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To3u TeKCT CIy:KH caMo 32 MH(OPMAIMOHHU LeId M HsIMAa mpaBHO AeiicTBue. UHcTuTynnute Ha ChI03a He HOCAT
OTrOBOPHOCT 32 HErOBOTO Ch/bP:KaHHe. ABTEHTHYHUTE BEPCHH HA CHOTBETHHUTE AKTOBE, BKIIOUMTETHO TEXHUTE NMpeaMooJiu,
ca BepcuuTe, nyoauxyBanu B O¢puuuanen BectHuk Ha EBpomneiickus cbio3 u Hantuuynu B EUR-Lex. Te3u opuuuanuu
TEKCTOBE €a MPSIKO JOCTHIIHH 4Ype3 BPb3KHTE, MyOIHKYBAHH B HACTOSIIMS AOKYMEHT

»B PETJIAMEHT (EC) Ne 528/2012 HA EBPOIEMCKHUS MAPJJAMEHT U HA CHBETA
ot 22 Mmaii 2012 roguHa
OTHOCHO NMPeI0CTABAHETO HA Ta3apa M ynorpedara Ha OHMOUMIM

(Texcr ot 3HaueHue 3a EUII)

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

3mMeneH cbC:

Od¢unuaneH BECTHHK

Ne  crtpanuma naTta

> Ml JHenerupan pernament (EC) Ne 736/2013 na Komucusara ot 17 mait L 204 25 31.7.2013 r.
2013 roauna

> M2 Henerupan pernmament (EC) Ne 837/2013 wa Kommucusita ot 25 ronu L 234 1 3.9.2013 1.
2013 romguna

> M3 Pernament (EC) Ne 334/2014 na EBponeiickus napnament u Ha CeBeta L 103 22 5.4.2014 r.
or 11 mapt 2014 roauna

»M4  Jlenerupan pernament (EC) 2019/1819 na Kommucusara ot 8 asryct L 279 1 31.10.2019 r.
2019 roaguna

»MS  Jlenerupan pernament (EC) 2019/1820 nma Kommcusara ot 8 asryct L 279 4  31.10.2019 r.
2019 roguna

»M6  Jenermpan permament (EC) 2019/1821 na Komucumsara or 8 asrycr L 279 7 31.10.2019 r.
2019 romguna

»M7  Jlenerupan pernament (EC) 2019/1822 na Komucusara or 8 asryct L 279 10 31.10.2019 r.
2019 roguna

»M8  Jlenerupan pernament (EC) 2019/1823 na Kommcusara ot 8 asryct L 279 13 31.10.2019 r.
2019 roauna

» M9 Henerupan pernament (EC) 2019/1824 na Komwucusara ot 8 asryct L 279 16 31.10.2019 1.
2019 roguna

»M10 [lenerupan periaament (EC) 2019/1825 na Komucusita or 8 asryct L 279 19 31.10.2019 r.

2019 roguna

Henerupan pernament (EC) 2021/407 na Komwucusata or 3 HoemBpu L 81 15 9.3.2021 1.
2020 roauHa

»Mill
»M12 Jlenerupan pernament (EC) 2021/806 na Komucusita or 10 mapt 2021 L 180 78 21.5.2021 r.
TOJIMHA
»>Mi13

Henerupan pernament (EC) 2021/807 na Komucusra ot 10 mapt 2021 L 180 81 21.5.2021 r.
roANHA

ITonpaseH che:

»Cl1 IMompaska, OB L 280, 28.10.2017 r., ctp. 57 (528/2012)
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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 HAa OHMOUUIU

(Texcr ot 3HaueHue 3a EMII)

I'IABA 1
IMPUJIOKHO ITOJIE U OIIPEJEJIEHHUS

Ynen 1

Ien n npeamer

1. Ilenra Ha HacTOSIIIUS pPErJaMEHT € Ja ce Moao0pu (QyHKIMOHH-
paHeTO Ha BBTPCINHUS I1a3ap Ype3 XapMOHU3HPAHETO HA IMPaBHIIaTa
OTHOCHO MpPEIOCTABsHETO Ha Mas3apa M ynorpedara Ha OHOLUIH, KaTo
CBLIEBPEMEHHO Ce TapaHTHpPa BUCOKA CTEIECH Ha 3allliTa Ha 3[paBeTo Ha
Xopata W OJKHBOTHMTE M Ha OKOJHAara cpexa. Pasmopenbute Ha
HACTOSIIIMS PEIJIAMEHT Ce OCHOBABaT Ha MPHUHIMIA HA MPEIITa3InBOCT,
YMATO LeJI € Ja Ce 3allUTH 3[paBeTo Ha XOopaTa, 3/paBeTo Ha
JKHBOTHUTE, KAaKTO M OKonHata cpepa. CreluasHO BHHMAaHHE Ce
o0pbIla Ha 3alllUTaTa HA YSI3BUMHTE TPYIIH.

2. C HacTosAmus PETJIIaMCHT C€ YCTAHOBABAT MpaBUjia OTHOCHO:

a) H3rOTBAHETO HAa PABHUIICTO Ha Chbl03a Ha CIHCHK Ha AaKTHUBHUTE
BCIICCTBA, KOUTO MOrar Ja C€ HU3II0JI3BaT B ChCTaBa Ha 6I/IOL[I/I,£(I/I;

0) paspeliaBaHeTO Ha OHOIMIN;
B) B3aMMHOTO NpH3HaBaHe Ha pa3pemeHus B Cpio3a;

F) MNpeaoCTaBsAHETO Ha Ila3apa U yl'[OTp€6aTa Ha 6I/IOI_[I/IZ[I/I B €aHa HIHN
TMOBCYC AbPKABU-YWICHKHU WK B C’b}03a;

J1) MYCKaHEeTO Ha Ia3apa Ha TPETHUPaHWU H3JENHs.

Ynen 2

Ipnaoxkno moJe

1. Hacrosiust PEriIaMEeHT C€ Ipujiara 3a 6I/IOHI/I,HI/I " 3a TPpETUPAHU
u3aenus. B IMPUIIOXKCHUE V ce ChbAbpXKa CIIMCHK HAa THIIOBETE 6I/IOIII/I}II/I,
KOWTO Ca BKJIIOYEHH B OOXBaTa Ha HaCTOAIUA PETIIAaMCHT, 3a€QHO C
OIIMCAaHUCTO HM.

2. OcBeH ako B pasnopenda Ha HACTOSINUS PErJIaMEeHT WIH JPYro
3akoHozaTesicTBO Ha ChI03a M3PUYHO HE € IPEIBUIICHO O00paTHOTO,
HACTOAIMAT pErIaMeHT He ce Ipmwiara 3a Te3d OHOIMAN WM
TPETHPaHU M3JENHs, KOMTO IONanar B oOXBaTa Ha CICAHUTE HPABHU
HHCTPYMEHTH:

a) JupextuBa 90/167/EMMO Ha CwBera ot 26 MapTt 1990 T. OTHOCHO
OIIpe/ieNIsiHe Ha YCIOBHUATA, PEryJIMpAIy IOATOTOBKATa, IIyCKAaHETO Ha
nasapa u ymnotpebara Ha MeauKaMeHTo3Hu (ypaxu B Obmmocrra (1);

(') OB L 92, 7.4.1990 r., crp. 42.
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6) HdupektuBa 90/385/EVO, HupextuBa 93/42/EMIO wu Jlupekrusa
98/79/EOQ;

B) JupextuBa 2001/82/EO Ha EBpomnefickus mapnamenT u Ha CbBeTa OT
6 nHoemBpu 2001 r. oTHOCHO KoAeKkca Ha OOLIHOCTTA 32 BETEPUHAPHUTE
nekapcrenn npoayktu (1), Jupextusa 2001/83/EO na EBpometickus
napiaameHT U Ha CeBera oT 6 HoemBpu 2001 r. 3a yTBBpK/IaBaHEe Ha
Kofekc Ha OOIIHOCTTa OTHOCHO JIEKAPCTBEHM MPOAYKTH 32 XyMaHHA
ymotpeba (?) u Permament (EO) Ne 726/2004 Ha Epometickust
napiaamMeHT U Ha CwBera oT 31 mapt 2004 r. 3a yCTaHOBSBaHE Ha
npouenypu Ha OOIIHOCTTa 32 pa3penIaBaHe U KOHTPOJ Ha JIEKapCTBEHH
IOPOJYKTU 3a XyMaHHa U BeTepUHApHA ynoTpeda U 3a Ch3AaBaHE Ha
EBporeiicka arenmus 1o Jekapcrsarta (3);

r) Permament (EO) Ne 1831/2003;

n) Pernament (EO) No 852/2004 Ha EBpormeiickus mnapiaMeHT U Ha
Cogera or 29 anpmin 2004 r. oTHOCHO XWrueHata Ha xpaHute (Y) u
Pernmament (EO) Ne 853/2004 na EBpomeiickus mapiaMeHT U Ha
CoBera ot 29 ampun 2004 T. OTHOCHO ompejeisHe Ha cHenu(uIHn
XUTHEHHH TPaBHJIa 33 XPaHWUTE OT XUBOTHHCKH Mpousxon (°);

e) Pernmament (EO) Ne 1333/2008;

x) Pernament (EO) Ne 1334/2008 na EBpomeiickusi mapiaMeHT U Ha
CoBera ot 16 nekemBpm 2008 T. OTHOCHO apoOMaTH3aHTHTE H
ONpEACIEeH! XPaHUTEIHU CBbCTaBKU C apoOMaTHYHU CBOMCTBa 3a
BJIaraHe BbB WM BHpXy xpanu (°);

3) Permament (EO) Ne 767/2009 na EBpomeiickus mnapiaMeHT U Ha
CsBeta or 13 1o 2009 r. OTHOCHO NMyCKaHETO Ha mHas3apa W YHOT-
pebara Ha dypaxu (7);

n) Pernmament (EO) Ne 1107/2009 na EBpomeiickus mapiaMeHT U Ha
CeBera ot 21 okromBpu 2009 T. OTHOCHO MyCKaHETO Ha Ia3apa Ha
HPOIYKTH 3a pactutenta 3amura (%);

i) Permament (EO) Ne 1223/2009;

k) Hupektua 2009/48/EO na EBponeiickus napiament u Ha CbBera OT
18 torn 2009 r. oTHOCHO Ge30MacHOCTTa Ha AETCKUTE HWrpadku (°).

He3zaBucumo oT pasnopeaOuTe Ha MTbpBa alKHEs, KOraTo JajieH OHOIHT

nomnajga B 00XBaTa Ha HAKOW OT TOPECIIOMEHATHTE TIPABHU WHCTPYMEHTH

W € TMpeJHa3Ha4YeH 3a ynorpeba 3a IeNid, KOMTO He ca OOXBaHATH OT

MMOCOYCHHUTE MPABHU WHCTPYMEHTH, HACTOSIIMAT PErVIAMEHT CE MpHIiara

M 3a TO3M OHMOLKMJ, JOKOJKOTO Te3W IIeJH He ca OO0XBaHATH B IIOCO-

YCHHUTE WHCTPYMEHTH.

() OB L 311, 28.11.2001 r., ctp. 1.
OB L 311, 28.11.2001 r., cTp. 67.
OB L 136, 30.4.2004 r., ctp. 1.

() OB L 139, 30.4.2004 1., ctp. 1.
OB L 139, 30.4.2004 r., ctp. 55.
OB L 354, 31.12.2008 r., ctp. 34.

() OB L 229, 1.9.2009 r., ctp. 1.

(®) OB L 309, 24.11.2009 r., ctp. 1.

() OB L 170, 30.6.2009 r., ctp. 1.
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3. Ocsen ako B pasnopenda Ha HACTOSIIMSA PETIAMEHT WIH APYro
3akoHonatenctBo Ha Chi03a H3PHYHO HE € MOCOYEHO OOpaTHOTO,
HACTOSIIMAT PErJIAMEHT HE 3acsra CJICJHUTE MPAaBHH WHCTPYMEHTH:

a) JupextuBa 67/548/EMO Ha CwBeta ot 27 toHu 1967 r. 3a cOmmxa-
BAaHETO Ha 3aKOHOBHTE, IOJ3aKOHOBUTE M aJMHHHCTPaTHBHHTE
pasmope0y OTHOCHO KiacH(pHKAIMATa, OMAKOBAHETO U ETHUKETH-
paHero Ha omacuu Bemectsa (1);

6) HdupektuBa 89/391/EMMO Ha CoBera ot 12 wHu 1989 1. 3a
BBBEXK/AHE HAa MEPKH 3a HachbpuaBaHe IOJ00OpsiBaHETO Ha Oe3omac-
HOCTTa M 3/paBeTO Ha PabOTHHIMTE Ha PaGOTHOTO MsCTO (%);

B) Hupextusa 98/24/EO na CobBera ot 7 ampmi 1998 r. 3a oma3BaHe Ha
3/[paBeTo U 0e30MacHOCTTa Ha PAOOTHUIIUTE OT PUCKOBE, CBBP3aHU C
XMMHYHHM areHTH Ha paboTHOTO MscTo (3);

r) JdupektuBa 98/83/EO nHa CobBera or 3 HoemBpu 1998 r. OTHOCHO
KaueCTBOTO Ha BOJWTE, TMPEJAHA3HAYCHU 32 KOHCyMalus OT
yoBeka (4);

n) HupextuBa 1999/45/EO na EBponeiickus napnament u Ha CbBeTa OT
31 maii 1999 r. 3a cOmmkaBaHe Ha 3aKOHOBHUTE, ITOA3aKOHOBHTE H
aJMUHUCTPATUBHUTE pa3nopeOu Ha JIbpKABUTE-YICHKH OTHOCHO
Kiacu(PUIMPAHETO, OMAKOBAHETO W CETHKETUPAHETO HA OINACHH
npenapari (°);

e) Hupextusa 2000/54/EO na EBponelickus napiaameHT n Ha ChBeTa OT
18 centemBpu 2000 T. OTHOCHO 3alIUTa HAa pPa0OTHHULUTE OT
pUCKOBETe, CBBP3aHU C EKCHO3WIHUATa Ha OMOJIOTHMYHM areHTU IIPH
pabora (°);

x) dupekrua 2000/60/EO na EBponeiickus napnament u Ha CbBeTa OT
23 oxtomBpHu 2000 r. 3a ycTaHOBsIBaHE Ha paMKa 3a JCHCTBHITAa Ha
O6uHocTTa B 0071acTTa Ha mosuTukara 3a Bogure (7);

3) Hupextusa 2004/37/EO na EBponetickns mapaameHT n Ha ChBeTa OT
29 ampun 2004 r. OTHOCHO 3aIUTaTa Ha PAOOTHUIIUTE OT PHUCKOBE,
CBBP3aHU C SKCHO3WIHUATA Ha KaHIIEPOTCHHU MM MYTareHH 110 BpeMe
Ha pabora (%);

n) Pernament (EO) Ne 850/2004 na EBpomeiickus mnapiaMeHT U Ha
CoBera ot 29 anpun 2004 1. OTHOCHO YCTOMYMBHUTE OPTraHUYHU
samppenTend (°);

it) Pernament (EO) Ne 1907/2006;

OB L 196, 16.8.1967 r., ctp. 1.
OB L 183, 29.6.1989 r., ctp. 1.
OB L 131, 5.5.1998 r., ctp. 11.
(*) OB L 330, 5.12.1998 r., ctp. 32.
OB L 200, 30.7.1999 r., ctp. 1.
OB L 262, 17.10.2000 r., ctp. 21.
OB L 327, 22.12.2000 r., ctp. 1.
(®) OB L 158, 30.4.2004 ., ctp. 50.
(°) OB L 158, 30.4.2004 r., ctp. 7.
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k) dupextusa 2006/114/EO na EBpomnelickus mapiameHT u Ha ChbBeTa
ot 12 nexemBpu 2006 r. OTHOCHO 3a0Jy>/I1aBaIlaTa ¥ CpaBHUTEITHATA
pexiama (1);

n) Pernament (EO) Ne 689/2008 Ha EBporeiickus mapiaMeHT W Ha
CoBeta or 17 toHum 2008 r. OTHOCHO HM3HOCa M BHOCA Ha OIACHH
XuUMHUKaIH (2);

M) Pernmament (EO) Ne 1272/2008 nHa EBpormeiickus mnapiaMeHT U Ha
CsBera or 16 nexemBpu 2008 r. OTHOCHO KJIacH(HIUPAHETO, ETHKE-
THPAHETO W OIIAKOBAHETO Ha BemlecTBa U cmecH (3);

H) Jupextusa 2009/128/EO na EBpomneiickust napnameHT u Ha ChbBera
or 21 oxrtomBpu 2009 r. 3a cb3naBaHe Ha paMKa 3a JEHCTBUE Ha
O6IHOCTTa 32 IIOCTHIaHe HAa YCTONUMBA ynoTpeda Ha mectunuau (4);

o) Pernament (EO) Ne 1005/2009 na EBpomeiickusi mapiaMeHT U Ha
CeBera or 16 centemBpu 2009 T. OTHOCHO BEIIECTBA, KOUTO
HapyliaBaT 030HOBHS CJIOH (°);

m) Jupektusa 2010/63/EC na EBpomnelickus nmapaameHT U Ha CbBeTa OT
22 centemBpu 2010 Tr. OTHOCHO 3alUTaTa Ha >KUBOTHHUTE,
M3M0JI3BaHK 3a HaydHH 1e (6);

p) Hupexrusa 2010/75/EC na EBponeiickus napiameHT u Ha CbBeTa OT
24 noemBpu 2010 r. oTHOCHO emucuuTe OT mpomunuieHoctTa (7).

4. UYnen 69 He ce mpwiara 3a npeBo3a Ha OHMOIMIM 4Ype3 JKele-
30IbTEH, aBTOMOOWJICH, MOPCKH WM BB3IYIIEH TPAHCHOPT WM MO
BBTPCIIHU BOJHHU IIbTHUIIA.

5. Hacrosust pEeriIaMEHT HE C€ Ipujiara 3a:

a) XpaHu WM (ypaxk, M3MOJ3BaHU KAaTO PENEeNeHTH WIH aTpaKTaHTH;

0) OMOLMIM, M3MOJI3BAHU KATO CIIOMAraTeHH BEIecTBAa MO CMUCHIA Ha
Pernament (EO) Ne 1831/2003 u Pernament (EO) Ne 1333/2008.

6.  buonuau, KOUTO ca MOJTYYMIH OKOHYATETIHO ONOOPEHUE CBITACHO
MexmyHapoJHaTa KOHBEHIUS 32 KOHTPOJI W yIpaBJieHHe Ha OalacTHHUTE
BOJIM U yTalKuTE OT KOopalu, ce CMsTaT 3a pa3pelieHd B ChbOTBETCTBHE C
rnaBa VIII ot Hactosmus permamenT. ChOTBETHO c€ MpHUJIArar WiEHOBE
47 u 68.

7.  Humo ot pasmopeaduTe Ha HACTOSIIHS PErJaAMEHT HE TPEMsITCTBA
IbPKABUTC-WICHKM Ja OrpaHWYaT WK 3a0paHaT yrnotpebara Ha
OMoLUIA B OOIIECTBEHOTO CHAOAsBAaHE C MUTEHHA BOJA.

(') OB L 376, 27.12.2006 ., ctp. 21.
() OB L 204, 31.7.2008, ctp. 1.

() OB L 353, 31.12.2008 r., crp. 1.
(*) OB L 309, 24.11.2009 ., ctp. 71.
(®) OB L 286, 31.10.2009 ., crp. 1.
(°) OB L 276, 20.10.2010 r., ctp. 33.
() OB L 334, 17.12.2010 r., ctp. 17.
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8. B ompenenenu ciayyau AbpiKaBUTE-WIEHKH MOTaT J1a M3KIIIOYaT OT
o0XBaTa Ha HACTOSIIMS DETrJIaMEHT OIpeAeNeHH OHOIWAU, B CaMo-
CTOSITEJICH BUJ WIH B TPETUPAHO H3JIEIME, KOraTo TOBAa € HEOOXOAUMO
3a MHTEpeCHTe Ha OTOpaHaTa.

9.  OO0e3BpekaaHETO Ha aKTHMBHU BELIECTBA U OMOIMIN CE€ M3BHPILIBA
B CBOTBETCTBME C JEHMCTBAIOTO 3aKoHomaTeiacTBO Ha Cnlo3a M Ha
JbPYKaBUTE-WICHKH OTHOCHO OTIAIbIIUTE.

Ynen 3
Onpenenenus
1. 3a uenure Ha HACTOSIIUS pErIAMEHT C€ MpuiaraT CJCTHUTE
OTIpeIeIICHUS:
a) ,Omomumu‘ o3HadaBa:

— BEIECTBO WJIM CMeC BBbB (hopmaTta, B KOSTO C€ IOCTaBs Ha
oTpeduTeNnTe, KOETO € CHCTaBEHO OT, CBHABPXKA WIHU
TeHepUpa €JHO WM MOBEYe aKTHBHU BEIICCTBA, YHETO MpPE-
Ha3HAaueHWe € YHHUINOXKaBaHe, BB3IHpaHe, O00e3BpekKIaHe,
MpeNOTBpaTsIBaHE Ha JCHCTBUETO WM OKa3BaHEe IO Jpyr
Ha4YMH Ha KOHTPOJHPAIO BB3HeﬁCTBHe BBPXY BCAKaKBU
BpPEIHU OPTaHWU3MH 4Ype3 CPEJCTBA, Pa3IMuHH OT YHCTO (H3H-
YECKUTE WIH MEXaHWYHH JEHCTBHS,

— BELIECTBO WM CMEC, T€HEPHPAHO OT BEIECTBA HJIM CMECH,
KOWTO HE IOMajaT B 00XBaTa Ha MBPBO THUPE M YUETO Mpel-
Ha3HAaueHHe € YHHUINOXKaBaHe, BB3IHMpaHe, 00e3BpekKIaHe,
MpeOTBpaTsIBaHE Ha JEHCTBUETO WM OKa3BaHEe IO Jpyr
Ha4YMH Ha KOHTPOJHpAIio B’b3}ICI>'ICTBI/IC BBpPXY BCSAKaKBU
BpPEIHU OPTaHW3MH 4Ype3 CPEJCTBA, Pa3IMuHH OT YHCTO (H3H-
YECKUTE WM MEXaHWUYHH JICHCTBHSL.

Tperupann u3menust, 4usATO TIaBHa (GYHKIMSA € Ha OWomMA, ce
cyMTaT 3a OMOIMIY;

6) ,,MHKpPOOPraHuU3bM™ O3HauaBa BCSIKO MHKPOOMOJOTMYHO 00pa3-
yBaHHE, KICTHYHO WIIM HEKJIETBYHO, KOETO MOXE Ja CE BB3IPO-
U3BeXJAa WIM Ja IIpefaBa TCHETHYCH MaTepHal, BKIIOYUTEITHO
HMCLIM T'bOH, BHPYCH, OaKTepuH, APOXKAHW, IUIECEHH, BOJOPACIIH,
IPOTO30M M MHUKPOCKOITUYHM HMapasUTHH XEIMHHTH,

B) ,,AKTHBHO BEUIECTBO O3HA4YaBa BEUICCTBO MM MHUKPOOPTaHU3bM,
OKa3Balll Bb3/ICHCTBUE BBPXY WM CpELly BpeAHU OPraHU3MHU;

r) ,.ChIIECTBYBAIO aKTHBHO BEIIECTBO' O3HA4YaBa BEILIECTBO, KOETO
kbM 14 maii 2000 r. e OwiIo mpeIaraHo Ha Ta3apa Kato aKTHBHO
BEILIECTBO B ChCTaBa HA OMOLMJ 3a LENH, Pa3IMYHU OT HAYYHHTE
M3CIIEIBAHUS WM HayYHOM3CIIEA0BaTeNCKaTa U pa3BoiiHa IeHHOCT,
CBBP3aHA C MPOAYKTH H IMPOLECH;
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)

e)

,,HOBO AaKTMBHO BEIIECTBO* O3HauaBa BEIIECTBO, KOETO KbM
14 wmaii 2000 r. He e OWJIO TpeAJaraHO Ha Ma3apa KaTo aKTUBHO
BEIIECTBO B ChCTaBa Ha OMOLMJ 3a IENH, Pa3IMYHU OT HAYYHUTE
U3CIeBaHUs WIM HayYyHOU3CIe0BaTeICcKaTa U pa3BoifHa AeHHOCT,
CBBbp3aHa C MPOIYKTH U IPOLECH;

,,DAICKOBO BEIIECTBO O3HauaBa BCSKO BEHIECTBO, Pa3UYHO OT
AaKTHBHOTO BE€IICCTBO, KOCTO HMa CBOﬁCTBOTO aa HpI/I‘II/IHﬂBa,
He3a0aBHO WM B TO-JaJ€YHO OBbCHIe, BPEIHO Bb3JCHCTBHE
BBPXYy XOpaTa, OCOOCHO BBPXY VSI3BHUMHUTE TpPYyNH, BBPXY
JKMBOTHHUTE MJIM OKOJIHATA CpeZia, U KOETO Ce HaMupa B ChCTaBa
Ha OMoUMJ WK ce o0pa3yBa B HEro B KOHIEHTPAIWs, TOCTaThYHA
3a CBIIECTBYBAHETO HAa PUCK OT TaKOBA BBH3IACHUCTBHE.

Ilpu numca Ha JpYrH OCHOBaHWS 3a OE3MOKOWCTBO TakoBa
BEIIIECTBO OOMKHOBEHO €:

— BEIIECTBO, KJIacH(UIMPAHO KATO OMACHO WJIM OTrOBapsIlo Ha
KpUTEpUUTE 3a Kiacu(UIMpaHe KaTo OMacHO MO CHiaTa Ha
HupektuBa 67/548/EO, koeTo ce chabpka B OHolMaa B
TakaBa KOHICHTpAIUs, Y€ C€ Hajara MpPOAYKTHT Ja CE CUHTA
3a OMaceH M0 CMHUCHIA Ha wWwieHoBe 5, 6 m 7 or [upekrtuBa
1999/45/EOQ, unun

— BEIIECTBO, KJIacH(UIMPAHO KATO OMACHO WJIM OTrOBapsIlo Ha
KpUTEepHUTE 3a KiIacu(HULIUpaHe KaTo OMAcHO IO CHjaTa Ha
Pernament (EO) Ne 1272/2008, m koeTo ce chabpXka B
OuonMaa B TakaBa KOHIIGHTpAlMs, Y€ C€ Hajara HpOIyKTHT
Jla ce CUMTa 3a ONACEH II0 CMHCHJA Ha MOCOYEHHS PErJaMeHT;

— BEIIECTBO, KOETO OTroBaps Ha KPUTEPUUTE 3a YCTOWYUB
opraamueH 3ambpcuren (YO3) cwermacHo Permament (EO)
Ne 850/2004, wunm koero OTroBapsi Ha KpUTEpUUTE 3a
YCTOMYMBO, OMOAKyMyJnupamio u TOKCH4HO BemiecTBo (PBT
BEIIECTBO) WM 32 MHOTO YCTOHYMBO M MHOTO OHOaKyMy-
nupaio BemiectBo (VPVB BemiecTBa) CHIVIACHO NPHIIOKEHUE
XIIT kM Permament (EO) Ne 1907/2006;

»BPEIHH OpraHM3MHU* O3HAa4aBa OPraHU3bM, BKIIOYUTENHO H
[NATOTEHHM areHTH, 4YHMeTO IPHCBHCTBUE € HEXENATeIHO WU
KOUTO UMaT BpEIHO BBb3JCHCTBUE BBPXY XOpaTa, TEXHHUTE
JIETHOCTH WM TIPOAYKTUTE, KOUTO W3IOJ3BAT WIM IPOU3BEXKAAT,
BBPXY JKUBOTHUTE WM BBPXY OKOJHATa Cpena;

,,OCTaTBYHO BEIECTBO O3HA4YaBa BELIECTBO, HAMHpANIO C€ B
CbCTaBa HA MPOAYKTH OT PACTUTENICH WIH KUBOTHHCKH
NPOU3XOJ WM BBPXY TAX, BbB BONHHUTE PECYPCH, B NHUTEHHATa
BOJa, B XpaHH, (ypakd WIM Ipyraje B OKOJNHATA Cpela, KOeTo
ocTaBa B pe3ysTaT Ha ymorpebaTa Ha OMOLHW, BKIFOYHTEIHO OT
METa0OJMMTUTE HAa TOBa BEINECTBO, KAKTO WM OT MPOJIYKTHTE OT
pasmajga Wid B3aUMOJCHCTBHETO MY;

,,[IPEIOCTAaBsHEe Ha TMa3apa’ 03Ha4aBa BCSKA JIOCTaBKa Ha OMOIHI
WM Ha TPETHPAHO HM3JEIHe 3a TUCTPUOYIINS WK yIoTpeba B Xo1a
Ha THProOBCKa JEWHOCT, HE3aBUCHMO Jalli CpeIly 3arialiaHe Win
0€e3BB3ME3/IHO;

,IIyCKaHe Ha Ia3apa‘ O3HauaBa IIPEJOCTaBSIHETO Ha Maszapa 3a
'BPBH ITBT HA OMOLUJ WM HA TPETHUPAHO H3JEINHE;
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)

p)

y)

)

,,ylotpeba“ o3HadaBa BCHYKM OINEPAIMU, M3BBPIIBAHH C AaneH
OnoIM, BKIIOYUTETHO ChXPaHCHHE, MAHUITyIHpaHe, CMECBAaHE H
npugaraHe, ¢ U3KIIOYEHHE Ha OHE3M ONepaluH, KOUTO Ce
U3BBPIIBAT C el HU3HOC Ha OHONMIa HIM Ha TPETHPAHOTO
uzgenve u3BbH Cbro3a;

,,TPETUPAaHO u3AeNue” O3HayaBa BCSAKO BEIIECTBO, CMEC WU
U3JeNUe, KOeTO € OMIIO TPEeTHPaHO C €IWH WM TOoBe4Ye OMOUUIH
WM B KOETO [EJIEHACOYCHO Ca BKIIOYCHH €IWH WM ITIOBEYC OT
THIX;

,,HAIIMOHAJHO pa3pelieHne” O3HayaBa aJMUHHUCTPATHBEH aKT, C
KOWTO KOMIIETEHTHHAT OpraH Ha JIbpKaBa-wieHKa H3/1aBa
paspeimieHre 3a TPEJOCTaBSHETO Ha TMa3zapa W ymorpebara Ha
OMOIMI WM Ha Tpyna OMOLMIM Ha HEiHaTa TEPUTOPHS WU Ha
qacT OT Hesd,

,»paspemenne Ha Cpro3a“ oO3Ha4YaBa agMUHHCTPATHBEH aKT, C
koiito Komucusara msgaBa paspelleHHe 3a NPEAOCTaBIHETO Ha
nasapa u ynorpebara Ha OMOLIMA WK Ha rpyna OMOIMIN HAa TEpPH-
Topusata Ha Cpro3a WIM Ha 4acT OT Hes;

,pa3pelreHne” O3HaYaBa HAIOHAIHO pa3pelleHHe, pa3pelIeHue
Ha Cblo3a miu paspelieHHe B ChOTBETCTBUE C wieH 26;

,TIPUTEXATENT Ha pa3pelieHHue” O3HavaBa JHIETO, YCTAHOBEHO Ha
Teputopusta Ha Cbl03a, KOSTO € OTFOBOPHO 3a IIyCKaHETO Ha
OuolM Ha Tasapa B OIpEACIiCHA IbpKaBa-wWICHKA WIH B
Cpbi03a, ¥ MOCOYCHO B Pa3peLICHUETO;

,IPOIYKTOB THUI O3Ha4aBa €IUH OT IPOAYKTOBUTE THIIOBE,
MIOCOYEHH B MPUIIOKEHHE V;

,,CAMHUYEH OMOIMI o3HauaBa OHOIMI O€3 MPEABHICHU Pa3IHKH
B MPOLEHTHOTO CBHIbP)KAHHUE HA AaKTUBHHUTEC WIH HEaKTHBHUTE
BEILlECTBA B CHCTABA;

,~Ipyna Ououmuau o3HauaBa CBBKYNHOCT OT OHOIMIHM, KOUTO
HMar:

i) cxomHa ymnoTpeda;
il) €HU U CHIIM AKTUBHH BEILECTBA;
iil) CXOlIeH ChCTaB C MOCOYCHH PA3JIHKH; U

iV) CXOIHM paBHHMINA HA PUCK M e(EKTHBHOCT;

5, [IMCMO 3a ,I[OCTT)H“ O3Ha4daBa OpPUTHHAJICH AOKYMCHT, INOAINMNCAH
OT MNPUTEKATEIIA HA JAHHUTE UJIK OT HECTOB IPCACTAaBUTEII, B KOUTO
CC€ IIOCOYBA, Y€ NAHHUTC MOrar Aa C€ M3IO0J3BAT B I10JI3a HAa TPETa
CTpaHa OT KOMIICTCHTHUTEC OpraHu, OT AFGHLII/I?{Ta WJIn OT
Komucusra 3a LEINTE Ha HACTOAIINUA PETIIaAMCHT,

»XpaHu" | ,,pypaxu’ 03Ha4aBa XpaHU CHIIIACHO ONPEACICHUETO B
yied 2 or Permament (EO) Ne 178/2002 u ¢dypaxu cwriacHo
ompeneneHueTo B wieH 3, maparpad 4 OT HOCOYECHHUS PErjaMeHT;
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1)

)

)

aa)

a0)

aB)

ar)

am)

,,TEXHHYECKa PAaBHOCTOMHOCT® O3HayaBa CXOJCTBO B XUMHYHUS
ChCTAaB M PUCKOBHS MPOGHI Ha BEIIECCTBO, MPOU3BEACHO WM OT
W3TOYHHK, pa3M4eH OT peQepeHTHUs, Wi OT pedepeHTHHs
W3TOYHHMK, HO CJIeJ] MPOMsHA B TMPOU3BOJICTBEHHUS IPOIEC H/HUIH
MSICTOTO Ha MPOU3BOJCTBO, B CPAaBHEHHE C BEIECTBOTO OT pede-
PEHTHHSI W3TOYHHUK, IO OTHOIIEHHE Ha KOETO € OCBHIIECTBEHa
ITbPBOHAYANTHATA OIIEHKA HA PHCKA, Taka KAaKTO € YCTAaHOBEHO B
ujeH 54;

LATeHIHI“ o3HauaBa EBpomeiickata areHIUs IO XUMHUKAIH,
ce3nanena ¢ Pernmament (EO) Ne 1907/2006;

~peKmama“ o3HauyaBa CpPEICTBO 3a HachbpuaBaHE Ha Mpomaxdara
W yroTpedata Ha OMOIMAN IIOCPEACTBOM II€UaTHH, CIEKTPOHHH
WIHA JPYTH MEIWH;

,HaHOMaTepHan" 03HayaBa €CTECTBEHO WIIM MPOM3BEACHO AKTUBHO
WIN HEaKTHBHO BEIIECTBO, CHIBPXKAIIO YACTHUIIM B HEOOBBP3AHO
CBCTOSIHME WM MOA (opMara Ha arperat WM arjoMepar, HpH
KOETO BBHIIHUAT pa3Mep B €IHO WIM IOBEYEe H3MEPEHHs Ha
noHe 50 % ot oOmus Opoit wactuim e B obOxBara 1—100 nm.

