬂ, KOMTO MOXE Jia Hajaratr

M3I0JI3BAHETO HA M3IHTBAHE BbPXY IPHOHAUHH

KUBOTHH

34.2.1. CsemmHa

3.4.2.2. TemnepaTypa U BIaXHOCT

3.4.2.3. PeakTHBHOCT CIpsIMO Marepuala Ha
cbla

3.5. TexHuueckd  XapakTepUCTHKH  Ha
ouormaa

3.5.1. Mokpema crnocobHoCT

3.5.2. CycneH3uoHHU u CIIOHTaHHU
CIOCOOHOCTH M CcTaOMJIHOCT — HA
JIACTIEpCHATA

3.5.3. CHTOB aHAJIU3 TI0 CYX U MOKBP METOJ

3.54. CnocobHocT 3a  eMyinrupaHe M
peeMyJrupase, CTaOHIIHOCT Ha
eMyJcusita

3.5.5. Bpeme Ha pasrpaxnaHe

3.5.6. 3bPHOMETPUYCH CHCTaB, ChIbpPIKAHUE
Ha npax/QUHU YacCTULH, HM3HOCBAHE,
POHJIMBOCT

3.5.7. TpaitHo 0Opa3yBaHe Ha msHA

3.5.8.  TewrMBOCT/CHIUIMBOCT/3aIPAIIUMOCT

3.5.9. CKopoCT Ha TOpeHe — reHepaTopu Ha
M

3.5.10. IIpaHO wM3rapsHe — TreHEpaTopu Ha
M

3.5.11. CncraB Ha AuMa — TEHEPATOpPH Ha
JIMM

3.5.12.  Mopuen Ha pa3npbCKBaHE — aepPO30IU

3.5.13.  JIpyru TEXHHYECKH XapaKTEePHUCTHKH

3.6. @®u3nyHa ¥ XMMHYHA CHBMECTHMOCT C
IPYTd  TPOOYKTH,  BKIIOYHUTEIHO
IpYyrd OWOLMAHN, ¢ KOUTO yHoTpedara
My HpencTou na Obae paspelieHa

3.6.1. duzuyHa CHBMECTUMOCT

3.6.2. XUMHUYHA CHBMECTHMOCT

3.7. CreneH Ha pa3TBapsiHe M CTaOMIIHOCT
Ha pas3TBopa

3.8. [ToBBPXHOCTHO HAIpEKEHHE
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Komnona 1
W3uckBana uH(pOpMaLms:

Komona 2
Beuukn naHHM ca OCHOBHH,
OCBECH aKO He ca OTOeNsA3aHu
KaTo JONBJIIHUTCIIHA

Kosnona 3

CrnenupuyHN NpaBuUia 3a aJanTHpaHe CHPSIMO
CTaH/apTHaTa MH(POPMALMS OTHOCHO HSKOU OT

W3UCKBaHUATA 3a NPEAOCTaBAHE Ha
I/IHCbOpMaIII/Iﬂ, KOMTO MOXE Jia Hajaratr

M3I0JI3BAHETO HA M3IHTBAHE BbPXY IPHOHAUHH

KUBOTHH

3.9. Bucko3uter

4. OU3NYHU PUCKOBE 154
CBOTBETHU XAPAKTE-
PUCTHUKU

4.1. Excnnosusu

4.2. Br3nnamenumu razose

43. Besnnamenumu aepozonu

4.4. Oxkcuaupaniy ra3ose

4.5. I'azoe moj Hansrane

4.6. Bb3mnamMeHuMH TEYHOCTH

4.7. Be3miaMeHHMMHU TBBPAM BEIIECTBA

4.8. CaMoOaKkTHBUpAIl C€ BEIIECTBA U
cMecH

4.9. IMupodopuu Teunoctu

4.10. IMupodopuu TBBpAN BeliecTBa

4.11. CamoHarpsiBali  ce  BeIIeCTBA U
cMecH

4.12. BemecrBa u cMecu, KOUTO B KOHTAKT
C BOJa OTACJIAT BB3IIJIAMCHUMHA
rasose

4.13. Oxcuaupamy Te4HOCTH

4.14. Oxcuaupamy TBbPAU BElIECTBA

4.15. OpraHuyHu NEPOKCUH

4.16. KopozusHocT 3a meranute

4.17. JonbiaHutenHn (U3NUHU MOKa3aTenn
3a pUCK

4.17.1. Temmnepatypu Ha camo3amnajBaHEe Ha
MPOAYKTH (TEYHOCTH M Ia30Be)

4.17.2.  OrHocuTelHa TeMmIeparypa Ha caMo-
3amnanBaHe 3a TBbPIM BELIECTBA

4.17.3. OmacHoCT OT €KCIUIO3Msl Ha Ipax

S. METOJMM 3A OTKPUBAHE H
NAEHTUOUKALISA

5.1. AHanUTHUYEH METOJ, BKIIIOYUTEIIHO
KOHTPOJIHU napameTpHu, 3a

omnpejesiHe Ha KOHIIGHTpauusTa B
ouonmnia Ha aKTHUBHOTO(UTE)
BeliecTBO(a), OCTATHYHHUTE BEIECTBA,
CHOTBETHUTE NPUMECH U PUCKOBH
BEIIECTBA
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Komnona 1
W3ucksana nnpopmars:

Komona 2
Bceuuku aHHM ca OCHOBHH,
OCBECH aKO He ca OTOeNsA3aHu
KaTo JONBJIIHUTCIIHA

Kosnona 3

CrnenupuyHN NpaBuUia 3a aJanTHpaHe CHPSIMO
CTaH/apTHaTa MH(POPMALMS OTHOCHO HSKOU OT

W3UCKBaHUATA 3a NPEAOCTaBAHE Ha
I/IHCbOpMa]_[I/ISI, KOMTO MOXE Jia Hajaratr

M3I0JI3BAHETO HA M3IHTBAHE BbPXY IPHOHAUHH

KUBOTHH

5.2.

JokonkoTo He ca OOXBaHATH OT
npunoxenne II, pazmemn 5.2 u 5.3,
aHAJIUTUYHA METOAM 3a HaOIIoIeHue,
BKJIIOYUTEIIHO CTENEH Ha BB3CTAHO-
BsSBaHE M TPaHULM 32 ONpEIeNsHe,
Ha CBHOTBETHHUTE KOMIIOHEHTH Ha
OuoLM/Ia W/WINM OCTaThYHHU BEIECTBA
OT HEro, ako € NPHJIOKMMO, B ChCTaBa
WM BBPXY:

HOH'LHHI/ITCHHI/I JaHHH

5.2.1.

TlouBara

I[OHLJ'IHI/ITGJ'IHI/I JaHHH

52.2.

Bw3ayxa

IIO]TbJ'lHI/ITeJ'lHI/I JAHHH

5.2.3.

Bopmata (BKIIOYMTENHO MHTEHHaTa

BO/A) U CEAUMEHTUTE

,HOH'E-HHI/ITBJ'IHI/I JIAaHHH

5.2.4.

JKMBOTHHCKHTE M YOBEIIKUTE TEICCHU
TCYHOCTH W TbKaHH

HOHT:JIHI/ITCJIHI/I JIAHHA

5.3.

AHaTUTHYHE METOAM 3a HaOJIIOIEHHE,
BKJIFOYMTETHO CTETEH Ha BB3CTaHO-
BABAaHEC ¥ TPAHUIM 32 KOJIUYECTBEHO
ompeneNsiHE W OTKpHBaHe  Ha
aKTHBHOTO BEIIECTBO M, KOTaTo €
HE00XO/IMMO, Ha HETOBH OCTaThYHU
BEIECTBA, BBB/BBPXY XpaHH OT
pacTtureneH N JKHBOTHHCKH
mpou3xox win Gypaxd W JApyrd
MPOXYKTH (HE € HEoOXOAMMO, aKo
HHTO aKTUBHOTO BEIIECTBO, HHUTO
TPETHPAHUSIT C  HEro0  MaTepual
momagar B KOHTaKT C O KHBOTHH,
OTIIICKAAHM 3a [POM3BOJICTBO HA
XpaHH, C XpaHH OT PACTUTEIEH HWIIH
JKUBOTHHCKMA  TPOU3XOJ WM C

dypaxn)

HOH'LJ'IHI/ITCJ'IHI/I JaHHHA

E®EKTUBHOCT
HEJEBHA OPI'AHU3BM

CIIPSIMO

6.1.

DyHKIUA,
POACHTHIII,
OakTeprLna

HampuMep  (QyHIMIUA,

HUHCCKTHLH,

Hauun 3a
MIpUBJINYAHE,
OupaHe

KOHTPOJI,
YHUIIOKaBaHE,

Harp.
WHXU-

6.2.

[IpencraBuTeneH(Hu) OpraHu3bM(MH),
KOMTO(KOWTO) ce KOHTpomupa(T), M
3aIIUTCHU IPOAYKTH, OPTaHU3MH WU
obexTn

6.3.

Bw3geiictBue  BBpPXY ~— NpeiCTaBH-
TEJIHUTE LIENEBU OPraHUu3MH

6.4.

BeposiTHa KOHIEHTpauus, NMpHU KOSATO
e CE M3MO0JI3Ba aKTUBHOTO BELIECTBO

6.5.

Haunn nHa peiicTBue (BKIIOUMTEITHO
3a0aBeHO JeHCTBUE)
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W3ucksana nnpopmars:

Komona 2
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OCBECH aKO He ca OTOeNsA3aHu
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Kosnona 3

CrnenupuyHN NpaBuUia 3a aJanTHpaHe CHPSIMO
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M3I0JI3BAHETO HA M3IHTBAHE BbPXY IPHOHAUHH

KUBOTHH

6.6.

3asBiacHUS 32 npeajiaraHo €TUKe-
THpaHE Ha NOpOAYKTa H, KOrarto ¢
NIPEAJIOKEHO CTUKCTHPAHE, 3a TPETHU-
paHuTe usaeiivs

6.7.

Jlannu 3a e(MKAacHOCTTa B MOJKperna
Ha TE3M TBBPJACHHS, BKIIOYUTEIHO
CBCHTYAJIHO H3I10JI3BAHU HaJIMYHH
CTaHJAPTHU TIPOTOKOIIH, J1abOPaTOpHH
U3NUTBAHWS WIM IIOJEBH  CKCIIe-
PHUMEHTH, BKJIIOYHTEIHO CTAHIAPTH
3a e(eKTHBHOCT, KOTaTo € YMECTHO
U TMOAXOJAIIO0

6.8.

Bcuukn  u3BecTHH OrpaHUM4CHUs Ha
eukacHocTTa

Hudopmanus  3a  cioydau WM
BB3MOXHH CJIyyal Ha pa3BUTHE Ha
PE3UCTEHTHOCT u HOAXOSIIN
CTpaTeruy 3a ynpapeHHE

HaOmronenuss Ha  HEXKEJIAHW WU
HETPEIBUICHH CTPaHUYHH e(PEKTH,
HAMpUMEpP BBPXY MOJIE3HH U JPYTH
HeleJIEBH OPTaHU3MHU

6.9.

O06001IeHNE U OLIEHKA

MPEJBUJIEHU  YIIOTPEBU U
EKCIIO3ULINA

7.1.

IpenBunena(u) obmnact(n) Ha
ynorpeba Ha OHOLUIUTE M, KOrato €
YMECTHO, Ha TPETUPAHUTE M3ICIHS

7.2.

IIpoxykroB THII

7.3.

Ilonpo6uo ommcanme Ha Mopena(uTe)
HA  OpexBuaeHa  ymorpeba  Ha
OuomuauTe M, KOraTo € yMECTHO, Ha
TPeTUPAHUTE H3ICIHUS

7.4.

IMotpebutenyu, Hamp. NPOMHIIIECHH,
0o0y4eHH  CHeUMaIuCTH,  Hpode-
CHOHAJIHW WJIM MAacOBU IOTpeOHUTENn
(HenpogecnoHamHN MOTpEOUTEIH)

7.5.