OynepennTe, rpad)eHOBUTE JIMCTa W EIHOCIOWHHUTE BBITIEPOTHH
HAaHOTPBHOM C BBHIIEH pa3Mep B €IHO WM IOBEYE H3MEPCHUS
mojx 1 nm ce cyuTaT 3a HAaHOMATEPUAIIH.

3a 1enuTe Ha OMNpENeNIEHHEeTO 3a HaHOMaTrepual, ,4acTHla‘,
,,arioMepaT u ,,arperatr’ ce ONpeaessT, KaKTO CJe/Ba:

— ,,4acTHa‘ 03Ha4aBa MHOI'0 MaJIka 4acT OT Marepuall ¢ J00pe
omnpeneneHn (GpU3NIECKH TPaHMIIY;

— ,,al“J'IOMCpaT“ O3Ha4daBa CBBKYIIHOCT OT cinabo CBBbp3aHn
JacTUIM WM arperatvu, KaTo II0JydYC€HaTa BBHIIIHA BbHIIHA
U101 Ha IIOBBPXHOCTTA HpI/I6HI/I3I/ITeJIHO CBHOTBCTCTBA Ha
cyMmaTa OT INOBBPXHOCTUTE HA OTACIHUTC KOMIIOHCHTH;

— ,arperar” o3HauaBa YacTHUIA, KOSTO CE€ CBCTOM OT CHITHO
CBBp3aHH WM CJIETH YaCTHILIH;

,,@IMUHHUCTPATHBHO M3MEHEHHE " 03HauaBa M3MCHCHHE Ha CHIIECT-
BYBAII[0 Pa3peIlCHHE OT YUCTO aJIMHHHCTPATHBEH XapaKTep, KOETO
HE BKJIIOYBA M3MCHEHHE Ha CBOICTBaTa WM e(PHUKACHOCTTa Ha
OHOIMIa WK Ha rpymnara OHOIMIN,

,,HE3HAYUTEIHO HM3MEHEHHE" O3HayaBa M3MEHEHHE Ha ChIIECT-
BYBAIll0 pa3pelleHre, KOSATO HE € OT YHCTO aJMHHUCTPaTHBEH
XapaKkTep U M3UCKBAa CaMO OrPaHMYEHO IPEOLICHSIBAaHE Ha CBOU-
cTBaTa WM e(hUKacHOCTTa HAa OMOIMIA WIM Ha TpynaTa OHOLUIY,

5, 3HAYUTEIIHO H3MEHEHHEe  03HAaYaBa U3MCHCHHUE HA ChIICCTBYBAIIO
pa3pCuI€Hnue, KOsATO HE € OT aAMUHUCTPATUBCH XapaKTCp, HUTO €
HC3HAYMTCITHO,

,YA3BUMH TPYIH™ O3HayaBa JIMIA, KOUTO CE€ HYXIAsIT OT
CIEIaTHO BHUMAaHHWE MPH M3BBHPIIBAHETO HAa OICHKA HA OCTPHTE
W XPOHHYHUTE BB3IACHCTBUS Ha OHOLMAUTE BBHPXY 3ApaBeTo. Te
BKJIFOUBAT OpPEMEHHH M KbPMEILU KEHHU, HepoJieH!, OebeTa U nena,
BB3PACTHH XOpa M, TPH TPOABIDKUTEIHA €KCITO3UIMS Ha OHOITUIN
BB BHCOKA KOHIICHTPAIHsI, PAOOTHUIM U JKUTEIH,

,MaJKu U cpeanu npeanpustus’ uimu ,,MCII“ o3rHauaBa mManku u
CpeqHM TpennpusTHs, KakTto ca onpeaeireHn B IIpenopbka
2003/361/EO na Komwucusta ot 6 mait 2003 r. OTHOCHO oIpen-
CIICHUETO 3a MUKPO-, MaJK U cpeianu mpeanpustas (1).

(') OB L 124, 20.5.2003 r., ctp. 36.



02012R0528 — BG — 10.06.2021 — 005.001 — 10

2. 3a penurte Ha HACTOSIIMS PEIJAMEHT OIpEJeNICHUTa, IOCOYECHH B
wieH 3 ot Permament (EO) Ne 1907/2006, ce mpumarat 3a CIEIHUTE
TEPMUHH:

a) ,,BeIIecTBO;
0) ,,cmec”;
B) ,,U31eNIHE";

r) ,,HaydHOU3CJIEJOBaTeICKa W pa3BOMHA JEHHOCT, CBBp3aHa C
MPOAYKTH U TMPOLIECH";

I) ,,HAyYHOM3CJIE0BATEIICKA U Pa3BOMHA JAEHHOCT .

3. Ilo wuckaHe Ha nObpkaBa-wieHKka Kowmmcusra Moxke ga pemu
MIOCPE/ICTBOM aKTOBE 32 M3IIBbJIHEHHUE AalU JaJeHO BEIIECTBO € HaHOMa-
Tepuas, Karto B3ema mpensuja mo-crenuanHo [Ipenopwska 2011/696/EC
Ha Komucusirta or 18 oxromBpu 2011 I. OTHOCHO OIpENENECHUETO 3a
HaHoMmaTepuaid ('), KakTo W Jand OmpeleieH NPOLYKT HJIM Ipyma
NPONYKTH € OWOIMI WJIM TPETHPaHO H3JAENHe, WIX HHUTO E€IHO OT
nBere. Te3u akTOBe 3a M3NBJIHEHHE CE€ NPUEMAT B CHOTBETCTBHE C
TpolelypaTa Ha pasriexIaHe, ocoyeHa B wieH 82, maparpad 3.

4. Ha Komwucusita ce mpeaocTaBsT NpaBOMOIIMITA J1a MpHEMa Jielie-
THpaHd aKTOBE B CHOTBETCTBHE C WieH 83 C IeN Ja ajanTupa Onpel-
€JICHUETO 3a HaHOMaTepHall, ChIbpIKallo ce B maparpad 1, Oyksa 1) o
HACTOSIIUS WIEH, C Orje] Ha HayYHO-TEXHHYECKHs NPOTpec W KaTo ce
B3eMa npensuy [Ipemoprka 2011/696/EC.

I'TIABA 11
OJOBPABAHE HA AKTUBHHM BELIECTBA

Ynen 4

Ycaosus 3a onobpsiBane

1.  AKTHBHO BEHIECTBO C€ OJOOpsiBa 3a IIbPBOHAYAIEH CPOK, HE IIO-
aeabsr 0T 10 ToaMHM, ako MOXKE Ja C€ OuyakKBa, Y€ IIOHE €IWH OT
OuonmauTe, CHIBPKALIM TOBAa AaKTHBHO BEIECTBO, OTroBaps Ha
KpUTepHUUTe, NpenBUIeHn B wieH 19, maparpad 1, OykBa 0), xato ce
B3eMar npenBui GakropuTe, mocoyeHu B wieH 19, maparpadu 2 u 5.
AKTHBHHTE BEIICCTBA, MOMAJalyd B 00XBaTa Ha WICH 5, Morar ga Obaat
0100peHH caMo 3a IbPBOHAYANICH CPOK, HE MO-ABJIBI OT 5 TOIUHH.

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

BETCTBUE C 4YIEH 6.

3. Koraro e ymecTHO, B 0J0OpPEHHETO C€ TMOCOYBAT CJCTHHUTE
YCIIOBUSL:

a) MHHHUMAaJIHA CTCIICH HAa 4YHUCTOTAa Ha aKTHUBHOTO BCIICCTBO,
0) ecTecTBO MU MaKCUMAaJHO ChIbPKAHUE HA OINPEJENICHH IPUMECH;
B) MPOAYKTOB THII,

r) HaYMH M oOmactT Ha ynorpeba, BKIIOYMTENHO, CIOpel Clydas,
ynorpeba B TpEeTHUPaHU U3/ENus;

II) ompeneNsHe Ha KaTerOpUH IOTPEOUTEIH;

(') OB L 275, 20.10.2011 r., ctp. 38.
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€) 1O LEeIechoOpa3HOCT, XapaKTEPUCTHKA HA XUMHYHATA HJCHTUYHOCT C
Oriie]] Ha CTEPCOM30MEPHTE;

) Ipyry crenu(pUUHU YCIOBUS Bb3 OCHOBA Ha OLCHKaTa Ha HHQOp-
MauusTa, CBbP3aHa C TOBA aKTHUBHO BELIECTBO;

3) Jarata Ha 0[106p${BaHe U JaraTa Ha HU3TUYaHC Ha CpOKa Ha OHO6-
PCHUETO Ha AKTUBHOTO BCLICCTBO.

4. OpoOpsiBaHETO Ha JaJICHO aKTHBHO BEIIECTBO HE BKIIOYBA HAHO-
MaTepHajH, OCBEH KOraTo TOBa € M3pHYHO YIOMEHATO.

Ynen 5

Kputepun 3a m3xkiiouBaHe

1. Tlpm cma3zBaHe Ha pasnopeaOuTe Ha mnaparpad 2, cIeTHHTE
aKTHBHH BELIECTBAa HE CE 0J00psBAT:

a) aKTUBHU BeIECTBA, KOMTO B cboTBeTcTBUE ¢ Permament (EO)
Ne 1272/2008 ca xmacupuUMpaHd KaTO KaHLIEPOTEHHH OT
kateropust 1A wimu 1B winm oTroBapsAT Ha KpUTepuUMTEe Ja ObIatr
KTacH(UIIPaHA KaTO TaKHBa,

0) akTHBHH BelIecTBa, KoWTO B ChOoTBeTcTBHEe C Permament (EO)
Ne 1272/2008 ca xmacupuuupaHu KaTo MyTareHW OT kareropus 1A
wii 1B wiu oTroBapAT Ha KpuTepuHMTe Oa ObAAT KiacH(DUIHpaHH
KaTO TaKHBa;

B) aKTHMBHM BEIIECTBA, KOWTO B ChoTBeTcTBUE C Permament (EO)
Ne 1272/2008 ca xnacupuIupaHd KaTo TOKCUYHU 3a PEHIpPOLYKLHATa
ot kateropust 1A wnu 1B unm oTroBapsAT Ha KpuUTepuuTe Aa ObAAT
KIacU(pHUIUPaHU KaTO TaKHBa,

I) aKTHBHH BCLIECTBA, 334 KOHTO BB3 OCHOBA Ha KPUTCPUHTE,
OIpeNieNieHH CBINIACHO maparpad 3, ITbpBa alWHes, WIH — JO
[IPUEMAHETO Ha Te3U KPUTEPUM — Bb3 OCHOBAa Ha maparpad 3,
BTOpa M TpeTa allHes, ce CYNTa, 4e MPHUTEKaBaT CBOWCTBA, Hapy-
MIABaIld CHJIOKPHHHATA CHCTEMa W EBEHTYaJIHO IPEAU3BHKBAIIH
BpelHH BB3JICHCTBUS BBPXY XOpaTa, MIM KOUTO B CHOTBETCTBUE C
yineH 57, OykBa e) u wied 59, maparpad 1 or Pernament (EO)
Ne 1907/2006 ca ompeneneHH KaTo BellleCTBa CbC CBOMCTBA, Hapy-
MIaBAIl{ SHAOKPUHHATA CHCTEMa;

J1) aKTUBHHM BEIECTBA, KOWUTO 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 HACTOSAIMIMSA WICH, MoraT Ja Obaar
0ZI00peHH, aKo € JOKa3aHO 4Ye € CMa3eHO IIOHE €IHO OT CJICIHHTE
YCIIOBHSL:

a) PUCKBT OT EKCIO3MIMS Ha XOpaTa, )KUBOTHUTE WM OKOJHATa cpeja
Ha BB3JICHCTBUETO HAa AaKTUBHOTO BEIIECTBO B ChCTaBa Ha OWOLU
NpU PEaMCTHYHO HAi-HEONarompusTHH YCIOBHS Ha ynoTpeba e
HE3HAYUTEJIeH, IO-CIEHAIHO B CIIy4auTe, KOraTo HpPOIYKTHT C€
U3I03Ba B 3aTBOPEHM CHCTEMM WM NPU APYTH YCJIOBUS, YUATO
el € Ja TpefoTBpaTAT KOHTaKTa € XOpa U M3IyCKaHEeTO B
OKOJIHATa Cpefa;

0) HaJHIle ca J0Ka3aTeICTBa, Ye aKTHBHOTO BEHIECTBO € OT CHIECTBEHO
3HAYCHHE 32 MPEAOTBpATIBAHE MM KOHTPOJ HA CEpUO3HA 3aIuiaxa 3a
3IpaBeTO Ha XOpara, 3ApaBeTO Ha J>KUBOTHUTE WM 3a OKOJHATa
cpena; wiu

B) HEOJ00PSIBAHETO Ha aKTHBHOTO BELIECTBO OM HMMAaJl0 HECHhpPazMEpPHO
OTPHIIATEITHO BB3/CHCTBHE BBHPXY OOIIECTBOTO B CPABHEHHE C PUCKA
3a 3ApaBeTO Ha XOpaTa, 3/PAaBETO HA >KMBOTHHUTE M 32 OKOJIHATA
cpena, IPOM3THYANI OT ymoTpebara Ha BEIIECTBOTO.
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Koraro ce B3ema pemieHUC Oajii JaJ€HO AaKTUBHO BEIICCTBO MOXKE Oa
6’[)2[0 OHOGPGHO B CBOTBETCTBHUEC C IIbpBa QaJMHCA, HAJIAYUCTO Ha
noAXoAsdmu W AOCTAaTbYHH AJITCPHATHBHU BEIICCTBA WM TEXHOJIOTMHU
€ OT KJIIOYOBO 3HAYCHHC.

VYnorpebara Ha OHOIMI, ChABPXKAIL AKTHBHU BEIECTBA, OJOOpCHH B
CHOTBETCTBHE C HACTOSIIMS TNaparpad, TIOUISKH HA ITOIXOISIIN
MEPKH 3a HaMalsBaHE Ha PHUCKa, 3a Jja CE rapaHTHpa, 4e eKCIIO3HLUITa
Ha XOpaTa, )KUBOTHUTE M OKOJHATA Cpella HA Te3W aKTUBHU BEUIECTBA €
CBEJICHa 70 MHMHUMYM. Ymorpebarta Ha OHOIMINM CbC CHOTBETHUTE
aKTHBHH BEIECTBa CE OrpaHMYaBa 10 AbP)KaBU-WICHKH, B KOHTO €
W3IBJIHEHO TIOHE €JHO OT YCJOBHATA, MNPEIABHICHH B HACTOSIIUSI

naparpad.

3. Hemno-xbcHo oT 13 nexemspu 2013 r. KomucusaTa npuema aeferupaiu
aKTOBE B CBOTBETCTBHE C WIEH 83, KOMTO YCTAHOBSABAT HAYIHH KPUTEPUH 32
OIpEIEITHETO Ha CBOMCTBATA, HAapyIIaBallll €HIOKPUHHATA CUCTEMA.

Jlo mpuemaHeTo Ha Te3W KPUTEPUH aKTUBHHTE BEIIECTBA, KOUTO B CHOT-
BerctBue ¢ Permament (EO) Ne 1272/2008 ca knacupuuupaHu KaTto
KaHIIEPOTeHHU OT KAaTeropHs 2 WM KaTo TOKCHYHHU 3a PErpoayKLIHUsTa
OT Kareropusi 2 WJIM OTroBapsAT Ha KpuTepuure ga ObaaT kinacudu-
IIMPaHd KaTO TaKWBa, C€ CUMTAT 3a INPUTEKABAIIUM CBOWCTBA, Hapy-
[IaBally eHIOKPUHHATA CHUCTEMa.

BemiectBa, kouto B chorBercTBHE ¢ Pernmament (EO) Ne 1272/2008 ca
KIacH(PUIMPAaHU KaTO TOKCUYHH 32 PEHPOAYKIHATA OT KATErOpus 2 WK
OTroBapsIT Ha KPUTEpHHTE Ja ObAaT KiacHUIMpaHH KaTto TaKWBa, W
KOHTO HMAaT TOKCHYHO BB3JCHCTBAC BBPXY CHIOKPHHHUTE OpTaHH,
MOTaT Jla ce CUMTAaT 3a MPHUTESKABAIIA CBOICTBA, HAPYIIABALIM CHIOK-
pHHHATA CHCTEMA.

Ynen 6

HN3uckBanus 3a nmpeaocraBgHe Ha [JaHHM IIPH MNOoJAaBaHe Ha
3asiBJICHUC

1. 3asBieHUETO 32 OZ[O6p5[BaHe Ha JaacHO AaKTUBHO BCIICCTBO
ChbAbpiKa Hal-MajKO CIICTHUTE CJIEMEHTH:

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

0) mocue, KOETO OTroBapsi HAa W3UCKBAHUSITA, MOCOYEHH B MPHIIOKCHUE
III, 3a moHe eouH TPENCTABUTENCH OWOIHI, KOWTO ChIBpKA
aKTHBHOTO BEIICCTBO; U

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

2.  HesaBucumo oT pasmopendurte Ha maparpad 1, 3asBUTENSIT HE €
JUTBKCH Jla TPEJOCTaBsl NaHHUTE, KaTO 4YacT OT JOCHETaTa, M3MCKBaHU
cbritacHo maparpad 1, OykBu a) u 0), KOoraro ce mHpwiiara HSKOe OT
CIICTHUTE YCIIOBHS:

a) TaHHUTE HE ca HEoOXOIWMH MOpaayl €CTeCTBOTO Ha EKCIO3HIHUS,
CBBP3aHO C IpEJJIaraHuTe BUOBE yHnorpeba;

6) oT HayyHa TIJielHa TOYKAa HE ce Hajara JaHHUTE aa ObJar mpen-
OCTaBEHH; WJIH

B) OT TEXHHYECKA IJIEIHA TOYKA HE € BB3MOXHO MaHHUTE Ja ObaaT
chOpaHu.

IpenocraBsaT ce obaye AOCTATBYHO JAHHHM, KOMTO Jia IIO3BOIAT Ja Ce
ONpeneNd Jaid JaJeHO aKTUBHO BEILIECTBO OTrOBapsi HA KPUTEPHHTE,
HOCOYeHH B wieH 5, maparpad 1 wm unen 10, maparpag 1, ako ToBa ce
M3HCKBA OT OLCHSIBALMS KOMIIETEHTEH OpraH ChITIAacHO wWieH 8, maparpad 2.
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3.  Bcexu 3asgBUTEN MOXE JAa NPEUIOKU aJalTUPaHE HAa JaHHUTE,
KaTo 4YacT OT JOocHeTaTa, M3MCKBAaHU CBIIAcHO maparpad 1, OykBu a)
u 0), B cporBercTBUE C mnpuioxeHue [V. OcHoBaHuATa 3a mpen-
JTOXKEHUTE aJanTalid Ha M3UCKBAHMATA 3a MPEJOCTaBsSHE HA JAHHU Ce
[I0COYBAT SICHO B 3asBJICHUETO C II030BaBaHE HA KOHKPETHUTE IIpaBUIla B
npunoxxenue V.

4.  Ha Komwcusta ce mpenocTaBaT MpaBOMOIIMS Ja MpUeMa Jele-
TUpaHH aKTOBE B CBHOTBETCTBHME C wWieH 83, ¢ KOMTO Ja yCTaHOBSBa
KpUTEPUUTE 3a OINpENEIsiHE HAa TOBAa, KAaKBO MPEICTABIsABA JOCTATHYHO
OCHOBAHHUE 3a aJlaNTHpaHe Ha M3MCKBAHUATA 3a MPEOCTaBsHE Ha JAHHU
mo maparpad 1 OT HacTosmHMs 4YICH, Bb3 OCHOBA HAa IOCOYCHUTE
OCHOBaHHUs B maparpad 2, OykBa a) OT HACTOSIIMS YJICH.

Ynen 7

IMonaBane u BajlvMIvpaHe Ha 3asiBJCHUATA

1. 3asBuTensT mojasa 3asBICHUE 32 0NOOpsBaHE HA JAJCHO aKTHBHO
BEILIECTBO MM 32 MOCJICABAIM U3MECHCHHS Ha YCIIOBHATA 32 000psIBaHEe
Ha JIaJICHO0 aKTWBHO BEUIECTBO Mpea ATCHIHATA, KaTo s YBEIOMsBA 3a
HanMCHOBAaHUECTO Ha KOMIICTCHTHHS OPraH Ha AbprKaBaTa-4JICHKA, KOWUTO
M0 HETOBO MPEJIOKEHHE CIIE/BA J1a OLCHU 3asBICHUETO, M MPEIOCTaBs
OMCMEHO TOTBBPIKICHHE, Y€ TO3M KOMIIETCHTEH OpraH Mmpuema ga ro
HampaBd. TO3M KOMIICTCHTEH OpraH € OICHSBALIMAT KOMIICTEHTCH
opras.

2. AreHuusTa yBeAOMsBa 3asABHUTENS 38 TAKCUTE, JBIDKHUMHU CHITIACHO
uieH 80, maparpad 1 U OTXBBpIIS 3asBJICHUETO, B CIIy4ail 4e 3asSBUTEIIST
He IUTaTH TakcuTe B pamkute Ha 30 muu. Tsa yBenmomsBa 3asBHTENS W
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
3asiBIICHUETO W HETOBUS YHHUKAJICH MJCHTU(PHUKAIMOHEH KOJ.

3. B pamkure Ha 30 AHM clel IpHeMaHEe HAa 3asABICHHETO OT
ATreHUHATa OLCHSBAIIMAT KOMIICTCHTCH OpPraH BajHAWpa 3asBICHHETO,
aKo ca OWIM MOJaJeH! JaHHUTE, HEOOXOJUMH B ChOTBETCTBUE C WIEH 6,
naparpad 1, OykBu a) u 0) u, copen ciy4das, OykBa B), U IIOCOYCHHU
OCHOBaHMS 32 aJalTHPAHe Ha W3MCKBAHUATA 33 MPEIOCTABSIHE HA JAHHH.

B®B Bpb3ka c BaluAMpaHETO, MOCOYEHO B IIbpBaTa AJIWHEs, OLECHS-
BalIMAT KOMIIETEHTEH OpraH HE IMpaBH OIEHKAa Ha KauecTBOTO MM Ha
ChOTBETCTBHETO Ha  MPEJCTaBEHUTE JAaHHU WIM  TOAKPENsIIN
JIOKYMEHTH.

BbB BB3MOXKHO Hal-KpaThK CPOK ciel KaTo ATEHIUATA IpHUeMe AaJIeHO
3asBJICHUE OIICHABAIIMAT KOMIETEHTEH OpraH yBeIOMsBa 3asBUTENS 3a
TaKCUTe, IBJDKUMHU cbIylacHO wieH 80, maparpad 2, U OTXBBbpIs 3asB-
JICHHETO, aKO TaKcuTe He Obaar miuareHu B cpok oT 30 nuu. OueHs-
BalllMAT KOMIIETEHTEH OpPraH yBEIOMsBa 3asBHTEJIS 3a TOBA.

4. B cnyuyaii ye OLEHSBAIUAT KOMIETEHTEH OpraH CMETHE, 4e 3asB-
JICHHETO € HEMBJIHO, TOM yBENOMsBa 3asABUTENS KaKBa JIOMBJIHUTEIHA
uHpopMmanuss ¢ HeoOXoauMa 3a BaluIWpaHe Ha 3asBICHUETO W
ompenesss pasyMeH CpOK 3a MojaBaHe Ha Ta3u uHpopMmauus. Tosu
CpPOK OOMKHOBEHO He HajBuIaBa 90 ITHH.
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B pamkure na 30 paHM ciuex nonydaBaHE Ha  JONBIHUTENHATa
nH(QOPMANHS OIEHIBAIIUAT KOMIICTCHTEH OpraH BAINUAUPA 3asBICHUETO,
aKo CMETHe, 4e MOJaJieHaTa AONBJIHUTENHA HHpOpMaLus € J0oCTaTbyHa
3a Cra3BaHe Ha M3MCKBAHETO, ITOCOYEHO B maparpad 3.

AKoO 3afBUTENIAT HE IOJaJe U3UCKBaHATa MH(OpMaLUs B CPOK, OLEHS-
BAllMAT KOMIICTEHTEH OpraH OTXBBPJIs 3asiBICHMETO U YBEIOMsBA
3asBUTEN M AreHuusra 3a ToBa. B TakbB cilyyail yacT OT Takcara,
IUIaTeHa B ChoTBeTcTBHE ¢ wieH 80, maparpadu 1 u 2, ce Bb3CTaHOBSIBA.

5. Cren BanmoupaHe Ha 3asBIICHHE B CHOTBETCTBUE C maparpad 3
WM 4 OLEHABAIIMAT KOMIIETEHTEH OpraH He3a0aBHO yBeIOMsBa 3a
TOBa 3asBUTENS, ATCHUUATa W JPYrUTe KOMIICTEHTHH OpPraHd H
[I0COYBa JaTaTa Ha BaJHMIUPAHE.

6. PemieHusiTa Ha AreHIUATA ChIVIAaCHO maparpad 2 OT HACTOSIIUS
yjeH Morar jga ObaaT oOKajBaHM B CHOTBETCTBHE C wWieH 77.

Ynen 8

Onenka Ha 3asiBJICHHATA

1. B pamkute Ha 365 nHU ciiex BalUIMPAHETO HA JAAEHO 3asBIICHHE
OLCHABAIUAT KOMIICTCHTECH OpraH Io OlCHsABa B CBOTBCTCTBUE C
4iieHoBe 4 W 5, BKIIIOUUTENHO, aKO € MPHIOKUMO, BCSKO TPEIIOKEHHIEe
3a aJjanTUpaHe Ha U3UCKBAHMATA 3a IPENOCTaBSHE HA JaHHU, MOJAJACHO
B CHOTBETCTBHE C WieH 6, maparpad 3, ¥ M3Mpaiia JOKJIaa 3a OLeHKaTa
U 3aKJIIOYCHHUATA OT Hesl Ha ATeHIusTa.

IIpenu na mpencraBu 3akirOUEHHUATa CU Ha ATEHLMATA, OLCHABALIUAT
KOMIIETEHTEH OpraH IpejocTaBs Ha 3agBUTEIS BB3MOXKHOCT Ja
npencTaBu, B paMkuTe Ha 30 IHM, MUCMEHHM OENeXKH MO JOKIaaa 3a
OLIEHKaTa M IO 3aKIIOYeHHsATa oT Hes. IIpu M3roTBSHETO Ha OKOHYa-
TEJIHATa OIICHKA OICHABAIIMAT KOMIIETEHTEH OpraH H/JICKHO B3eMa
TIPEABU TE3U OENIeKKH.

2. Koraro ce okaxe, 4e 3a M3BBPIIBAHETO HA OICHKAaTa € HE00-
XOI¥Ma [ONBJIHHUTEIHA WHGOpPMALKs, OLCHABAIMAT KOMIICTCHTCH
OpraH WCKa OT 3asBUTENS Ja MpeAoCTaBH Ta3u uHpopMamus B
pPaMKHTEe Ha YCTAHOBCH CPOK M yBeIOMsiBa AreHuusra 3a Toa. Kakro
€ TOoCOYeHO B wieH 6, maparpad 2, BTopa ailMHes, OLCHIBALIHAT
KOMITETEHTEH OpraH MOXKE Ja HM3UCKA, KOTaTO € YMECTHO, 3asBUTENSAT
Jia TIPEIOCTaBU JOCTATHYHO JAHHH, KOMTO Ja MO3BOJIIT Ja CE OIpPEACIH
JIaly JaJICHO aKTHBHO BEIECTBO OTrOBapsi Ha KPUTCPHUUTE, MIOCOUYCHU B
uieH 5, maparpa¢ 1 wiu uien 10, maparpad 1. ITocouenust B maparpad
1 oT HacToOsIUs YWIEH CPOK OT 365 IHH BPEMEHHO CIUpa Jia Tede OT
Jarara Ha W3/aBaHe Ha MCKAHETO [0 Jarara Ha Mojy4YaBaHe Ha HH(Op-
Manusta. BpeMeHHOTO cnmpaHe He Hamaxebpisi o60mo 180 mHH, ocBeH
aKoO TOBa HE € OMpPABJAHO OT €CTECTBOTO HA M3UCKAHWTE NAHHH WU OT
M3KITFOYUTEITHA O0OCTOSITEIICTRA.

3. B cuyuail ue oueHSABalIMAT KOMIETEHTEH OpraH CMETHE, ue
CBUIECTBYBAT OIIACEHWS 110 OTHOLICHHWE HA 3IpaBeTo Ha XopaTta,
3]paBETO Ha >KMBOTHUTE MWIM II0 OTHOLIEHHE Ha OKOJIHaTa cpefa
BCJIC/ICTBME HA KyMYJaTHBHH eQeKTH OT yrnoTpedata Ha OHOIMIH,
CBIBPXKALIA €THO M ChHIIO aKTHBHO BEIIECTBO HJIM Pa3IMYHU aKTHBHU
BEILIECTBA, TOH AOKYMEHTHpA ONACEHUATa CH B CHOTBETCTBHE C H3HCK-
BaHMATA, IIOCOYEHW B CHOTBETHHTE 4dYacTh Ha paszgen 1.3 or
npunoxenue XV kpM Permament (EO) Ne 1907/2006, u ru BkiItOYBa
B 3aKJIOUCHHUATA CH.
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4. B pamkute Ha 270 nHM ciiel NOJydyaBaHE Ha 3aK/IIOUEHHATA OT
oLeHKaTa AreHuusTa M3roTBl U IpeactaBd 1npen Komwucusara
CTAHOBHUILIE OTHOCHO OJOOPABAHETO HA aKTUBHOTO BEIIECTBO, KaTO
B3€Ma IIPEABUJ 3aK/IIOUYEHMATA HA OLECHSBAIU KOMIIETEHTEH OpraH.