IIporHO3HO KONMYECTBO, KOETO IIE
Oblle MyCKaHO TOAMIIHO Ha Ia3apa,
U KBICTO € TPWIOKUMO, 3a
pa3IMYHUTE KaTeropuu Ha ynorpeda

7.6.

MeTon Ha TpPWIOKEHHE W OIMCAHWE
Ha TO3M METOJ
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7.7.

Jo3upane ©, ako € MOIXOMAIIO,
KpaiiHa KOHIEHTpAuus Ha Ououma u
aKTUBHOTO BEMIECTBO B TPETHPAHOTO
H3EIIMe WIM B CHCTEMaTra, KbAETO

me ce  U3MOI3Ba  MPOAYKTHT,
HapUMep BoJa 3a  OXJaXKIaHe,
MOBBPXHOCTHM  BOJM, BoJa  3a
OTOILICHHE

7.8.

Bpoii u rpadpuk Ha MPUIOKEHHUATA, U
B 3aBHCHMOCT OT Ciy4as KOHKpETHa
nuHpopManus 3a reorpaCKOTO MeCTo-
MOJIOXKEHHE ~ WIM  KJIUMaTUYHUTE
pa3nuuus, B T.4. HEOOXOAUMHU
MepuoJM Ha HW3YaKBaHe, BpeMe 3a
OYKMCTBAHE, KAPEHTHU IEPHOMN WU
JpYTH TPEANasHH MEpKH 3a 3aliuTa
Ha 3[paBeTO Ha Xopara, 3APaBeTO Ha
JKMBOTHHUTE W 3a ONa3BaHe Ha
OKOJIHaTa cpena

7.9.

HpeanomeHH YKa3zaHus 3a yHOTp€6a

7.10.

JlaHHM 3a eKcmo3unusTa B CHOT-
BETCTBHE C mnpuwioxkenue VI KkbM
HACTOSILHUS PErIaMeHT

7.10.1.

Wudopmarmss 3a eKcrosuiusTta Ha
YOBEKa, CBBbP3aHA C IPOU3BOJACTBOTO
u  QopmynanusaTa, MpeLIOKECHUTE/
OYaKBaHUTE yMOTpeOH H 00e3BpexK-
ZIaHETO

7.10.2.

Wndopmarmst 3a eKCro3uimsTa Ha
OKOJIHATA Cpela, CBbp3aHa C IPOM3-
BOACTBOTO W (OpMymamusTa, Opea-
JIOXKEHUTE/OYaKBAaHUTE YIOTPeOU u
00€3BPEKTAHETO

7.10.3.

WHudopmanust 3a eKCIO3MLUATA KBM
TPETHPAaHH W3AENNS, BKIIOYUTEIIHO
JaHHU 3a wu3dIyxBaHe (oT Jabo-
paTOpHM H3CIIEABAHUS WM  MOJIe-
JIpaHe)

7.10.4.

Hudopmanus 3a Apyru NpoxykTH, 3a
KOMTO MMa BEpOSTHOCT Ja ce
U3IO0J3BAT CHBMECTHO C IIPOJYKTA,
MO-CIEHMATHO  HJISHTHYHOCT  HA
aKTUBHUTE  BEIleCTBA B  Te3U
MPOAYKTH, B 3aBUCUMOCT OT Ciyuvas,
U BEPOSITHOCT OT B3aUMOJEHCTBUS

TOKCUKOJIOI'MYEH MMPODUJT
ITP1 YOBEKA U JKXUBOTHHWUTE




2012R0528 — BG — 25.04.2014 — 002.001 — 134

Komnona 1
W3ucksana nnpopmars:

Komona 2
Bceuuku aHHM ca OCHOBHH,
OCBECH aKO He ca OTOeNsA3aHu
KaTo JONBJIIHUTCIIHA

Kosnona 3
CrnenupuyHN NpaBuUia 3a aJanTHpaHe CHPSIMO
CTaHJapTHATa MH(POPMAIUS OTHOCHO HSKOH OT
M3UCKBAHUATA 32 IPEIOCTABSHE HA
nHbOpMAanys, KOUTO MOXE Ja Hamarat
M3I0JI3BAHETO HA M3IHTBAHE BbPXY IPHOHAUHH
JKHUBOTHH

8.1. KoposuBHO neiicTBue BBpXY KoXKara He e HeoOxommmo ma ce W3NHTBA
WM KOXKHO JIpa3HEHe MPOJYKTHT/CMECTA, aKO:
OneHkaTa Ha Ta3sd EKBUBAJICHTHA — WMa BaIMAHM JaHHU 3a BCEKH
TOYKAa C€ HM3BBPIIBA B CHOTBETCTBHE KOMIIOHEHT Ha CMECTa, JOCTaThYHH,
ChC CTpaTerusTa 3a MOCIEI0BATEIHO 3a Ja IO3BOJISIBAT KilacH(HIMpaHe
W3MHUTBaHE 3a Jpa3HEHUs u Ha CMECTa ChIJIaCHO IIpaBHJIaTa, ycTa-
KOPO3UBHO JI€iCTBHE BBpPXY KOXKaTa, HoBeHM B JlupextBa 1999/45/EO n
onpejieJicHa B INPUIOKEHUETO KBM Permamentr (EO) Ne 1272/2008
Hacoka 3a usnurtBaHusa b.4 ,Octpa (knacuduuupaHe, eTUKETHpPaHE U
TOKCHYHOCT: KOJKHO  Jpa3Herno/ ONIAKOBaHE), M HE C€ OYakKBaT
KOpPO3MBHO JeiicTBHe” (IIPHIIOKEHHE CHHEPrHYHH e(PEeKTH MEXIy KOMIIO-
b.4 xpM Pernament (EO) Ne 440/2008) HEHTHTE.
8.2. Ouno npasuene (1) He e HeoOxomumo Ja ce U3NHTBA
HPOAYKTHT/CMECTa, aKo:
OneHkaTa Ha Ta3sd EKBUBAJICHTHA
TOYKa CE W3BHPIIBA B CHOTBETCTBHE — WMa BIMAHK JaHHU 3a BCEKH
ChC CTpaTerusiTa 3a IOCIEAO0BATEITHO KOMIIOHEHT Ha CMecTa, KOHUTO
W3NUTBAaHE 3a OYHO Jpa3HEeHEe U Mo3BOJIIBAT  KJIAacHU(UIMpaHe  Ha
KOPO3HMBHO JICHiCTBHE, OIpEAeieHa B CMECTa CBIVIACHO IIpaBWJIATa, YCTa-
MPUIOKEHHETO KbM  HAacoka  3a HoBenu B JlupektuBa 1999/45/EO n
n3nutBanus b.5 ,,Octpa ToKCHYHOCT: Permamenr (EO) Ne  1272/2008
OYHO JIpa3HenI0/KOPO3UBHO (xmacupunupane, €THKETHpPAaHE |
neiicteue” (mpminoxenue b.5  keMm OlMakoBaHe), W HE Cce OuakBaT
Pernament (EO) Ne 440/2008) CHHEPTHYHU e(DEeKTH MEXIy KOMIIO-
HEHTUTE.
8.3. Koxxna cencubunmsanms He e mHeoOxomuMO 1ma ce H3IOATBA
MPOAYKTHT/CMECTA, aKO:
OneHkaTa Ha Ta3d EKBUBAJICHTHA
TOYKa OOXBalla CICTHUTE MOCIe]- — HMa BAIMAHM JaHHH 33 BCEKH
OBATEIHU €TaIlu: KOMIIOHEHT Ha CMEcTa, KOHUTO
1Mo3BOJISIBAT  KJIAacHU(UIMpaHe  Ha
1. oneHKa Ha HaJIMYHUTE JAHHU 32
cMecTa ChIVIACHO IpaBHJIaTa, ycTa-
HOBCKa, - JKUBOTHHTC M aJrtep- voBenu B JlupextuBa 1999/45/EO u
HATHBHH JAHEHH, Pernament (EO) Ne  1272/2008
2. M3MUTBaHE WH BUBO (xmacupunupane, eTHKETHpPaHE |
OllAKOBaHE), M HE C€ OdYaKBaT
HpennounTanmsr MeTox 3a CHHEPTrHYHH e(PEKTH MEXIy KOMIIO-
M3MUTBAaHE MH BUBO € M3MUTBAaHE HEHTHTE.
BBPXY JIOKaJIHU JTUMGHA
BB3IU (LLNA), BKJIFOUUTEITHO, — HaJIW4YHaTa I/IH(i)OpMaHI/Iﬂ II0Ka3Ba, 4e
KOrato € YyMECTHO, CBbKPaTCHUSAT NpPOIYKTHT ClEABa na ObAe KIacHu-
BapHaHT Ha U3IHUTBAHETO. AKO ce (unypan 3a KOXKHA CEHCHOWIM3ALM
M3I0JI3Ba JAPYro H3NUTBAaHE 3a WM KOPO3HBHO JICHCTBHE; WIIN
KOXKHa CeHCUOMIN3anus, ce
— BEIIECTBOTO ¢ cuiHa kucennHa (pH
npencTaBsi 00OCHOBKA. < 2,0) i ocosa (pH > 11,5).
8.4. JuxarenHa ceHCHOMIHM3AIUS JIOMbIIHUTEIHY JaHHU He e Heobxomumo J1a ce H3OMTBA
POIYKTHT/CMECTa, aKo:
— WMa BaIWJHM JAaHHU 3a BCEKH
KOMIIOHEHT B  CMecTa, KOHUTO

HO3BOJIIBAT  KiIacHpUIMpaHe  Ha
CMecTa CBIVIACHO IIpaBHiIaTa, ycTa-
HoBenu B JlupextuBa 1999/45/EO n

Pernament (EO) Ne 1272/2008
(knacuduuupane, eTUKETHpaHE U
OMMaKoBaHe), M HE C€ OuakKBaT

CUHEPIruiHu C(i)eKTI/I MEXAYy KOMIIO-
HCHTHUTC.
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8.5. OcTpa TOKCHYHOCT He e HeoOxomuMo J1a ce W3IUTBA
HPOAYKTHT/CMECTa, aKo:
— CraHfapTHHAT TOJXOJ € KJIAcH-
¢unupaHe 4Ype3 H3IOJI3BAHE Ha — WMa BaIMIHH JIAaHHK 33 BCEKH
MMOCTAaIIHUA IIOAXO0[J 3a KJ'laCI/l(i)l/l- KOMITOHCHT B CME€CTa, KOUTO II03BOJIABAT
HUpaHe Ha CMecH 3a OcCTpa KIacuuIMpaHe Ha CMecTa ChIVIaCHO
tokcuyHocT B Periament (EO) npaBuiiaTa, yCTaHOBEHH B JIMpeKTHBa
Ne 1272/2008. 1999/45/EO  u  Permament (EO)
Ne 1272/2008 (knacudurimpane, eTuke-
THPaHE M OIIAaKOBaHE), U HE CE OYaKBar
CHHEPIHYHH e(EKTH MEKIY KOMIIO-
HEHTHTE.
8.5.1. ITo opasen mpT
8.5.2. [lo mHXamaTopeH mpT
8.5.3. Ilo nepmanen meT
8.5.4. 3a GuonuaM, 32 KOUTO € MPEIBUICHO /1a He e HeobxoauMo 1a ce M3MHUTBA CMECTa
ObIaT pazpenieHy 3a ynorpeda ¢ Ipyru OT IPOJIYKTH, aKo:
OMOIM/M, Ce OLEHSIBAT PHCKOBETE 3a
— HMa BQIMAHM JaHHH 33 BCEKH
30paBeTO Ha XOpara, 3[paBeTo Ha
KOMIIOHEHT Ha CMeCTa, KOHTO
JKMBOTHHTE M 32 OKOJIHAaTa cpera,
MO3BOJISABAT  KIacH(HUIMpaHe  Ha
MPOU3THYAIM OT HM3MOJ3BAHETO Ha
Tesn komOuHammH oT npoaykm. Karo cMecTa ChIVIACHO IpaBHiaTa, ycra-
QITCpHATHB Ha npoy'{BaHmI.Ta s voBenu B JlupektuBa 1999/45/EO u
Pernament (EO) Ne  1272/2008
OCTpa TOKCHYHOCT MoOraT Ja ce
(xnacudunupane, eTUKETHpaHE U
W3MOJI3BAT  M3UMCIEHMs. B Hskom
OllAKOBaHE), M HE C€ OYaKBaT
cllydad, HampuMep KOrato —Hsma
CHHEPrHYHH e(peKTH MEeXIy KOMIIO-
BAIMAHM JAHHH OT TOCOYECHHS B
HEHTHTE.
KOJIOHa 3 BHUJI, TOBa MOXeE Jla M3UCKBA
MPOBEXIAHETO Ha OrpaHHyeH Opoit
MPOYYBaHUS 32 OCTPa TOKCHYHOCT
KaTo Cc€ M3MO0J3BaT KOMOMHALMM OT
MIPOAYKTHTE.
8.6. Wudopmarnust 3a JiepMaHa
abcopOrust
Wnpopmanus 3a JiepMaltHa
abcopOyss 1pH  CKCHO3WIMSA  Ha
ouorua. OueHkara Ha Ta3W EKBHUBA-
JICHTHA TOYKa C€ M3BbpLIBA IIPU
U3I0JI3BaHE HA MOETAIeH MOJXO.
8.7. HanuyHu  TOKCUKOJIOTMYHH  JaHHU He e HeoOXxomumMo Ja ce U3NUTBA
OTHOCHO: HPOIYKTHT/CMECTa, aKo:
— HeakTHUBHO(M) BemecTBo(a) (T.e. — WMa BaNUIHU MJaHHU 3a BCEKH
puckoBo(1) BemiecTBO(a), WiIn KOMIIOHEHT Ha CMeCTa, KOHUTO

— CMeC, Cpell YMUTO KOMITOHEHTH
“Ma PUCKOBO(M) BelIecTBO(a)

IIpY JIMIICa HA JOCTaThYHO JAHHH 32
HEaKTUBHO(M) BeMIECTBO(a), KOUTO HE
Morar Ja ObgaT MONYYeHH 4pe3
npeHacsiHe (read-across) Ha JaHHU HJIA
JPYTH TIPUETH MOAXO[HM, Pa3iuYHU OT
HM3IIUTBAHUSATA, ce M3BBPIIBA(T)
meneBo(n) M3MHUTBaHE(Ws), OMUCAHO(H)
B mnpmioxenue II, 3a puckoBo(u)
BeIIeCTBO(a), WM 33 CMEC, CPEJl YUUTO
KOMITOHEHTH nma pHuCcKOBO(H)
BEIIECTBO(a).

MO3BOJISIBAT  KJIAaCH(UUIMpaHe  Ha
CMECTa CBIJIACHO MpaBHJIaTa, yCTa-
voeenu B JlupektuBa 1999/45/EO un

Pernament (EO) Ne  1272/2008
(knacuduuupane, eTUKETHpaHE U
OIaKOBaHe).
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8.8.

H3cnenBanust Ha XxpaHu u Qypaxu

IIOIT[:J'IHI/ITCJ'IHI/I JaHHH

8.8.1.

AKO  OCTaTBYHHTE BEIIECTBA OT
OHOLUA ca MPECTOSI BbB (hypakure
3a 3HAYUTENCH MEPUOA OT Bpeme, ce
W3UCKBAT W3CIEBAHUS HA XPaHEHETO
U Meraboiau3Ma Ha J00OMTBKa, 3a Ja
MOJKE Jla Ce HAIpPaBH OLIEHKA Ha OCTa-
THYHHTE BEIIeCTBA B XpaHarta OT
JKUBOTHHCKH TIPOHU3XOI.

HOHBHHHTCJ’IHI/I JIAaHHA

8.9.

Bo3neiictBue  Ha  mpoMHIIUIEHATa
npepaboTka M/WIM JOMAIIHO IPHUIo-
TOBJICHUC Bbpxy €CTECTBOTO )51
KOHLICHTpAIHsATa Ha OCTaThYHH
BEIIIECTBA OT OMOLMIA

HOHBHHHTCJ’IHI/I JIAHHA

8.10.

Jlpyru  W3NWUTBaHUs, CBBP3aHU C
€KCIO3UNNATa HA YOBEKa

Ille ce w3uckBar moAXOAAIIO(H)
U3NUTBaHe(Us) M IpuMep ¢ 00sic-
HUTEIHU O€JIeKKH 3a OMOoIHIa.

OcBeH TOBa 3a HJAKOW OHOLWAH,
KOMTO C€ MpWiaraT TIpsKo BbPXY
JNOOWTHKA (BKIIOYHTEITHO KOHE) WU
B CpejaTa OKOJO HEro, MOXe Ja ca
HEOOXOJAMMHU H3CJIEABAHUS HA OCTa-
TBHYHHUTE BEILECTBA.

HOHBHHHTCJ’IHI/I JIAaHHA

EKOTOKCHKOJIOT'MYHHA
W3CJIEABAHUA

9.1.

W3uckBa ce HOCTATHYHO HH(POPMALHS
3a GKOTOKCHYHOCTTA Ha OHOLHIa, 32 1a
MOXE 1 Ce B3EME PEIICHHE OTHOCHO
KIacu(UIMPaHETO Ha MPOIYKTa.

— Koraro wma BamumHH JaHHH 3a
BCEKH KOMITOHCHT Ha CMECTa U He
Cce O4YaKBaT CHHEPruYHH e(eKTH
MEKIy KOMIIOHEHTHTE, CMecTa
MOXe [ga ce Kiacuduimpa
CBIVIACHO TPABHIIATA, yYCTAHOBCHU
B JupextuBa 1999/45/E0,
Pernmament (EO) Ne 1907/2006
(REACH) wu Pernament (EO)
Ne 1272/2008 (xnmacubpunmpase,
€TUKETHPaHEe U OIaKOBAHe).

—  Tlpu nurica Ha BaJMIHH JTAHHH HITH
KOrato MOX€ Ja C€ OuYaKBaT
CHHEPrUYHH e(PEKTH, MOXKE a Ce
HAJIOXM U3IUTBAHE HA KOMIIO-
HEHTUTE W/WIM Ha caMHs OMOLLL.

9.2.

JlonmbIHUTETHI
H3CIIeIBAHUS

€KOTOKCHKOJIOTHYHHA

Moske na ce U3UCKBAT JIOIBJIHUTEIHU
W3CIIe/IBaHUs, N30paHN N3MEXKIY EKBH-
BAJIGHTHUTE TOYKM B pasgen 9 ot
npunoxxenue I, Ha cboTBeTHUTE
KOMITOHEHTH Ha OWounMga WIM Ha
camusi OWOIMJ, KOraTo JaHHUTE 3a
AaKTHBHOTO BEILECTBO HE IPEAOCTaBsIT
JOCTaThbyHO MHpOpMammss ¥ aKo
CBUICCTBYBAT IIPH3HAIM 32  PHCK
rnopagy crenuUYHN CBOWCTBA HA
ouornma.
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9.3.

Bru3neiicTBue BBpXy ApPYrd HELENEBU
opranm3mu (duopa u dayna), 3a
KOMTO C€ CYMTa, Y€ MOKe ja Objar
M3JI0KEHU Ha PHCK

HOHBHHHTCJ’IHI/I JIAaHHA

JlaHHUTE 3a OLIGHKAa HAa OMAcCHOCTUTE 3a
IUBH 0O3aMHHUIM CE€ B3€MAaT OT TOKCHKO-
JIOTHYHATA OICHKA 32 0O3alHHIIM.

9.4.

Axo OwonuasT € mnox ¢Qopmara Ha
nprMaMKa WiId IPaHysid, MOXeE Ja ca
HEOOXOIMUMH CIICIHUTE U3CIICOBAHNUS:

9.4.1.

KOHTpOHI/IpaHI/I OIIMTHU 3a OLCHKa Ha
PHUCKOBETE 3a HCLCICBUTEC OpPraHU3MU
IIpU I10JIEBU YCIIOBUST

9.4.2.

W3cnenBanusi Ha TpHeMaHETO Ha
Owonmaa  4pe3  MOMIBIIAHE  OT
HEIEeNIeBU OpPraHMW3MH, 32 KOHTO ce
CYHTa, Y€ Ca M3JIOKEHH Ha PUCK

9.5.

Bropuuen exonoruyeH egekr, Hamp.
KOTaTo c€ TpeTHpa 3HAYUTEIHA 4acT
OT KOHKDPETeH THII MECTOOOMTaHHE

IIOITE-HHI/ITBHHI/I JIAHHH

MOBEJAEHUE U XMU3HEH IUKBJI
B OKOJIHATA CPEJA

M3noxenure I0-A0JIy HW3UCKBAHHUA 3a MU3IUT-
BaHUATA C€ OTHACAT CIAUHCTBCHO 10 CBHOT-
BCTHUTC KOMIIOHCHTH Ha 6I/IOI.U/IZ[3.

10.1.

HpCI[BI/IZ[I/IMI/I ObTHUIIA 34 IOCTBIIBAHC
B OKOJIHaTa cpeJla BbB3 OCHOBa Ha
npeaBuxaaHarTa ynorpe6a

10.2.

Z[OHT).]'IHI/ITGJ'IHPI HU3CIIE€ABAHUA Ha
HNOBEACHUETO MW JXHU3HCHHUA IIUKBI B
OKOJIHaTa cpeaa

Moske 1a ce M3UCKBAT JOMBIHUTEIHU
W3CNIE/IBAaHMs,  M30paHUM  M3MEXAY
€KBUBAJICHTHUTE TOYKM B paszen 10
ot npunoxenue II, Ha cboTBeTHUTE
KOMIIOHEHTH Ha OuWoluaa WId Ha
camusi OMOLIMI.

3a mpOAyKTH, KOUTO CE M3MOJ3BAT Ha
OTKPHTO C MPSKO OTACISAHE B
IMOYBUTC, BOAUTE UJIK NNIOBBPXHOCTUTE,
KOMIIOHEHTHTE Ha MPOJIyKTa MOraT ja
OKa)KaT BB3JICUCTBHE BBPXY MOBE-
JCHHUECTO u JKU3HCHUA MHUKBJI (l/l
€KOTOKCHYHOCTTa) Ha  aKTHBHOTO
BemecTBo.  M3uCKBaT ce  JIaHHH,
OCBEH aKO HE € Hay4HO JIOKa3aHo,
4Ye OKM3HEHHAT I[IMKBJI Ha KOMIIO-
HEHTHUTE HA TNPOJYKTa € BKJIIOYCH B
MpeICTaBeHUTe JAHHH 33 aKTUBHOTO
BEIIECTBO W JPYTH  YCTAaHOBEHHU
PHMCKOBH BEILECTBA.

I[OHT)J'IHI/ITCJ'IHI/I JaHHHA

10.3.

IloBenenue IIpU U3ITy>KBaHE

,HOH'LJ'IHI/ITGJ'IHI/I JaHHH

10.4.

WsnutBane 3a pasmpocTpaHeHHWE U
pa3snpbCKBaHE BBB:

HOHT)JIHI/ITCJ'IHI/I JaHHHA
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10.4.1.

TTouBara

HOHBHHHTCJ’IHI/I JIAHHA

10.4.2.

Bopnara u cenuMeHTuTe

HOHLHHHTBJ’IHI/I JIAHHH

10.4.3.

Bw3ayxa

IIO]TbJ'lHI/ITeJ'lHI/I JAHHH

10.5.

Axo OHOIMABT IIe ce pa3npbCKBa
01130 10 TIOBBPXHOCTHH BOJH, TOTaBa
MOX€ Jla Ce€ M3MCKBA M3CIIE/IBaHE MPU
CBPBXPA3NPbCKBAHE, 3a 1a €€ OLEHAT
PHUCKOBETE 3a BOJHHUTE OpPraHU3MHU
WM PACTEHUSATA IIPH TOJIEBU YCIOBHSI.