Ynen 9

OnoOpsiBaHe HA AKTHBHO BelIECTBO

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

a) npueMa periiaMeHT 3a U3MBbJIIHCHHC, KOMTO npeaBrXKaa O,E[O6p}IBaH6TO
Ha JaJICHO aKTHBHO BCIUICCTBO M IIPU KaKBU YCJIOBHA CTaBa TOBa,
BKJIIOYMTCIIHO JAaTUTC Ha 0,[[06peHI/Ie " Ha U3THYAHC Ha 0,[[06peHI/IeTO;
W

6) xoraTo ycnoBusTa, peABUAEHU B wieH 4, maparpad 1 mnum, cropen
ciydasi, YCIOBUSITa MO 4ieH 5, maparpad 2 He ca Chas3eHH, WM
u3UCKBaHaTa MHGOpPMalLUs U JaHHU He ca OMIM HpPEJOCTaBEHH B
paMKHTe Ha IIOCOYEHHUs CPOK, MpHEMa pelleHHe 3a U3IIbIHEHHE, ue
AKTUBHOTO BEIIECTBO HE Ce 0J00psBa.

Te3u akTOBE 32 U3MBJIHEHUE CE IPUEMAaT 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. KOMHCHsITa PEIOBHO aKTyalu3upa
CIHMChKAa M TPEIOCTaBs Ha OOIIECTBEHOCTTA CJICKTPOHEH JOCTBII JI0
HETO.

Ynen 10

AKTHBHH BelIeCTBa, KAaHAUAATH 3a 3aMsiHa

1. JlameHO aKTHMBHO BEIECTBO CE€ CMsATA 3a KaHIWUIAT 3a 3aMsHa, aKo
€ CIIa3eHO HSAKOE OT CJIEJHHUTE YCIJIOBUS:

a) aKTUBHOTO BEIIECTBO OTroBaps Ha IIOHE €JWH OT KPHUTEPUHUTE 3a
U3KIIIOYBaHe, M30poeHn B wieH 5, maparpad 1, HO Moxe ma Obae
0I00peHO B CHOTBETCTBHE C WieH 5, maparpad 2;

0) oTroBapsi Ha KpUTEpUHTE Ja ObJe KIaCH(PUIUPAHO, B CHOTBETCTBHE C
Pernament (EO) Ne 1272/2008, karto pecnmupaTtopeH CEHCHOH-
JIU3aTOop;

B) NpHEMIMBaTa My JAHEBHA 1033, KPUTHYHATA pe)epeHTHA 103a HIIH
MPUEMIIMBOTO PAaBHUILE HA M3JaraHe Ha OlepaTropa, CIopel Clydas,
ca 3HAYUTENIHO IIO-HHUCKH OT XapaKTEPHHUTE 3a MO-TOJSIMAaTa 4acT OT
0JI0OpEHUTE AaKTHBHH BEIIECTBA 3a CBHINUS MNPOAYKTOB THI H
BB3MOXHA ynorpeoa;

I') OTroBaps Ha JBa OT KpuTepuute 3a PBT BelecTBo B ChOTBETCTBHUE C
npuitoxenue XIII xpm Permament (EO) Ne 1907/2006;

1) HamWIle Ca [OPUYMHH 32 OIACeHHs OTHOCHO €CTECTBOTO Ha
KPUTHYHOTO BB3JCHCTBHE, KOETO B CBUETaHHE C MOJCIUTE Ha
yrnotpeba ¢ paBHOCTOMHO Ha ymoTpeba, KOSTO BCEe OIIe MOXeE Ja
MOPOIM 3arpIKeHOCT, HANpUMep BHCOK IOTEHLHWAJIeH PHCK 3a
MOAMOYBCHUTE BOJM, JOPH W Cliel NpHUiaraHe Ha MHOIO OrpaHH-
YUTETHH MEPKH 32 YIpPABICHHE Ha PHCKa;

€) ChbIbp)Ka 3HAYMTENEH IPOLEHT HEAKTUBHM H30MEPU WIIM IPUMECH.
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2. Ilpu U3roTBSIHETO Ha CTAHOBUILETO CH 32 OJ0OpSABaHE WM IOJHO-
BsSBaHEe Ha OJOOPEHHETO Ha IaJeHO aKTUBHO BEIIECTBO, ATEHIUSTA
HpOy4Ba Jadd BEIIECTBOTO OTroBaps Ha HAKOH OT KPHUTEPUHTE,
u30poeHu B maparpad 1, u pasriexja TO3M BbIPOC B CTAHOBHILETO CH.

3. Tlpemu na npexacraBu Ha KommucusiTa CTaHOBHIIETO CH 3a 0/100-
psBaHe WM TIOJAHOBSIBAaHE Ha OJOOPEHHETO Ha JAJEHO AaKTHUBHO
BEIIECTBO, 0e3 Ja ce 3acsArat pasnopeaOuTe Ha wwieHoBe 66 u 67,
ATeHIUATa OCHTYpsiBa IMyONMYEH NOCTBI 10 HWH(OpMalusITa OTHOCHO
MOTEHUUAIHUTE KaHAWJATH 3a 3aMsHa 3a CPOK, HE MO-ABIBr OoT 60
IHH, B paMKHTE Ha KOWTO 3aMHTEPECOBAHHUTE TPETH CTPaHU MOrar naa
MoJaBaT ChOTBETHATa MH(OpPMAIHs, BKIIOUYUTEIHO OTHOCHO HAJMYHHUTE
3aMECTUTENM. ATEHIMATAa HaJISKHO B3eMa NPEeIBHI MONydYeHaTa
rHGOpMAaNKs TpPU U3TOTBSHE HA OKOHYATEITHOTO CH CTAaHOBHIIIC.

4. Upes geporanus oT pasnopeadbure Ha wieH 4, naparpad 1 u dineH
12, maparpa¢ 3 omoOpsiBaHETO Ha JaJCHO aKTHBHO BEIIECTBO, KOETO CE
CMATA 32 KaHJWIAT 3a 3aMAHA, W BCAKO MONHOBSIBAHE HA OJOOPEHUETO
CTaBa 3a CPOK, HE IO-IBIBI OT CEAEM IOJUHU.

5. AKTUBHUTE BEILIECTBa, KOUTO C€ CMATAT 3a KaHAWUIATH 32 3aMsHa B
CHOTBETCTBHE ¢ maparpad 1, ce 0003HauaBaT KaTo TaKMBa B CHOTBETHHUS
periaMeHT, KOWTO ce IpHeMa ChIJACHO YieH 9.

Ynen 11

Texnnuecku YKazaHusd

Komucusita M3roTBs TEeXHMYECKH YKa3aHHs, 3a Ja C€ YJIECHH IpHia-
TaHeTO Ha HACTOsAIIATA TJaBa, MO-KOHKPETHO Ha wieH 5, maparpad 2
n unen 10, maparpad 1.

T'JIABA 1II

NOAHOBSIBAHE M IIPEPA3IVIEXXJAHE HA OJOBPEHHUETO HA
AKTHUBHO BEHIECTBO

Ynen 12

YciaoBusa 3a moaHOBSIBaHE

1. Komucusita TOAHOBSBA ONOOPEHHETO HAa HAJCHO AaKTUBHO
BEIIECTBO, aKO TO MPOABIDKABA Ja OTrOBapsl Ha yCJIOBHUSATA, IPEABUICHU
B wieH 4, maparpad 1, win, ako € MPUIOKHUMO, Ha YCJIOBHUSATA, ycCTa-
HOBEHH B wieH 5, maparpad 2.

2. Karo B3ema mpenBun Hay4yHO-TeXHHYeCKHs mporpec, Komucusra
npepasriiexaa U ako € YMECTHO, M3MEHS YCIIOBHSATA, IIOCOYCHH 32
AaKTUBHOTO BELIECTBO ChITIacHO ujieH 4, maparpad 3.

3. IlopHOBsBaHETO Ha ONOOPEHUETO HA AAJECHO aKTHBHO BEIECTBO €
3a 15-rogumieH Cpok 3a BCHYKH TNPOTYKTOBH THIIOBE, 3a KOHWTO Ce€
npujara On0OpPEHHETO, OCBEH aK0 B perjaMeHTa 3a H3IbIHEHHE,
NpUeT B ChOTBETCTBHE C wieH 14, maparpad 4, OykBa a), ¢ KOWTO ce
MIOJJHOBSIBA TOBa OJOOpPEHHUE, € ONpENesieH MO-KPaThK CPOK.

Ynen 13

ITonaBane u npueMaHe Ha 3asiBJICHUA

1. 3asBuTenuTe, KOMTO HCKAaT NOAHOBSBaHE Ha OAOOpEHHETO HA
JaJEHO aKTHBHO BEIIECTBO 3a €AUH WIM IOBEYe NPOAYKTOBHU THUIIOBE,
MoJlaBat 3asiBJIeHHE 10 AreHuusTa Haii-manko 550 mHu mpeau n3ThyaHe
Ha onoOpenuero. Koraro CpoKbT 3a pa3iMYHUTE MPOJYKTOBH THIIOBE
W3THYa Ha pa3IMyHU [aTH, 3asBJICHMETO ce IMojaBa Hai-mManko 550
IHU TIpeAW Hal-paHHATa JaTa Ha W3THYAHE.
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2. Ilpu nonaBaHe Ha 3asBJIEHHE 3a IIOJHOBSIBAHE Ha ONOOPEHHETO HA
AaKTHBHOTO BEILECTBO 3asBUTENAT IPEICTaBS:

a) 6e3 nma ce 3acsra wieH 21, maparpa¢ 1, ChOTBETHHTE IaHHH,
M3MCKBAaHU ChriacHoO wieH 20 u chOpaHK B HEpUOAa CJel IIbPBOHA-
YaHOTO ONOOpEHWE WM, CHOpPEA Cllydas, NPEIUIIHOTO IOIHO-
BsIBaHE; U

0) oIleHKa Jany 3aKIIOYCHHUSTA OT MbPBOHAYATIHATA WM IMPEAMIIHATA
OLlEHKa Ha aKTUBHOTO BELIECTBO OCTaBaT BaJIUAHHM, KAKTO MU
BCSIKakBa MH(OpManus B MOJKpPENa HA TOBA.

3. 3asBUTEIAT npeacraBgd W HAMMEHOBAHHUETO Ha KOMIICTCHTHHA
OpraH Ha Abp)KaBaTa-4JICHKA, KOWTO 1O HEroBO MpEMJIOKCHHUC CJICABaA
Ja OHLCHH 3adBJICHHUETO 3a IIOAHOBABAHEC, W TIIPECOOCTaBA ITMCMCHO
NOTBBPIKACHUC, Y€ TO3M KOMIICTCHTCH OpraH HnpueMa Ja ro HallpaBH.
To3u KOMIIETEHTEH OopraH € OLCHABAIIUAT KOMIICTCHTCH OpraH.

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

Crnen moiyyaBaHe Ha TaKCUTE, IBJDKMMHU cbritacHO wieH 80, maparpad
1, AreHumsTa mnpueMa 3asBICHHETO U YBEOOMSBA 3asABHUTENS H
OLICHSBAIMS KOMIIETCHTEH OpraH 3a TOBa, KAaTO [MOCOYBA JaTaTa Ha
npHeMaHe.

4.  Peumenusita Ha ATEHIUITAa ChriacHO maparpad 3 OT HacTOSIIMS
YyjileH MoraT Ja ObJaT o0KaJlBaHM B CHOTBETCTBHE C 4jeH 77.

Ynen 14

OuneHka Ha 3asiBJIEeHUATA 32 MOJHOBSIBaHe

1. Bwb3 ocHOBa Ha OlLicHKA Ha HajlW4YHATa MH(OpMaIMs U Ha HEOOXO-
JUMOCTTa OT MpepasriekaaHe Ha 3aKII0YCHUsITa OT MbPBOHAYATHATA
OlIEHKA Ha 3asABJICHHETO 3a OJ00psBaHe WM, CIOpEea Ciydas, Ha Mpe-
WITHOTO TIOAHOBSIBaHE, B pamkure Ha 90 mHM cinem Karto AreHIusTa
npreMe 3asBICHHETO B ChOTBETCTBHE ¢ wieH 13, maparpad 3, ouens-
BAIlMAT KOMIICTEHTEH OpraH pellaBa Jall NPeaBHI CHBPEMEHHHUTE
HAyYHU TIO3HAHWS € HEeoOXOJMMa IbJIHA OLCHKA Ha 3asBICHUETO 32
IMNOAHOBSABAHC, KAaTO B3C€Ma IMPCABUJ BCHUYKH NPOAYKTOBH THUIIOBE, 3a
KOHUTO € IOWCKaHO IOJHOBSIBaHE.

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

B cnydaii ue oueHsIBaIMAT KOMIIETEHTEH OpraH pelld, 4e He € HeoO-
X0JIMMa ThJIHA OLIEHKAa Ha 3asBIIEHHETO, B paMmkute Ha 180 mHuU, crien
Karo AreHUUMSTa INpHEME 3asBJICHUETO B CHOTBETCTBHE C wWieH 13,
naparpad 3, Toi M3roTBS M 1MO/AaBa 1O ATCHLUATA MPENOPHKa 3a MOJTHO-
BsIBAHE Ha OJI0OPEHUETO HAa aKTUBHOTO BeliecTBO. OpraHbT MpeaoCcTaBs
Ha 3asBUTENS KOMHE OT CBOSATA NpENopbKa.

BBB BB3MOXHO Hal-KpaThK CPOK Ciel KaTo ATSHIHATA IpHUeMe AaJIeHO
3asBJICHHE OLICHABAIIMAT KOMIETEHTEH OpraH yBeIOMsBa 3asBUTENS 3a
TakCUTe, ABDKUMH cbriaacHo wieH 80, maparpad 2. OueHsBalusar
KOMIIETEHTEH OpraH OTXBBpPJS 3asABJICHHETO, aKO 3asBUTENAT HE
3aIyIaTé TakcuTe B Cpok OoT 30 OHM OT yBEJOMIJIEHHETO, M yBEIOMsBA
3asiBUTEJIA 3a TOBA.
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3. B pamkute Ha 270 nHM ciel HodydaBaHE Ha Ipenopbkara Ha
OICHABAIINS KOMIIETEHTEH OpraH, aKo € HalpaBeHa IThJIHA OIeHKa Ha
3as8BI€HUETO, WIM B paMkuTe Ha 90 1THM B INPOTHBEH Ciyuaii,
AreHnuATa W3TOTBSI M mpeActaBs npen Kommcusara craHOBHINE
OTHOCHO IIOIHOBSIBAHETO HAa OJ0OPEHHETO Ha aKTUBHOTO BEILECTBO.

4. Cnen mojdydaBaHe Ha CTaHOBHUIETO Ha AreHimsata Komwucusra
nprema:

a) perJiaMeHT 3a U3IBJIHEHHE, KOWTO MpeIBIDKAA, Y€ ONOOPEHHEeTO Ha
JIaICHO aKTUBHO BELIECTBO C€ IIOJHOBABA 3a €AMH WIHM IIOBEYE
MIPOAYKTOBU TUIIOBE U YCIIOBHATA 3a TOBA; WU

0) pelieHHe 3a M3MBJIHEHHE, Y€ OJOOPEHHMETO Ha MAaJCHO AaKTUBHO
BEIIIECTBO HE C€ IOIHOBSBA.

Te3u akTOBE 3a M3IIBJIHCHHE CE MIPUEMAT B CHOTBETCTBHE C IIPOLIEAypaTa
Ha pasriexiaHe, mocoueHa B wieH 82, maparpad 3.

[Mpunarar ce paznopendute Ha uiaeH 9, maparpad 2.

5. Koraro mopaau nmpuYHMHHU, HE3aBHUCEIIU OT 3asBUTENSI, UMa BEPO-
SATHOCT CPOKBT, 33 KOWTO aKTHBHOTO BEIIECTBO € OMJIO 0J0OpeHo, aa
u3Tede Ipenu Ja ObJe B3ETO PEIICHHE 3a HErOBOTO IOJHOBSBAHE,
Komucusara mprema pelieHne 3a OTJjaraHe Ha JaTaTa Ha M3THYaHE Ha
0J100pEHHETO 3a CPOK, KOMTO ¥ NO3BOJIABA Jla pasrielia 3asiBICHHUETO.
Te3n akTOBE 32 U3MBJIHEHUE CE IIPHUEMaT B CHOTBETCTBHE C IIPOLeAyparTa
10 KOHCYJITHpaHe, MpeaBuacHa B wieH 82, maparpad 2.

6. B cuyuaii ye Komucusra pemm jna He MOJHOBM WIM pelIN Ja
U3MEHH OJOOpPEHHMETO Ha JaJeHO aKTUBHO BELICCTBO 3a €AWH WU
[OBeYe TPOAYKTOBH THIIOBE, IBP)KABHTE-WICHKH WIH, B Cllydaidl Ha
pazpemenue Ha Cpro3a, KoMucusaTa OTMEHAT WIM 1O 11€1€ChOOPa3HOCT
U3MEHST pa3pelICHUsITa 32 ChOTBETHHUSA(TE) TUI(OBE) MPOAYKTH, KOUTO
CHIbPIKAT TOBA AKTUBHO BewecTBO. CHOTBETHO Ce MpuiiaraT 4ieHoBe 48
u 52.

Ynen 15

Ipepa3rie:xaane Ha 0100PEHHETO HA AKTHBHO BeEIECTBO

1. Kowmucusrta Moxe Jnga mnpepasriieqa OJOOpPEHHETO Ha JaJCHO
aKTHBHO BEIIECTBO 32 €IMH WIM NOBEYe MPOMYKTOBU THIIOBE II0
BCSIKO BpEME, KOTaTO Ca HAJMIlE CHIICCTBEHH MPU3HAIM, Y€ TO Beue
HE OTroBaps Ha YCJIOBHATA, MOCOYEHH B wWieH 4, maparpad 1 wm,
Cropex ciydas, Ha ycioBusta B wieH 5, maparpad 2. Komwucusra
MOXE CBLIO Taka Ja TNpepasriiefia ogoOpeHHeTo Ha IaJIeHO aKTHBHO
BCUIECCTBO 3a €AWH WK TIOBCYUC IPOAYKTOBHU THUIIOBEC II0 HMCKAaHC Ha
IbpKaBa-wIEHKa, aK0 MMa MpHU3HAIM, Y€ W3I0JI3BAaHETO Ha aKTHBHOTO
BEIECTBO B OHMOLUIN WM TPETUPaHH H3IEIHs BOAU IO CHINSCTBEHU
omaceHus 3a 0e30MacHOCTTa Ha Te3M OWOLUAM WIM TpPETHPAHU
n3aenus. Komucusara onosectsiBa HHGDOpPMAIHATA, Y& MPOBEXKIA Ipepas-
rJIeKJaHe U NPEeAOoCTaBsd Bb3MOXXHOCT Ha 3asABUTECIIA 3a MPEACTABAHEC Ha
Oenexkn. Kommcusta Hamme)xxHO B3eMa MpPEABUA Te3H OENEXKA B
PAMKUTE Ha CBOETO INpPEpasIIICIKAaHE.

AKo Te3u npu3Hanu ObIaT MOTBBbPACHU, KoMucusaTa mpuemMa periiaMeHT
3a W3MBJIHEHHE, C KOWTO W3MEHS yCJIOBHATA 32 0J00psBaHE Ha JaJeHO
aKTHUBHO BELIECTBO WJIM 3a OTMsiHa Ha ojoOpeHuero my. Ilocouenusr
peryiaMeHT 3a M3IBJIHEHHE ce IIpueMa B CHOTBETCTBHE C IpOILeaypaTa
Ha pasriexaaHe, nocoueHa B wieH 82, maparpad 3. [Ipumarat ce pasmo-
pendutre Ha uieH 9, maparpad 2. Komwucusita ChbOTBETHO YBEIOMsIBA
II'PBOHAYATIHUTE 3asBUTENN 33 OJOOPEHHUETO.
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Koraro ca Hanuue HamIeKHO OOOCHOBAHM HEOTJIOXKHH OCHOBAHHUS
Komucusita mprema He3a0aBHO NMPHIOKHMH aKTOBE 32 M3IBIHCHHE B
CBOTBETCTBHE C IpoLEIypaTa, I0ocoYeHa B wieH 82, maparpad 4.

2. Komucusra Moxxe Ja ce KOHCyITHpa C ATeHIMATa MO BCUYKU
BBIPOCH OT HAYYHO WIJIM TEXHHYECKO ECTECTBO, OTHACAIIUA CE [0
mperiyiefia Ha OJ0OpEeHHEeTO Ha JaJIeHO aKTHBHO BellecTBO. B pamkure
ga 270 pgum cienq momaBaHe Ha MCKAaHETO ATEHIMSITa H3TOTBS
CTaHOBHIIE U To mpencras Ha Komucusra.

3. B cayuaii ye Komucusita pemu na OTMEHH HIM HM3MEHH 0/100-
pPEeHHETO Ha JaJeHO aKTUBHO BEHIECTBO 3a €IWH MJIM IIOBeYe
MPOJYKTOBU THUIIOBE, IbPKABUTE-YICHKH WM, B CIy4all Ha pa3pelicHue
Ha Cpro3a, Kommcusra OTMEHAT WM IO IETIeCHOOPAa3HOCT H3MEHST
paspeuieHusiTa 3a CHOTBETHHUs(TE) THUI(OBE) MPOAYKTH, KOUTO
CBIBPXKAT TOBa aKTUBHO BemlecTBO. CHOTBETHO CE IMPHIAaraT WiIEHOBE
48 u 52.

Ynen 16
Mepku 3a U3NbJIHEHHE
Komucusita Moke 5@ mpueme IMOCPEICTBOM aKTOBE 3a M3IIBJIHEHHE
MOApPOOHM MEpKH 3a TpUIIaraHeTo Ha wieHoBe 12—15, karo nombi-
HUTEJIHO YTOYHM IPOLEypUTE 33 MOJHOBSBAHETO U IPEpasrieKIaHeTo
Ha ONOOpEHHETO Ha MJafeHO AaKTHBHO BemlecTBO. Te3d akToBe 3a

W3IIBJIHEHWE C€ TIpueMaT B CBOTBETCTBUE C IIpoleaypara Ha
pasriexjaaHne, mocoueHa B wieH 82, maparpad 3.

TJIABA 1V

OBl NPUHIUIIA OTHOCHO PA3ZPEHIABAHETO HA BUOLIUIN
Ynen 17
IIpenocraBsine Ha ma3zapa M ynorpedéa Ha OmouUAU

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

2. 3asBIICHUETO 3a pa3peii€eHue C€ mpasu OT 6’[:,[[61111/15[ MMPUTECIKATECIT
Ha pa3pClICHUCTO WKW OT HETOBO HME.

3asBICHHUATA 32 HALMOHAJIHO Pa3pelICHHE B JaJCHA AbpIKaBa-uiICHKA Ce
MOAaBaT 1O KOMIICTCHTHHS OpraH Ha CHOTBETHATa Jbp)KaBa-4ICHKA
(,,preMaIUAT KOMIIETCHTEH OpraH®).

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

3. PaspemenHuero Moxke Ja ce MPEAOCTaBH 32 OTICICH OHOIMI WA
3a Tpyna OMOLMIH.

4. Pa3zpemeHHETO ce IpeaocTaBs 3a MaKCUMasieH cpok oT 10 romuHu.

5.  buonupure ce ynorpeOsBaT IpH Clla3BaHE HA pela U yCJIOBUSATA HA
Pa3pelIeHneTo, yCTAaHOBEHH B CHOTBETCTBUE C WieH 22, maparpad 1, u Ha
U3UCKBAHUATA 33 €TUKETUPAHE U OIIAKOBaHE, NIPEABUJCHU B 4jeH 69.
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IMpaBunHata ymoTpeba BKIJIIOYBA PAIMOHAJIHOTO IIpWJIAaraHe Ha
KOMOMHAIMs OT (u3MUHH, OHOJNIOTHMYHM, XUMHYHH WIHM JAPYTH
HOAXOAAIIM MEPKH B 3aBUCHMOCT OT Cilydas, C KOMTO ymnorpebara Ha
Oronuau ce orpaHHYaBa 0 HEOOXOAWMHS MUHHMYM H C€ NpeIrpHeMar
NOJXOJSIIY NPENa3H MEPKHU.

IILp)KaBI/ITe-‘UICHKI/I npeamnpueMar HeO6XOHI/IMI/ITe MCpKH, 3a Ha Opea-
OCTaBAT Ha OGU.IGCTBGHOCTT& noaxogsma I/IH(i)OpMaI_II/IH 3a NOJIBUTC U
PUCKOBETE, CBLpP3aHU C 6I/IOL[I/I,£[I/IT6, KaKTO M 3a BB3MOXHOCTUTE 3a
CBCXKXJaHE 1O MMHUMYM Ha TAXHaTa ynorpe6a.

6. IlpurexarensT Ha pa3pelICHUETO YBEIOMSBAa BCEKH KOMIIETEHTEH
opraH, KOHTO € TMpeJoCTaBWJ HAIMOHAJIHO pa3pelieHre 3a Trpymna
OWOIMIN, OTHOCHO BCEKH OwWouui OT Trpymnara, Haii-manko 30 aHH
npead Ja o IyCHEe Ha Ia3apa, OCBEH KOraTo OIpEIeNeH MpPOIYKT €
W3PUYHO TIOCOYEH B pa3peIICHUETO WM pPa3IMKUTe B ChCTaBa ce
OTHACST caMO JI0 TMHUIMEHTH, apOMAaTH3aHTH M OLBETHTEIN B PaMKHTE
Ha pa3pelieHUTE pa3IHKH. B YBEJIOMIICHHETO CE€ IMOCOYBAT TOYHHSAT
ChCTaB, ThPrOBCKOTO HaMMEHOBAHME U IOCIEIHATAa YacT OT HOMepa Ha
paspemenuero. B ciywaif ye craBa gyma 3a paspemienue Ha Cbrosa,
MPUTEKATEIAT HA Pa3pelIcHUETO yBeaomsiBa AreHuusta U Komwucusra.

7.  Upe3 akt 3a mi3meiaHeHne Komucusita ompeznens mpoueaypuTe 3a
paspeniaBaHe Ha €IHH M ChINM OHOUUIU OT €AHO M CHIIO WIH OT
Pa3NMYHM MPEANpUSATHS IPU €AHAKBB pel U ycioBusa. To3m akT 3a
W3MBJIHEHHE Cc€ TIpHeMa B CHOTBETCTBHE C Ipoleaypara Ha
pasriexjaHe, nocoueHa B wieH 82, maparpad 3.

Ynen 18

Mepku 3a ycTroiiunMBa ynorpedoa Ha Omouuau

B cpox mo 18 romu 2015 r. Komucusra, B3 OCHOBa Ha HaTpyHaHUS
OIIAT TIPU TIPUJIATAHETO Ha HACTOSAIIMS PEriIaMeHT, mpexacTaBs Ha EBpo-
neiickys nmapiaMeHT U Ha CbBeTa JOKIAJ OTHOCHO HadMHA, IO KOHTO
HACTOAIIMAT pPEriJaMeHT JOTNpHHAcS 3a yCToWdmMBaTa ymoTpeba Ha
OuoLuay, BKIIOYMTEIHO OTHOCHO HEOOXOAMMOCTTa OT BbBEXKJAHE HA
JOIBJHUTENIHN MEPKH, IO-CIIEIUAIHO 3a NpOoQEeCHOHATHUTE IOTpe-
OuTeny, 3a HaMalsBaHE HAa PHCKOBETE, HA KOHTO OWMOIMIWTE H3JIarat
30paBeTO Ha XOpaTa, 3/paBeTO HAa >KUBOTHHUTE, KAaKTO M OKOJIHATa
cpena. To3m moxman, Hapen ¢ APYTOTO, PasTIIEKAA:

a) HAChpYaBaHETO HA Hal-IOOpH MPAKTHKU KaTO HAYMH 3a CBEXIAHE 0
MUHMMYM Ha ynorpebara Ha OHOIMIY;

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

B) pa3pa0OTBaHETO M IpPWJIATaHETO Ha MPHHLUUIM 32 HHTETPHPAHO
yIpaBJeHHE Ha BPEAMTENIHTE C Orjie] ynorpebara Ha OWMOLMIN;

I) PUCKOBETE, CBBP3aHM C yHoTrpebara Ha OHOLMAM B CHELU(PUIHU
MecTa KaTo YYMININA, paOOTHN MeCTa, NeTCKH TPaJiHH, 00IMeCTBeHH
MecTa, LIEHTPOBE 3a TepUATPUUHU I'PUXKU MIM B OIM30CT 10 HOBBP-
XHOCTHM WJIM TIOJ3€MHH BOJAH, U JalH ca HEOOXOIMMH IOIBI-
HHUTEJIHM MEPKU [0 OTHOLIEHHE HA TE€3H PUCKOBE;

II) poJIsTa, KOATO MOBHINABAHETO Ha €(DEKTHBHOCTTA Ha 0OOPYABaHETO,
W3IMON3BAaHO 3a TpWIaraHe Ha OWonMAM OM MOIJIO Ja MMa [0
OTHOIIIEHHE Ha yCTOWYHMBaTa ymorpeoda.
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Bb3 ocHoBa Ha To3u nokian KomucusaTa mpencraBs, IO Leaecho0-
Pa3HOCT, MPEUIOKEeHNE, KOETO J1a Obe MPHETO B CHOTBETCTBHE C OOMK-
HOBEHaTa 3aKOHOJATEIHa IPOLEenypa.