I_IOlTbJ'lHVlTCJ'lHI/I JaAHHH

10.6.

Axo OMOLMIBT 1€ CE Pa3NpbCKBA HA
OTKPUTO WM MOXE Ja IpeAu3BHKa
3HauYUTENHO oOpa3syBaHe Ha IMpax,
TOraBa MOXeE Ja C€ M3UCKBAT JaHHU
3a  NOBeIEHME IIPU  CBPBXpa3-
NpbCKBAHE, 3a Ja Ce  OLEHAT
PHCKOBETE 3a ITYEIUTE U HELENEBHUTE
YJIEHECTOHOTU TPH TOJIEBH YCIIOBUSL.

IIOH"I)J'IHI/ITGJ'IHI/I JaHHH

11.

MEPKH, KOUTO TPABBA JJA CE
IMPUEMAT 3A 3AIIMTA HA
YOBEKA, JXMUBOTHMTE "
OKOJIHATA CPEJA

[penopsunTenHT MeToaH "
MPEa3Hd MEPKU TIPH MaHHUITyJTAIHs,
ymnorpeba, ChXpaHEHHE, 0bes-
BPEXKIOAaHE, TPAHCIOPT WM TOXap

11.2.

W neHTHYHOCT HA CHOTBETHHUTE MPOIYKTH
Ha TOPEHETO B ClTyvail Ha moXkap

CriennpuyHO TpeTUpaHe B Cilydail Ha
HEIIaCTeH CIyd4aid, Hamp. MEpKH 3a
II'bpBa MOMOI, IPOTHBOOTPOBA, MEIH-
LIMHCKO JICUEHHE, aKO ca HaIUYHU;
CHCUIHM MEpKH 3a Olla3BaHe Ha
OKOJIHATa cpena

11.4.

Bb3MOXKHOCT 3a YHHIOXKABaHE WIN
o0e33apa3siBaHe cieli 0CBOOOXK1aBaHe
BBB HIJIH BBPXY:

11.4.1.

Br3nyxa

11.4.2.

Bopure, nuTeiHATA

BOJA

BKJIFOUUTCIIHO

11.4.3.

IlouBara

Ipouenypu 3a ympasieHHe Ha OTIA-
JIpIUTe OT OMOIMAa W  HeroBaTa
OMaKkoBKa 3a NPOMHMIIICHA YHOTpeda,
ynotpeba oT 00ydeHH HpodecHo-
HAJIKCTH, MPO(ECHOHATHH U Hempode-
CHOHAITHA OTpeOUTENH (Hamp.
BB3MOXKHOCT 3a IOBTOpHa ymoTtpeba
WIM pEeUUKINpaHe, HeyTpalu3upaHe,
YCIIOBHSI 32 KOHTPOJIMPAHO M3XBBPIISTHE
W U3rapsiHe)
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M3I0JI3BAHETO HA M3IHTBAHE BbPXY IPHOHAUHH

KUBOTHH

IIpouexypn 3a moumcTBaHE Ha
obopyzaBaHETO 3a TpWIaraHe Ha
MIPOJIyKTa, KOraTo € yMECTHO

11.7.

Ha C€ IocovaT BCHUYKH PCIICIICHTU
WM MEPKU 3a KOHTPOJ Ha OTPOBUTE,
BKIIFOUCHU B IIpoayKra, KOHUTO
OpUCHCTBAT C MLCI NOPEAOTBpaATABaHE
Ha JIeicTBUE CpeIly  HCLCJIEBUTE
OpraHusMu

12.

KIIACU®UIIUPAHE,
TUPAHE U OITAKOBAHE

ETUKE-

Kakto e mpensumeno B uien 20,
naparpag 1, OykBa 6) TpsOBa jna
ObIaT TNPEACTABEHH IPEATOKESHHUS,
BKJIFOUMTENTHO OOOCHOBKA 3a Mpe-
YIPEKACHUSITA 38 ONMACHOCT U TPETIO-
pBKHTE 3a 0E30MacHOCT, B CBHOT-
BETCTBME C  pasmopeadure  Ha
Jupextusa 1999/45/EO u Pernament
(EO) Ne 1272/2008.

IpencTaBsT ce NPHUMEPHH CTHKETH,
yKazaHus 3a ynorpeba u wuHpopma-
[IMOHHM JIUCTOBE 3a 0E30MacHOCT.

12.1.

Krnacudumupane Ha pucKoBeTe

12.2.

HI/IKTOI‘paMa Ha PHUCKOBETC

12.3.

CurnasiHa nyma

12.4.

[IpenynpexxaeHus: 3a OnacHOCT

12.5.

Ipenopbku 3a GE30MACHOCT, BKIIIO-
YHUTEJIHO TPEBEHIIUS, PEAKIHs, ChXpa-
HsIBaHE U 00E3BpEKAaHE

12.6.

Koraro e moaxopsmio, cieasa aa ce
MPEACTABAT MPEUIOKEHUS 38 UHPOP-
MalMOHHHM JIHCTOBE 3a MEPKUTE 32
0€30IacHOCT.

12.7.

OmnakoBaHe (THII, MaTepHald, pa3Mep
U T.H.); BKIIOYBA CE CHBMECTHMOCTTA
Ha TPOAYKTa C  IIpeUIO’KCHHTE
MaTepHalll 3a ONAaKOBaHE.

13.

OLIEHKA Y OBOBLIEHUE

OcHoBHaTa WH(OpPMAIMI OT EKBUBA-
JICHTHUTE TOYKHU BBB BCEKHU
noapaszien (2—12) ce obobmasa u
OLIEHSBA M CE€ W3TOTBS NPOEKT 3a
OIIEHKa Ha pHCKa.

(') WsnurBaHe 3a OYHO Jpa3HEHE HE € HEOOXOAMMO, KOraTo € JO0Ka3aHo, 4e OMOLMABT UMa MOTEHIMAJIHH KOPO3MBHU CBOMCTBA.
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T 2
MHKPOOPT AHN3MH

OCHOBHM H JAONBJHUTC/IHHA JTAHHHU

B raGmunara mno-nony e u3dpoeHa uHQopMauusTa, H3UCKBaHa 32 00OCHOBKA Ha
paspelaBaHeTo Ha JaJeH OHOIMI.

3a BCSAKO H3UCKBAaHE 3a IpeaoCcTaBgHE Ha I/IH(?[)O]JM&I_H/IH, CbAbpXKaIlo C€ B
HACTOAIIOTO MNPUIIOKEHHUE, CE€ MpuilaraT M YKasaHusATa B KOJIOHH 1 muw3 or
IIPHUIIOKECHUC Il 3a cpmIOTO M3UCKBaHE 3a TIIpeoCTaBsHE Ha I/IHq)OpMaI_H/ISI.

Kosona 3
Konona 2 CrenbuyHN TpaBUiIa 3a aganTHpaHe CIpsMO
craHjapTHarta MHPOPMALMS OTHOCHO HSKOU OT
Komona 1 Bceuuku naHHM ca OCHOBHH,
M3UCKBAHUATA 32 MPEIOCTABSIHE Ha
W3uckBana nHdopManus: OCBEH aKo He ca OTOeNs3aHu

HH(bOpMa]_[I/ISI, KOWUTO MOXKE Jla Hajarat
U3II0JI3BAHETO HA U3IIUTBAHE BBHPXY I‘pLﬁHa‘{HH
JKUBOTHHU

KaToO OOMBJIHUTCITHA

1. 3ASBUTEIL

1.1. Nwme u agpec

1.2. JIuie 3a KOHTaKT

1.3. [IpousBomuTen wu JHIe, KOETO €
u3roTBwiIo (opMmyiara Ha OuoIHIa U
MHKPOOpPraHu3Ma(UTe) (nmeHa,

aJpecH,  BKIIOYHMTEIHO  MECTOHa-
XOXJIeHHE Ha 3aBofa(uTe)

2. WJIEHTUYHOCT HA BUOLIUAWTE

2.1. THProBCckO HANMEHOBAHWE WIIH TPEA-
JIO)KEHO THPTrOBCKO HAHMMEHOBaHUE

2.2. Homenknarypen koa Ha Hpowus-
BOJUTENs M HOMEp Ha OWoLuja, ako
€ TOAXOJAI0

2.3. Ioapobna xommuectBena (g/kg, g/l
wi % w/w (v/v) u KauecTBeHa
uHpoOpManUsT 3a ChCTaBa, ChIBP-
JKaHHEeTO M (GYHKIMUTE Ha OHOLHWAA,
HAlp. MHKPOOPTaHU3bM, aKTHBHO(M)
BemiecTBo(a) M HEAaKTHBHU BEIIECTBA
B TPOAYKTa, KaKTO M BCEKH OPYT
3HAYUM KOMIIOHCHT.

IIpencTaBs ce  Bcsika  MoJe3Ha
nHdopManys 3a OTIENHUTE ChCTaBKU
U KpaiHus cbCTaB Ha Ououuza.

2.4. Bua Ha dopMynanusita 1 €CTECTBO Ha
ouonuaa
2.5. Koraro OmOmumbT ChIbpkKa aKTHBHO

BEILIECTBO, MPOU3BEACHO Ha MecTa,
0 MPOLECH WIX OT H3XOJHHU
MarepHali, pa3IuuHM OT Te3H Ha
aKTHBHOTO BEILECTBO, OIICHEHO 3a
LeJIuTe Ha OJO0OPEHHETO CBINIACHO
yieH 9 OT HAcTOSIIUS pErjaMeHT,
TpsOBa Ja ce MpeacTaBu JoKaza-
TEJICTBO, Y€ € YCTAaHOBEHA TEXHHYECKa
PaBHOCTOHHOCT B CBOTBETCTBHE C
wieH 54 OT HACTOALIMS perjaMeHT,
WIM € YCTaHOBEHa  BCIIC/ICTBHE
OLICHKA, 3aroyHana npenu
1 centemBpu 2013 r. OT KOMIIETEHTEH
opraH, omnpeeiaeH B CbOTBETCTBHE C
uner 26 ot Jupexrua 98/8/EO
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KUBOTHH

BHUOJIOT'MYHU, OU3NYHH,
XUMWYHA W TEXHUYECKU
CBOMCTBA HA BUOLMJIA

3.1.

Buonorndnn cBOiCTBa Ha MHKPOOp-
raHu3Ma, KOHTO ce ChIbpXka B
ouonuaa

3.2.

Boamen Bup (mpum 20 °C m 101,3
kPa)

3.2.1.

Lesar (mpu 20 °C u 101,3 kPa)

3.2.2.

Mupuc (mpu 20 °C u 101,3 kPa)

3.3.

Kucenunnocr,
CTOMHOCT

ankamHocT W pH

3.4.

OTHOCHTENHA TUTBTHOCT

3.5.

CrabumHocT npu ChXpaHEHHe,
CTaOWITHOCT M CPOK Ha ChXpaHEHHE

BinusHue Ha cBeTiaMHATA

Bnusaue Ha TEMIIEpaTypaTa U BJIAX-
HOCTTa

PeaktuBHOCT crpsiMO chaa

Jpyru  ¢akTopH, KOHTO
BIMSHHE BBPXY CTaOMIIHOCTTA

OKa3Bat

3.6.

TexHuueckn
ouonuaa

XapaKTEPUCTUKHA Ha

3.6.1.

Mokpertiia cnocooHOCT

3.6.2.

CyCHeHSI/IOHHa CII0COGHOCT n
CTaOMIIHOCT Ha CyCIICH3UATa

3.6.3.

CHUTOB aHaIM3 10 CyX U MOKBpD METOJ

3.6.4.

CmocobHocT  3a
peemyirupase,
emyJicusita

eMyJrupaHe |
CTaOUITHOCT Ha

3.6.5.

3bpPHOMETPHYCH CBHCTaB, ChABPIKAHNE
Ha Tpax, GUHU YaCTHIHM, H3HOCBAHE U
POHIUBOCT

3.6.6.

TpaitHo 0Opa3yBaHe Ha msHA

3.6.7.

TeunnBOCT/CUITITMBOCT/3aMPAIIMMOCT

3.6.8.

CKopocT Ha TOpeHe — TeHepaTopy Ha
JIM




2012R0528 — BG — 25.04.2014 — 002.001 — 142

Komnona 1
W3uckBana uH(pOpMaLms:

Komona 2
Bceuuku 1aHHM ca OCHOBHH,
OCBECH aKO He ca OTOeNsA3aHu
KaTo JONBJIIHUTCIIHA

Kosnona 3

CrnenupuyHN NpaBuUia 3a aJanTHpaHe CHPSIMO
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3.6.9. [IbnHO wm3rapsine — reHepaTopud Ha
UM

3.6.10. CscraB Ha auMa — TIeHEpaToOpH Ha
M

3.6.11. Mopmenru Ha  pa3mpbCKBaHE  —
aepo301u

3.6.12. Jlpyru TeXHMYECKHM XapaKTepHUCTUKU

3.7. dusnyHa, XMMHYHA W OHOJIOTHYHA
CBBMECTUMOCT C JPyrH TIPOAYKTH,
BKIIFOUUTEIIHO OWOIMAM, C KOUTO
ynotpebara My mpeacTon jaa Obae
paspelieHa WM periucTpupaHa

3.7.1. ®dus3uyHa CbBMECTUMOCT

3.7.2. XUMHUYHA CBBMECTUMOCT

3.7.3. Bronorndna ceBMecTHMOCT

3.8. [ToBBPXHOCTHO HAaIpEKEHHE

3.9. Buckozuter

4. OU3NYHU PUCKOBE u
CBOTBETHU XAPAKTE-
PUCTUKHU

4.1. Excruio3usu

4.2. Bp3mamennmu rasose

4.3. Br3mnamenumu aepo3onu

4.4. Oxcuaupaiiy razose

4.5. I'a3oBe mox HansArane

4.6. Be3maMeHHMH Te4HOCTH

4.7. Be3miamMeHMHu TBBPIM BEIIECTBA

4.8. Okcuaupany TeYHOCTH

4.9. Oxkcuaupany TBbPAM BELIECTBA

4.10. OpraHuuHy HEPOKCUIU

4.11. KopozuBHocT 3a meranute

4.12. Jpyru (U3MYHM TIOKA3aTeNy 3a PUCK

4.12.1. Temmeparypu Ha caMmo3amajBaHe Ha
MPOJIYKTH (TEYHOCTH U Ta3oBe)

4.12.2. OTHOCHTeNHA TeMIlepaTypa Ha camo-

3anajBaHe 3a TBBPAW BELICCTBA
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4.12.3.

OmnacHOCT OT eKCIUIO3HUsI Ha Ipax

METOJM 3A OTKPUBAHE H
NAEHTUOUKALIA

5.1

AHanuTHYEH METOJ 32 ONpeeisiHe Ha
KOHIICHTpalusTa B OWommga Ha
MHKPOOPraHU3bM(MH) W PHUCKOBH
BEILIECTBA

5.2

AHaJIUTHYHU METOAU 3a HAONIIO/ICHUE,
BIJIIOUMTEIIHO CTENEeH Ha BBH3CTaHO-
BSIBAHE M TPAaHUIU 33 KOJIHUYECTBEHO
ompejeNstHe M OTKpMBaHe  Ha
aKTUBHOTO BEILECTBO U, KOrato e
HEO0OXOJMMO, Ha HErOBH OCTATHYHH
BEIECTBA  BBB/BBPXY XpaHH  OT
pacTUTENeH U XKUBOTUHCKH IPOM3XOJ
i Gypaxu U Ipyru NpogyKTu (He e
HEOOXOAUMO, aKO HUTO aKTUBHOTO
BEILIECTBO, HUTO TPETHPAHOTO C HETro
u3feNnue Imomajar B KOHTakT €
KHUBOTHH, OTIIEXKIAHH 33 IIPOM3-
BOJACTBO Ha XpaHH, C XpaHH OT
pacTUTENEH U KUBOTUHCKH IPOH3XOJ
i ¢ Qypaxu)

IIOI'[BJ'IHI/ITCJ'[HI/I JaHHH

E®EKTUBHOCT
HEJEBHA OPI'AHU3BM

CITPAMO

6.1.

ODyHKIMU U HaYMH 33 KOHTPOI

6.2.

[IpencraBuTeneH(Hu) Bpenuren(n),
KOMTO(KOUTO) ce KOHTpomupa(r), M
3aIIUTCHU TPOAYKTH, OPTaHU3MH WU
obexTn

6.3.

Bo3neiictBue  BBpXy ~— NIpeACTaBH-
TEJIHUTE 1IeNIeBH OPraHU3MHU

6.4.

BeposiTHa KOHLEHTpaLMsi, NpU KOATO
MMKPOOPTaHU3MBT IL[€ C€ M3I0/I3Ba

6.5.

Hauun Ha nelictBue

6.6.

3asBlIeHUA 3a MpEATaraHo eTHKe-
THpaHE Ha MPOJYKTa

6.7.

Jannu 3a eUKacHOCT B MOAKpEna Ha
TE3U TBBPICHHS, BKIIOUHTEIHO E€BEH-
TyaJlHO M3IIOJI3BAHU HAJIUYHU CTaH-
JapTHH  IPOTOKONH,  J1aOOpaTOpHU
W3NUTBAHUS MJIM  TOJIEBU  €KCIle-
PHMEHTH, BKJIIOUUTENIHO CTaHIAPTH
3a e(eKTHBHOCT, KOraro € YMECTHO
U HOAXOJAIIO

6.8.

Bewukn  gpyrm M3BecTHH
HUYEHHsT Ha e(UKacHOCTTa,
YUTEITHO PE3UCTEHTHOCT

orpa-
BKJIFO-
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Wndopmamus 32  cioydyam — WIM
BB3MOXKHH CIIydal Ha pa3BUTHE Ha
PE3UCTEHTHOCT u TIOIX OJISIIITH
CTpaTeruy 3a yIpaBlICHHE

H36HIOI[CHI/I$I Ha  HCXKCJIIaHH  HUJIN
HETIpEABUJICHU CTpaHUYHU C(beKTI/I

MNPEABUAEHN  VIIOTPEBM U
EKCITIO3ULINA

7.1.

IIpenBunena obnact Ha ymorpeda

7.2.

IIpoxykroB THII

7.3.

IoxpobHo  ommcaHue Ha
BHJEHATa ymorpeba

mpen-

7.4.

IMotpebuTeny, Hamp. IPOMHILICHH,
o0yueHu npodecuoHanucTy, npode-
CHOHAJIHW MJIM MAacoBU IOTpeOHUTENN
(renpodecnoHaTHA TTOTPEOUTEH)

7.5.

Meton Ha IPUIIOKEHUE W OIMCaHUEC
Ha TO3H MCTOO

7.6.

Jlo3upane u, ako € yMecTHO, KpaiiHa
KOHIIGHTpauuss Ha Ououuga WU
MHKPOOpTaHU3Ma, AKTUBHOTO
BELIECTBO B TPETHPAHOTO U3JEIIHe
WM B CHCTeMara, B KOSTO ce
W3NO0I3Ba  NPOAYKTHT  (Hamp. B
YCTPOHCTBOTO 32 MpWJaraHe WiIu
MPUMaMKaTa)

7.7.

Bpoit u rpadguk Ha MpUIOKEHUATA U
MPOABIDKUTEIHOCT Ha 3alIuTaTa

Konkperna unpopmanus 3a
reorpad)cKoTo MECTOINONOXKEHHE MU
KIMMaTH4YHUTE Pa3Inyuusl, B T.4. HE0O-
XOIMMH HEpPUOAUM HAa  HU3YaKBaHE
npeay IOBTOPHO IIpUiIaraHe, Heoo-
XOIMMH KapeHTHH MEpUOAU WU
JpYTd TpeAnasHd MEpPKH 3a 3aliuTa
Ha 3/IpaBETO Ha XOpara M >KMBOTHUTE
U 3a OIla3BaHe Ha OKOJIHATa cpela

7.8.

TIpenioxeny ykaszaHus 3a ynorpeda

7.9.

JlaHHM 3a EeKCITO3MIIMATA

7.9.1.

Wndopmarmst 3a ekcrosuimsta Ha
YOBEKa, CBBP3aHa C MPEHIOKCHHTE/
OUYaKBaHUTE yMoOTpeOW M 00e3BpekK-
IIaHETO

7.9.2.

Undopmarmst 3a ekcrnosuusta Ha
OKOJIHATA Cpela, CBbp3aHa C Mpel-
JIOXKEHUTE/OYaKBAaHUTE YIOTPeOH u
00€3BPEIKTAHETO
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CrnenupuyHN NpaBuUia 3a aJanTHpaHe CHPSIMO
CTaHJapTHATa MH(POPMAIUS OTHOCHO HSKOH OT
M3UCKBAHUATA 32 IPEIOCTABSHE HA
nHbOpMAanys, KOUTO MOXE Ja Hamarat
M3I0JI3BAHETO HA M3IHTBAHE BbPXY IPHOHAUHH
JKHUBOTHH

TOKCHUKOJIOI'MYEH IMPODUJI
ITPY YOBEKA U JXUBOTHHWUTE

He e HeoOxomumo 1a ce U3NHUTBa

NPOAYKTHT/CMECTa, aKo:

— ¥UMa BaIUIHH JaHHH 32 BCCKH
KOMIIOHGHT Ha  CMeCTa, KOHTO
MO3BOJSIBAT  KiIacH(UIMpaHe Ha
cMecTa ChIVIACHO MpaBHiaTa, ycra-
HoBeHu B Jlupextusa 1999/45/EO,
Pernament (EO) Ne 1907/
2006 (REACH) u Permament (EO)
Ne  1272/2008  (xnmacudpunupane,
CTHKCTHpAaHE M ONAKOBaHE), W He
Ce O4YaKBaT CHHEPIHYHH e(EeKTH
MEXy KOMIIOHEHTHTE.

8.1.

KoposuBHo peiicTBue BBpXY KoXarta
WIK KOXHO JIpa3HeHe

8.2.

O4HO npa3HeHe

8.3.

Koxxna cencubunmsanms

8.4.

HuxarenHa CEHCHOMITU3AITHS

IIOHBHHHTCJ'[HI/I JAHHH

8.5.

OcTpa TOKCHYHOCT

— CraHgapTHUAT NOAXOJ € KJacu-
¢unmpaHe ype3 H3MOI3BaHE Ha
HOCTAIHUS TIO/IX0/ 3a Kiacudu-
IMpaHe Ha CMecH 3a ocTpa
TokcuuHOCT B Pernament (EO)
Ne 1272/2008.

ITo opasen mpT

Ilo HUHXAJIaTOPEH IIbT

Ilo nepmanen mbeT

Z[OHT:J'IHI/ITGHHI/I H3CJIEABAaHUs 3a OCTpa
TOKCHUYHOCT

8.6.

Wudopmarnust 3a
abcopOIHs, ako ce M3HUCKBa

JAcpMaliHa

8.7.

Hannuuu
OTHOCHO:

TOKCHKOJIOTUYHU JaAHHH

— HeakTtuBHO(M) BemecTBo(a) (T.e.
pHUCKOBO(H) BemiecTBo(a), Win

— CMecC, CpPel YHMHTO KOMIIOHEHTH
MMa PHCKOBO(M) BELIeCTBO(a)

IpH JMIca Ha AOCTaTbYHO JaHHU
3a HEaKTUBHO(M) BeIIecTBo(a),
KOUTO HEe Morar aa Osjar
NOJlyYeHH upe3 npeHacsiHe (read-
across) Ha JaHHU WIH JpPYTH
NPHETH TOIXOMAH, PAa3IMYHH OT
M3IUTBAHUATA, CE€ M3BBPLIBA(T)
eneBo(u) u3nuTBaHe(us),
omcano(u) B npwioxenue I, 3a
puckoBo(¥) BemiecTBo(a), WM 3a
CMeC, Cpell YHUHTO KOMIIOHEHTH
MMa PUCKOBO(M) BEIIECTBO(a).