Ynen 19

YcaoBusi 3a u31aBane Ha pa3penieHue

1.  buomun, pasziauyeH OT Te3H, 32 KOUTO € JOIyCTHMa ONpOCTeHaTa
npolenypa [0 U3aBaHe Ha pa3pellieHHe B CbOTBETCTBUE C WiEH 25, ce
pasperaBa, ako ca M3IBJIHEHU CIEIHHUTE YCIOBUS:

a) aKTUBHUTE BELIECTBA C€ BKIIOYBAT B IpuUIOKeHHe | umu ca
00OpeHH 3a CBHOTBETHHS IIPOJYKTOB THUI M BCHYKH YCJIOBHS,
MIOCOYEHH 3a TE3U aKTHMBHH BELIECTBA, Ca M3IIBIHEHH;

0) B CHOTBETCTBHE C OOIIMTE MNPHHIMIHN 32 OICHKa Ha JocHeTa 3a
OWoIMIM, IOCOYEHH B TpwiokeHue VI, e ycTaHOBeHO, de
OMOLMABT TPU ynoTpebara My ChITIACHO Pa3peleHUETO U C OTJIel
Ha (aKTOpUTE, MOCOYECHH B maparpad 2 OT HACTOSIIMS 4YIICH,
OTroBapsi Ha CJICIHUTE KPUTEPHU:

1) OMOIMIBT € IOCTaThYHO €(PEKTHBEH;

ii) OMOIMIBT HSIMa HEMPUEMIIMBO BB3ACHCTBHE BBHPXY ILCICBUTE
OpraHu3MH, MO-CIECHUATHO HENPHEMIINBA PE3UCTEHTHOCT WIIH
KPpBCTOCAaHa PE3UCTCHTHOCT, WJIUM HCHYXXHO CTpaJaHUC WJIHU
Oomnka mpu rphOHAYHUTE KUBOTHH;

iii) OuouuabT HAMA He3a0aBHO WM 3a0aBEHO HENPUEMIIUBO
COOCTBEHO BB3JICHCTBUE WM BB3JICHCTBUE B pE3yNTaT Ha OCTa-
THUHHUTE BELIECTBA BBHPXY 3/APaBETO Ha XOpara, BKIKOYUTEIHO
BBPXY 3IpaBETO Ha YSA3BHUMUTE TIpPYyNU, HWIM HA J>KUBOTHUTE,
MpSKO WM 4pe3 MUTeHHATa BoJa, XpaHara, (QypaxkuTe, Bb3ayXa
WIN 4pe3 JIpYr BUJ HEMNPSKO BB3JCHCTBUE;

iv) OMOLMABT HAMA HENPHEMIIMBO BB3JICHCTBUE CaM 110 cebe CH, UM
B Pe3yNTaT Ha OCTATHYHHUTE BEIIECTBA, BBPXY OKOIHATA Cpena,
KaTo ce 00pbIa 0COOCHO BHUMAHHUE HA CIEAHHUTE (HaKTOPH:

— JKM3HEH IMKBJ M Pa3NpoCTpaHeHHe Ha OMOIMIa B OKOJHATA
cpena;

— 3apa3sBaHe Ha IOBBPXHOCTHHUTE BOIM (BKIIOUHUTENIHO B
yCTHATA M MOpPETO), MOJIOYBEHHUTE BOAM W NHTEHHATa
BOJIa, BB3[lyXxa M TOYBATa, KaTo c€ B3eMaT IOJ BHUMaHHE
MeCTa, OTJaJledeHH OT MsICTOTO Ha ymorpeba, 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
€KocucreMara,

B) XMMHYHATa HIEHTUYHOCT, KOJMYECTBOTO M TEXHMYECKaTa PaBHO-
CTOWHOCT Ha aKTUBHHTE BEUIECTBA B ChCTaBa Ha Ououuaa W,
KOTaTo € YMECTHO, TOKCHKOJIOTHYHO WIH EKOTOKCHKOJIOTHYHO
BaXHUTE M 3HAYMMU IPUMECH U HEAKTHBHU CBHCTaBKH, KaKTO H
HETOBUTE OCTAaThYHH BELIECTBA ¢ TOKCHKOJIOTWYHO WM E€KOJIOTMYHO
3HaYeHHE, IPOU3THYAIIN OT BUIOBETE YNOTpeda, KOUTO MPEICTOU N
MOJTyyaT pa3pelleHue, Morar ia ObAaT ONpeieNeHH CBIVIACHO CHOT-
BeTHUTE M3uckBaHws B mpuioxenws I u I1I;
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r) ¢u3nyHUTE N XMMUYHHUTE CBOHCTBA Ha OMOLUAA ca ONpeleeHd U ce
CMATAT 3a TIPHEMIIMBH 32 LENHTe HAa MOAXOAAINATa yrmorpeda H
TPaHCIOPT HAa HPOJYKTa;

II) KOTaTo € IeNecho0pa3Ho, ca YCTAaHOBEHM MaKCHMalHH HUBA Ha OCTa-
THYHUTE BEUIECTBA 3a XpaHUTE W (ypakuTe 1O OTHOILICHHE Ha
AKTHBHUTE BEILECTBA, CHIBPKAIIN c¢ B OHOIMIA, B CHOTBETCTBUE C
Permament (EMO) Ne 315/93 ma Copera ('), Permament (EO)
Ne 396/2005 wma Espomneiickuss mapiamenT u Ha Cbsera (3),
Permament (EO) No 470/2009 na EBpomeiickusi mapiamMeHT W Ha
CoBera (?) wmm  [upektuBa 2002/32/EO  wa  Espormeiickus
mapnamedT W Ha CbBera (*), WIM ca YCTaHOBEHH TPaHHUIN Ha
crneur(UYHa MUTpALUs WIM TPaHULM 332 OCTAThYHOTO ChIbpIKaHHE
B MaTepuanTe, MpeAHa3sHaYeHH 32 KOHTAKT C XPaHHU 110 OTHOILICHHUE
Ha TakWBa aKTUBHU BeUIeCTBa B choTBeTcTBUE ¢ Periament (EO)
Ne 1935/2004 na Espomeiickust mapiaament u Ha CobBerta (5);

e) aKO B TO3M HPOAYKT Ca HU3MNOJ3BAHW HaHOMATCpHUAJIA, € U3BBPIICHA
OTACIHA OLICHKa Ha pHCKa 3a 3JpaBC€TO Ha Xopara, 34paB€TO Ha
JKXUBOTHUTC U 3a OKOJIHaTa cpela.

2. Ilpm omenkara pmanu [gageH OWONMI OTroBapsi KPUTEPUUTE,
nocoueHu B mnaparpad 1, Oyksa 0), ce B3eMaT NpPEABUN CIEIAHUTE
(dhakropu:

a) PEATUCTUYHO Hail-HeONArompusTHU YCIIOBUS, NPH KOUTO OUMOIUIBT
MOXe Ja Obje ynoTpeOsiBaH;

6) HauMHBT Ha ynorpeda Ha TPETHUPAHU U3JEIHs, KOUTO ca 00paboTeHU
¢ OHOIMIA WIH ChABPKAT OMOLINAA;

B) TIOCJIEACTBUSTA OT ynorpebaTa u 00e3BpekIaHETO Ha OMOLNAA;
T) KyMyJaTHBHH €(eKTH;
) CHHEPTUYHU e(EeKTH.

3. Jamen Ouomun Moxe naa Oble paspellieH eJUHCTBEHO 3a Te3U
BHIOBE yHoTpeba, 3a KOMTO € IOJaJeHa CHhOTBETHATa WH(poOpManus B
cboTBeTCTBHE ¢ wieH 20.

(") Permament (EMO) Ne 315/93 na CobBera ot 8 despyapu 1993 r. 3a ycrauo-

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

(® Pernament (EO) Ne 396/2005 ua Esponeiickus napiament n Ha CbBera OT
23 ¢espyapu 2005 rogmHa OTHOCHO MaKCHMAaJHO JONYCTHMHUTE I'PaHULN Ha
OCTaThYHM BEILIECTBA OT MECTHUIMAU BBB M BBPXY XPaHU WIH (Qypaku OT
pPACTUTENICH WM >KUBOTMHCKM ITIPOM3XOJ W 3a H3MeHeHHe Ha JlupexTuna
91/414/EWO Ha CsBetra (OB L 70, 16.3.2005 r., ctp. 1).

(®) Permament (EO) Ne 470/2009 na Espomeiickus mapiameHT u Ha ChBeTa OT
6 maii 2009 r. OTHOCHO YCTaHOBsiBaHE Ha mpoueaypu Ha OOIIHOCTTA 3a
omnpenesHe Ha JIOIMYCTHMHTE CTOMHOCTM Ha OCTaThbYHM KOJHMYECTBA OT
(hapMaKoJIOTHYHOAKTUBHU CYOCTAaHLIMM B XPaHH OT KUBOTHHCKH INPOU3XOJ,
3a orMsaHa Ha Permament (EMO) Ne 2377/90 na CobBeTa u 3a M3MEHEHHE Ha
JupextuBa 2001/82/EO wua Espomeiickusi mapmament u Ha ChBeTa W Ha
Pernament (EO) Ne 726/2004 na Espomeiickusi mapiameHnT U Ha ChbBera
(OB L 152, 16.6.2009 r., ctp. 11).

(*) Jupexrusa 2002/32/EO na EBpomeiickus mapnamenT 1 Ha CbBera oT 7 Maif
2002 r. 3a HexeNaTeIHUTE BemlecTBa B xpaHurte 3a xwuBotHH (OB L 140,
30.5.2002 r., ctp. 10).

(°) Pernament (EO) Ne 1935/2004 ua Epormeiickusi mapiament u Ha CbBeTa OT
27 oxromBpu 2004 r. OTHOCHO MaTepUaIMTe U NPEAMETHTE, IpeIHa3HAuUCHH
3a KOHTAKT C XpaHH, U 3a ormsHa Ha upextusu 80/590/EMO u 89/109/EMO
(OB L 338, 13.11.2004 1., ctp. 4).



02012R0528 — BG — 10.06.2021 — 005.001 — 23

4. He ce mnpenocraBs paspelieHue JajieH Ouounsa aa Obae mpen-
OCTaBeH Ha Ta3zapa 3a ymnorpeda OT MacOBHs MOTPEOHTEN, aKo:

a) orroBapss Ha Kpurepuutre cbriuacHo JlupektuBa 1999/45/EO 3a
KIacuuIUpaHe KaTo:

— TOKCHYHO WJIM CHJIHO TOKCHYHO BEILECTBO;
— KaHIIEpOTeHHO BEIIECTBO OT Kareropus 1 wimm 2;
— MyTareHHO BEIIECTBO OT Kareropus 1 wiam 2; wiu

— BEILECTBO, TOKCHYHO 3a PENpOAyKIMATa, 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 wuim 3,
— ocTpa JepMaliHa TOKCUYHOCT OT Karteropus 1, 2 wim 3,

— 0CTpa MHXaJIAlMOHHA TOKCHYHOCT (Ta30BE WM Ipax/U3MapeHHus)
ot xareropus 1, 2 wim 3,

— OCTpa WHXaJaIOHHA TOKCHYHOCT (Tapu) oT Kareropus 1 wmm 2,

— CHCHI/I(‘JpI/I‘IHa TOKCUYHOCT 3a OIpECACJICHU OpraHu Ipu €AHO-
KpaTHa WJIM IOBTapslia C€ €KCIO3ULIHA OT KaTeropus 1,

— KaHIIEpOr'eHHO BEIECTBO OT Kareropus 1A wmm 1B,
— MYTareHHo BeulecTBO OT Kateropus 1A umu 1B, umm
— BEILECTBO, TOKCUYHO 33 PENpOAyKIHUATa, OT Kareropusa 1A umm 1B;

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

I) NIpUTEXkaBa CBOWCTBA, HApyIIABallll €HIOKPHHHATA CHCTEMa; WIH

) IMa HEBPOTOKCHYHO WJIM MMYHOTOKCHMYHO BB3JCHCTBHE 32
Pa3BUTHETO.

5. HesaBucumo ot pasnopenoute Ha maparpadu 1 u 4, najeH ouomms
MoOXe na ObJe paspelleH, KoraTo ycTaHOBeHHMTe B maparpad 1, Oyksa
0), MOATOYKH 1ii) U V) YCJIOBHS HE Ca HAITBJIHO M3IBIHCHH, WIH MOXE
Ia ObJe paspelleH 3a IpefocTaBsHe Ha Masapa 3a ynorpeba OT MacoBUS
MoTpeOuTeN, KOraro mocoyeHute B maparpad 4, OykBa B) KpHUTEpPHH ca
W3IBIIHEHH, aKo B Cilydail ye OMouuabT He Oblie paspelleH, ToBa Ou
OKa3alo HeChPa3MEPHO OTPHIATEIHO BB3ACHCTBHE 3a OOIIECTBOTO B
CpaBHEHHE C pHUCKOBETE 3a 3[paBeTO Ha Xopara, 3ApaBeTO Ha
JKMBOTHUTE WM 3a OKOJIHATa Cpela, MPOM3THYAIM OT yHmoTpebaTa Ha
Oumonuia NpH OINpPEACIEHUTE B Pa3pEICHHETO YCIOBHSI.

VYrorpebara Ha OMOLUIHN, pa3pelIeHH CHITACHO HACTOSIIIMs maparpad,
MOJUIC)KH Ha TOAXOISIIM MEPKH 3a HaMallsiBaHE Ha pPHUCKa, 3a Ja ce
rapaHTvpa, 4e eKCIIO3MLMATa Ha XOopaTra M OKOJHaTa cpela Ha Te3H
OuonuMau € cBelAeHAa J0 MHHUMYM. Yrnorpebara Ha Ououumaw,
paspellieHn CBhIJIACHO HacTosAmus maparpad, ce orpaHuyaBa 0
I'bpP)KaBU-WIEHKH, B KOUTO € H3IIBJIHEHO YCIOBHUETO I10 IIbpBaTa ajJnHes..

6. Ouenkara Ha rpymnara OHOLMIY, M3BbpIIEHA CHIVIACHO OOIIHUTE
NPUHIMIIK, TOCOYCHW B NpwiokeHue VI, BKIIOYBA MaKCHUMAaJHUTE
PHCKOBE 3a 3IpaBeTO Ha XopaTa, 3/[paBeTO HA JKUBOTHUTE WM 32
OKOJIHAaTa cpella U MUHHMMaJIHaTa €(UKACHOCT Ha LslaTa MOTEHIMAIHA
cepusi OT MPOJAYKTH B PaMKHTE Ha rpyrnara OHOIHIH.
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3a mazneHa rpyna OMOLMAM Ce JaBa paspelieHHe caMo aKo:

a) B 3@jMBICHHETO WM3PHYHO CE IMOCOYBAT MAaKCHMAIHHTE DPHUCKOBE 3a
3[paBeTO Ha XOpara, 3APaBeT0 Ha JKMBOTHUTE WM 38 OKOJIHATA
cpela ¥ MHMHHMMajJHara e(QHKacHOCT, Ha KOHUTO CE€ OCHOBaBa
OLICHKATa, KAKTO M Pa3peLICHUTE Pa3iHK{d B ChCTaBa W ymortpebara,
nocoueHu B wieH 3, maparpad 1, OykBa T), 3a€IHO ChC CHOTBETHATA
UM KIacu(UKALs, TPEeIyIPEKICHAS 3a OMACHOCT U IPEIOPHKUTE 33
0€30MacHOCT ¥ MOAXOMASAINIA MEPKH 33 HAMAJIBaHE HA PUCKA; U

0) BB3 OCHOBa Ha OLICHKATA, [T0OCOYCHA B IIbpPBATa AUHES] OT HACTOSIINS
naparpad, Moxe Ia ObIec YCTAaHOBEHO, Y€ BCHYKH OHOILUAN OT
rpymara OTroBapsT Ha YCIOBHATA, MOCOYECHH B maparpad .

7. Koraro e nenechoOpa3zHO, OBACHIMAT MpPUTEXKATET Ha pa3perin-
TETHOTO WJIM HETOBUST IPEICTABHUTEN IOJaBaT 3asBICHHUE 32 YCTaHO-
BABaHE HAa MAaKCHMaJHHTe HHBa Ha OCTaThbYHH BEIIECTBA IO
OTHOIIICHWE Ha aKTHBHUTE BEIIECTBA, CHIBbPXKALIM Ce B JaACH OHOLU,
B cwotBercTBue ¢ Permament (EMO) Ne 315/93, Permament (EO)
Ne  396/2005, Permament (EO) No 470/2009 wmm Jupextua
2002/32/EO, wnau 3a yCTAaHOBSBAaHETO Ha TpaHHMIM Ha crenuduvHa
MUTpalusi WM Ha TPaHWIM 3a OCTaThYHOTO ChIbp)KaHHE B MaTe-
puanuTe, MpeAHa3HaYeHH 3a KOHTAKT C XpaHH, IO OTHOIICHHWE Ha
TaKMBa BellecTBa B choTBeTcTBHE ¢ Permament (EO) Ne 1935/2004.

8. Koraro, B ciyyast Ha akTHBHH BeIlECTBA, MOMaalld B 00XBaTa Ha
yinen 10, maparpad 1, Oyksa a) ot Permament (EO) Ne 470/2009, mo
BpeMe Ha OmoOpsBaHETO 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, yCTaHOBEHA B CHOTBETCTBUE C UIEH
9 OT chIUS periaMeHT, Ja ObJe M3MEHeHa, MaKCHMAaIHO JOITyCTHMAaTa
CTOMHOCT Ha OCTAaThYHH KOJHMYECTBAa C€ YCTAHOBSBA WIIM W3MEHS, B
CBhOTBETCTBHE C IMpolenypara, mocoueHa B wieH 10, maparpad 1,
OykBa 0) OT TOCOUEHUS periiaMeHT.

9. Koraro nmageH Ouonmja € OpeJHA3HAYCH 3a MNPSKO MpHIaraHe
BBbpPXY BBHINHH YaCTH HA YOBEIIKOTO TSJIO (EMHICPMHUC, KOCA, HOKTH,
YCTHH M BBHIIHK TCHUTAIMH), WIH BBPXY 3bOWTE WM JUTABHIHTE B
ycTHaTa KyXWHa, TOH HE ChABbpKA HUKAKBH HEAKTHBHH BEIECTBA,
KOUTO HE MOTar Ja Ce ChIbPKAT B KO3METHYCH MHPOAYKT CHIIACHO
Pernament (EO) Ne 1223/2009.

Ynen 20

HN3uckBaHus 3a 3asiBJIeHUsITA 32 pa3peumieHue

1. 3asBHUTEIAT 3a pa3peuieHue 1mnojaBa CJICAHUTE NOKYMEHTHU 3aCqHO
CBhC 3adABJICHUCTO:

a) 3a OMoIMAM, Pa3ITHIHU OT TE3H, KOUTO OTTOBapsT HA YCTAaHOBEHHTE B
qieH 25 ycloBus:

1) AOCHE HMJIM MUCMO 3a JIOCTBII 3a OMOIKIA, KOSTO OTroBaps Ha
HU3UCKBAHUATA, IOCOUYCHU B mpuioxeHue IlI;

il) mpuMepHO 0000IIeHNe Ha XapaKTePUCTHKNTE Ha OHOIM/A, BKIIIO-
4yuTeaHO uH(opManusTa, MOcOoYeHa B wieH 22, maparpad 2,
OykBu a), 0) U q)—p) cropen ciaydvas;

iil) JocWe WM MHCMO 3a JOCTBII 3a OWOIMIA, KOETO OTroBapsi Ha
M3UCKBAHUATA, TMOCOYCHU B mpuiokeHue II, 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 OHOLMIA, 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 3aKIIko-
YEHHETO, Ye OMOLMIBT OTrOBaps Ha ONPE/ICNICHUTE B WICH 25 yCIIOBHSL.

2. HpHeMaLHHHT KOMIICTCHTCH OpraH MOXKE€ Ja U3UCKBa 3asABJICHUATA
3a HaAlUOHAJIHO pa3pCuICHUC Oa 6’B)IaT IoJaBaHM Ha €JHWH HJIM IIOBCYC
oT O(I)I/II.II/IaJ'IHI/ITe €31MIH Ha ObpiKaBaTa-dJICHKA, B KOATO C€ HaMHUpa TO3U
KOMIICTECHTCH Opras.

3. 3a 3agBneHus 3a paspeuienust Ha Cpro3a, MOJAZCHHU CHIIACHO WICH
43, 3asgBUTENIAT NPEJACTaBs pe3fOMe Ha XapaKTePUCTHKUTE Ha Omommua,
noco4eHu B maparpad 1, OykBa a), OATOYKA ii) OT HACTOSIMS WIEH, Ha
enuH ot odunmanHuTe e3unu Ha Cbhro3a, MpUEMaH OT OLEHSBAIIU
KOMIICTEHTCH OpraH KbM MOMEHTa Ha II0JlaBaHe Ha 3asBJICHHUCTO, U Ha
BCUYKH o(ulmainy e3uny Ha Chro3a npeiu o100psiBaHeTO Ha OUOLUaa.

Ynen 21

OcBoboxxnaBaHe 0T M3UCKBAHMSA 32 MpeNAOCTABSIHE HA JaHHU

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

a) JJAHHUTC HE Cca HCO6XOI[I/IMI/I rnopagu €CTCCTBOTO Ha CKCIIO3UIIHUA,
CBBP3aHO C Mpe€AjlaraHuTE BHUIOBC yHOTpC6a;

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

B) OT TCXHHUYCCKA I'VICIHA TOYKA HE € BB3MOXKHO JAaHHUTC Ja 61))13.T C”b6paHI/I.

2. 3adBUTENAT MOXe Ja MPEIIOXKH aJalTHpaHe Ha M3MCKBAHUATA 32
IpeloCTaBsHEe Ha JAaHHU 10 wieH 20 B ChbOTBETCTBHE C IpuoxkeHue IV.
OcHOBaHHATA 3a MPEITOKEHOTO aJaNTUpaHe Ha M3MCKBAHHUATA 3a Mpef-
OCTaBsIHE HA JIaHHH CE ITOCOYBAT SICHO B 3asBICHHETO C I030BaBaHE Ha
KOHKPETHHUTE IpaBwia B IpuioxeHue V.

3. 3a ;ma ce ocHTypH XapMOHHM3UPAHOTO NpHJaraHe Ha maparpad 1,
OykBa a) OT HacTosIus wieH, Ha Komucusara ce MPeqoCTaBAT MPaBoO-
MOIIMATA Ja TpHeMa JeJIeTHPaHd aKTOBe B CHOTBETCTBUE C wWieH 83,
KOHMTO YCTaHOBSIBAT KPUTEPHUH, ONPEACISIIIN B KAKBH CIy4ad €CTECTBOTO
Ha EKCIO3MIMS, CBBP3aHO C MpeJUlaraHuTe BHUIOBE Yyrorpeba, Ou
ONpaBAaio AaNaNnTHPAaHETO Ha W3UCKBAHUATA 32 TPEJOCTAaBIHE Ha
JlaHHU cbIinacHo uieH 20.

Ynen 22

Chabp:kaHHe Ha pa3pelieHnero

1. B pa3pemieHHeTo ce MOCOYBaT YCIOBHATA 32 INPEJOCTaBSHE Ha
nasapa ¥ ynorpeda Ha €JMHHUYHHUS OMOLWJ WJIM Ha rpyrnara OWOLUAH,
U Cce BKIOYBA 0000IICHHE HAa XapaKTEPUCTHKUTE Ha OHOLHIA.

2.  be3 pa ce 3acarar pasnopenOurte Ha uwieHoBe 66 u 67, 0000-
LICHHETO HA XapaKTePUCTUKHTE Ha OHOLMIa 33 CAMHWUYCH OWOLH
WK, B CIy4ail Ha Tpyma OWOIMIN, HAa OWONMAWTE OT Ta3d rpyma
OuoIMIN, BKIIOYBA CleqHaTa HH(opMarims:

a) ThProBCKO HaWMMEHOBaHHME Ha OWOLNIA,;
0) UMe M aJapec Ha MPUTEXKATENs Ha Pa3pelICHHETO;

B) JlaTa Ha U3[aBaHe Ha Pa3pelICHHETO U JaTaTa Ha U3THYaHE Ha Balui-
HOCTTa MYy,

r) HOMEp Ha pa3pelIeHHeTO Ha OHOIWMIA, 3aeqHO C, B CIydas Ha Tpyma
OUOIMIM, TOCTEAHUTE YacTH, KOWUTO C€ OTHACAT [0 OT/ICITHHUTE
OHOLIMIN OT IpyTaTa;
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}1) Ka4eCTBCH M KOJIMYECCTBCH CBHCTAB Ha 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 CHIBPKAHME 33 BCAKO AKTHBHO M HEAKTHBHO
BCUICCTBO, KAaTO MHUHHUMAJIHOTO IMOCOYCHO IPOLHCHTHO CBHABbPKAHUEC
3a OmIpeJeleHn BemecTBa Moxe aa 0pxe 0 %;

€) TPOM3BOAMTENIM Ha Ououuaa (HAUMEHOBAHHUS W aJpPECH, BKIIIO-
YUTETHO MECTOHAXOXKJCHUE Ha MPOU3BOJCTBEHHUTE OOEKTH);

)K) MPOU3BOAUTE/IMN HA aKTUBHUTEC BCIICCTBA (HaI/IMeHOBaHI/IH H ajapecu,
BKJIFOYUTCIIHO MECTOHAXOXJACHNUE Ha MPOU3BOACTBECHUTEC 066KTI/I);

3) BUA QopMynaims Ha Ououuzaa;
1) MPEAYNPEKISHUS 32 OMACHOCT U NPENOPHKH 3a 0e30MacHOCT;

i) MPOMYKTOB THIT ¥, CIIOPE]] CITydasi, TOYHO OIKCAHWE Ha pa3pelieHara
yHotpeba;

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

H) JaHHU 3a BCPOATHU MNPCEKU WJIM KOCBCHU BPCIAHU BB3JICUCTBUS U
YKa3zaHud 3a II'bpBa IIOMOII, KaKTO MW CIICIHHW MEPKH 3a OIla3BaHC
Ha OKOJIHaTa cpena,

0) yKa3aHusi 3a Oe3omacHO oO0e3BpeXkIaHe Ha IMPOJYKTa M HEroBara
OIAKOBKa;

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

p) cnopen ciydasi, Apyra uHdopMaius 3a OHOIHIA.

Ynen 23

CpaBHHMTE/IHA OlIEHKA HA OGHONMIUTE

1. IlpueMamusT KOMIIETEHTEH OpraH WM, aKo CTaBa BBIPOC 32
OLICHKA Ha 3asBJCHME 3a M3JaBaHe Ha paspenieHue Ha Cbhro3a, OLCHSI-
BalllMAT KOMIICTEHTEH OpraH H3BHPIIBA CPAaBHHUTENHA OLICHKA KaTO YacT
OT OIICHKaTa Ha 3asBICHUC 32 Pa3pClICHHE M 3a MOAHOBSIBAaHE Ha
paspeleHHe 3a JajJeH OHOLHMA, ChAbPXKAll AKTHBHO BEUIECTBO —
KaHAMJAT 3a 3aMsiHa, B ChOoTBeTCTBHE ¢ wieH 10, maparpad 1.

2.  PesyaratuTe OT CpaBHUTENHATA OIIEHKA Ce MpeaBaT He3a0aBHO Ha
KOMIICTCHTHUTE OPraHH Ha JPYTUTE TbPXKABU-WICHKH U HA ATCHIIMATA,
a B Ccilydaif 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 uiu
OrpaHMYaBa IPEAOCTaBSIHETO Ha Ia3apa WiIM yHoTpebara Ha
ompesesneH OHOIMA, ChABPKAIl AKTHMBHO BEIIECTBO — KaHIUAAT 3a

3aMsHa, aKO B PAMKHUTE Ha CPaBHUTEJHATa OIEHKA CBIJACHO TEXHHU-
YeCKUTE YKa3aHWs, IOCOYEeHW B wWieH 24, ce yCTaHOBH, Y€ EIHO-
BPEMEHHO Ca M3IIBJIIHEHH CIIEIHUTE JBa KPUTEPHUS:

a) 3a ymorpeOuTe, IMOCOYEHH B 3asBICHHETO, BEUe CBILECTBYBA IPYT
paspelieH OHOIMI WJIM HEXMMHYEH METOJ 3a KOHTPOJ MU
MPEBEHIMS, KOMTO NpeAcTaBisiBa 3HAYUTEIHO IIO-MallbK OOII PHCK
3a 37paBeToO Ha XOpara, 3[paBeTO Ha KUBOTHUTE M OKOJIHATA Cpefa U
KOHTO € J0CTaThbuHO e(EKTHBEH W HE BOIU 10 JPYTd 3HAYHUTEITHH
WKOHOMHMYECKH WM MPAKTUYECKU 3aTPyAHEHHS;
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6) XMMHYECKOTO pa3HOOOpa3ue Ha aKTHBHHTE BEIECTBA € afeKBaTHO 3a
CBeXJAaHE OO0 MHHHMYyM Ha (OPMHUpPAHETO HAa PE3UCTEHTHOCT B
LENIEBUSI BPEJIEH OPTaHU3bM.

4. UYpes neporanus ot maparpad 1 B U3KIIOYUTEIHU CIydad OUOLU,
ChIbpIKAIl aKTUBHO BELIECTBO — KaHIWIAT 3a 3aMsHAa, MOXe Ja Objae
paspelleH 3a CPOK A0 YETHPH IOAWHM 0e3 CpaBHUTEIHA OLEHKa, KOraTo
€ HeoOXOoAMMO IIBPBO Ja C€ NpUAOOHE ONHT 4Ype3 IpaKTHYecKa
ynorpeba Ha TO3U HPOIYKT.

5. AKO cpaBHHTENHaTa OIIEHKa BKJIIOYBA BBIIPOC, KOWTO IMOpagu
Mamaba WM HOCJIEACTBUSATa CH MOXE Aa ObJie pelieH NO-YCHEelHO Ha
paBHumero Ha Cblo3a, OCOOEHO KOrato 3acsira JBa WM IIOBEYE
KOMITETEHTHH OpraHH, MpUeMaIlusIT KOMIIETEHTEH OpraH MOXe Ja
otHece BbHpoca 10 Kowmucusta, KOATO Ja B3eMe peLICHUE.
Komucusara mpuemMa pemeHHeTo MOCPEICTBOM AKTOBE 3a H3IIBIHEHHE
B CBOTBETCTBHE C IIpOLEAypaTa Ha pasriexiaHe, MOCOYeHa B UIEH
82, maparpad 3.

Ha Komucusra ce nmpenoctaBaT npaBOMOLIUATA Ja IIpUeMa JeIerupaHu
AKTOBE B CHOTBETCTBHE C WieH 83, ¢ KOUTO C€ YTOUHSIBAT KPUTEPUUTE 3a
OIpElelsiHe Ha CIlydyauTe, KOraro CpaBHUTEIIHUTE OLICHKU 3acarar
BBIIPOCH, KOUTO MOraT jga ObJaT pelIeHH IO-yCIICIIHO Ha PaBHUILETO
Ha Cpl03a, KakTO M TPOLEAYypUTE 3a M3BBPIIBAHE HAa TAaKUBA CpaB-
HUTEJIHU OLICHKHU.

6. HesaBucumo ot unen 17, maparpad 4, u 6e3 1a ce 3acsrat pasmo-
pendure Ha maparpad 4 OT HACTOSIIMS 4YICH, pa3pellieHue 3a Ououu,
KOMTO ChIbpKa aKTUBHO BELIECCTBO — KaHAWAAT 33 3aMsHA, CE M3/1aBa
3a CpPOK HE MMOBEYE OT MeT TOAWHH M Ce TOJHOBSBA 32 CPOK, HE IIO-
IBIBI OT TET TOJAMHHU.

7.  Koraro nMa pemreHne 1a He ce U3AaBa paspelieHne 3a yrnorpedara
Ha JajeH OWOIMI WM T Ja Ce OrpaHH4M ChriacHo maparpad 3,
OTMSIHATa WM HW3MEHEHHETO Ha paspellieHHeTo Iopaxkaa IelcTBHe
YeTUpH TONWHHU cJell B3eMaHeTO Ha CHOTBETHOTO pelleHHe. Bbmpekn
TOBa, B Clydail 4e OJ00pSIBaHETO HA AKTHBHOTO BEIECTBO, KOETO €
KaHAW/AAT 3a 3aMsHA, M3THYa Ha IO-paHHA Jara, OTMsSHATa Ha paspe-
[ICHUETO TOpaXKJa NeHCTBHE Ha CHOTBETHATA MO-paHHA JaTa.

Ynen 24
TexHUYeCKH YKa3aHHUS
Komucusta M3rorBs TEeXHMUYECKM YyKa3zaHMs, 3a Ja C€ YJIECHH IpHia-

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

I'JTABA V

ONPOCTEHA NPOLEAYPA 3A U3JJABAHE HA PA3PEIIEHUE

Ynen 25

JomycTuMocT 3a ONpOCTeHATa MpoleAypa 3a H3IaBaHe Ha
paspenieHne

3a pmomycTtrMuUTE OWOIMIM 3asBICHUETO 32 HM3JaBaHe Ha pa3pelleHre
MOXe Ja ObJle HalpaBeHO IO ONPOCTEHaTa NpolLeAypa 3a U3J[aBaHe Ha
paspemenue. JlageH OuonMI € IOMYCTHM, aKO OTroBaps Ha BCSKO OT
CJICZIHUTE YCJIOBHSL:

a) BCUYKN aKTUBHHU BCIIECTBA, KOUTO CC CBHABPKAT B 6I/IOL[I/IZ[a, ca
BKJIFOY€HU B IIPUIIOKCHUEC Iu OTTOBApAT HAa BCHUYKHU OI'paHUYCHHA,
IMOCOYCHU B TOBA MPUIIOKECHHC,

0) OMOLMIBT HE ChIbPKA HUKAKBH PUCKOBU BEIECTBA;
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B) OMOLUABT HE ChAbPXKA HaHOMATCPHUAIH;
r) OHOLMABT € NOCTaThUHO C(PEKTHBEH; KAKTO U

1) 6opaBeHeTO ¢ OMoLMIa W TpeABUICHATa My yrnorpeba HE M3UCKBAT
JIUYHU 3alIUTHH CPEJICTBA.

Ynen 26

Ipunoxuma npouexypa

1. 3asgBurenuTe 3a paspellaBaHe Ha OHOLMA, KOHTO OTroBapsi Ha
yCIOBMSITA B WiIeH 25, ToJaBaT 3asBIeHHE J0 ATCHOHATA © S
YBEIOMSBAT 32 HAaWMEHOBAaHMETO HAa KOMIIETEHTHHS OpraH Ha
bp)KaBaTa-4JICHKA, KOWTO IO TAXHO TNPEAJIOKCHUE CIelBa Jia OLCHH
3asBICHUETO, M NPEAOCTaBAT IHCMEHO TIOTBBPXKACHUE, Ye TO3U
KOMIIETCHTEH OpraH IpueMa Jia To HampaBH. To3u KOMIIETEHTEH OpraH
€ OIICHABAIIUAT KOMIICTCHTEH OpTraH.