He e mHeoOxomumo pa ce
HPOAYKTHT/CMECTA, aKoO:

HU3IHUTBa

— HMa BaJIMJHU JaHHHU 3a BCCKH
KOMITOHECHT Ha CMECTa, KOHUTO
IIO3BOJIABAT KnacmbnunpaHe Ha
CMECTa CBIJIaCHO IIpaBuWaTa, YycCTa-

voBenn B JlupektuBa 1999/45/EO,

Pernament (EO) Ne  1907/2006
(REACH) wu Permament (EO)
Ne  1272/2008  (xnmacuduiupane,

eTHKETHPAaHEe U ONAaKOBaHE), U HE Ce
OYaKBaT CHHEPIHYHH ePeKTH MEXIy
KOMITOHEHTHTE.
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CrnenupuyHN NpaBuUia 3a aJanTHpaHe CHPSIMO
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W3UCKBaHUATA 3a NPEAOCTaBAHE Ha

nHpOpMaIMsi, KOUTO MOXKE [a HamaraT

M3I0JI3BAHETO HA M3IHTBAHE BbPXY IPHOHAUHH

KUBOTHH

8.8.

JlonbIHUTETHI HU3CIICIBaHUs 3a
KOMOHMHAIMK OT OMOLUIH

3a Guonuau, 3a KOMTO Ce NPEABINK/IA 12
ObJaT pazpelleHy 3a ynorpeda ¢ Apyru
OMOLMM, Ce OLEHSIBAaT PHCKOBETE 3a
XOpara, )XMBOTHUTE U OKOJIHAaTa Cpefia,
HPOM3THYALIY OT U3HOI3BAHETO Ha TE3U
KOMOMHAIMH OT NpoxyKTHu. Karo anrep-
HaTUBa Ha MPOYYBAHUATA 3a OCTpa
TOKCHYHOCT MOTaT Ja C€ H3II0N3BaT
m3uyucieHus. B HAkom  ciydaw,
HalpuMep KOraro HsiMa BaIUIHU
JaHHU OT IOCOYCHHS B KOJOHA 3 BUI,
TOBAa MOXKE J1a M3UCKBA IIPOBEXIAHETO
Ha OrpaHHM4YeH OpoH IpoyduBaHUA 32
0CTpa TOKCHYHOCT KaTO C€ H3IOJ3BaT
KOMOUHAIIMH OT MPOLYKTHTE.

He e Heo6XoauMo Ja ce U3MHUTBA CMECTa
OT NIPOJYKTH, aKO:

UMa BaIUOHU JAaHHU 32 BCEKH
KOMIIOHEHT Ha  CMECTa, KOHUTO
MO3BOJISAIBAT  KIacH(HUIUpaHe  Ha
cMecTa ChIVIACHO MpaBHiaTa, ycra-
HoBeHu B JlupextuBa 1999/45/EO,
Pernament (EO) Ne 1907/
2006 (REACH) u Permament (EO)
Ne  1272/2008  (xnmacudunupane,
CTHKCTHpAaHEe H OIAKOBaHE), W He
Ce O0uakBaT CHHEPrUYHU edeKkTn
MEXy KOMIIOHEHTHTE.

8.9.

OcTraTb4yHHU BEIECTBA B TPETUPAHUTE
u3zeNys, XpaHu U Gypaxku MU BbPXY
TAX

ﬂOHLHHHTCHHH JaHHH

EKOTOKCHKOJIOI'MYHU
W3CJIEABAHUA

9.1.

WsuckBa ce uHpOpMAIHMs 332 E€KOTOK-
CHYHOCTTA Ha OWoLUaa, KOSTO €
JOoCTaTh4HA, 3a Ja MOXe Ja ce
B3€ME pElICHHE OTHOCHO Kiacupuim-
paHETO Ha NPOAYKTA.

— Koraro uma BamuIHU JaHHU 3a
BCEKM KOMIIOHEHT Ha CMecTa H
HE cCe O4YakBaT CHHEPrHYHH
eeKkTH MeXay KOMIIOHECHTUTE,
cMecta MOXe Ja ce KIacH-
¢duLmupa CHIIACHO IIpaBMIIATa,
ycraHoBenu B JlupekruBa 1999/
45/EOQ, Pernament (EO)
Ne  1907/2006 (REACH) wu
Pernament (EO) Ne 1272/2008
(knacudunypaHe, eTHKETHPaHE
U OTAKOBaHE).

— Tlpu nunca Ha BadWIHU JAHHH
WIM  KOrato MOXKe Ja ce
OYaKBaT CHHEPTHYHH  edeKTH,
MOKE Jla C€ HAaJOKH W3IHMTBAHE
Ha KOMIIOHEHTUTE W/WIM Ha
camMusi OMOLIMI.

9.2.

JlonbIHUTETHI
H3CTIEIBAHMS

CKOTOKCHUKOJIOTHYHHA

Moske na ce U3MCKBAT JOIIBIHUTCIHU
W3CNIeIBaHMs, M30paHUM  M3MEXAY
€KBHUBAJICHTHUTE TOYKU B paznesn §
ot npunoxenue II Muxpoopranuzmu
Ha CBOTBETHHUTE KOMIIOHEHTH Ha
Ouonmga WM Ha caMusi OHOLU,
KOraTo  JaHHUTE 33  aKTHBHOTO
BEIIECTBO HE HPEOCTaBAT
JOCTaTPYHO HHGpOpPMAIUs M aKo
CBIIECTBYBAaT MpPU3HALM 32 PUCK
nopagu crneuupUYHM CBOWCTBAa Ha
ouorua.
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CTaHJapTHATa MH(POPMAIUS OTHOCHO HSKOH OT
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nHbOpMAanys, KOUTO MOXE Ja Hamarat
M3I0JI3BAHETO HA M3IHTBAHE BbPXY IPHOHAUHH
JKHUBOTHH

9.3.

Bwb3neiicTBie BbpXy IPYTH HELENCBU
opranm3Mu (¢uiopa u ayna), 3a
KOUTO CE CYHTa, 4¢ MOXeE jJa Obaar
H3JI0KEHH Ha PUCK

IIOHLJ'IHI/ITCJ'IHI/I JaHHH

I[aHHI/ITe 3a OICHKa Ha OIIAaCHOCTHUTC 3a
JUBU 603a1>’m14u14 CC B3C€MAT OT TOKCHKO-
JIoTU4YHaTa OLICHKa 3a 603aﬁHHHH.

9.4.

94.1.

9.4.2.

Axo OwonmasT € mox (Qopmara Ha
MpUMaMKa HJIH TPaHyJIH

KoHTponupanu onuTH 3a OICHKa Ha
PHMCKOBETE 3a HELEJIEBUTE OPraHU3MU
MIPU TI0JIEBU yCJIOBHSA

WscnenBanus Ha TpHEMaHETO Ha
Owonmpa  4pe3  IMOIIBIIAHE  OT
HEIeNIeBU OpPraHW3MH, 32 KOHTO Cce
CYHTa, Y€ Ca M3JI0KEHH Ha PUCK

HOHBJ’IHHTCJ’IHI/I JIAHHA

9.5.

BropudeH exonoruueH egekTt, Hamp.
KOraTo ce TpeTHpa 3HAa4YMTeJHa 4acT
OT KOHKPETEH THIl MECTOOOMTaHHE

IIOHBHHHTCJ'[HI/I JaHHH

10.

MNOBEJAEHHME W XMU3HEH IUKDBJI
B OKOJIHATA CPEJA

10.1.

IpenBuanMH MBTHIIA 33 TOCTHIIBAHE
B OKOJHATa cpela Bb3 OCHOBA Ha
npe/BUKAaHaTa ynorpeda

10.2.

Z[OHT).]'IHI/ITCJ'IHPI HU3CIIE€ABAHUA Ha
HOBEACHUETO MW JXHU3HCHHUA IIUKBI B
OKOJIHaTa cpeaa

Korato e moaxozsmo, 3a NpoaykTa
MOXeE Ja Cce M3MCKBA  IIara
uHpoOpMaIys, U3UCKBaHA B pasznen 9
or npuiaoxenue II , ,Muxpoop-
raHu3MH"

3a NIPOAYKTH, KOUTO CE€ U3IIOJI3BAT Ha
OTKpPUTO C TIpSIKO OTHACIISAHE B
TIOYBUTE, BOAUTE WJIN ITIOBBPXHOCTUTE,
KOMIIOHCHTUTE Ha IPOAYKTa MoOrar Jaa
OKa)kaT BB3JICHCTBUE BBpXY IIOBE-
JCHUCTO MW JKHU3HCHHUA [UKBJI (I/I
CKOTOKCI/I‘IHOCTTZ.) Ha AaKTUBHOTO
BEIICCTBO. M3ucksar ce JAaHHH,
OCB€H aKO HE € Hay4YHO [JOKa3aHo,
4€ IJKHU3HCHUAT 1IHUKBI Ha KOMIIO-
HCHTUTEC Ha IIPOAYKTa € BKIIIOYCH B
NpeACTaBeHUTE MNaHHU 3a aKTUBHOTO
BCIICCTBO u Apyru YCTaHOBEHHU
PHUCKOBHU BEUICCTBA.

I[OHT)J'IHI/ITCJ'IHI/I JaHHHA

10.3.

TloBenenue IIpU U3J1Y’KBaHE

IIOHBHHHTCJ'[HI/I JaHHH

10.4.

AKO OMOLMIBT IIE ce pa3NpbCKBa HA
OTKPHTO WJIM MOXE Ja Tpeau3BHKa
3HAYUTEJHO O0Opa3yBaHe Ha Ipax,
TOraBa MOJKE Ja C€ W3UCKBAT NTAaHHU
3a  TOBEJCHHE NPH  CBPBXpa3-
NpbCKBAaHE, 3a Ja C€  OLCHAT
PHUCKOBETE 3a ITYENUTE IPH IOJIECBH
YCIIOBUSL.

HOHT)HHI/ITCJ'IHI/I JaHHHA
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11.

MEPKH, KOUTO JA CE
IMPUEMAT 3A 3AIIMTA HA
XOPATA, XNBOTHUTE n
OKOJIHATA CPEJA

[IpenoprvunTennu METOIU "
Tpea3Hy MEpKH MpU: MaHUITYJIaIus,
CBhXpAHEHHE, TPAHCIIOPT WM IMOXKap

11.2.

Mepku B ciayvall Ha WHIHIEHT

11.3.

Ipouenypu 3a paspyliaBaHe MU
oOe3BpexxgaHe Ha Owonupa ¥ Ha
HErOBOTO OIIaKOBaHE

11.3.1.

KonTponupano usrapsze

11.3.2.

Tpyru

11.4.

OmakoBaHe W  CbBMECTUMOCT Ha
ouonuaa c MpeUI0KEHUTE
Marepuaiy 3a OlMaKOBaHe

[Ipouenypm 3a mouncTBaHe Ha
obopyaBaHeTO 3a IpHiIaraHe Ha
MPOAYKTa, KOTaTO € YMECTHO

Tlnan 3a HaOmoIeHHE, KOWTO aa ce
W3NO0JI3Ba 33 AKTHBHUS MHKpPOOpP-
TaHU3bM W Jpyr(d)  MHKpOOp-
TaHu3bM(MH), CHIbpXKAIIM CE€ B
Ouormaa, BKIIOYMTEIHO HOPH MaHH-
MyJanysi, ChbXpaHEHWE, TPAHCIOPT M
ynorpeba

KIIACUDUIIUPAHE,
TUPAHE W OITAKOBAHE

ETUKE-

IIpencraBar ce NpUMEpHU ETHUKETH,
yKkazaHus 3a ynorpeba u uHdopma-
IMOHHY JINCTOBE 3a 0E30IIaCHOCT.

12.1.

VYkazaHue OTHOCHO HEOOXOIUMOCTTa

OvonuabT @ MMa  3HaK  3a
OMOJIOrMYHa OMACHOCT, IIOCOYEH B
npuinoxxkenue Il xem  [lupextuBa

2000/54/EO

12.2.

[Ipemopbku 32 0e30MaCHOCT, BKIIO-
YHUTEJHO MPEBEHINUS, PEaKLHs, ChbXpa-
HsBaHE U 00E3BpEKAaHE

12.3.

Koraro e momxopsio, cienBa na ce
MIPEACTABAT NPEUIOKEHHUS 3a MHPOP-
MallOHHH JICTOBE 3a MEpPKHTE 3a
0e30MacHOCT.

12.4.

OnakoBaHe (TUI, MaTepuaiu, pasmep
U T.H.); BKJIIOYBAa C€ ChBMECTHMOCTTA
HAa TPOAYKTa C  HPEIOKEHUTE
MaTepHalii 3a ONaKOBaHE

13.

OBOBIIEHME W OLIEHKA

OcHoBHata HMH(poOpMalMs OT EKBHBa-
JICHTHHUTE TOYKU BBB BCEKU IMOJPA3NEIT
(2—12) ce obobmaBa 1 oLeHsBa U ce
U3TOTBS MPOEKT 32 OLIEHKA 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 BCHYKH CJIydau CC€ OcCurypsiBa ajc€kBaTHa MW HaJACXKJIHA MOOKYy-
MCHTalus.

3HAYMMOCT Ha JIOKa3aTejcTBaTra

Moxke na MMa J0CTaThbuHO 3HAYMMM [OKA3aTEICTBA OT HSAKOJKO HE3a-
BUCHMH H3TOYHHKA Ha HH(MOPMAIHs, BOACLIM IO MNPEINOTI0KEHHETO/
3aKJIIOYCHHETO, Y€ €IHO BEIIECTBO MMa WM HsIMa TOYHO OIPEIeeHO
OaCHO CBOMCTBO, JOKaro HHQOpPMAIUATa OT BCEKH €IUH CaMo-
CTOSITEJIEH M3TOYHHK cama Mo ceGe CH € HeJoCTaThyHa Ja TMOJKPEIH
Tasd wuaes. Moxe Ja MMa JOCTaThYHO 3HAYMMHK JIOKAa3aTelicTBa OT
OpPUJIAraHeTO Ha IOJIOKUTEIHH pe3yJNTaTH OT HOBOpa3paboTeHH
METOAM 3a M3IMTBAHE, KOUTO BCE OILIE HE Ca BKIIOYEHH B CHOTBETHHUTE
MCTOJMU 3a HU3IHWUTBAHC, HIU OT MemnyHaponeH MCTOJ 3a H3IMTBAHC,
npu3Hat ot Komucusita 3a paBHOCTOCH, KOMTO AABAT BB3MOXKHOCT Ja
ce M3BeJIe 3aKJIIOUCHUETO, Ye JaJIeHO BELIECTBO MPUTEXKABA OMPEICICHO
OIacHO CBOICTBO. BbHpekn TOBa, ako HOBOPa3pabOTEHHSAT METOA 3a
u3nuTBaHe ¢ Oun omobper or Komwucusira, HO Bce ome He e Oui
nyONUKyBaH, pe3yJITaTUTe OT HEro MOraT Ja Ce B3eMaT MpeBH/,
JOpH KOTaTo BOIAT [0 3aKIIOYEHHETO, Y€ JAJeHO BEIIECTBO HE
MPUTEKABa OMPE/EICHO OIMACHO CBOMCTBO.

Korato aHanu3bT Ha BCHYKW HAJMYHM JaHHM JaBa JOCTAThUYHO 3HAYUMHU
JIOKa3aTelcTBa 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.

Ilpy BcuukM cilyyau ce OCUrypsiBa aJeKBaTHa U HaAEXKAHA [OKY-
MEHTaLusL.

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.
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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

BB3MOXHO € pe3ynTarturte, MOJIyYeHH OT MPUIATAaHETO Ha IMOIXOISIIH
METOIH WH BHUTpPO, Ja MOKaXaT HAJM4YKe Ha MaJeHO OMAcHO CBOMCTBO
WINA JJa Ce OKaXAaT CHIIECTBEHH 3a MEXAHUCTUYHOTO pa3duUpaHe, KOETO
MOXKE Ja HMa 3HAa4YeHHE 3a OILEHSIBAaHETO. B TO3M KOHTEKCT
TIOIXOMAIIN O03HA4YaBa [OCTATHYHO J00pe pa3pabOTeHH ChHIIIACHO
MEXIAYHApPOIHO NPU3HATH KPUTEPUH 3a pa3paboTBaHE Ha W3IMHUTBAHUSL.

Koraro TakuBa M3NUTBaHUS WH BUTPO JaaT MOJOKHUTEIHU PE3yTaTH, €
HEOOXOANMO HAIMYMETO Ha OMACHO CBOMCTBO [1a ObAE MOTBBPACHO OT
TOAXOMSIIN U3MUTBAHUS UH BUBO. BBIpEeKu TOBa TakoBa NOTBBPIKICHHUE
MOXe Ja Ob/e M30erHatro, ako ca M3IMBJIHCHH 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.

— IlpuynHuTe, MOpaaud KOMUTO PE3yNTaTHTE OT OIEHKaTa Ha EKCIo-
3UIUATA JaBaT OCHOBAaHMA 3a OCBOOOXKIAaBaHE OT M3MCKBAaHMATA 3a
MIpefoCTaBsiHE Ha JAHHM, C€ M3JIarar o SICEH M MpOo3padeH HauuH.

B’LHpCKI/I TOBa UBIMHUTBAHCTO CC€ MPOBEKJA 3aAbJDKUTCIIHO 3a HEIIPAroBu
e(bCKTI/I, CJ'ICZ[OBaTCJ'IHO Onpeae/icHn OCHOBHU JaHHU BHUHAru Ca 3aAbll-
JKUTCIIHU, HAIIpUMEP HU3IUTBAHE 34 I'€HOTOKCHUYHOCT.

Ako ¢ yMmecTHO, AreHmusTa, B ChTpyaHHYecTBO ¢ Kommucwusra,
IBPKABATE-WICHKH M 3aHHTEPECOBAHUTE CTPAHH, CHCTABSI H MPEIOCTABS
IOMBIHATEIHA HACOKH OTHOCHO KPUTEPHHTE, YCTaHOBEHH CBHITIACHO
uned 6, maparpad 4 u unen 21, maparpad 3.

ITpu BcHUKHM Cllydau ciefBa Aa ObJe MpeicTaBeHa aJeKBaTHa 000CHOBKA
i gokymentanus. OGOCHOBKaTa ce apryMEHTHpa C OLEHKA Ha EKCIIO-
3UuHuATa B CbOTBETCTBUE C IPUIOKHUMUTE TEXHUYCCKHU YKasaHHs, aKo
UMa TakKuBa.
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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.

IMponykroB Tvn 1: XurueHa Ha yoBeka

Ilponykrure B Ta3u rpyna ca OMOLMIM, KOUTO C€ YHOTpeOsBaT 3a LIENUTE Ha
XHUTMEHaTa Ha 4O0BEKa M ce MpuiaraT BbPXY WIM B KOHTaKT C YOBEHIKAaTa KOXKa
WM CKaJIll C ITbPBUYHA IeN Je3nH(eKIUpaHe Ha Ko)KaTa MM CKaJIa.

ITponyxroB T 2: Jle3nH(EKTaHTH U AITMIMAN, KOUTO HE ca NpeAHa3HauYeHH 3a
npsika ynorpeba BbpPXy XOpa WM JKMBOTHU

IIpoayxtu, wusnona3BaHM 3a JA€3MH(EKIMS Ha MHOBbPXHOCTH, MaTepualy,
obopyznBaHe ¥ MeOend, KOUTO HE BIM3AT B MPSAK KOHTAKT C XpaHa WIH (Qypaxku.

Ob6nacture Ha ynortpeba ca, Hapenq C APYroTo, IUTyBHH OaceiiHW, aKBapUyMH,
0aHM W APYrd BOAHH IUIONIM; KIMMATHYHH CHCTEMH, KaKTO M CTCHH M IIOI0BE
B YaCTHH, OOILIECTBCHH M MPOMHUIIICHH 30HH M B JPYTH 30HHU 3a HpodecroHarHa
IEHHOCT.

ITpoxykTH, U3M0I3BaHM 3a Ne3nH(EKIUsS Ha BB3IYyX, BOJAA, KOATO HE € MpeIHa3-
HayeHa 3a ynorpeba OT XOopa MM JKMBOTHH, XUMUYECKH TOAJIETHH, OTIHAIHU
BOJM, OOJHUYHU OTHAXBLH U HOYBA.

IIpoayxTy, W3MOI3BaHM KAaTO alTMUMIAM 3a TpPETHUpPaHE Ha IUIyBHU OaceliHu,
aKBapUYMM M JAPYrd BOAHM IUIOIIM, KAKTO M 32 BB3CTAaHOBUTENHA 00padoTka
Ha CTPOMTEITHH MaTepHallu.

IIponykTH, KOUTO ce BiaraT B TEKCTWI, ThKaHW, MacKu, OOM W JPYTH M3ICIHs
WIA MaTepHald 3a NPOHM3BOJACTBO Ha TPETHPAHH H3JCNUS C Ie3MH(EKIMpain
CBOWCTBA.

ITponyxroB Tn 3: BerepuHapHa Xuruena

[MponykTH, HW3MON3BaHM 3a LIENIWTE HAa BETEPHHApHATA XWUTHEHA, KaTO MAE3WH-
(dexTaHTH, Ae3MH(EKTHpallM CcalyHH, OPOJAYKTH 3a XWUTMEHA Ha YCTHaTa
KyXMHA WM TSJI0TO, WIM C aHTUMHKPOOHO JieiicTBHE.

IIponyxtu, u3nona3BaHM 3a A€3MHQEKIMs HA MaTepuald U I[OBbPXHOCTH,
CBBbP3aHU C HACTAaHSABAHE WM IIPEBO3 HA XXMBOTHH.

IpoxykroB tum 4: ObxacT Ha ynorpeda, CBbp3aHa C XpaHH M (ypaku

IponyKTH, M3MON3BaHHU 3a Ne3UH(EKIUs Ha 060pyABaHe, KOHTEHHEPH, PUOOPH
M CHIOBE 3a XpaHCHe, MOBBPXHOCTH WM TPHOOIPOBOOM, CBBP3AHH C IPOM3-
BOJCTBOTO, TPAHCIIOPTA, CHXPAHCHHETO WM KOHCyMalusATa Ha XpaHH A
(bypaxu (BKIIOYUTETHO MHUTEHHA BOJAA) 32 XOPa M JKHBOTHH.

IIpoaykTu, KOMTO ce BjaraT B MaTepHalld, KOUTO MOIaT Jia BJA3aT B KOHTAaKT C
XpaHH.

IMpoxykroB tun 5: Ilurteiina Boxa

HpOL[yKTI/I, H3I0JI3BaHU 3a L[eSI/IH(i)eKHI/I}I Ha TIUTEWHa BOJa 3a XOpa U XUBOTHH.

T'JIABHA TPYIIA 2: KoHcepBaHTH

OcBeH ako HE € IOCOYEHO APYro, Te3 MPOAYKTOBH THUIIOBE BKJIIOYBAT CaMO
HPOAYKTH 3a MPEJOTBPATIBaHE Ha MUKPOOHOJIOTMYHO MM alrajHO Pa3BUTHE.

HpOZ[yKTOB THI 6: KOHCCpBaHTI/I 3a IMPOAYKTH II0 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, IuracTMacHy, YIUIBTHSBAIlA MaTepuaiy, JIeNWia 3a CTCHH, CBbp3Balllud
MaTepualii, XapTus, IMpOU3BCACHUS Ha HU3KYyCTBOTO.