2. OrneHsABamMAT KOMIICTCHTEH OpraH yBeAOMsBa 3asBUTENSA 32
TaKCUTe, IBJDKUMU cbIylacHO wieH 80, maparpad 2, U OTXBBpIS 3asB-
JIEHUETO, B CIIy4ail Ue 3asBUTEIST HE IUIATH TakcWTe B pamMkuTe Ha 30
quu. Toil yBenoMsBa 3asBUTENS 3a TOBA.

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

3. B pamkure Ha 90 gHM cien mprueMaHe Ha 3asBICHUETO OLICHS-
BalllMAT KOMIIETEHTEH OpraH W3IaBa paspelleHHe 3a Ouommma, ako ce
YBEpH, Y€ MPOJAYKTHT OTrOBapsi Ha MOCOYEHHTE B HICH 25 YCIIOBHS.

4.  AKO OICHSBAIIMAT KOMIICTEHTEH OpraH CMETHE, Y€ 3asBJICHUETO €
HE'bJIHO, TOH yBEJOMsBA 3asBHUTEINS KaKBa JONBIHATETHA HHPOpMAIUsI
e HeoOXoguMa M ompenens pa3yMeH CpOK 3a IIOJaBaHe Ha Tasu
uHpopmarus. To3u cpok OOMKHOBEHO He HajBuiiaBa 90 IHU.

B pamxure nHa 90 1HM cnen IodydaBaHe Ha JIONBIHUTEIHATA
nH(OPMANHs OIEHSBAIMAT KOMIIETEHTCH OpraH H31aBa paspelIcHue
3a OuonMaa, ako Bb3 OCHOBa Ha [OJajJeHAaTa JOIBJIHHUTEIHA
uHbOpMAIMA Ce YBEpH, 4Ye MPOIYKTHT OTrOBaps Ha IIOCOYCHHUTE B
wieH 25 ycnoBusl.

AKO 3afBUTEIIIT HE MOJaJe W3UCKBaHATAa WH(OpPMALUs B CPOK, OLEHSI-
BalllUAT KOMIIETCHTEH OpraH OTXBBpJS 3asSBICHHUETO U YyBEIOMsBa
3asBUTENI 32 TOBAa. B TakbB Clyd4ail, ako TakKCHTE Be4ye ca Ouiu
IUIATEeHH, 4YacT OT Takcara, IUlaTeHa B CbhoTBeTCTBHE C uieH 80,
naparpad 2, ce Bb3CTaHOBSBA.

Ynen 27

IIpenocraBsiHe Ha mazapa Ha GMOLMIM, pa3pellieHd B ChOTBETCTBHE
¢ OMmpocCTEeHATa MpOoLeIypa 3a W3JaBaHe HAa pa3pelleHne

1.  buommn, 3a KOWTO € W3AaEHO pa3penieHle B ChOTBETCTBUE C WIEH
26, Moxe Ha Oble IMpeAoCcTaBeH Ha I1a3apa BbB BCHYKU JbpIKaBU-
YIeHKH, 0e3 Ja € HeoOXOAMMO B3aMMHO NpH3HaBaHe. [IpuTexaremsrt
Ha paspelieHueTo obaue yBeNOMsBa BCSKa Abp)KaBa-uJeHKAa HE IO-
KbCcHO OT 30 AHU, mpeau Ja IycHe OMoLMza Ha Masapa Ha TEPUTOPHSTA
Ha Ta3d JbplKaBa-wiCHKa, M W3M0J3Ba oduuHanHus(Te) e3uk(iy) Ha
Tasy Abp)KaBa-4ICHKAa NPU ETHKETHUPAHETO Ha IPOAYKTa, OCBEH aKo
IbpKaBaTa-wWwieHKa He € MpeABUANNIA IPYTo.
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2. B ciyyaii ue IbprKaBa-4i€HKa, pa3jindyHa OT Abp/KaBaTa-ulIeHKa Ha
OLICHSBAIIMS KOMIIETEHTEH OpraH, CMETHE, 4e JaJeH OMOLHI, pa3penieH
B CBHOTBETCTBHE C WieH 26, HEe € OWJ HOTU(QHUUIUPAH WIH HEe € Oul
eTUKETHpaH B CHOTBETCTBHE ¢ maparpad | OT HAcTOAmMS WIEH WIN
HE OTroBaps Ha M3HCKBaHUATa 1O WIEH 25, T MOXE Ja OTHece
BBIIPOCa A0 KOOpAMHAIIMOHHATa TIpyna, Ch3JaJeHa B CHOTBETCTBHE C
uwieH 35, maparpad 1. Unen 35, maparpad 3 u wnen 36 ce mpuarar
mutatis mutandis.

Koraro nppkaBa-wieHKa WMa OCHOBATEIHH NPHYMHH Ja CMsATa, Ue
Ouonup, paspelieH B CbOTBETCTBHE C WIEH 26, He OTroBaps Ha YCTaHO-
BEHUTE B WieH 25 KPUTEPUH M OIIe HE € B3ETO pPEIIEHHE CBHIJIACHO
wieHoBe 35 u 36, Ta3um [IbpKaBa-wIEHKa MOXE BPEMEHHO Ja

OTpaHMYM WM 3a0paHu NMPEAOCTaBsIHETO My Ha Ia3apa Wid ynoTpebara
My Ha CBOS TEPHUTOPHSL.

Ynen 28

HN3menenne Ha nmpuio:kenue I

1. Ha Komucusita ce mpemocTaBAT HpaBOMOLIUS Ja Tpuema maene-
TUpPaHW aKTOBE B CHOTBETCTBHE C WieH 83 3a H3MCHEHHE Ha
npuiokeHue I, cien mosyyaBaHe Ha CTAaHOBUILETO Ha ATEHIMsTA, 3a
Jla BKJIIOYM B HETO aKTHBHH BEIECTBA, aKO MMa JI0Ka3aTeJICTBA, Y€ TE HE
MOPaKAAT OMaceHHe ChIIAacHO mHaparpad 2 OT HACTOSIIHS YJIeH.

2. AKTHBHHTE BEIIECTBAa MOPaXJaT OMAceHHe, KOTaTo:

a) orroBapsAT Ha Kpurepuute no Permament (EO) Ne 1272/2008, 3a na
Obaar KIacHpUIUpPaHU KaTo:

— EKCIUIO3MBHO/CUJIHO BB3IUIAMEHSEMO BELIECTBO;

— OpraHuYeH NEPOKCHUI;

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

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

— pecIHpaTopeH CeHCHOMIN3aTop;

— KOXXE€H CEHCHOMJIM3ATOp;

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

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

— BC€IICCTBO, TOKCUYHO CIICOHAJIHO 3a ONPECIACICH OpraH Ipu €IHO-
KpaTHa WJIM IOBTapslla €€ C€KCIO3ULUA; WU

— BEIIECTBO, OCTPO TOKCHUYHO 32 BOJHHUS XKUBOT, OT Karteropus 1;

0) OTroBapsAT Ha HAKOW OT KPUTCPHMTE 32 3aMsiHA, YCTAHOBEHH B WICH
10, maparpad 1; wiu

B) UMaT HEBPOTOKCUYHO WJIM MMYHOTOKCHYHO BBSHCﬁCTBHe.

AKTHBHHM BeIleCTBA IOPAXIAT OIlACEHWE JOPH W KOraTo HHUKOH OT
CIEIHAHUTE KPUTEpUH TO OyKBH a)—B) HE € U3IBJIHEH, aK0 Bb3
OCHOBa Ha HaJeXAHAa MHpOpMaLus MOXe 1a Oble pasyMHO IOKa3aHo,
Ye CTETNeHTa Ha OMACeHHETO € €KBHBAJICHTHA HA Ta3W 1O OyKBU a)—B).
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3.  Ha Komucusata cblII0O Taka ce€ NpPeAOCTaBAT IPaBOMOLIMS Ja
IpHeMa JeNeTHPAaHH aKTOBE B CHOTBETCTBHE C WiIEeH 83 3a M3MEHEHHE
Ha npunoxeHue I, cies monyyaBaHe Ha CTaHOBHUIIETO Ha ATEHLUATA, 3a
Jla OTPAaHWYH WM 3a1MYH BIIMCAHO aKTWBHO BEIIECTBO, aKO MMa JOKa-
3aTENCTBA, Y€ ChAbPXKALIUTE TOBA BELIECTBO OHMOLMIU IPU OIpEACICHU
00CTOATENCTBA HE OTrOBapsT HA YCIOBMATA, yCTAHOBEHH B maparpad 1
OT HACTOSAIIMS WICH WX B wieH 25. Koraro mMmepaTuBHM OCHOBAaHHS
3a CIEITHOCT M3MCKBAT TOBa, MpollefypaTa, NpeaBuieHa B 4ieH 84, ce
IpHUiIara 3a JeNeTHPAaHH aKTOBE CHITTACHO HACTOSIIMS Taparpad.

4.  Kommucusra npunara naparpad 1 mwim 3 mo coOCTBeHa HHUIIMATHBA
WIM 0 UCKaHE HAa HMKOHOMUYECKH OIEpaTop WIH IbpKaBa-uwIeHKa,
MIPEIOCTaBHIM HEOOXOMMMHTE [OKA3aTeICTBA, IIOCOUYEHH B TE3H
naparpadu.

Koraro Kommucusita wu3MeHs IMIPUITOXKCHUC I, T OpueMa OTACIICH
ACJICTUPAaH aKT IO OTHOIICHHWE Ha BCAKO BEHICCTBO.

5. Komwucusara Moxxe J1a IpHeMe aKTOBE 332 U3IBIHCHUE, YTOYHSIBAIH
JOIIBJIHUTEIHO NPOLIEIYPUTE, KOUTO TPsOBa /1a ce cieqBaT BbB BPb3Ka C
W3MeHeHneTo Ha npmiokeHne [. Te3u akToBe 3a M3MBIHEHHE C€
npreMaT B ChOTBETCTBHE C MpOIeaypaTa Ha pasriiexkIaHe, MOCouYeHa B
uneH 82, maparpad 3.

I'TIABA VI
HU3JJABAHE HA HAIIMOHAJIHU PA3PEILIEHHUSA 3A BUOLMIU

Ynen 29

ITonaBane u BaJIUAUPAHE HA 3asiBJICHUATA

1.  3agBuTenure, KOMTO HCKAaT Ja KaHIUIATCTBAT 3a HAIMOHAIHO
paspelieHue B CHOTBETCTBHE C wWieH 17, ToAaBaT 3asBICHHE [0
rpueMalus KOMIIeTeHTeH opraH. Ilpuemamusr KOMIETEHTeH OpraH
YBEIOMsIBA 3asBUTENIsl 3a TAaKCUTE, Ib/DKAMH cbriacHo wieH 80,
naparpad 2, ¥ OTXBBPI 3asBICHHETO, B CIydall 4e 3asABUTENSAT HE
miatu Takcure B pamkute Ha 30 nuu. Toli yBemomsBa 3asBUTENS 3a
toBa. Cren monydaBaHe Ha TAaKCHTE, IBJDKUMH CbriaacHo wieH 80,
naparpag 2, npueMaliusAT KOMIIETEHTEH OpraH NnpueMa 3asBICHHUETO U
yBEIOMsIBa 3asBUTENS 3a TOBA, KaTo I0COYBA JaTaTa Ha IPHUEMaHe.

2. B pamxure Ha 30 paHM cnel TONy4aBaHETO MPUEMALIHAT
KOMIIETEHTEH OpraH BalMJUpa 3asBICHUETO, IPU YCIOBHE YE TO
OTroBaps Ha CIEIHUTE U3UCKBAHUS:

a) HeoOxoaumara uHbopManus, nocodeHa B wieH 20, e mojxajieHa;
KaKkTo M

0) 3asABHUTENAT IEKIapupa, 4e He ¢ I0JaBall 3asiBJICHHUE 3a HAIIMOHAIHO
paspenieHue 3a Chlys Ououua U 3a cbuiara(ure) ynorpeda(u) mpen
JPYT KOMIICTCHTEH OpTraH.

BeB BpB3Ka C BamMIMpaHETO, IIOCOYEHO B IbpBaTa ajuHes,
MpUeMaIlusAT KOMIETEHTEH OpraH He NpaBU OLEHKa Ha KayeCTBOTO
WIA Ha CHOTBETCTBMETO HA IPEJCTaBEHUTE AAHHM MU IOAKPEISILN
JIOKYMEHTH.

3. B cayuaii ye npueMamusAT KOMIIETEHTEH OpraH CMETHE, 4e 3asiB-
JICHHETO € HEeM'bJIHO, TOM YyBEJOMSBA 3asBUTENS 3a JOMBIHUTEIHATA
uHbopManus, HeoOXoqUMa 3a BaJWAMPAHE Ha 3asABJICHUETO, W
ompenenss pasyMEH CpPOK 3a MojaBaHe Ha Ta3u HHQpopmauus. Tosu
CpPOK OOMKHOBEHO He HajBuIaBa 90 ITHH.
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B pamkure na 30 paHM ciuex nonydaBaHE Ha  JONBIHUTENHATa
nH(OPMaNH IIPHEMAIIUAT KOMIICTCHTEH OpTaH BalWAWpa 3asBICHUETO,
aKo CMETHe, 4e MOJaJieHaTa AONBJIHUTENHA HHpOpMaLus € J0oCTaTbyHa
3a Cra3BaHEe Ha M3MCKBAaHMATA, TOCOYEHM B maparpad 2.

AKO 3agBHTENAT HE TMOJajge H3MCKBaHaTa HHGPOpPMANUs B CPOK,
MpUEMAIUAT KOMIIETEHTEH OpraH OTXBBpJIS 3asBJICHHETO M yBEIOMsBa
3asiBUTEJIS 3a TOBA.

4. Korato B Perucrbpa 3a Ouonuau, nocoueH B 4ieH 71, uMa AaHHH,
Yye KOMIIETEHTEH OpraH, pa3jIMueH OT IpHeMallus KOMIICTEHTEH OpraH,
pasriexia 3asBlICHHE, CBbP3aHO ChC CHIIMS OWOIUA, WM BeYe € Jall
paspelieHue 3a ChIMs OWOLMA, MPHUEMAIUSIT KOMIICTCHTEH OpraH
OTKa3Ba Ja OLEHM 3asBleHHeTo. B To3u ciyuyail npuemamusar
KOMIIETEHTEH OpraH yBEJIOMSBa 3asBUTEIS OTHOCHO BBH3MOXHOCTTA Ja
MOWCKa B3aMMHO INpPH3HAaBaHE B CHOTBETCTBHE ¢ wiieH 33 wiu wieH 34.

5. Axko maparpad 3 He ce mpwiara W NPUEMAIIUIT KOMIICTCHTEH
OpraH CMETHE, Ye 3asBJIICHHETO € IBJIHO, TOW BaluAupa 3asBICHHETO
u He3abaBHO yBeJOMsBa 3asBUTENS 3a TOBA, KAaTO MOCOYBA JaraTa Ha
BaJlUJMpaHe.

Ynen 30

Onenka Ha 3asiBJICHHATA

1. B pamkute Ha 365 AHU cilef BalUIUPAHETO HA JAAEHO 3asBICHUE
B CBHOTBETCTBUE C WICH 29 NpUEMallUsIT KOMIIETEHTEH OpraH pellaBa
Janyu Ja u3jaane paspemieHve ceriacHo wied 19. Toi B3ema mpenBup
pe3yJiTaTUTe OT CpaBHHUTEIHATa OIEHKA, M3BBPIIEHA B CHOTBETCTBUE C
yiieH 23, ako € MPHIOKUMO.

2. Akxo ce okaxe, ue 3a U3BBPIIBAHETO Ha OLEHKATa € HeoOXoauMa
JOIBJIHUTENHA NH(OpMALHs, TPHEMALUAT KOMIIETEHTEH OpraH HCKa OT
3asBUTEIIS J1a MPEJOCTaBH Ta3u MH(OpMalMs B paMKUTE HA YCTaHOBEH
cpok. [Tocouenust B maparpad 1 cpok ot 365 mHM BpEMEHHO CIUpa Ja
Te4Ye OT JaTara Ha MCKAaHETO [0 Jarara Ha IoJlydyaBaHe Ha HHQOp-
Manuara. BpemMeHHOTO crnimpaHe He HauxBbpis obmo 180 nHHM, OcBeH
aKo TOBA HE € ONPaBJIAHO OT €CTECTBOTO Ha M3MCKAHHTE NaHHH WIH OT
U3KITIOYUTENIHH 00CTOATENCTBA.

AKO 3asgBHUTENAT HE TOAaJe W3HMCKBaHATa PIH(bOpMaI_II/ISI B CpPOK,
IMpueMalIAT KOMIIETCHTCH OpPraH OTXBBPJIA 3asdBJICHUETO U YBCAOMsBA
3adBUTCIIA 3a TOBA.

3. B pamkure Ha 365-mHEBHHMA CpOK, I[OCOYeH B maparpad 1,
HpHEMAIIUAT KOMIIETEHTeH OpraH:

a) W3TOTBSI IOKJIAJ, B KOMTO 0000IIaBa 3aKIOUCHHUSTA OT OLICHKATA CH
W OCHOBAaHWSTA 32 HM3IaBaHe HAa pa3pelleHre 3a OHOIMAA WU 3a
OTKa3a Jia u3jane paspeuieHue (,,JI0KJIaj 3a OleHKaTa™);

6) u3MmpaIa Ha 3asBHUTEIS €JIEKTPOHHO KOMHE OT MPOEKTa 3a JAOKJIAd 3a
OIlEHKaTa U My JiaBa BB3MOKHOCT JIa MPEACTaBU OEIEKKH B PAMKHTE
Ha 30 OHM, KaKTO U

B) HaJIC)KHO B3€Ma NpEABUI TE3U OCIEKKHU IpU U3roTBAHETO HAa OKOH-
YJaTcIHaTa OILICHKA.
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Ynen 31

ITonHOBsIBaHE HA HALIMOHAJIHO paspelmeHue

1. 3asgBneHHETO 3a IOJHOBSIBAHE HA HAIMOHAIHO Da3pelleHHe 3a
€MH WU TI0BeYe NPOIYKTOBH THIIOBE CE€ MOAaBa OT MPUTEKATENs Ha
pa3pelIeHueTo WK OT HErOBO MME JI0 MpHeMallus KOMIIETEHTEH OpraH
nore 550 gHM Tpeau M3THUYAHETO Ha CpOKa Ha BAJIMIHOCT Ha paspe-
menueTo. Koraro ce ncka moJHOBsABaHE 3a IMOBEYE OT €HH NPOAYKTOB
THUII, 3a8BJIEHUETO ce MojaBa Hai-manko 550 AHM mpeau Hal-paHHaTa
JaTa Ha W3THUYaHe.

2. Tlpuemamuar KOMIICTEHTEH OpraH IIOJHOBSBA HAIIMOHAIHOTO
paspelieHue, IpU TOJOKEHHE Y€ YCIOBHATA, MOCOYEHH B wwieH 19,
IpoJbKaBaT Aa ca cra3eHu. Toll B3eMa IpeiBUJ PE3YNTaTUTE OT CPaB-
HUTEIHAaTa OLEHKAa, WM3BbPIIEHa B CHOTBETCTBHE C 4JeH 23, ako e
IPUIIOKUMO.

3. Ilpu mnojnaBaHe Ha 3asBICHUE 3a IOJHOBABAHE 3asABUTEIAT
Ipe/ICTaBs:

a) 6e3 ma ce 3acsara wien 21, maparpad 1, ChOTBETHHTE JaHHH,
M3UCKBaHM chriacHo wieH 20 u cpOpaHu B mepHoja ciel IIbpBOHa-
YaHOTO pa3pelieHUe WM, CIOpex CIydas, MPEAHUIIHOTO IOIHO-
BBaHE; KaKTO U

0) OLleHKa Jany 3akKJIIYeHHUsATa OT I'bpBOHAYAIHATA WM IpEIUIIHATa
OlICHKa Ha OuolMga oOcTaBaT BaJMIHW, KAaKTO W BCAKAaKBa
nH(opMaIysi B MOJKpeNa Ha TOBA.

4. IlpuemamysT KOMIIETEHTEH OpraH YBEAOMsIBa 3asBHTENS 32
TaKCUTEe, IBJKMMHU chriacHo wieH 80, maparpad 2, U OTXBBpJsS 3asB-
JICHHETO, B CIy4ai 4Ye 3asBHUTENISAT HE IUIATH TakCHTe B pamkuTe Ha 30
nau. Toi yBemomsiBa 3asBUTEINS 3a TOBA.

Crnen mosyyaBaHe Ha TaKCUTE, IBIDKMMHU cbhbritacHO wieH 80, maparpad
2, mpueMaIluAT KOMIETEHTEH OpraH IpHeMa 3asBICHHETO U yBEeIOMsBa
3asBUTENS 32 TOBA, KaTO IOCOYBA JaTaTa Ha IpHUEMaHe.

5. Bwb3 ocHOBa Ha OlleHKa Ha HAJIM4HATa MH(pOpPMaLUUs U Ha HEOOXO-
JUMOCTTa Ja ce IpepasliefiaT 3akIIoueHUSATa OT IIbPBOHAYAIHATA
OLIEHKA Ha 3asBJICHUETO 3a pa3pellieHHe WJIH, CIIope] ciydas, Ha Ipea-
WIIHOTO TOJHOBSIBaHe, B pamMkuTe Ha 90 OHM cien npueMaHeTo Ha
3asBIICHHETO B CHOTBETCTBHE ¢ Taparpad 4, mpueMaiusT KOMIETeHTeH
OpraH pellaBa Jalyd B CBETJIMHATA HA CbBPEMEHHHTE HAY4YHU MO3HAHUS
¢ HeoOXonuMa ITbJIHA OIICHKa Ha 3asBJICHUETO 3a IOJHOBSBAaHE, KaTo
B3eMa IPEJBU/I BCUYKH MPOIYKTOBU THUIIOBE, 32 KOMTO CE€ MCKa IOIHO-
BsIBaHE.

6. Koraro npuemManmusaT KOMIETSHTEH OpraH pellid, Y€ € HeoOxoauma
ObJIHA OLCHKA HA 3asIBJICHHUETO, TOW B3eMa PEIICHHE OTHOCHO MOIHOBSI-
BaHETO Ha Pa3pelleHUeTo, ClIe] KaTo M3BHPLIM OLEHKA Ha 3asBICHUETO
B cvorBeTcTBUE ¢ wieH 30, maparpadu 1, 2 u 3.

Korato npueMaluyiaT KOMIICTCHTCH OpraH pelid, Y€ HE € H€06XOZ[I/IMa
II'bJIHA OLICHKA Ha 3asiBJICHUCTO, TOW B3eMa PCIIEHUE OTHOCHO ITOJHOBS-
BAHCTO Ha pa3pClICHUETO B PAMKUTC Ha 180 JHU CJI€ NpUEMAaHE Ha
3as1BJICHUCTO B ChOTBECTCTBUEC C naparpa(p 4 or HaACTOAIMA YJICH.

7. Koraro mo mnpW4YMHH, HE3aBUCENIM OT NpUTEekKaTeds Ha
HAI[MOHAJIHO pa3pellieHue, HE € B3eTO PEeIIeHHe OTHOCHO MOJIHOBSIBAHETO
Ha CHOTBETHOTO pa3pelleHre Mpead M3THYaHe Ha HEeroBaTa BaJIMIHOCT,
MpUEMAIUSIT KOMIIETEHTEH OpraH MOJHOBSBA Pa3pELICHUETO 3a CPOKa,
HE0OXO/IUM 3a TPHKIIIOYBAHE HA OICHKATA.
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I'TABA VII
NPOLEAYPU 3A B3AUMHO ITPU3HABAHE

Ynen 32

Pa3pemnenne ype3 B3aMMHO NpHU3HABaHe

1.  3asBrieHusTa 32 B3aMMHO NPH3HABAaHE HA HAIIMOHAIHO Pa3pEIICHIE
Cce MoJaBaT B CBOTBETCTBHE C TMpOIENypaTa, MOCoYeHa B wieH 33
(mocnenBamio B3aMMHO TpHU3HaBaHe) WM wieH 34 (mapajienHo
B3aMMHO [IPU3HABAHE).

2. be3 pma ce 3acsara uwieHn 37, BCHUKH IbpPXKABU-UWICHKH, KOUTO
MoJiyyaBaT 3asBJICHHS 32 B3aMMHO I[PU3HABAHE HA HAIMOHAIIHO
paspeuieHne 3a OMOIMJ, W3JaBaT pa3pelieHHe 3a AaJeH OWouui IMpH
C[HH W CBIIH YCJIOBHS, B CHOTBETCTBHE C IMpPOICIYPHUTE, WU3I0KECHU B
HacTosIIaTa TJIaBa.

Ynen 33

IlocneaBamo B3aMMHO NpU3HaBaHe

1.  3agBuTenure, KOMTO MCKAT Jia MOJy4aT IIOCIENBAIIO B3aWMHO
MPU3HABAaHE B €/lHA WJIM NOBEYE IbPKaBU-YICHKH (,,3aHHTEPECOBAHHUTE
IbPXKaBU-WICHKH ) Ha HAIMOHATHO pa3pelleHne 3a OMomu, KOUTo Beue
€ paspelieH B Jpyra Abp)KaBa-wieHKa B CHOTBETCTBHE C wieH 17
(,,pedpepeHTHaTa ABpKABA-UJICHKA), TOIABAT 110 BCEKH OT KOMIIET-
EHTHUTE OpraHd Ha 3aWHTEPECOBAHMUTE JbPXKABU-WICHKH 3asBJICHHE,
KOETO CBhABbp)Ka MPEBOJ Ha HAIMOHAIHOTO paspellieHue, U3JaJeHO OT
pedepeHTHaTa ABpKaBa-UIeHKa, Ha IMOCOYCHUTE OT 3aMHTEPEeCcCOBaHATa
I'bp)KaBa-uwiIeHKa O(QHULIUAIHU €3UIH.

KoMIieTeHTHHTE OpraHM Ha 3aHHTEPECOBAHUTE  JIbPIKABH-WIEHKH
YBEIOMSIBAT 3asBUTENS 3a TaKCUTE, NBJDKUMH CbhryiacHO wieH 80, u
OTXBBPJIAT 3asBJICHUETO, B CIIydyail ue 3asBUTENAT HE IUIATH TaKCHTE B
pamkute Ha 30 nHU. Te yBeqOMSIBAT 3asBUTEINS U JPYTHTE KOMIICTCHTHH
opranu 3a ToBa. Cien moiy4aBaHe Ha TaKCHTE, TBDKMMH CBIIACHO
yieH 80, KOMIIETCGHTHHTE OpraHH Ha 3aHMHTEPECOBAHHUTE JIbPIKABH-
YJICHKH TpUeMaT 3asABICHAETO W YBEJAOMSIBAT 3asBUTEs, KaTo
[OCOYBAT JaTaTa Ha MpHEMaHe.

2. B pamxure Ha 30 gHuU cnex mpHeMaHETo, IIOCOUEHO B maparpad 1,
3aMHTEPECOBAHUTE  JBP)KABU-WICHKH  BAIMIUPAT  3adBICHHETO H
YBEIOMSBAT 3asBUTENS 3a TOBA, KaTO IOCOYBAT J1aTaTa HAa BAaJIMIHUPAHE.

B pamkure Ha 90 aHM cien BamuIUpaHe Ha 3asBICHUETO U IpPU
cria3BaHe Ha pasnopenodute Ha wieHoBe 35, 36 u 37, 3aMHTEpECOBaHUTE
IbPXKABU-WICHKA OROOpSABAT O00OOIIEHHETO HAa XapaKTEPHUCTHKUTE Ha
Ouonuna, mocoyeHu B uieH 22, maparpad 2, U BIUCBAT OJOOPEHUETO
cu B Perucrbpa 3a GHOIMIH.

3. B pamkure Ha 30 qHHU Clie[ MOCTHTAHETO HA CIIOpPa3yMEHHE BCsKa
OT 3aWHTEPECOBAHNTE IbP)KABHU-WICHKH 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
CIIOpa3yMeHHE B paMKUTE Ha cpoka oT 90 qHM, mocoyeH B maparpad 2,
BTOpa aJIMHes, BCSAKA AbPKaBa-wIeHKa, KOATO € 0100puiia 0000IIeHHeTO
Ha XapaKTePUCTUKUTE Ha OWOLWAA, MOCOYEHH B maparpad 2, Moxe
CBHOTBETHO J1a Pa3peIld NpOIyKTa.
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Ynen 34

Hapa.ﬂemlo B3aMMHO NPpU3HaABaHe

1. 3asgBuTenuTe, KOUTO MCKaT Ja MONydyaT IapajelHO B3aUMHO
npu3HaBaHe 3a OMOIMI, KOWTO OIle HE € pa3pelleH B CHOTBETCTBHE C
yneH 17 B HHUTO €[HA Ibp)KaBa-wICHKA, IMOJaBaT JO KOMICTCHTHHS
opraH Ha wu30paHata OT TAX JbpKaBa-wieHKa (,,pedepeHTHara
I'bpKaBa-wICHKA ") 3asBICHHE, ChIbPIKAIIO:

a) uHdopmarmsra, nocoueHa B wieH 20;

0) CIUCbK HAa BCHYKH JAPYT'H IbpXKABU-WICHKH, B KOHTO CE€ HCKa
HAMOHATIHO paspelieHue (,,3anHTEPECOBAHUTE IBPKABU-WICHKH ).

Pe(l)epeHTHaTa AbpiKaBa-1wICHKAa OTTrOBaps 3a OLICHKATa Ha 3asBJICHUCTO.

2.  EnHOBpeMEHHO C IOJaBaHETO Ha 3asBICHHUETO N0 pedepeHTHaTa
JbpKaBa-wWICHKA CBIVIACHO Maparpad 1 3asBUTENAT MOAaBa 10 KOMIICT-
CHTHUTE OpraHM Ha BCSKa OT 3aUHTEPECOBAHUTE AbPIKABU-UICHKU
3asBJICHHE 3a B3aHMMHO NpPU3HABaHE Ha pa3peIIeHHETO, 32 KOETO €
KaHIUIATCTBal Ipel pedepeHTHaTa ObpkaBa-wieHKa. ToBa 3asBieHUE
ChIbpIKA:

a) UMEHaTa Ha pedepeHTHaTa IbpkaBa-WwiCHKa U Ha 3aUHTCPECOBAHUTE
b KAaBU-UIICHKH;

0) 00o0IIEeHHe Ha XapaKTepUCTUKUTE Ha Ououuaa chriacHo wieH 20,
nmaparpad 1, OykBa a), moATOYKA ii) HA TIOCOYCHUTE OT 3aMHTEPECO-
BaHHUTE IbPIKABH-WICHKH OGHIHATHA €3UIIH.

3.  KomnerenTHHTEe OpraHdM Ha pedepeHTHATa IAbp)KaBa-yJicHKa W Ha
3aMHTEPECOBAHUTE IbPKABU-UJICHKH YBEJOMSBAT 3asBUTENS 332 TAKCHTE,
IBIDKUMH cbritacHO wieH 80, W OTXBBPIAT 3asBIEHUETO, B CIydald 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-4JIEHKA W Ha 3aWHTEPECOBAHHUTE Jbp)KaBHU-
YICHKU TPHUEMAT 3asBIICHHETO W YBEIOMSBAT 3asBUTEISA 3a TOBA, KATO
[I0COYBAT JaraTa Ha MpHUEeMaHe.

4. PedepenTnara gppKaBa-dICHKAa BaIHAUpA 3aABICHHETO B CHOT-
BETCTBHE C wieH 29, maparpagu 2 u 3 U yBeJOMsBa 3asBUTENS U 3aUH-
TEpPEeCOBAHUTE IBPXKABU-YICHKH 3a TOBA.

B pamkuTe Ha 365 nHU ciex BaIuAMpaHe Ha JaseHO 3asiBICHHE pede-
pEeHTHATa Abp)KaBa WICHKAa OLCHSABA 3asSBJICHHETO M M3TOTBS JOKIAN 3a
OIICHKaTa B CHOTBETCTBHE C wieH 30, clex KOeTo H3Ipalia JOKIaaa CH
3a OLleHKaTa M OOOOIIEHMETO Ha XapaKTepHCTHKUTE Ha Ououuga Ha
3aMHTEPECOBAHHUTE IHP)KABH WICHKH W Ha 3asBHTEI.

5. B pamkure Ha 90 mHM crex moilydyaBaHEe Ha IIOCOYEHUTE B
nmaparpad 4 JOKYMEHTH W INpH CHa3BaHE HA pa3lopelOUTe Ha WICHOBE
35, 36 u 37 3aMHTEpeCOBaHUTE IbPKABU-YWICHKH OJ00psBaT 0000-
[IEHNETO Ha XapaKTepHCTHKHATE Ha OMOLWAa W BIMCBAT OZOOPEHHETO
cu B Perucrespa 3a Ouonmmau. PedepentHata nbpkaBa-djeHKa BIHCBa
0100peHoTo 0000IIeHHEe HA XapaKTEPHCTUKUTE Ha OWOLMIA U OKOHYA-
TSNTHUAT MOKJA] 3a OlleHKa B Perucrhpa 3a OMOLMIH, 3a€IHO C BCUYKU
0J00peHH ycIoBHS HEOOXOAMMH 32 MPENOCTaBSIHETO Ha Iasapa WM 3a
yrnoTpebata Ha OHOIMIH.

6. B pamkure Ha 30 AHM ciiea MMOCTUTaHE Ha criopasyMeHue pede-
pPEHTHaTa Ibp)KaBa-WICHKAa W BCSAKA OT 3aHMHTEPECOBAHHUTE JbpPIKaBH-
YJIEHKU M3]laBa pa3pellieHue 3a OuoIuga B CbOTBETCTBHE C OZOOPEHOTO
000011IeHIe HAa XapaKTEPUCTHKUTE HA OUOLHUIA.
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7.  Be3spnace3acsrar wieHoBe 35, 36 1 37, ako He ObJIe IIOCTUTHATO CIIOPa3-
YMEHHE B paMKHTe Ha cpoka oT 90 THH, OCOUeH B aparpad 5, Besika IbprkaBa-
YJIeHKa, KOSITO € 0100pHiia 0000IIEHUETO HA XapaKTepUCTUKUTE Ha Oronuaa,
MOCOYECHH B maparpad S5, MOKe ChOTBETHO J[a Pa3pelii MPOIyKTa.

Ynen 35

OTHacsiHe Ha Bb3pasKeHUs] 10 KOOPIAMHALMOHHATA rpyna

1. Cs3maBa ce KOOpAMHALMOHHA IpyIa 3a pasriiekJaHe Ha BCHUKU
BBIIPOCH, Pa3JIMYHU OT BBIPOCUTE MO 4iIeH 37, CBbpP3aHM C TOBA Jald
JageH Ouomun, 3a KOWTO € TIOJaJeHO 3asBICHHE 3a B3aHMHO
TIpU3HaBaHe ChIVIACHO wieH 33 wim wieH 34, oTroBaps Ha YCTaHOBEHUTE
B wieH 19 ycnoBus 3a u3gaBaHe Ha pa3pelIeHHE.

Benuku abpxkaBu-uieHkn v KoMmucusita MMar mpaBo i@ ydacTBaT B
paboTaTta Ha KOOpAMHAIOHHATa Tpyna. ATEHLHUATa OCUTYpsBa CeKpe-
TapuaTa Ha KOOpAMHAIMOHHATA IpyTa.

KOOpHI/IHaHI/IOHHaTa rpyna mnpuema CBOM NIpOoUCAypCH IpaBUITHUK.

2. AKoO HJKOS OT 3aHHTEPECOBAHHTE IbPKABU-YICHKH NPELEHH, Ue
Ouonuna, KOWTO € OLIEHEH OT pedepeHTHaTa IbpKaBa-wieHKa, He
OTroBapsi Ha MOCOYEHUTE B WieH 19 ycioBus, T H3Mpaina HOIpOOHO
00sICHEHHe Ha CIIOPHUTE BBIIPOCH M HA OCHOBAHMSATA 32 CBOSTA ITO3HIIHS
Ha pedepeHTHaTa Abp)KaBa-wieHKa, Ha JPYTUTE 3aMHTEPECOBaHU
IbPKABU-WICHKH, Ha 3asABHTENS M, CIIOpPEA CIydas, Ha HpPHTEKATEIS
Ha paspemeHrero. CHOpHUTE BBIPOCH He3a0aBHO Ce€ OTHACAT 3a
pasriIexaaHe A0 KOOpAWHAIIMOHHATA TPYIIa.

3. B paMmkuTe Ha KOOpIMHALMOHHATA I'PYyIa BCHYKU IbP)KaBH WICHKHU,
IIOCOUEHH B Haparpad 2 oT HACTOSAIIMS WIEH, IPaBAT BCUIKO BB3MOXKHO 32
[IOCTUI'aHE Ha CIIOPa3yMEHHE OTHOCHO JEHCTBUATA, KOMTO Jia c€ Ipe-
npuemar. Te IpenocTaBsAT Ha 3asBUTENS BB3MOXHOCT J1a U3pa3H CBOATA
IJIefHa TOYKa. AKO MOCTUIHAT CIOpasyMeHue B pamkure Ha 60 aHM OT
OTHACSHETO 3a pasrjeXJaHe Ha CIIOPHUTE BBIIPOCH, IIOCOYCHO B
naparpad 2 oT HacTOAIUA 4ieH, pedepeHTHaTa JbpiKaBa 4JIeHKa BIHCBA
onobOpennero 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 OMoLuIa B ChOTBETCTBUE C WICH
33, maparpad 3 i unen 34, maparpad 6 criopes ciaydas.

Ynen 36

OTHacsiHe HA HEPCIICHN BB3PAKEHHUSA 10 Komucusita

1. Ako ABpXKaBHTe-WICHKH, IIOCOYCHM B WieH 35, maparpad 2, He
MIOCTUTHAT CIIOpa3yMeHHEe B paMKUTE Ha IOCOYeHMs B WwieH 35, maparpad
3 cpok ot 60 nHH, pedepeHTHaTa TbpiKaBa-UICHKA He3a0aBHO HH(OPMHUpa
Komucusita, kato 1 IpesocTaBs MOJPOOHO M3I0KEHUE HAa BBIPOCUTE, IO
KOHUTO JBP)KaBUTE-IIEHKH HE Ca MOTJIH Ja IOCTUTHAT CIOpasyMeHHe, 1 Ha
IIPUYUHUTE 3a pasHornacuero. Ha 3auHTepecoBaHUTE AbpPXKaBU-WIEHKH U
Ha 3asABHTENS, a CIIOpe] Clydas M Ha IPUTEkKATeNs Ha pa3pelIeHHeTo, ce
TIPEJIOCTaBs KOITHE OT TOBA U3IIOKECHHE.

2. Kowmmucusra Moxe aa MOUCKa OT ATEHIMATAa CTAaHOBHUILE OTHOCHO
HAYYHUTE WM TEXHUYECKUTE BBIIPOCH, MOBIUTHATH OT Ibp)KaBUTE-
wieHku. Koraro Komucusta He ucka craHoBuIlE OT ATeHIMATA, T AaBa
BB3MOXKHOCT Ha 3asBUTENA U, CIOPE] CiIydasi, Ha IpUTEkKaTells Ha pas3pe-
IIEHUETO Ja MPEICTaBU MHCMEHH OeNIe)KKU B paMKkuTe Ha 30 qHU.

3. Kommucusra npruemMa HOCpPeACTBOM aKTOBE 3a M3IIBIHEHHE PELICHHE
IO OTHECEHHUs JI0 Hes BBIPOC. Te3n akToBe 3a M3IMBIHCHHE CE IpHeMat
B CHOTBETCTBUE C IpOILELypaTa Ha pas3riiexkaaHe, I0COYeHa B 4ieH 82,
naparpad 3.
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4.  Pemenuero, 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 3a PEIICHHETO 3aWHTEPECOBAHUTE JBbPIKABH-
4JIeHKH U pedepeHTHaTa AbpKaBa-WICHKa W31aBaT, OTKA3BaT Jia U31aJaT
WX OTMEHAT Pa3pClICHUECTO, NN IIPOMCHAT HECTOBUTC YCIIOBUS, KaKTO €
HEOOXO0ANUMO, 32 Ja ce ChoOpas3sAT ¢ PelIeHUETO.

Ynen 37

I[eporauml OT B3aMMHOTO IIPpU3HABaHE

1.  Upes geporauusi ot wieH 32, maparpad 2 Bcsika OT 3aWHTEPECO-
BaHUTE AbPIKABH-WICHKH MOXeE Ja MPEIJIOKH Ja OTKAXKE W3JaBaHETO Ha
paspelieHre WM Ja aJanTHpa YCIOBHATA Ha pa3pelICHHETO, KOETO
npezcTon Aa ObAe M3AaJCHO, TIPU YCIIOBHE Y€ TaKaBa MspKa MOXKE Ja
ce 000CHOBE ChC CHOOpaKEHUSI 3a:

a) Oa3BaHETO Ha OKOJHATA CPEJa;
6) oOmecTBeHUs peJ WIM OOLIECTBEHATa CUI'YPHOCT;

B) 3all[UTaTa Ha 3APaBETO M XMBOTAa HA XOpaTa, 0COOEHO HA YSI3BUMHTE
IpyIy, UIM HA )KUBOTHUTE WM PACTCHUSTA;

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

) ¢akra, ye LENEBUTE OPraHU3MH HE NPHCHCTBAT BBB BPETHM KOJM-
YyecTBa.

Bcesika 0T 3aMHTEPECOBAHHUTE ABPKABU-WICHKA MOXKE, TO-CHEIUATHO, J1a
IPEUIOKN B CHOTBETCTBHE C IIbpPBa AIMHES Ja OTKaKE HM3AaBAHETO HA
paspellieHHe WIH Ja aJanTHpa YCIOBUSTa Ha pa3pelIeHueTo, KOeTO
npeAcTon Aa  ObAe M3AANCHO 3a OWOLMI, ChIbpPXKAL] aKTUBHO
BEIIECTBO, 32 KOETO Ce mpwiarat wieH S5, maparpad 2 wiau uien 10,
naparpad 1.

2.  3auHTepecoBaHaTa Ibp)KaBa-wiIeHKa IPEJCTaBs Ha 3asBUTEIS
MoJpOOHO H3JIOKEHHWE Ha MOTHBHTE 32 HCKaHETO Ha Jeporamus Ha
OCHOBaHUATa 1o maparpad 1 u ce cTpeMu Ja NMOCTUIHE CHOpa3yMeHUE
ChC 3asBUTENA 10 MPEJIOKEHATa Aeporaus.

AKO 3apHTepecoBaHaTa AbPKaBa-wICHKA HE € B ChbCTOSIHUE Ja IIOCTHTHE
CIOpa3yMEHHE ChC 3aABUTENA WM HE IOJIy4Yd OTrOBOp OT HETO B
pamkuTe Ha 60 [HM clel OPEACTaBIHETO HAa M3JI0XKEHHETO, Ts
unpopmupa Komucusara. B TaxeB ciryuait Komucusra:

a) MOXe Jia MMOHUCKa OT AreHIHMSATA CTAHOBMIIEC OTHOCHO HAyYHHTE WU
TEXHUYECKUTE BBIPOCH, MOBAWTHATU OT 3asBUTENS WM OT 3auHTe-
pecoBaHaTa AbpKaBa-wWICHKA;

0) mpuema peleHHe OTHOCHO Jeporanusra B ChOTBETCTBHE C IPOIe-
Iypata Ha pasrjekaaHe, oco4YeHa B wieH 82, maparpad 3.

Pemrennero Ha Komucusra ce aapecupa A0 3aMHTCPECOBaHaTa AbprKaBa-
yiaenka 1 Komucusita yBCAOMsBa 3asBUTCIIA 3a TOBA.

3aMHTepecoBaHaTa bpKaBa-4icHKa B3eMa HEOOXOIMMHUTE MEPKHU Ja ce
cpoOpa3u ¢ pemenuero Ha Komucusita B pamkure Ha 30 mgHHM ciex
MOJy4aBaHE HAa yBEJOMIJICHHETO.

3. Axo Komwucusita He e mpuena pelieHHe chriacHo maparpad 2 B
cpok ot 90 mHH, ciex Karo e Owia yBeJOMEHa B CBHOTBETCTBHE C
naparpad 2, BTOpa ajMHes, 3aMHTEpecOBaHATa Abp)KaBa-u4JICHKA MOXKE
Jla TIPWIOXKH AEporanusaTa, IpeuiokeHa chrilacHo maparpad 1.
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Jlokaro Tede mpolieaypaTa 1Mo HACTOSIINS YJIEH, CPOKBT OT TPU TOJUHH
ciell jgatata Ha 0l00OpeHHeTo, ocoyeH B wieH 89, maparpad 3, mbpsa
aluHes, 32 U3IBJIHCHUE HAa 3aJbJDKCHUETO Ha JbpKaBaTa WICHKA Ja
u3/aje paspelieHne 3a OMouua, CIHpa Ja Tede.

4.  Upes pmeporauus or wieH 32, maparpad 2 Abp:kaBa-4JIEHKa MOXeE
Jla OTKaKe J1a U3/aje pa3pelieHus 3a MpoaykToBu Tumose 15, 17 u 20
BB3 OCHOBA Ha CHOOpPAKEHHMS, CBBP3aHU C XyMAaHHOTO OTHOIICHUE KBM
JKUBOTHHUTE. JIbpKaBUTe-wICHKH HHPOpMHpAT He3abaBHO JpyruTe
IbpKaBU-wIeHKH W KomucusTa 3a BCSKO peIleHHe, B3€TO BBB BPB3Ka
C TOBa, U 3a HEroBaTa 0OOCHOBKA.

Ynen 38

CraHoBHIIEe HA ATeHIHATA

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

2. [Ipenu ma mame cTaHOBHIETO CH, ATEHIMATA JaBa BH3MOXXHOCT Ha
3as4BUTEIN M, CIOpEZ Cilyyas, Ha IpUTEXaTels Ha pa3peuicHUETO Ja
TIPE/ICTaBA MHCMEHU OENeXKU B OMpEeeNieH CPOK, He MO-ABIbr oT 30
JTHU.

AreHIuMsATa MOXE BPEMEHHO Jla NMPEKbCHE CpOKa, MOCOYEH B maparpad
1, 3a 1a MO3BONM Ha 3asBUTEN WM Ha NPUTEXKATENs HA pa3pelieHueTo
Jla TIOATOTBAT TE3U OEJIEKKHU.

Ynen 39

3asiBjleHHe 32 B3aMMHO TNpPH3HABaHe OT O(QUIMAIHM WIH HAYYHH
OpraHu

1. Koraro B nasena nbprkaBa-ujieHKa HE € MOCTBIIMIO 3asBIICHUE 3a

W3/laBaHEe Ha HAIMOHAJTHO pa3pelieHne 3a Ououui, KONTO Beue e
paspelleH B Jpyra Abp)kKaBa-4ieHKa, O(QUIMAIHU WIX HAayYHU OpraHH,
KOMTO C€ 3aHMMaBaT C KOHTPOJI Ha BpPEAUTENIMTE WIM C ONa3BaHE Ha
OO0ILECTBEHOTO 3[paBe, MOrar CbIVIACHO IpoleAypaTa 3a B3aUMHO
IpU3HaBaHe, NpeBUAEHA B 4eH 33, U CbC ChIIACHETO Ha MPHUTEXKATEIs
Ha paspeleHne OT JpyraTa JIbp)KaBa-wieHKa, Ja MoJanaT 3asBleHHE 3a
HALlMOHAJHO pa3pelleHde Ha ChIIus OHOIMJ, ChC ChlllaTa ymnorpeda u
CBITIACHO CBIIHUTE YCIIOBHUS 3a yIOTpeda KaTto BbB BBIIPOCHATA IbpKaBa-
YJICHKA.

3asBUTENAT TPsAOBA Aa JOKaxe, 4e yrnorpebaTa Ha mogoOeH Ououua e B
HMHTEpeC Ha ChOTBETHATA IbpKaBa-uICHKA.

3asBIEHUETO Ce NPHUIpPY’KaBa OT TaKCUTE, IBIDKUMU ChIiaacHo uieH 80.

2.  Koraro KOMIIETCHTHHST OpraH Ha 3aMHTEPECOBaHATa JbpiKaBa-
YJieHKa CMETHEe, 4e OWOLMABT OTroBaps Ha YCJIOBHUATA, MOCOYEHH B
wieH 19, ¥ 4Ye ycCloBHATA IO HACTOSIIUS UWIEH Ca HW3MBIHEHH, TOH
paspeliaBa NpenoCTaBsSHETO Ha Ma3apa W ynorpebara Ha Ouornuna. B
TO3M ClIydail OpraHbT, NOAAN 3asBICHHETO, MMa CBIIUTE NpaBa H
3a]IbJDKCHUS] KATO OCTAHAJIUTE MPHTEKATEIN HA pa3pelicHHE.

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 Jia ce yCTaHOBSABAT JOIBJ-
HUTEJIHU MPaBUJIa 32 IOJHOBSBAHE HA Pa3pEIICHUATA, KOUTO Ca MPEIMET
Ha B3aMMHO INIPH3HABaHE.
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Komucusra CbIIO Taka HU3roTBiA TEXHUYCCKH YKa3zaHUsd, 3a Jla C€ YJICCHU
IIpUIaraHeTo Ha HaCcTosdMIara riaBa, U Io-ClieuaJlHO Ha YJICHOBE 37 u 39.

T'JIABA VIII
PASPEIIEHUA HA CBbIO3A 3A BUOLMIN

PA3JIEJT 1

H30asane na paspewenua na Cwvroza

Ynen 41

Pa3pemenne Ha Cnblo3a

Paspemenne Ha Cwioza, koeto e m3mameHo oT Kommcumsita B CHOT-
BETCTBHE C paslopen0OuTe Ha HACTOALIMA pa3jiei, € BaIMJHO B LIENUS
Cpl03, OCBEH aKO HE € MOCO4YeHo Apyro. To maBa chIIMTE NHpaBa U
Hajara ChIUTE 3abJDKEHUS BbB BCAKA JIbp)KaBa-uiIeHKa, KaKTO HAIHO-
HAJIHOTO pa3peuieHue. 3a KaTeropuure OMOIMIN, TIOCOYCHU B 4WieH 42,
naparpag 1, 3asgBUTENAT MOXe Ja MoJaje 3asBJICHHE 3a pa3pelieHue Ha
Chl03a KaTO aJITepHATHBA Ha IOJIABAHETO HA 3asBJICHUE 33 HAI[MOHAIHO
paspelieHrue U B3auMHO NpHU3HABaHe.

Unen 42

Buouuau, 3a KOUTO MoxKe 1a ObJe H3IaJeH0 pa3penieHue Ha Cho3a

1. 3agBuTenuTe Morar Ja TOAABAT 3asBICHUS 3a pa3pelIeHHs] Ha
Cepro3a 3a Ovouuau, mpu KOWTO YCIIOBHATA 3a TAXHATa yrnorpeba ca
cxonuu B 1enust Cbro3, ¢ U3KIIOUCHHE Ha OWOLUAU, KOUTO ChABpPKAT
aKTUBHHU BEIIECTBa, IMOMAJaniy B 00XBaTa Ha WICH 5, U C U3KIIOYCHHE
Ha Te3u OT mpoaykroBu Tumose 14, 15, 17, 20 u 21. Pa3pemenue Ha
Cnhro3a MOke Ja ObJie MPeIoCTaBeHO:

a) or 1 centemBpu 2013 1. 32 OHOIM/IH, CHABPXKAIIK €IHO WU 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 Ououuau OT MPOLYKTOBU THIOBE 2, 6 U 13;
KaKkTo M

B) or 1 suyapu 2020 . 32 OMOUKAM OT BCHYKUA OCTAHAIU MPOJYKTOBH
TUIIOBE.

2. Ho 1 cenremBpu 2013 r. Komucusra uU3rorBs JOKYMEHTH C
HACOKH OTHOCHO OIIPENENICHHETO 3a ,,CXOJHHU YCIOBHA 3a ymoTpeba B
nemust Cproz®.

3. Komwucusara npencrass Ha EBpometickus mapmamednT u Ha CbBera
JIOKJIal OTHOCHO MpUJIaraHeTo0 Ha HacTosmus wieH 10 31 nekeMBpH
2017 r. JokmagbT ChObpXkKa OIEHKA HAa M3KIIOYBAHETO Ha MPOLYKTOBU
tunose 14, 15, 17, 20 u 21 or pa3zpemenuero Ha Chro3a.

AKO0 ¢ HeoOXOAMMO, MOKIAIbT CE MPUAPYKaBa M IOIXOMSIIN Ipes-
JIOXKCHH, KOUTO Ja 6’b,ZlaT MNpUeT B CBHOTBETCTBHUEC C O6I/IKHOBeHaTa
3aKOHOJATEIIHA IIPOLIEAYPa.
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Ynen 43

IMonaBane u BaJIvMIHpaHe Ha 3asiBJCHUATA

1. 3asBuTenuTe, KOUTO XKENaAT Ja KaHAUAATCTBAT 3a pa3pellcHUue Ha
Ch103a B CHOTBETCTBUE C WieH 42, maparpad 1, mogaBar 3asBICHHE 0
AreHuusTa, BKJIIOUUTEIHO IOTBBpXKJCHHE, 4e OWOLMABT Ie HMa
CXOOHM YcIOBHS Ha ymoTpeba Ha Teputopusita Ha Cplo3a, KaTo
nHpopMHUpaT ATeHIHATA 32 HAaUMEHOBAHWUETO Ha KOMIIETEHTHHs OpraH
Ha IbpXKaBaTa-wieHKa, KOUTO MO TAXHO NPEJIOKEHHUE CleBa Ja OLEHU
3asBIIEHHETO, W MPEIOCTaBAT IHCMEHO TMOTBBPXKICHHWE, Y€ TO3H
KOMIIETEHTEH OpraH IpHeMa Jia TO HampaBH. To3UM KOMIIETEHTEH OpraH
€ OLCHSABAIIUAT KOMIICTEHTEH OpraH.

2. AreHuusra uHGOPMHUpA 3asABUTENS 32 TAKCUTE, IBJIDKHUMHU CHIIIACHO
uieH 80, maparpad 1 U OTXBBPIIS 3asBJICHHETO, B CIIydail Ye 3asBUTEIIST
He 1iaTH Takcure B pamkute Ha 30 nuHu. Ts yBenomsiBa 3asBUTENS U
OLCHABAIIMA KOMIIETCHTCH OpraH 3a TOBa.

Cren noiryyaBaHe Ha TaKCUTE, IbDKUMU cbriacHo wieH 80, maparpad
1, AreHnuara mpueMa 3asBICHHETO M YyBEAOMSABA 3asBUTEIS U
OICHSABAIIMS KOMIICTCHTEH OpraH 3a TOBa, KaTO II0OCOYBA JaTaTa Ha
IpUEMaHETO.

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

BnbB Bpb3Ka C BaJIUAUPAHETO, IOCOUYCHO B IIbpBaTa aJIMHEA, OLICHA-
BallUAT KOMIIETCHTCH OpraH HC IIpaBH OIICHKA Ha Ka4Y€CTBOTO WJIKM Ha
CbOTBCTCTBUCTO Ha MNpeaACTaBECHUTE JaHHHA Wi MoAKpeIAIA
JOKYMCHTH.

Cnen kato AreHUUSATa NpHEME JaJCHO 3asBJICHUE, BbB BH3MOXHO Haii-
KpaTbK CPOK OLIEHSBAIIUAT KOMIIETEHTEH OpraH MHGOPMHpa 3asBUTEIS
3a Takcara, IB/DKHMa cbriacHo wieH 80, maparpad 2, M OTXBBPIIL
3asBJICHHETO, B Cllyyail ue Takcata Ha ObJe IuiareHa B cpok oT 30
nau. Toil yBenmomsiBa 3asBUTENS 3a TOBA.

4.  Korato oneHSBAmIUAT KOMIIETEHTEH OpraH CMETHE, dYe 3asB-
JICHHETO € HEeIN'bJIHO, TOM yBeJOMSBA 3asBUTENA 3a JOIBIHUTEIHATA
uHpopMaIys, HeoOX0AUMa 3a OLCHSABAHE HA 3asBJICHUETO, U ONpeess
pasyMeH CpOK 3a TojaBaHe Ha Ta3u WHpopmaius. To3u CpoK OOHK-
HOBEHO He HajBumaBa 90 IHH.

B PpaMKUTE Ha 30 JAHU CJIC€O TIOoJIy4aBaHC Ha JOIBJIHUTCIIHATA
I/IH(l)OpMaI_[I/ISI OLCHABAIIUAT KOMIICTCHTCH OpraH BaJluaupa 3asBJICHUCTO,
aKO CMCTHEC, Y€ noJgaacHara JOIIBJIHHUTCIIHA I/IH(l)OpMaHI/IH € JocCTaTb4Ha
3a Clla3BaHC Ha HU3UMCKBAHCTO, IIOCOYCHO B naparpa(b 3.

AKO 3asfBUTEIIIT HE MOJaJe W3UCKBaHATa WH(OpPMAaLUs B CPOK, OLEHSI-
BalllUAT KOMIIETCHTEH OpraH OTXBbpJA 3asABICHHUETO U YyBEIOMsBa
3asBUTENS 332 TOBA. B TakbB cilyyail 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
3asBUTCIIA, AFEHLII/IHTB. U JPpYIruTe€ KOMIETECHTHU OpraHu MU I0COYBa
JaraTa Ha BaJHJUPAaHe.

6. Pemenusra Ha AreHIMsATa CbIVIACHO Maparpad 2 OT HacToAIIuUS
9jIeH Morar ga ObJaT 00XalnBaHM B CHOTBETCTBHE C 4IeH 77.
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Ynen 44

OueHka Ha 3asiBJICHHATA

1. B pamxure Ha 365 nHM ciell BaIMIUPAHETO Ha JAJCHO 3asBJICHUE
OLICHABAILHUAT KOMIIETEHTEH OpPIaH IO OLIEHSIBAa B CHOTBETCTBUE C WIECH
19, BKIIOYMTENHO, CHOpEJ Clydas, U BCSIKO IpPEATIOKEHHE 3a ajall-
TUpaHEe Ha M3MCKBAHMATA 3a NPEIOCTaBsHE HA JAHHM, NOJAJICHO B CHOT-
BeTCTBUE ¢ wWieH 21, maparpad 2, W M3Mpama JOKJIAJ 3a OLCHKATa M
3aKJIIOYCHUATA OT HCA Ha AFCHLll/lHTa.

Hpem/l Ja NpeacTtaByd 3aKIIIOUCHHATA CH Ha AFGHHI/IHTa, OLCHABAIIUAT
KOMIICTCHTCH OpraH MNOpeaocTaBss Ha 3asdBUTCISA BbB3MOXKHOCT Ja
OpeacTaBd, B paMKUTC Ha 30 JHHU, TACMCHU OeIIeXKKH 110 3aKII0YCHHSITA
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 € HEo0-
XOAMMa JIONMBIHATETHA WH(OpMAIWs, OIEHIBAIIMAT KOMIICTCHTEH
OpraH HCKa OT 3afBUTEN Ja MpefocTaBH Ta3u uHopMmanus B
paMKUTE Ha YCTaHOBEH CPOK M yBeIoMsBa AreHIusATa 3a ToBa. [loco-
yeHUAT B maparpad 1 cpok or 365 AHM BPEMEHHO CIMpa Ja Tede OT
JataTa Ha MCKAaHETO A0 JaraTa Ha IOJy4aBaHe Ha HHGOpPMaIUATa.
Bpemennoro cnupane oGaue He HanxBbpis o0mo 180 mHHM, OCBeH B
M3KIIOYUTENIHA CIy4al U KOraTo TOBa € ONpPAaBIaHO OT €CTECTBOTO HA
rmorcKkaHata uH(pOpMaIus.

3. B pamkute Ha 180 nHM ciex moiydyaBaHE Ha 3aKIIOYCHHSITa OT
olleHKaTa ATreHUusATa U3roTBI M mpencrtaBs 1mpen Komucusra
CTaHOBHILE OTHOCHO pa3pellaBaHeTO Ha Ououuza.

B cnydail ue AreHuusTa IpenopbuBa CbOTBETHUAT OHoLMI Ja Obae
paspelleH, CTaHOBHMIIETO ChAbPKA HAaH-MaJKO CJICAHUTE EJIEMEHTH:

a) JeKJiapalnus JaJd ca U3IIBJIHCHU YCIIOBHUSTA, YCTAHOBEHU B WieH 19,
naparpad 1, ¥ IpoekT 3a 000OIICHHE Ha XapaKTEPUCTHKUTE Ha
OuoIKIa ChIIIACHO MOCOYEHOTO B wieH 22, maparpad 2;

6) cropen ciydast, TOAPOOHOCTH OTHOCHO YCIOBHSTA, KOMTO CIIEABa J1a
Ce HaJOXaT 3a MPEJOCTABSHETO HAa Masapa WM 3a ynoTpebara Ha
ouonuaa;

B) OKOHYATEJIHUS JIOKJIaJa 3a OIlCHKaTa Ha OWouuia.

4. B cpox or 30 mHM cnen mnpeiaBaHe HAa CTAaHOBHILNETO CH Ha
Komucusita, Arenmusta mnpemaBa Ha Kowmucusta, Ha BCHYKH
opunmanau e3ui Ha ChbrO3a, MPOCKT 3a 00O0OIICHHE HAa XapaKTepHUC-
TUKUTE Ha OMOLMAMTE B CHOTBETCTBHE C WieH 22, maparpad 2 cropen
ciydasi.

5. Cnex nonyvaBaHe Ha craHOBUIIETO Ha AreHuusara Komwucusra
rnmpueMa WIM pEerjlaMeHT 3a WU3IbJIHEHHEe, C KOWTO ce MpeaocTaBs
paspemenne Ha Cbro3a 3a OMOLMIA, WIM PEIICHHE 32 U3IBJIHEHUE, C
KOETO ce IOCTAaHOBsBA, Y€ HE ce MpeJocTaBs paspeuieHue Ha Cpro3a 3a
Oouornmna. Te3n akToBe 3a M3IBJIHEHHE C€ INPUEMAaT B CHOTBETCTBHE C
npolleaypara Ha pasriexaaHe, moco4yeHa B wieH 82, maparpad 3.

I[lo wuckane Ha JbpkaBa-wieHKa Komwucusita B3eMa pelICHHE Ja
ajlanTHpa ONpeeiCHH yCJOBUs Ha paspelieHue Ha Chro3a KOHKPETHO
3a TEPUTOpUATa Ha Ta3W Jbp)KaBa-wieHKAa WIM Jla pelld, 4Ye TOoBa
paszpemicine Ha CplO3a He ce MNpuWilara Ha TEPUTOPUATA Ha Ta3M
J'bp)KaBa-uiIeHKa, PU yCJIOBUE Y€ TaKoBa MCKaHe MOXe aa Obae oboc-
HOBaHO C €HO WU IMOBEYE OT ChOOpaKEHHsTAa, MOCOYECHU B wieH 37,
naparpad 1.
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PA3NET 2

Iloonoeasane na paspewenusa na Cvioza

Ynen 45

IlonaBane u npueMaHe Ha 3asiBJICHUSA

1. 3asBnenuwero 3a MOMHOBsIBaHE Ha paspemenne Ha Cbioza ce
rmojaBa OT NpUTEXATeds Ha pa3pelleHHeTO WM OT HEeroBo HMe [0
Arennusita noHe 550 mHM mpeau U3THYAHETO HA CPOKa Ha BAJIUIHOCT
Ha pa3pelIeHueTo.

2. Ilpu mnopmaBaHe Ha 3asfBICHHE 3a IIOJHOBSIBAHE 3aIBUTEIAT
HPEeCTaBs:

a) 6e3 na ce 3acara wied 21, maparpad 1, CbOTBETHUTE [aHHH,
U3HCKBAaHHU ChIIacHO wieH 20 u cpOpaHM B Mepuoja ciel IbpPBOHA-
YaJHOTO paspelleHHe WM, CIOpex CiIydas, cle] HPeIHIIHOTO
MOJHOBSABAHE; U

0) oleHKa Jany 3aKIIOYCHHUSTA OT MBbPBOHAYATIHATA WM IMPEAMIIHATA
OllCHKa Ha OuWomuga ocraBaT BaJlMIHM, KakTO U BCAKAaKBa
uH(opMays B MOAKpENa Ha TOBA.

3. 3asBUTENAT npeacrtaBgd M HAWMMCHOBAHHMCTO Ha KOMIICTCHTHHUSA
OpraH Ha ZIbpXXaBaTa-4YJICHKA, KOWTO TI0 HETOBO MPEIIOKEHUC CIICABA
JAa OLCHH 3asBJICHUECTO 3a IIOJAHOBABAHC, U IPEAOCTaBsA ITUCMCHO
IMMOTBBPIKACHUEC, Y€ TO3W KOMICTCHTCH OpraH Ipueéma na Io HallpaBH.
To3u KoMIIeTeHTEH Opran € OLCHABAIIUAT KOMIICTCHTCH OpIraH.