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.
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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)

Ionpasnenure ,,Bw3aeiicTBe BBPXY 3ApaBETO Ha XopaTa M JKMBOTHHTE®,
,.Bb3eiicTBUE BBPXY OKONIHaTa cpena“, ,Bb3aeiicTBHE BBPXY LEJIEBUTE
opraumsmu”“ u ,EdukacHoct, BrmoueHM B pasgenure ,,OneHka“ u
,»3aKJIIOYEHHS, ChOTBETCTBAT HAa YETHpUTE KpuTepus no wieH 19, maparpad 1,
OykBa 0), KakTo cielBa:

,,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'I}O‘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 IpeIBHI  Apyra MOAXOJsINA TEXHMYECKa MIM  HaydHa
uHpoOpMaLHs, KOATO NpH OOWMuYalHM yCIOBUS € Ha PasIOJOXKEHUE IO
OTHOLIGHHE Ha CBOWMCTBaTa Ha OWOIMAA, HETOBUTE KOMIIOHEHTH, MeTa-
OOJIMTH WJIM OCTAaTBhYHHU 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

Br3neiicTBue BBpXy 3ApaBeTO Ha XopaTa

22.

23.

24.

25.

26.

217.

28.

OI_[eHKaTa Ha pUCKa OT4YUTa CJICAHUTE ITIOTCHIHUATIHU BL3HCﬁCTBHH, Ipous-
THYaIyM OT | yHOTpe6aTa Ha 6HOIII/I£[a, U Ipynure OT HACCJIICHUETO,
H3JIOKECHU 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
BHAMaHHE Ha aJIeKBATHO M3MEPEHH W TPEICTABUTEIHU TaHHU 32 €KCIIO-
3UIMATA, KOTaTO TE3M JaHHU ca HaiuuyHU. Korarto 3a oleHKaTa Ha HUBaTa
Ha eKCIIO3WIHSA C€ W3MON3BaT W3YHCIUTEIHH METOIHW, C€ IIpuiiarar
TOAXOASIIN 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 HAaJIC)KHO BaJlMJUpPaHU, KaTO H3MEpBaHUATA C€ MU3BBPIIBAT B
yCJIOBUATa, KOUTO Ca MOAXOAALIN 3a IpUIaraHe Ha MozAecia,

— ca IOJXOJSIIM 3a YCIOBHATA B obiacTra Ha ymorpeoda.
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 CBOTHOLICHMETO [03a (KOHLEHTpalus) — peakuus
(BB3IEHCTBUE) Ce M3BBPIIBA C LN Jla CE NMPEABUIN KOHIEHTPALUATA, OM
KOSTO HE CE OYaKBa Ja BB3HUKHAT BPEIHU BB3JCHCTBHUS B CHOTBETHHSA
KOMIIOHGHT Ha OKOJIHaTta cpeja. Ta3um OLEHKAa ce NpaBU 3a aKTUBHOTO
BEIIIECTBO M 3a BCSKO PHUCKOBO BEIIECTBO, IPHCHCTBAIIO B Ononuaa. Tasu
KOHIeHTparms ¢ mno3Harta karo PNEC. Bwmnpekn ToBa B HAKOHM Cilydaw
MOXE Ja € HeBBb3MOXHO na ce ompenenu PNEC, mopagm xoero TpsOBa
Jla Ce HampaBM KadeCTBEHA OIEHKAa Ha CHOTHOIICHHETO 1032 (KOHIIECH-
Tpawyst) — peaknus (Bb3ACHCTBHE).

40. PNEC ce ompeznenst OT JaHHUTE 3a BB3ACHCTBHETO BBPXY OPraHU3MUTE U
U3CIEBAHUATA 32 €KOTOKCHYHOCT, NPEJICTABEHH B CHOTBETCTBHE C H3HCK-
BaHMATa Ha wieHoBe 6 u 20. T ce wu3uMcnsIBa 4Ype3 MpHIara€e Ha
KOe(UIMEHT 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 ~ Morar Ja Ce H3MOJ3BaT W JPYTH  ACCKPUITOPU
J103a—BBb3JICHCTBHE.

41. Koe(pHUHEHTHT HA OLIEHKA W3pa3siBa CTENEHTA HA HECUTYPHOCT MPU €KCTpa-
MOJIAIKS HA PE3YJITATHTE OT W3NWTBAHHUATA, U3BBPIIEHH C OIPaHHYEH OpoOii
BHUJIOBE, KbM JICHCTBUTEIHATA OKOJIHA cpejia. ETo 3amo KaTo 1510 KOJIKOTO
ca Mo-OOIIMPHU JAHHUTE W € MO-TOJISIMA TPOIB/DKATENHOCTTA HA HM3IHUT-
BaHUSATA, TOJKOBA MMO-MAJKH Ca CTENEHTa HA HECHI'YPHOCT W PasMephT Ha
Koe(uIMeHTa HA OICHKA.
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42.

43.

44,

45.

46.

47.

48.

3a BCEKM KOMIIOHEHT Ha OKOJHATa Cpefla Ce IpaBH OIICHKAa Ha EeKCIO-
3UIUATa C IeJl NMPOTHO3MpAHE Ha BEPOSTHaTa KOHLEHTPAIMsS OT BCSIKO
aKTHBHO BELIECTBO WJIM PUCKOBO BEILIECTBO, MPUCHCTBAIIO B OWONHUA.
Ta3n KOHIEHTpalHs € M3BECTHA KAaTo MpeJrojaraeMa KOHLEHTpalHs B
okonHara cpena (PEC). Brempekum ToBa B HSKOM Cilydal MOXe Ja €
HEeBB3MOXHO na ce onpenenu PEC, mopanu koero TpsiOBa na ce HampaBH
KauyecTBeHa OLICHKA Ha SKCHO3HIHATA.

PEC wuiu, koraro € He0oOXOAMMO, KayeCTBEeHATa OLICHKAa Ha E€KCIIO3UIMATA
TpssOBa Ja ce OMNpeleNsIT CaMO 3a KOMIIOHEHTHUTE Ha OKOJIHATA Cpefa, B
KOHMTO ca yCTaHOBEHH HJIHM OCHOBATEIHO MOTar Ja Ce OYaKBaT E€MHCHH,
U3XBBPIsSHE, O00€3BpeXkKIaHe WM Pa3slpPOCTPAHCHHE, BKIIOYHTEIHO U
BCEKU 3HAYUM MPUHOC OT M3JCIMATA, TPETUPAHH C OHOLHIA.

PEC wnnm xauecTBeHaTa OIIEHKa Ha EKCIIO3WIMATA C€ OMpPEAENsAT, KaTo ce
B3eMa MpEeBH]] MO-CIECHUATHO H KOraTo € yMECTHO:

— aJIeKBAaTHO W3MEPEHHU JIAaHHH 33 SKCIIO3HIUATA,
— (opmara, Ox KOATO ce IPOJaBa MPOAYKTHT,
— THIET OWOLIMI,

— METOABT HA IpUJIAraHe U J03MpPOBKATa,

— (U3UKOXUMHUYHHUTE CBOMCTBA,

— TPOAYKTHUTE OT pasmajaHe/TpaHcdopmarys,

— BB3MOXHHTE MBTHIA KbM KOMIIOHCHTH Ha OKOJNHATa cpeaa M IOTCH-
LUATBT 3a aACcopOLust/IecopOIHst 1 pa3rpaxiaHe,

— 4ecToTaTra U IPOABJDKUTECIHOCTTA Ha CKCIIO3UIIMUsATA,
— NPCHACAHCTO B OKOJIHATA Cp€a Ha rojiiMO pasCTOAHHUE.

[lpu wu3BBpHIBAHE HA OICHKA HA CKCIIO3WIHUATA CE OTAENIS CIICI[HATHO
BHHMaHHE Ha ajJeKBaTHO HM3MEPEHH M MPEICTABHTEIHH JAaHHU 3a EKCIIO-
3WIKATA, KOraTo TE3W HaHHU ca HanuuHd. Korato 3a oleHKaTa Ha HHBATa
HA eKCIO3WIMsI C€ W3MO0JI3BAT HW3YUCIMTENIHM METOMH, C€ [puiaratr
MOJXOSIIA MOJETH. XapaKTepUCTHKATEe Ha TE3W MOJEIH Ca MOCOYEHH B
Touka 34. Koraro e moaxoasimo, 3a BCEKHM KOHKPETEH CIyJail cie/Ba Ja ce
B3eMaT MPEIBUI U MPUIOKHAMU [aHHH OT HAOJOJEHHE Ha BEIIeCTBA C
aHaJIoruyHa ymorpeba W MOAENH Ha eKCHO3WIMS WM C aHaJIOTHYHH
CBOWCTBA.

3a BCEKM KOMIIOHEHT HAa OKOJIHAaTa Cpelia XapaKTepU3UPAHETO Ha PUCKA I10
BB3MOXKHOCT BkitouBa cpaBHeHue Ha PEC ¢ PNEC, Taka ue na moxe na
Oobe u3Beneno cpborHomenue PEC/PNEC.

Axo He e Bb3MOXKHO na ce u3Bene crotHomenunero PEC/PNEC, xapakre-
PHU3MpAaHETO Ha pPUCKA BKIIFOYBAa Ka4deCTBEHA OIEHKAa Ha BEPOSTHOCTTA 3a
BB3HHKBAaHE Ha BB3/CHCTBHE MNPU HACTOSIIUTE YCIOBHUS HAa EKCIIO3MIHS
WM TIPH OYaKBAaHWTE YCJIOBUS Ha EKCIO3UIIMS.

OueHsBaLIMAT OpraH MpaBH 3aKIIOYEHUETO, Ye OMOLUABT HEe OTroBapsi Ha
KpuTepuii iv) or OykBa 0) ma wien 19, maparpad 1, ako Toil chabpxa
PHCKOBO BELIECTBO HJIM CBHOTBETHHTE META0ONMTH WIM TPOXYKTH OT
pasnajgaHe WM OT PEeaKklUWH, KOUTO OTTOBApSAT Ha KPUTEPUHTE 3a KIacu(pH-
nupane karo PBT unmu vPvB BemectBa B chorBeTcTBHE ¢ npriioxenne XIII
kbM Permament (EO) Ne 1907/2006, wnm, ako Wma CBOWCTBaTa Ja
HapyllaBa €HJOKPHHHATA CUCTEMa, OCBEH aKO HE € HAay4YHO HOKa3aHo, ye
IPH CHOTBETHHUTE IOJICBH YCJIOBHUS HSAMa HENPHEMIIHUB e(EeKT.

Bn3nelictBue BBpPXY LCJICBUTE OpraHU3MU

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
CbOTBETHUTE IIOJICBU YCIOBUS He ce HaOiojaBa  HENpPHEMIIHBO
Bb3JICHCTBHE. B 4acTHOCT, OLEHABAIIMAT OpraH M3JIM3a CbC 3aKIIOYEHHE,
4ye OMOLMABT HE M3IIBJIHIBA KpUTEpHil iv) mo uneH 19, naparpad 1, Gyksa
0), ako MpH MpPEUIOKEHUTE YCIOBHUs 3a yrnorpeba NpeABUIMMATa KOHIEH-
Tpalys Ha aKTHBHO BELIECTBO MJIM Ha BCSAKO JIPYro PUCKOBO BELIECTBO MIIU
Ha ChOTBETHUTE META0OJMTH HIN NPOLYKTH OT pas3NajlaHe WM OT pPeakuus
BBbB BOJa (WM HEIHUTE CeAMMEHTH) OU MONpeunsa 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.

(1) 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
Ta3d PE3UCTEHTHOCT. Te3n meicTBUS Morar Ja BKIIOYBAT IPOMSHA Ha
yCloBUsTa, TPU KOUTO C€ W3JaBa pa3pelieHueTo. Bbhpeku ToBa, ako
Pa3BUBAHETO Ha PE3UCTEHTHOCT MIIM KPBHCTOCAHA PE3UCTEHTHOCT HE MOXKE
na Ob/ie OrpaHHYeHO B JOCTAThYHA CTENEH, OLEHSBAIMAT OpraH M3Jn3a
ChC 3aKIIOYEHHE, Ye OMOLMIBT HE W3IBJIHABA KpUTEpHuil ii) mo wien 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



2012R0528 — BG — 25.04.2014 — 002.001 — 174

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