Arennusita naopmMupa 3asgBUTENS 32 TAKCUTE, ABDKUMH CHITIACHO WIEH
80, maparpad 1 U OTXBBpPIS 3asABICHUETO, B CIydall 4de 3asiBUTEIAT HE
wiatd Takcure B pamkure Ha 30 nuu. Ts yBemomsiBa 3asBUTENs WU
OLICHSBAILUSl KOMIIETEHTEH OpraH 3a TOBa.

Cnen mosyyaBaHe Ha TaKCUTE, IBJDKMMHU cbritacHO wieH 80, maparpad
1, AreHmusra mnpuema 3asBICHHETO U YBEAOMsBA 3asBHTENS W
OLICHSBAIlMSl KOMIIETEHTEH OpraH 3a TOBa, KaTo IOCOYBa JaraTa Ha
MpUEMaHETO.

4.  PeumeHusTa Ha AreHIusTa ChriacHo naparpad 3 OT HACTOSIIHS
4yjeH MoraT Ja ObJaT o0KaJiBaHW B CHOTBETCTBHE C 4ieH 77.

Ynen 46

OuneHka Ha 3asiBJIEHUATA 32 NMOJHOBSIBaHe

1. Bwb3 ocHOBa Ha OlLieHKa Ha HalW4YHaTa MH(OpMaIMs U Ha HEOOXO-
OUMOCTTa Ja ce TpepasriiefiaT 3aKIIoueHUsATa OT IIbPBOHAYATIHATA
OLIEHKAa Ha 3asBICHUETO 3a paspelieHne Ha Cblo3a wiu, cropeq
cilydasi, NPEIUIIHOTO IIOJHOBSBaHE, B pamkure Ha 30 mHU cuen
NIpUEMaHEeTO Ha 3asBJICHHETO OT AreHuusATa CbhIVIACHO uieH 45,
naparpad 3 OLCHSBAIIMAT KOMIIETEHTEH OpraH pellaBa Jlalid B CBET-
JMHAaTa Ha CHBPEMEHHUTE HAyYHH IIO3HAHHS € HEeoOXOoAWMa IThIIHA
OLICHKA Ha 3asBJICHUETO 3a IOJHOBSIBAHE.

2. Koraro oueHsBamHUAT KOMIIETEHTEH OpraH peId, 4Ye € Heol-
XOIMMa MBJIHA OIIEHKA Ha 3asSBJIICHUETO, OICHKATA Ce U3BBPIIBA B CHOT-
BeTcTBHE ¢ wieH 44, maparpadu 1 u 2.
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Korato oneHsBanuaT KOMIETEHTEH OpraH pellid, 4e He € HeoOXoauMa
MbJIHA OICGHKa Ha 3asBJIeHWETO, B pamkure Ha 180 mHM cren
MPUEMAHETO Ha 3asBICHHUETO OT AreHUHMsATa TOW W3rOTBS M MpPEICTaBs
Ha AreHIHUsATa MPENnopbhKa 3a MOJHOBABaHE Ha pasperieHueto. OpraHpr
MIPEeJOCTaBsl Ha 3asBUTENS KOMHE OT CBOSATA IpErophKa.

Cren xato AreHuusTa NpreMe IaJeHO 3asBICHUE, BHB Bh3MOXKHO Haii-
KpaTbK CPOK OLEHSBALIMAT KOMIIETEHTEH OpraH MH(OpMHpa 3asBHUTEIIS
3a Takcara, ABDKMMa chkriacHo wieH 80, maparpad 2, U OTXBBpIIA
3asBJICHHETO, B CIy4ail Y€ TakCUTe He ObJaT IuaTeHd B cpok or 30
gHU. OLEeHABAIIMAT KOMIICTEHTEH OpraH yBeIOMsBa 3asBUTENS 3a TOBA.

3. B pamkure Ha 180 aHM cien moilyyaBaHe Ha IMpPENoOpbKa OT
OLICHSBAILUST KOMITETCHTEH OpraH ATEHIMATA M3TOTBS W TIPEICTaBs Ha
Komucusita craHOBUILE OTHOCHO IOJHOBSIBAHETO HAa Pa3pelICHUETO Ha
Cnpbio3a.

4. Craen monyyaBaHe Ha CTaHOBHLIETO Ha AreHuusra Komucusra
mpueMa WM perjiaMeHT 3a H3IBJIHEHHE 3a IIOJHOBSBaHE Ha paspe-
meHneTo Ha Chio3a 3a OWONMIA, WM pEIICHHE 33 H3IBJIHCHHE 32
OTKa3 3a MOJHOBsIBaHEe Ha paspemeHrnero Ha Cproza. Tesn akrToBe 3a
W3MBJIHEHHE C€ TpHeMaT B CHOTBETCTBHE C THpolenypara Ha
pasriexaaHe, oco4YeHa B WwieH 82, maparpad 3.

Komucusita momuoBsiBa paspemenuero Ha Cpro3a, MU TOJIOXKEHHUE Ue
YCIIOBUSTA, TOCOYEHH B wieH 19, mpoabikaBaT Ja ca CIA3eHU.

5. Koraro mno TpHYMHM, HE3aBHCEIIM OT IpPUTEXaTeNls Ha
paspemienne Ha Chro3a, HE € B3€TO PEIICHHE OTHOCHO ITOJHOBSBAHETO
Ha pa3pelIeHueTo Npear M3THYaHe Ha HeroBaTa BaduaHOCT, Komucusra
HOAHOBSABA paspemeHnero Ha Cplo3a 3a Cpoka, HEOOXOOMM 3a
TPUKIIOYBAHE HAa OIEHKATa ITOCPEICTBOM aKTOBE 3a M3IBIHEHHE. Te3n
aKTOBE 32 M3IBJIHCHUE CE IPHEMaT B CHOTBETCTBHE C IPOLEXYpaTa IO
KOHCYJITUpaHe, MpeJBujieHa B wieH 82, maparpad 2.

I'IABA IX

OTMAHA, IPEPA3IJIEXKJAHE U U3BMEHEHUE HA PASPEIIEHMA

Ynen 47
3agb/oKkeHHe 32 yBeOMsIBaHe 32 HEOYAKBAHW WJIM BPEIHH
Bb3/JelcTBUS
1. Tlpu nomydaBaHe Ha WHQOPMAIMs OTHOCHO pa3pelieHHs OMOIH]

WU CHABPKAMIOTO(UTE) c€ B HEr0 aKTUBHO(M) BemecTBo(a), KOATO
MOX€E Jia TIOBJHs€ Ha pPa3pelleHHeTO, NMPUTESKATEISAT Ha paspelicHHe
He3a0aBHO yBEAOMSBA KOMIIETCHTHHUSI OpTaH, NPEeNOCTaBWII HAIHO-
HAJIHOTO pa3pelieHre, W ATreHIusATa WIH, aKo CTaBa BBIPOC 3a
paspemienue Ha Cproza — Komucusita m AreHuusita. YBenomsiBa ce
IIO-CIIEIIHAITHO 33 CIIEAHOTO:

a) HOBH JaHHM WIM wHHOOpPMamus 3a BpEIHUTE BB3ICHCTBUS HA
AaKTUBHOTO BEUIECTBO WJIM OWOLKAA BBPXY XOpaTa, IO-CHEIUAIHO
ySI3BUMHTE TPYNH, )KUBOTHUTE WIM BbPXY OKOJIHATa Cpena;

0) maHHM, yKa3Ballyd IMOTEHIMala Ha aKTUBHOTO BEUIECTBO Jla Mpea-
W3BUKBA PE3HCTEHTHOCT;

B) HOBU JaHHM WM HHGpOpMAIMs, YKa3Balld, ue OHOLUABT HE €
JIOCTATHhYHO C(PEKTHBEH.

2. KowmmeTeHTHHAT OpraH, W3JAajd HAIMOHAIHOTO pa3pelleHue, WIH
aKko craBa BBIIpOC 3a paspeuieHue Ha Cprlo3a — AreHUMATa, MpoyyBa
JAJId Ce Hajara paspelieHHeTo Ja ObJe W3MEHEHO WM OTMEHEHO 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
YBEIOMSIBA KOMIIETEHTHHTE OpraHM Ha JPYTHTE IbP)KABU-WIEHKH W,
criopen cayd4asi, Komucusra 3a BCHUKH TOJOOHN JaHHH MIIH WHPOPMAIIHNS,
KOHTO I10JTy4aBa.

KoMIeTeHTHUTE OpraHd Ha ABPKABUTE-WICHKH, W3AaId HAIMOHAIHO
paspelieHne 3a ChIMsS OWOIHMI CBHIIACHO Mpoleayparta 3a B3aHMHO
MpU3HaBaHe, MPOydYBaT Jald Ce Hajara paspelieHueTo aa Obie
W3MEHEHO WJIM OTMEHEHO B CHLOTBETCTBHE C wWieH 48.

Ynen 48
OTMsiHA WM U3MeHeHHe Ha pa3pellieHue

1. Be3 ma ce 3acsrar pasmopenOuTe Ha 4YieH 23, KOMIETCHTHHSAT
opraH Ha JaJeHa Jbp)KaBa-WieHKa WM, ako CTaBa BBIPOC 3a
paspemenne Ha Cpioza — Kommcusta, mMorar mo BCSKO Bpeme na
OTMEHAT WJIM U3MEHST M3aJeHO OT TIX paspelleHue, ako cyueTar, ye:

a) yCIIOBHSTA, MOCOYECHH B WieH 19, Wik, KOraTto € MpHIOKHMO, B WICH
25, He ca U3IIbIHEHH;

0) pa3pelIeHHeTO ¢ M3aJCHO Bb3 OCHOBA HA HEBSPHA HMJIM MOJABSKAAIIA
UHpOPMAIHS; WA

B) IPUTEKATEIAT Ha Pa3peIICHUETO HE € CIa3Huil CBOUTE 3aJbIKCHHA
CBIVIACHO Pa3pelICeHUETO WIIM HACTOSILUS PErJIaMEeHT.

2. Koraro KOMNETEHTHHAT OpraH WM, aKo cTaBa BBIPOC 3a
paspeumienne Ha Cwroza — Komucusita, Bp3HaMepsiBa Ja OTMEHU WIIH
W3MEHHU JaJICHO pa3pelleHne, TOW/Ts yBeIOMsIBa MPUTEXKaTeNs Ha pas3pe-
IIEHUETO 3a TOBA, KAaTO MY IIPEIOCTaBs BB3MOXKHOCT Jla IPEJCTaBU
0eneXKH WM AONBJIHUTENHAa MHGOPMAIMs B PaMKHTE Ha ONpeAeneH
cpok. Ilpn B3emaHe Ha OKOHYATENHOTO CH pEIIEHHE OLECHSBALIMAT
KOMIIETEHTEH OpraH WJM, aKko cTaBa BBIPOC 3a paspeuieHue Ha Cpro3a
— Komucusira, Haae:)xHO B3eMa NpeBUA T€3H OENEKKH.

3. Koraro KOMIETEHTHHAT OpraH WIH, aKO CTaBa BBIPOC 3a
paspemienne Ha Cpioza — Komucusara, OTMEHH WIH H3MEHH
paspelieHue B CHOTBETCTBHE C maparpad 1, TOi/TS yBemomsiBa
He3a0aBHO MPHUTEKATENs HA Pa3pelICHUETO, KOMIIETCHTHUTE OpraHu Ha
JIpyTUTE Abp)KaBU-WIEHKU M, criopen ciydas, Komucusra.

KoMnereHTHHTE OpraHu, M3Aajld paspelieHus ChIVIACHO NpoLeaypara Ha
B3alMHO IIpU3HABaHE 3a OUOLIUAY, 32 KOUTO Pa3PELICHUETO € OTMEHEHO MU
U3MEHEHO, B paMKuTe Ha 120 1HU OT HOTU(UKANUATA CbOTBETHO OTMEHST
WY U3MEHAT paspellieHusITa 1 yBegomsasatr Komucusra 3a ToBa.

B cnydail Ha Hechriiacme MeXIy KOMIIETCHTHUTE OpPTaHH Ha HIKOH
Ibp)KaBU-WIEHKH  OTHOCHO  HALIMOHAIHUTE  Pa3pellieHHs, KOUTO
MOJJIeKaT Ha B3aUMHO NpPHU3HABaHE, MPEABUACHUTE B wieHoBe 35 u 36
TIpOLelypH ce Hpuiiarart mutatis mutandis.

Ynen 49

OTMsiHAa Ha pa3pelieHHe W0 WCKAHe Ha MpPHUTeXaTedsl Ha
pa3penieHueTo

[Tpu MOTHBHpPaHO UCKAaHE OT IPHUTEKATENS HA Pa3perieHNe KOMIIETSHTHHUST
OpraH, U3Ja1 HallMOHAJHOTO pa3pelleHue WK, B CIy4ail Ha pa3pellieHue Ha
Crio3a — Komucusita, oTMeHs1 paszpemnieHneTo. B cioydaii ye mckanero ce
oTHacs 3a paspeuienue Ha Cbro3a, TO ce oAaBa A0 AreHUusTa.

Ynen 50

H3veHeHne Ha pa3spelieHHe M0 HCKAHe HA MNPHUTEXATedsl Ha
pa3penieHHeTo

1.  V3meHeHHs B yCIOBHUSITA Ha Pa3pelIEHHETO CE BHACAT €AUHCTBEHO OT
KOMITETEHTHHSI OpraH, KOWTO € U3/1aJl pa3pelIeHUETO 3a BBIPOCHUS OHOLIU,
WJIH, aKO CTaBa BBIPOC 3a paspemienne Ha Crio3a — ot Komucwusra.
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2. Ilputexxaten Ha paspelieHue, KOWTO HCKa Ja IPOMEHHU
nHpopManus, mogaieHa BbB BPB3Ka C II'BPBOHAYAIHOTO 3asBICHHUE 32
paspeleHre Ha OUoOIM/A, 10JaBa 3asBICHUE 10 KOMIETEHTHUTE OpraHu
Ha CBOTBETHHUTE IbPXKABU-WICHKH, KOHTO Ca Pa3peIldf BBIPOCHUS
Ouornma WiIM, ako cTaBa BBIpOC 3a paspemieHne Ha Cpro3a — 70
Arennusita. Te3n KOMIIETEHTHM OpraHd pellaBaT, MM, aKo CTaBa
BBIIPOC 3a paspemenne Ha Cpro3a — AreHuusra mpoBepsBa, a
Komucusara pemasa ganu yciaoBHATa ChIIIACHO wieH 19 mimM, xorato e
MIPUJIOKIMO, CBITIACHO WiIeH 25, MpOoIbDKaBaT Jla ca CHa3eHd W Jajd
yCIIOBHSATA Ha pa3pelIeHueTo TpaOBa Ja ObJaT U3MEHEHH.

3asBIEHHETO Ce MPHUIPYKaBa OT TAKCUTE, IBIDKUMHU ChraacHo wieH 80,
naparpapu 1 u 2.

3. H3menenue Ha CBIICCTBYBAIIO pa3p€lICHUEC IIolaJga B €JHa OT
CJICAHUTEC KaTCropmuu NMPOMCHHU:

a) aIMHMHHCTPAaTHBHA MPOMSHA;
0) He3HauMTEeNIHA NMPOMSHA; WM

B) 3HAYUTENHA MPOMSHA.

Ynen 51

IoapoOuu npasuia

C ornmen ocurypsiBaHe Ha CbIJlacyBaH IIOJXOJ IO OTHOIICHHWE HA
OTMsIHaTa M M3MEHEHMETO Ha paspemieHusTa Komucusra ompenens
MOIpOOHU TIpaBWIIa 3a MpHJaraHeTo Ha 4wieHoBe 47—>50 mocpeacTBOM
aKTOBE 3a W3NbJIHEHHE. Te3M aKTOBe 3a M3IBJIHEHHE C€ IMpHeMaTr B
CBOTBETCTBUE C TpoIlelypaTa Ha pas3riexJaHe, MMOocoYeHa B wieH §2,
naparpad 3.

[locouenutre B mbpBaTa ajgMHEs OT HACTOSIIMS 4JIEH IIpaBUIa ce
OCHOBAaBAaT, Hapeja C APYroTO, HA CIEJHUTE NMPUHIIMIIU:

a) 3a aIMUHUCTPATHBHH MPOMEHH C€ MpUiIara OmpocTeHa Mmporeaypa 3a
HOTHU(UKAIIWS,

6) 3a HC3HAYUTCIHU INPOMEHU CC€ ONPEACiid CBKPATCH CPOK 3a OLICHKA;

B) B Cilyyall Ha 3HAYMTCJHU IIPOMEHHM CPOKBT 3a HW3BHPIIBAHE Ha
OLICHKa € MPOIOPLHOHAJCH HA Maniabda Ha HpejaraHata IpPOMsHA.

Ynen 52

IIpexonen mepmon

HezaBucumo oT paszmnopenduTe Ha uwieH 89, KOrato KOMIIETCHTHHST
OpraH WM, akO CTaBa BBIIPOC 3a OWMOLMA, pa3pelieH Ha PaBHUILETO
Ha Cpioza — Kowmmcusara, OTMEHH WM W3MEHHW NAJeHO pa3pelleHue,
WJIM pelH Ja He IO MOJHOBSBA, TOW/TS MPEJOCTaBs MPEXOICH MEPUo 3a
MPeIOCTaBsHe Ha Masapa W ymnorpeba Ha CHINECTBYBAIIUTE 3arac,
OCBEH aKO MPOIBDKABAILOTO MPEIOCTaBSIHE Ha Maszapa WM yrnoTpeda
Ha Ouonuaa Ouxa TMpEACTaBISIBaIM HENPUEMIIUB PHUCK 3a 3/IpaBETO Ha
Xopara, 3[JpaBeTO Ha XHBOTHUTE WJIM 3a OKOJIHaTa cpeja.

[Ipexoguusar nepuon He HaaxBbpys 180 1mHM 3a mpenocTaBSHETO Ha
nasapa M JONMBJIHUTEICH MakcuMasieH cpok oT 180 aHu 3a ymorpebara
Ha CBIIECTBYBAIIUTE 3allach OT CHOTBETHUTE OMOLIUIIN.
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vB
TJIABA X
IMAPAJIEJIHA ThPT'OBHUSL
Ynen 53
ITapanesHa Thpropus
M3
1.  Upes meporamus oT wieH 17, KOMIIETEHTEH OpraH Ha Abp)KaBa
wieHKa (,,Jbp)KaBa WIEHKAa Ha BbBEXAaHE ) JaBa, [0 HCKaHE Ha
3asBUTENS, Pa3peIUTE]HO 3a TapaienHa ThPrOBUS C JAafeH OHOLUA,
KOHTO € paspelleH B JApyra IbpxaBa wieHKa (,,Jbp)KaBa YICHKa Ha
npou3xon™), 3a na ObAe mpenjaraH Ha Tmaszapa W yHOTpeOsBaH B
Ibp)KaBaTa WICHKA Ha BBBEXKJAHE, aKO IPELEHH, B CHOTBETCTBHE C
naparpad 3, 4e OMOLUMIBT € HUAEHTUYEH C OHOLMA, KOHTO Bede e
paspenieH B JAbpXKaBaTa-wWICHKa Ha BBBEXHaHE (,,peepeHTHUST
HOPOIYKT ).
VB

3asBUTENAT, KOHTO Bb3HaMepsBa Ja IyCHE OWolMIa Ha TMaszapa B
J'bp)KaBaTa-4JeHKa Ha BBbBEXKIAHE, 110/1aBa 3asBJICHUE 32 Pa3pELIMTEHO
3a mapajesHa ThPTrOBHs 10 KOMIIETEHTHHUSI OpraH Ha Jbp)KaBaTa-4JeHKa
Ha BBbBEKIAHE.

3asBlIE€HMETO ce IpuApyXaBa OT IocoyeHaTa B maparpad 4
uHpOpMaIMs M OT BCSKakBa apyra wH(popMmaius, HeoOXoauMa la ce
JOKaXxke, dYe OWOIMIBT € WICHTHYCH C pedepeHTHHS IPOIYKT,
CBIJIACHO OIpe/eNIiCHHeTo B maparpad 3.

2.  Korato KOMIIETEHTHHAT OpraH Ha [Obp)KaBaTa-WwICHKa Ha
BBBEXKJAHE IpELEeHH, Ye JaJieH Ououua € WACHTHYEH C pedepeHTHUs
HPOIYKT, TS JaBa Pa3pelliUTENHO 32 MapajieiHa THProBUs B PaMKHUTE HA
60 nHU cnex Mody4yaBaHE Ha TaKCHTE, OBDKUMH cbriacHo wieH 80,
naparpadg 2. KomnereHTHHSAT opraH Ha JbpKaBaTa-4iCHKAa Ha
BBBEXK/IAHE MOXE J1a M3MCKA OT KOMIIETEHTHHS OpraH Ha IIbp)KaBaTra-
YJIeHKa Ha MPOU3XOJ JOIMbJIHUTENIHA MH(OpMaIus, HeoOXoauma na ce
ompeAeny Aand TPOAYKTHT € HICHTHYEH C pedepeHTHUs IMPOIYyKT.
KomnereHTHUAT OpraH Ha Jbp)kaBaTa-4JeHKAa Ha MPOM3XOJ MPEAOCTaBS
u3uckBaHata MHGOpMalys B paMkuTe Ha 30 JHH clien MojydaBaHe HA
HCKaHETO.

3. Jlamen Ououma ce CYMTa 3a MIACHTHYEH C PedEepPeHTHUS NPOTYKT
SIIMHCTBCHO aKO € M3IIBIHEHO BCAKO OT CIECIHUTE YCIOBHS:

a) MPpOU3BCACHN Ca OT €JHa W Chlla KOMIIaHUsA, OT aCOHHUHUPAHO MPEI-
MpUATUE WK 110 JIMICH3 B CBOTBETCTBUE C C€IWH W CBHII IIPOU3-
BOACTBCH IIPOIICC,

0) UMaT WACHTHYHA crielU(UKAIUsI U ChIAbPKAHHE MO OTHOIICHHE Ha
aKTHBHUTE BEIECTBA, KAKTO W Ha BHIA (POPMYJIAIlHs;

B) €JHAKBH Ca II0 OTHOIICHHWEC Ha HCAKTUBHUTEC BCIICCTBA B ChCTaBa CH,
KakKTO U

F) CIHAKBH Ca WIM Ca CKBUBAJICHTHU II0 OTHONICHHEC Ha pa3Mepa,
Marepuajia uin (I)OPMaTa Ha OIIaKOBKarTa, C Orjic Ha IMOTCHIIMAJIHOTO
BpPCAHO BB3JICUCTBUE BBPXY 0e30IacHOCTTa Ha MIpoayKTa 3a 3ApaBETO
Ha Xopara, 34paB€TO Ha XMBOTHUTEC WUJIM 3a OKOJIHaTa Cpela.

4. 3asBICHHETO 3a HU3aBaHE Ha pa3pClIMTECIIHO 3a IapajieiiHa
ThProBusl CbAbpiKa CJICAHATa I/IH(l)OpMaI_II/IH U CIICMCHTH!

a) HaMMCHOBaHHE Ha OWolMIAa ¥ HOMEpP Ha pa3peuicHHETO B
JbprKaBaTa-WwICHKa Ha MPOHM3XOJ;

0) UMe W azpec Ha KOMIIETEHTHHS OpraH B Ibp)KaBaTa-wiIeHKa Ha
MIPOU3XO0JI;

B) M€ M aJipec Ha MpPHUTEXKATeNll Ha pa3pelIeHHETO B JIbp)KaBaTa-
YIEHKa Ha MPOM3XOL;
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I') OpUTHHAJIEH €TUKEeT U yKa3zaHMs 3a ynorpeda, ¢ KOUTO OMOLUABT ce
pasnpocTpaHsBa B AbpKaBaTa-wieHKAa Ha IPOU3XOA, aKO TOBa Ce
CUMTa 3a HEOOXOAMMO 3a Da3rIIekKIAHETO OT KOMIETCHTHUS OpraH
Ha JbpiKaBaTa-4IeHKa Ha BbBEXKIAHE;

) UME U aJIpec Ha 3asiBUTEJIS;

€) HauMEHOBaHHE, KOEeTO Iie Oblie AaJeHO Ha OMoLnAa 3a paslpocTpa-
HECHHETO My B Ibp)KaBaTa-wWwICHKAa Ha BBBEXKIAHE;

JK) TIPOEKT 3a €THKET Ha OMoUuWja, MpeJHa3sHauYeH 3a MPeJOCTaBIHEeTO Ha
nasapa B Jbp)KaBaTa-4JeHKAa Ha BBbBEKAaHE, HA OQHUIMAIHUS €3HK
WM Ha O(UIMAIHUTE €3WIM HA Abp)KaBaTa-WwieHKa Ha BBbBEXIAHE,
OCBEH aKO Ta3W IbpKaBa-wieHKa He € MpPeABHIWIIA JPYTo;

3) MOCTpa Ha 61/10111/1113, KOUTO € NpE€aAHAa3HAYCH 3a BBBCXKIAHC, aKO
KOMIICTCHTHUAT OpraH Ha AbprKaBaTa-4JICHKa Ha BBBCKIAHC CHUTA
TOBa 3a H€06XOIII/IMO;

1) HAaNMEHOBAaHUE Ha peepeHTHHUs NPOAYKT U HOMEp Ha pa3pelIeHHeTo
B JIbpKaBaTa-4JIeHKa Ha BbBEXK/IaHE.

KoMIEeTeHTHUAT OpraH Ha Ibp)KaBaTa-uwICHKa Ha BBBEXKIAHE MOXE Ja
M3MCKA NPEBOJ HA CHOTBETHATA YacT OT OPUTHHAJIHUTE YKa3aHHS 3a
yrnotpeba, mocoueHu B OykBa T).

5. Pa3pemeHuero 3a mapaneiqHa TBProBUS IIOCTAHOBSBA CBIIUTE
yCIIOBHS 3a IPEJOCTaBsSHE Ha Ia3apa U 3a yHoTpeba KaTo Te3U OT paspe-
IIEHHETO Ha pedepeHTHUs] IPOTYKT.

6.  Paspemenuero 3a mapajnenHa THPrOBHUS € BaJUAHO 32 CBHIIHS CPOK,
3a KOWTO € BalMOHO pa3pelleHHeTo Ha pedepeHTHHs IPOIYKT B
J'bp)KaBaTa-4JICHKa Ha BBBEXK/aHE.

AKo mpuTeXaTelAT Ha paspelleHHe 3a pe)epeHTEH HPOILYKT IOAaze
3asiBJICHUE 3a OTMsIHAa Ha Pa3peLICHUETO B CHOTBETCTBHE C wWieH 49 n
aKO M3WCKBaHUATA Ha wWieH 19 mpommsinkaBaT ga ca CIA3eHH, BaUI-
HOCTTa Ha pa3pelMTENHOTO 3a IapajleliHa ThProBUs H3THYA Ha
JaTaTa, Ha KOSTO HOPMAIHO OM H3TEKBJl CPOKBT Ha Pa3pelICHHETO Ha
pedepeHTHUs TPOIYKT.

7. bes ma ce 3acsrar cmenUaNTHUTE pa3NopeadH Ha HACTOSIIMS YJIEH,
wieHoBe 47—50 u tmaBa XV ce mnpunarar mutatis mutandis 3a
Owonmay, mpeylaraHd Ha TIa3apa ChIJIACHO pa3pelleHHeTo 3a
napajiejiHa ThProBus.

8. KomnerenTHusar OpraH Ha AbpiKaBaTa-4JICHKa Ha BbBCKIAHE MOXKE
Ja OTTETJH J3JIeHO pa3pellieHre 3a IapajieiHa THProBUs, ako paspe-
IICHUETO 32 BBBEICHHS OHOIMI ObJe OTTErNICHO B JbplKaBaTa-uJCHKa
Ha MPOU3XOJ OT ChOOpakeHHs 3a 0E30MacHOCT WM e(PUKACHOCT.

I'IABA XI
TEXHUYECKA PABHOCTOMHOCT

Ynen 54

OueHsiBaHe Ha TeXHUYeCKaTa paBHOCTOﬁHOCT

1. Koraro e HeoOX0QMMO Ja ce YCTAHOBH TEXHHYECKaTa PaBHO-
CTOWHOCT Ha aKTHBHHTE BEIIECTBA, JIUIIETO, KOCTO JKejae Ja yCTaHOBH

TakaBa pPaBHOCTOWHOCT  (,,3asBUTENAT), TOJaBa  3asBIEHHE [0
Arenuusra.
2. 3asBUTENAT MPENOCTaBs BCHUYKU JaHHU, U3MCKBAHU OT ATEHIMSTA

3a OIICHABAHC Ha TCXHHUYCCKATa paBHOCTOﬁHOCT.
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3. ArecHuusTa yBEIOMSBA 3asSBHUTEIIS 338 TAKCHTE, IBJDKUMHU ChIIIACHO
wieH 80, maparpad 1, W OTXBBpIS 3asABJICHUETO, B CIOy4yaid de
3asBUTENIAT HE IUIATH Takcute B paMkute Ha 30 nuu. Ts yBemomsiBa
3asBUTENS 32 TOBA.

4.  Cnem xato J1aZe BB3MOXKHOCT Ha 3asgBUTENS Ja MPEICTaBU
Oemexky, ATreHIusTa B3eMa pelleHue B pamkute Ha 90 mHmM ciex
npreMaHe Ha 3asBICHHETO, MocoueHo B maparpad 1, u ro cpoOuiaBa
Ha JIBbp)KaBUTC-WICHKH M Ha 3asSBUTEIS.

5. Koraro cnopen AreHuusTa € Heo0XOAWMAa  JOMBIHHUTEIHA
uHpOpMaIys 3a OIEHSABAaHE Ha TEXHHWYECKaTa pPaBHOCTOMHOCT,
AreHIuATa MCKa OT 3asBUTENS Aa NPENOCTaBU TakaBa MHpoOpManus B
CPOK, OIpenesieH OT ATEHIUATa. ATEHIMATa OTXBBPJIS 3asBICHHETO,
AKO 3ajdABUTCIIAT HC Npeaanc AOIbJIHUTEIHATa I/IH(i)OpMaL[l/lﬂ B OIpea-
enenust cpok. Ilocouenusr B maparpad 4 cpok or 90 gum crnupa naa
Te4e OT JaraTa Ha OTIPABsHE HAa HMCKAHETO JI0 JaraTa Ha I0JyuyaBaHe
Ha uHpopmanusaTa. Crimpanero He HaaAXBbpis 180 JHM, OCBEH aKko HE €
ONpaBJaHO OT E€CTECTBOTO Ha IIOMCKAHWUTE JAHHW WJIM TPU H3KIIO-
YUTEIHA OOCTOSTEINICTBA.

6. Tlpu HeoOXomuMOCT ATeHIMATa MOXE Ja C€ KOHCYJITHpa C
KOMIIETEHTHUSI OpraH Ha [bp)KaBaTa-4ieHKa, KOHTO e jeiicTBan B
KayecTBOTO Ha OLEHsABAlll KOMIETEHTEH OpraH 3a OlEHKaTa Ha
AaKTUBHOTO BELIECTBO.

7.  Pemenusita Ha AreHiusATa cbriuacHo maparpapu 3, 4 u 5 ot
HACTOSIIHS 9WIEH MOTaT Aa ObJaT 00XaIBaHH B CHOTBETCTBUE C HIEH 77.

8. AreHmusra wn3pa0OTBa TEXHHYECKH YKa3zaHMS, 3a Ja YJIECHH
MPUIAraHEeTO Ha HACTOSIIMS YJICH.

TI'JIABA XII

JIEPOTALIIH

Ynen 55

I[eporauml OT U3UCKBAHUSATA

1.  Upes meporauusi oT pasnopendoure Ha wieHoBe 17 u 19 xommer-
SHTHHAT OpraH MOXKE Ja pa3peld 3a CPOK, He Mo-Ibabr oT 180 mHH,
IpEeOCTaBIHETO Ha Ia3apa WIM ynorpebara Ha OuoLuUA, KOHTO He
M3IBJIHSABA YCIOBHATAa 3a H3JaBaHe Ha pa3pellieHHe, YCTAaHOBEHH B
HACTOSIIUSL PErJIAMEHT, 3a OrpaHM4YeHa M KOHTPOJIMpaHa YyHoTpeda,
IO HaA30pa Ha KOMIIETEHTHHS OpraH, ako TakaBa MApKa € HeoOXoauMa
MOpaJd OMAacHOCT 32 OOIIECTBEHOTO 37paBe, 3[PABETO Ha >KUBOTHHUTE
WINM 32 OKOJHaTa cpela, KOATO He MOXe Ja ObJe OrpaHuueHa IO
JOpyT Ha4HH.

KomnereHTHUSAT oOpraH, T[OCOYEeH B TMbpBa ajlnHes, He3abaBHO
yBEIOMsIBA JPYTrUTe KOMIETEHTHH opraHu u Kommucusra 3a CBOETO
JIeHCTBME M 3a OCHOBaHMATAa 3a Hero. KoMmmeTeHTHUSAT opran
He3a0aBHO yBEIOMsBa APYIMTE KOMIIETCHTHH opraHu u Komwmcusra 3a
OTMsIHaTa Ha TaKoBa JICHCTBHUE.

B3 ocHOBa Ha O00OCHOBAaHO MHCKaHE€ OT KOMIIETEHTHMS OpraH
Kowmucusra pemaBa He3a0aBHO M MOCPEICTBOM aKTOBE 3a H3ITBIHEHHE
Jand W IOpU KakBU YCJIOBUS JAEHCTBUETO, IPENIPHETO OT TO3U
KOMIIETEHTEH OpraH, MoOXe Ja ObJe MPOABIDKEHO 3a CPOK, HE IIo-
aerer 0T 550 mum. Te3n akToBe 3a M3IBIHEHHE Ce IPHEMAT B CHOT-
BETCTBUE C IIpolLeAypaTa Ha pasliekJaHe, IocoueHa B 4ileH {2,
naparpad 3.
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2. Upes peporamus oT pasnopeadbure Ha wieH 19, naparpad 1, Oyksa
a) W JOKAaTO JaJICHO aKTHBHO BELIECTBO HE ObJe 0J0OPEHO, KOMIET-
eHTHHUTe opraHu W Kommcusita Moratr aa paspeiiaBar 3a CpPOK, HE IMO-
IOBIIBI OT TPH TOAMHH, NPEAOCTABSIHE OUOLMA, ChABPIKAIL HOBO aKTHBHO
BEIIECTBO.

TakoBa BpeMEHHO pa3pelleHne MoXe 1a Ob/e M3JaJeHO CaMo aKo Clex
OLlCHKa Ha JOCHeTaTa B CHOTBETCTBHE C WICH 8§ OICHIBALIMAT
KOMIIETCHTCH OpraH ¢ MpeICTaBWII IMpernopbka 3a ox00psiBaHe Ha
HOBOTO aKTHBHO BEIIECTBO M KOMIIETEHTHHTE OPraHH, HONYYHIH 3asB-
JIGHHETO 3a BPCMCHHOTO pa3pellicHHe, WM, aKo CTaBa BBIPOC 3a
BpeMeHHO paspemeHue Ha Cpro3a — ATeHNWsATa, MPEHEeHST, 4e ce
OYakBa, uYe OWONMIBT OTroBaps HAa W3UCKBaHUATA 1O wWieH 19,
naparpad 1, OykBu 0), B) U T), KaTo ce B3eMaT MPEIBUJ MMOCOUCHHUTE
B wieH 19, maparpad 2 dakropu.

Axo Komwucusita pemmn jga He 0A00pHM HOBOTO AKTHBHO BEIIECTBO,
KOMIIETEHTHUTE OpraHd, NPEZOCTaBWIM BPEMEHHOTO pa3pelleHue, WUiH
Komucusita oTmMeHsT TOBa paspelieHue.

Koraro npu ustnuyane Ha tpuroaumszus cpok Komucusrta Bce ore He €
mpuena pelieHue 3a ono0psBaHE Ha HOBOTO AaKTHBHO BELIECTBO,
KOMIIETCHTHUTE OpraHd, W3JaJd BPEMEHHOTO paspelleHue, WIn
Komucusara morar ga yasmkaT cpoka Ha BPEMEHHOTO pa3peleHHe 3a
[IEpUOJ, HE MO-ABJIBI OT €IHAa I'OAWHA, IIPU YCIOBUE Y€ UMa CEPHUO3HU
OCHOBAaHHUA Jla CE€ CMATa, Y€ AaKTHMBHOTO BELIECTBO I OTroBaps Ha
yCIIOBHAATA, TpEIBUACHU B wwieH 4, maparpad 1, wim — cropen
clydas — Ha yclioBusATa To wieH 5, maparpad 2. Kommerentuurte
OpraHy, yIBbJDKMIM CpOKa Ha BPEMEHHOTO paspelleHHe, YBEIOMsIBAT
3a TOBa JpYruTe KOMIETEeHTHU opraHu u Kommucusra.

3. Upes meporaums ot wieH 19, maparpad 1, Oykea a) Komucusra
MOXK€ NOCPEACTBOM aKTOBE 3a H3IIBJIHEHHE Ja MO3BOJIM Ha JIbpiKaBa-
YIeHKa pa3pelIaBaHeTo Ha OHMONNI, CHIABpXKAI] AKTHBHO BEIIECTBO,
KOETO He € Of00peHo, MpU YCJIOBHUE Y€ TOBA AKTUBHO BELIECTBO € OT
BAKHO 3HAUCHHE 3a OIA3BaHETO HA KyNTYpHOTO HACIEACTBO U HE
CBLIECTBYBAT IMOJIXOMSIIM alTE€pHATUBU. Te3U aKTOBE 3a U3IbIHEHUE
ce MpHueMaT B CHOTBETCTBHE C MpOIEAypaTa MO KOHCYITHpaHe, Mpea-
BUsleHa B wieH 82, maparpad 2. JIbpxaBa-ulleHKa, KOATO XKejlae Ja
HONMydd TaKaBa Jeporanus, IofaBa 3asBieHne 10 Komucnsara wu
IpeJicTaBs HaJJIexkHa 00OCHOBKA.

Ynen 56

Hayunou3cienoBarteicka u pa3BoiiHa JaeifHOCT

1.  Upes neporanusi oT wieH 17 ONUT WIM U3MUTBAHE 3a IIEUTE HA
HayYHUTE W3CIEABAaHMUS WIH HayJYHOHM3CJIEIOBaTeIICKaTa W pa3BOHHA
NEHHOCT, CBBp3aHa C MPOAYKTH W TPOLECH, MPU KOWTO CE€ M3IOJI3BA
HepaspemeH OHOIMI WIM HEeoNOOpEeHO AaKTHBHO BEINECTBO, MpeIHa3-
HAu€HO W3KIIOYMTENIHO 3a M3MOJ3BaHe B Ouonun (,,omut™ wWin
,»M3MUTBaHe ), MOraT Oa Ce NPOBSXKAAT EJUHCTBEHO MNPU YCIOBHATA,
MPEABUACHH B HACTOSIIHS YJICH.

Jlunara, KOMTO M3BBPIIBAT ONWUT WM H3IUTBAHE, CBCTABAT H
MOAABPKAT NHCMEHA JOKyMEHTAalHMs, IOCOYBalla HMICHTHUYHOCTTa Ha
Ouonuia MIM aKTUBHOTO BEIECTBO, JAHHUTE HAa ETHKETHTE, J10CTa-
BEHUTE KOJIMYECTBA M HMEHATa M aJpPECHTE Ha JMIATa, KOWTO
HojlyyaBaT OuOLUJIA MIM AaKTUBHOTO BEIIECTBO, U HU3TOTBAT JIOCHE,
ChABPIKALIO BCHYKH HAIWYHH HAaHHH OTHOCHO BB3MOXKHHTE e(eKTH
BBPXY 34paBeTO Ha XOpaTa WM Ha JKMBOTHMTE HIM OTHOCHO
BIIMSTHUETO BBPXY OKOJHATa cpena. Te MmpenocTaBAT Ta3u MHGOpManus
Ha KOMIIETEHTHHUS OpPIaH IIPH IOMCKBaHE.
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2.  Bcesko imme, KOETO Bb3HAMEpsBa Jla U3BBPIIM ONHUT WIH
M3NHATBaHE, KOETO BKIIOYBA WM MOXE fAa IOBeAe N0 OTACNHSIHe Ha
OuoLu B OKOJIHATA Cpela, NPEIBAPUTENIHO YBEIOMSBA KOMIIETEHTHUS
OpraH Ha [bPXKaBaTa-4wIeHKa, B KOATO I CE U3BBPIIN ONUTHT HIH
U3IUTBAHETO. YBEJOMIIEHUETO BKIIOUBA HIEHTUYHOCTTA Ha OHoLUAA
VI aKTUBHOTO BEIIECTBO, JAHHWUTE 33 €TMKETHPAHETO U JOCTaBEHHUTE
KOIMYECTBA M BCHYKH JAHHHM HA PA3IOJIOKEHHE OTHOCHO BB3MOXKHOTO
Bb3JeiicTBHE BBPXY 3/ApaBETO Ha XOopaTa WJIM Ha >KUBOTHUTE, WIH
OTHOCHO BB3JCHCTBHETO BBPXY OKONHaTa cpema. CHOTBETHOTO IHIIE
IpefocTaBsd Ha PA3MONOKCHUE HAa KOMIIETEGHTHUTE OpraHU BCsKa
MMoMCKaHa WHQPOpMAIHS.

[Ipn numca Ha cTaHOBHUIIE OT KOMIETEHTHHS OpraH B paMKuTe Ha 45
JHU cJell IOCOYEHOTO B IbpBa AajlMHEs YBEJIOMJICHHE ONWUTHT WM
U3IHUTBAHETO, 32 KOUTO € YBEJAOMEHO, MOraT Ja ObJaT M3BBPIICHH.

3. AKO ONUTHT WIM U3MUTBAaHETO OM MOIMJIO Ja HuMa BPEIHO
BB3JCHCTBHE, HE3aBUCUMO IajHd HEMOCPEACTBEHO WM 3a0aBEHO, BBPXY
3/IpaBeTO Ha XOpara, 0COOEHO BBPXY YSI3BHUMHUTE T'PYIH, WU 3/IPaBETO
Ha XMBOTHHUTE, WJIM HEMPHEMJIMBO BPEIHO BB3/ACHCTBHE BHPXY XOpara,
JKUBOTHUTE WJIM OKOJHATa Cpeja, ChbOTBETHHUST KOMIIETEHTEH OpraH Ha
3apHTEpEcOBaHaTa Abp)KaBa-4JIeHKAa MOXKe da ro 3a0paHu WIM Ia To
paspely IpH ycjaoBUs, KOUTO TOW CMATa 32 HEOOXOAMMH 3a IpeaoTBpa-
TABaHE Ha Te3W mnocneauuu. KomMnereHTHHAT opraH He3ab0aBHO
yBenomsaBa Komucusata M JApyruTe KOMIIETEHTHM OpPTaHH 3a CBOETO
pelieHue.

4. Ha Komwucusita ce mpenocTaBsT INpaBOMOIIMATA Ja MpHeMa Jielie-
TUPaHN aKTOBE B CHOTBETCTBHE C WIEH 83 OTHOCHO OIpENeIsIHETO Ha
MOJPOOHHU TMpaBHJiA, MOMBJIBAIIMA HACTOSIINS YJICH.

Ynen 57

OcBoGo:x1aBaHe oT perucrpanus cbriacHo Perinament (EO)
Ne 1907/2006

B 1onbiHeHHE KbM aKTUBHHTE BEIIECTBA, MOCOYCHH B wieH 15,
naparpad 2 ot Permament (EO) Ne 1907/2006, akTUBHHTE BEIECTBA,
MPOM3BEACHN WM BHECEHH C IeJ H3MOJN3BaHE B OWOIMIM, YHETO
MyCKaHe Ha Ia3apa € pa3pelieH0 B CHOTBETCTBHE C wWieHoBe 27, 55
i 56, ce CUMTAT 32 PETHCTPHPAHH, a PETUCTpalHiTa UM — KaTo
3aBBpINEHA, C IIe7 MPOM3BOACTBO MJIM BHOC 32 W3MOJI3BAaHE B OWOIMIHM,
7 CIIEIOBATENHO CE PA3rIeKAaT KaTo OTTOBapsINy Ha W3UCKBAHUSATA Ha
ns1 11, tmaBu 1 u 5 ot Permmament (EO) Ne 1907/2006.

TJIABA XIII

TPETUPAHU U3JIEJIUSA

Ynen 58

IMyckaHe Ha ma3apa Ha TPETHPAHH W3EJHS

1. Hacrosmmar wieH ce Npuwiara H3KIIOYUTENIHO 3a TPETHPAHU
u3zenus, Kouto He ca Owouunu. Toil He ce mpuiara 3a TpeTHpPaHU
U3JeNus, TpPU KOUTO EJUHCTBEHOTO WU3BBPLIEHO TpPETHpaHEe €
ONyIIBaHE WM AE3WH(EKIHs Ha IOMEIICHHATA WM KOHTEHHepHUTe,
U3IOJI3BAaHM 32 CBhXPAaHEHHE MM TPAHCIOPT, U KOraTo HE CE O4YaKBa
ClIe]l TOBA TPETHpaHE /1a OCTAHAT OCTAaThUHH BEILECTBA.
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2. TperupaHo u3menue He ce NyckKa Ha I1a3apa, OCBEH aKO BCHUYKU
aKTHBHH BEIlECTBA B CHCTaBa HA OHOIMINTE, C KOMTO € TPETHPAHO WIIU
KOWUTO ChIBPXKA, HE ca BKIIOUYCHH B CIHCHKA, ChCTABEH B CHOTBETCTBHE
¢ wieH 9, maparpad 2, 3a ChOTBETHHS IPOAYKTOB THUI M yHoTpeba, Win
B TPWIOKEHHE [, U BCHUYKU YCIOBHS WJIM OTPAHUYCHUS, TPEIBUICHU
TaM, HE Ca CIa3eHU.

3. Jlumero, KoeTo OTroBaps 3a MyCKaHETO HA Ma3apa Ha TPETUPAHOTO
n3enne, npaBu HEoOXOOMMOTO WHQOpMalusTa, MOCOYeHa BBB BTOPA
anuHes, 1a Gurypupa Ha €TUKeTa, B CllyyauTe, KOraTo:

— TPOM3BOAMTENIAT Ha JaJE€HO TPETHPAHO W3JENHE, ChABPXKAIIO
Owouma, TmpeTeHAMpa, dYe BBIPOCHOTO TPETUPAHO  H3JCIHE
MIpUTEKaBa OMOIMIHU CBOMCTBA, WIH

— BBB BpPB3Ka ChC CHOTBETHOTO aKTHBHOTO(MTE) BEIECTBO(a) TOBA CE
M3UCKBA OT  YCIOBHATAa, CBbpP3aHH C  OAOOpSBaHETO Ha
aKTUBHOTO(MTE) BellecTBO(a), KaTo ce B3eMa MPEeIBUA TO-
CHEIHATHO BB3MOXKHOCTTA OT KOHTAKT C XOpa WM H3MYCKaHETO B
OKOJIHATa Cpela.

ETHKeTHT, MOCOYEH B MbpBa alMHes, TPIOBa Na ChAbPXKA ClEIHATA
UHpOPMAITHS:

a) TEKCT, KOWTO ITOCOYBa, Ye TPETHPAHOTO U3JENIUE ChIbPKa OHMOLMAH;

0) xorato ¢ OO0OOCHOBaHO, OHOIUIHOTO CBOWCTBO, IPHUIIMCBAHO HAa
TPETUPAHOTO HU3JICIIHE;

B) O6e3 ma ce 3acsrar pasmopendutre Ha wieH 24 ot Permament (EO)
Ne 1272/2008, HanMeHOBaHUATAa Ha BCHYKH aKTHBHM BeEIIECTBA B
CHCTaBa Ha OMOIIMIUTE;

I') HAMMCHOBAaHHMATA HAa BCHYKM HAaHOMATCpHAIM, CBIbpPXKAIIM CE B
ouoruaa(ure), MOCiIeABaHU OT AyMmara ,,HaHO* B CKOOW;

1) BCAKAKBH IIOOXOMSAINM yKa3aHWs 3a ymorpeba, BKIOYUTEIHO
MpeAnasHd MEpKH, KOUTO Ja Ce B3eMaT, BbB Bpb3Ka ¢ OHOLUIUTE,
C KOWTO € OOpabOTeHO TPETUPAHO M3JCIHETO WJIH KOHUTO TO
ChIBpIKA.

Hacrosust naparpad) HC C€ Ipujara, KOrato IO CuJiaTa Ha ApYyTo
CI'ICI.U/Iq)I/I‘{HO 3a CEKTOpa 3aKOHOHATCJICTBO BE€YC Ca HaJIMUIEC HaKl-MaJKo
paBHOCTOfIHPI HN3HMCKBAHUA 3a CTUKCTUPAHEC Ha 6I/IOI.[I/IZ[I/I B TpPETUpPAHU
INPOAYKTH C OIJICA H3IBJIHCHUCTO Ha HM3HUCKBAaHUATA 3a I/IHq)OpMI/IpaHe
OTHOCHO TC3HM AKTHBHHU BCIICCTBA.

4.  HeszaBucHMO OT 3aIbJDKCHHUSTA 3a €THKETHpaHe mo mnaparpad 3,
JULETO, KOETO OTroBaps 3a IIyCKaHETO Ha [as3apa Ha JaJeHo
TPETUPAHO H3JEIHE, [OCOYBAa HAa ETHKETa MYy BCAKAKBH MMOJXOJISIIN
yKa3aHUs 3a yrnorpeda, BKIIOUUTENHO IpEINa3HH MEpKH, ako TOBa €
HEoOXOMUMO 3a 3alluTaTa Ha XOpara, JKUBOTHUTE M OKOJHATa Cpela.

5. HesaBucumo oT 3abiDKEHHMATA 3a €TUKETHpaHe 1o mnaparpad 3,
JOCTaBYMKBT Ha A3ZEHO TPETHPAHO M3JeIHe NPeoCTaBs Ha NOTpeOuTen
IIPU TIOMCKBaHE OT CHINUS NOTpeOuTel1, B CPOK OT 45 nHU U Oe3IUIaTHO,
UHPOpPMAaIMsl OTHOCHO OWOLMAHOTO TpPETHpPaHEe Ha TPETHPAHOTO
n3eTne.
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6. Ertuxerute ce BMXKIAT SCHO, YETaT C€ JECHO U ca C MOAXOZIA
TpaitHocT. Koraro ToBa ce Hajara mopagM pa3Mepa WIH NpeJHa3Ha-
YEHHETO Ha TPETUPAHOTO W3JEIHe, ETHKETUTE CE OTIEeYaTBaT BBHPXY
OIIaKOBKAaTa, BBPXY YKa3aHUATA 3a yHOTpeOa WM BbpXYy rapaHIMOHHATa
kapra Ha oduuuanHui(Te) e3uK(IM) Ha IbpKaBaTa-wiCHKa Ha
BBBEK/AHE, OCBEH aKO Ta3W JbpXKaBa-4JCHKAa MNpEABIKAa Apyro. B
cilydail Ha TPETHpaHH H3JEJHs, KOUTO HE Ce MPOM3BEXIAT KaTo YacT
OT cepusi, a ca NMPOCKTUPAaHH M IMPOU3BEACHU 10 CIELUallHA MOPbUKa,
MIPOM3BOIUTEISAT MOXKE JIa C€ TOTOBOPH C KIIMEHTA 3a JIPYTd METOAW Ha
IpefocTaBsHe Ha HeoOxoaumara MHGOpMAaIUs.

7. Komucuara Moxke Ja TpueMe aKTOBE 3a M3IBJIHEHHE I10
mpuwiaraie Ha mnaparpad 2 OT HACTOSIIMS WICH, BKIIOYUTEIHO
OTHOCHO TOJXOJSIIM TMPOLEAYPH 32 HOTH(HKALHUSA, KOUTO Morar jaa
BKIIIOYBAT ATEHIUsATa, KAaTO C€ YTOYHSBAT HW3UCKBAHHUATA 33 ETHKe-
THpaHe cbIyacHO maparpadu 3, 4 u 6 or Hacrosumus wieH. Te3u
aKTOBE 32 M3IBJIHEHHE Ce NPHEMAaT B CHOTBETCTBHE C NpOLEAypara Ha
pasriexxaaHe, IocodeHa B wieH 82, maparpad 3.

8. Koraro uMa 3HaYMTEIHM OCHOBAaHHA [Ja CE€ CMATa, 4€ JaJeHO
aKTHBHO BEILECTBO B CbCTaBa Ha Ououui, ¢ Koiito e oOGpaboreHO
TPEeTHPAaHO M3JeNHe WIN KOWTO ce ChObp)Ka B HEro, He OTroBaps Ha
yCIIOBHATa, MOCOYCHM B uieH 4, maparpad 1, wien 5, maparpad 2
wim wieH 25, Komucusara mnpepasrmiexaa o0J0OpeHHETO Ha ToOBa
aKTUBHO BEIECTBO WIIM BKIIOYBAHETO My B TpHIIOKeHHE | B CBHOT-
BeTCTBHE ¢ uieH 15, maparpad 1 mnu unen 28, maparpad 2.

I'TABA XIV

3AIUTA HA JAHHUTE U OBMEH HA JAHHU

Ynen 59

3ammuTa Ha TaHHUTE, CHXPAHSIBAHU OT KOMIIETEHTHUTE OPTaHH HJIH
0T AreHuHusTa

1. Be3 ga ce 3acsrar pasnopendurte Ha wieHOBe 62 u 63, mpemocra-
BeHuTe 3a nenure Ha JupexkrtuBa 98/8/EO wmnm Ha HacTosmus
perjaMeHT JaHHU HE CE W3IOJI3BAT OT KOMIICTEHTHHTE OPTaHH HIH OT
AreHnpATa B IOJI3a HA ITOCJIENBAIL 3asgBUTEN, OCBEH KOTaTo:

a) TOCJIEABALIMAT 3asiBUTEI MPEJICTaBU MUCMO 3a JOCTBII; WU
0) CHOTBETHHAT CPOK 3a 3alIWTa HA TAHHHUTE € M3TeKbIL

2. Koraro mpenocraBss naHHM Ha KOMIIETEHTEH OpraH WM Ha
AreHImSITAa 33 MENUTE Ha HACTOSAIINS pEriiaMeHT, 3asBHTEISAT MMOCOYBA,
aKo € LesechoOpa3sHo, UMETO U JaHHUTE 33 KOHTAKT Ha MPHUTEXAaTels Ha
JAaHHUTE 32 BCUYKU MOJMAJCHHU JaHHH. 3asBUTENSAT YTOUHSBA CHIIO JATH
€ COOCTBEHHK Ha JaHHWTE WU MPUTEKABa IMHCMO 32 JOCTHIL.

3.  3asBureniar He3a0aBHO YBEJIOMsBA KOMIICTCHTHHUS OpraH MU
ATeHIUATa 32 BCAKAKBH TPOMEHH B COOCTBEHOCTTA Ha JaHHHUTE.

4.  KoHCynTaTHMBHHTE HAy4YHH KOMHTETH, CB3JaJcHH C PelieHue
2004/210/EO na Komucusara ot 3 mapt 2004 1. OTHOCHO Ch3JIaBaHe
Ha HayYHH KOMHUTETH B 00JIacTTa Ha MOTpeOHUTeNncKara Oe30MmacHOCT,
00IIeCTBEHOTO 3apaBe W OKodHaTa cpena (1), ChII0 MMAT JOCTHII 10
JaHHUTE, TOCOYCHU B maparpad | oT HACTOSIIUS WICH.

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

CpOKOBe 3a 3aluTa HAa JaHHUTE

1.  Jlanaure, npenocraBeHu 3a uenure Ha Jupexrusa 98/8/EO wmu Ha
HACTOSILIMS PErIaMEHT, CE MOJ3BaT ChC 3ALIUTa NPH YCIOBHUATA, MPE/-
BUJICHH B HacTOsIus wieH. CpOKBT 3a 3alllUTa Ha Te3W JaHHH 3arlouBa
Jia Teye OT MOMEHTa Ha IPEIOCTABSIHETO MM 3a IIbPBH ITBT.

HaHHI/ITC, KOUTO Ca 3alllUTCHU CBhITIACHO HACTOAIIUA YJICH, UJIM 34 KOUTO
CPOKBT 3a 3aluTa € HU3TCKBJI ChIJIACHO HACTOANIUA 4YJICH, HE CC
3aluraBaT OTHOBO.

2. CpokbT 3a 3allluTa Ha JaHHUTE, IPEJOCTABEHH C OrJe] Ha 0J00-
PSIBAHETO HAa CBIIECTBYBAI0 AKTHMBHO BEIECTBO, M3THYa cuex 10
TOAMHM, CUUTAHO OT IBPBHA [EH Ha Mecela, CleABall Jarara Ha
IpHeMaHe Ha pellieHHe B CHOTBETCTBHE C wWieH 9 3a o700psBaHEe Ha
CBOTBETHOTO aKTHBHO BELIECTBO 3a OLpEAENEHUs IIPOLYKTOB THUII.

CpoKbT 3a 3amUTa Ha JAaHHUTE, NMPEJOCTaBeHH C OIJed Ha Omo0ps-
BAaHETO Ha HOBO aKTHBHO BEIIECTBO, M3THYA ciel 15 ronuHu, CYUTaHO
OT IIBbPBHA JEH Ha Mecella, CJe/Balll 1aTaTa Ha [IPUeMaHe Ha pEeIIeHue B
CHOTBETCTBHE C wWiIeH 9 3a 0100psBaHE Ha CHOTBETHOTO AKTUBHO
BEIIECTBO 3a ONpEAEICHUs NMPOAYKTOB THIIL.

CpOKBT 3a 3aIlUTa HA HOBUTE JAAaHHH, IIPEAOCTaBEHH C OIVIeA Ha IOAHO-
BsSBaHE WIM TpepasriiekJaHe Ha ONOOPEHHETO Ha aKTHBHO BEIIECTBO,
W3THYa Cliel 5 TOJAMHHU, CYUTAHO OT I'bPBUS JIGH HAa Mecela, CJie/Ball
JaTaTa Ha TpHEMaHe Ha pEIIeHHeTO B CHOTBETCTBUE C wieH 14,
naparpag 4 OTHOCHO IOJHOBSIBAHETO WJIM IpPEpasIIIeKJaHEeTo.

3. CpoxbT 3a 3aIUTa Ha JaHHWUTE, MPEIOCTABEHU C OIJIe] Ha paspe-
[IaBaHETO Ha OWOLHUJ, CHABPXKAIL CaMO CBHIIECTBYBAIM AKTHBHU
BemiecTBa, u3TH4a cien 10 TONWHM, CYNTAHO OT IIBPBUS JEH Ha
Mecella, CleABall MBPBOTO pEIICHHE 3a paspellaBaHe Ha TPOJYKTa,
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, unen 37, nmaparpadu 2 u 3, wim uneH 44, naparpad 5.

CpoKbT 3a 3aluTa Ha JaHHHUTE, MPEJOCTaBCHHW C OIVIEA Ha paspelia-
BaHETO Ha OMOIMA, CBHIBPXKAI] HOBO AaKTHBHO BEIIECTBO, M3THYA CIEX
15 romuHM, CUMTAHO OT IBPBUSA JEH Ha Mecela, CJIeIBall IBbPBOTO
pellIeHne 3a pa3pelraBaHe Ha MPOAYKTa, B3eTO B CHOTBETCTBHE C HIEH
26, naparpad 3, wien 30, naparpad 1, unen 33, naparpadu 3 u 4, dieH
34, naparpadu 6 u 7, unen 36, naparpad 4, wieH 37, naparpadu 2 u 3,
win uieH 44, naparpad 5.

CpOK’bT 3a 3alldTa Ha HOBU OAaHHH, IIPECOAOCTABCHU C OIJIEA HAa IOJHO-
BABAHC WJIM HM3MCHCHUEC Ha PaA3pCIICHHUCTO 3a 6I/IOLII/I)1, u3THYa ciaen 5
TOOWHH, CUMTAaHO OT NBbPBHUA ACH HA MECCIa, CicABall PCHICHUCTO 3a
IIOAHOBSIBAHE WJIM WU3MCHCHHUE Ha Pas3spCHICHHUCTO.

Ynen 61

IIncmo 3a gocTnn
1.  TIucmoTo 3a JOCTBI ChIbpKA HaW-MaJKO clenHara WHPOpMaLus:

a) M€ U JaHHU 32 KOHTaKT Ha COOCTBEHHKAa Ha JaHHUTE U Ha OeHe-
dunmepa;

0) HaMMEHOBaHKE HAa AaKTUBHOTO BEIIECTBO WJIM OMOLIMAA, 3a KOHTO ce
paspemaBa JOCTBII 10 JaHHHTE,



02012R0528 — BG — 10.06.2021 — 005.001 — 53

B) JlaTa, OT KOSITO MHCMOTO 32 JIOCTBII MOPaXKJIa JCHCTBUE;

F) CIIMCBK Ha MNPEACTAaBCHUTEC MOaHHH, 3a KOUTO MIHCMOTO 3a OOCTBII
MnpeaocTaBs IpaBa Ha ITO30BaBaHE.

2. OrtMsHaTa Ha IMUCMO 3a JOCTHII HE 3acsira BaJMAHOCTTAa Ha paspe-
[IEHNETO, U3/13ICHO Bb3 OCHOBAa Ha BBIIPOCHOTO IHCMO 32 IOCTBIL

Ynen 62

O0MeH Ha JaHHHU

1. 3a ;ma ce mu30erHar M3NUTBAHUATA BBPXY JKHUBOTHH, M3IHUTBAHHUATA
BBPXY TpBOHAYHM >KMBOTHU 32 LEJUTE Ha HACTOSIMIMS DPErJaMeHT ce
M3BBPUIBAT €JUHCTBEHO KATO IOCIIEJHA Bb3MOXKHa Mspka. M3nuTBaHus
BBbpPXY I'PbOHAUHM >KUBOTHM HE C€ MPOBEXIAT IOBTOPHO 3a LIEJIUTE HA
HACTOSIIUS PETJIaMEeHT.

2.  Bcako mwmie, KOETO Bh3HaMepsiBa Ja U3BBPINBA M3MUTBAHHS WIIH
uscnenBanus (,,0bACHIUAT 3aBUTET ),

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

0) O KeNaHWe, B CiIy4all Ha [aHHH, KOUTO HE C€ OTHACAT 3a
W3MUTBAHUS BBPXY IPbOHAYHU JKUBOTHH,

IPEACTaBs MUCMEHO HCKaHe 10 ATEHIMATAa Oa ONpEAeNd Jaal TaKuBa
V3MUTBAHMS WM W3CIEIBAHUS ca TPEICTaBsHA Ha ATCHIHATA WIA Ha
KOMIIETEHTEH OpPraH BbB BpPb3Ka C MPEIXOJHO 3asBJICHUE 10 CHIIaTa Ha
HacTosmus pernameHT win Ha [upektuBa 98/8/EO. Arenuusra
IpoBepsiBa Jalld Beue ca NpPEeACTaBSIHM TaKWBa W3MUTBAHUS WIN
M3CIICIBAHHUSI.

Korato pesynrature OT Te€3M H3MUTBAHUSA WM WM3CICABAaHHUS Beue ca
NpeJCTaBeHH Ha ATEHIMsATa WIM Ha KOMIIETEHTEH OpraH BbB Bpb3Ka C
MPEIXOMHO 3asBJICHHE IO CHJaTa HAa HACTOSIIMS PEriIaMeHT WM Ha
HupextuBa 98/8/EO, Arenuusita He3ab0aBHO choOLIaBa Ha ObaewIUs
3asBUTEJI MMETO M JaHHUTE 3a KOHTaKT Ha JIMIETO MPEI0CTaBHIIO
JIAHHUTEC ¥ Ha COOCTBEHHMKA HA TE3W [aHHU.

JIunero NpeaoCTaBUIO JAaHHUTC CLHCﬁCTBa, Koratro ¢ H€O6XOI[I/IMO 3a
OCBIICCTBABAHETO Ha KOHTAKT MECXKIY 61,/:[em1/1;1 3asBUTEI WU COOCT-
BCHHKA HA JAHHUTC.

Koraro JaHHUTEC, MOJYYCHU OT TE3W M3INHUTBAHUA WIHW H3CIICABAHHA, Ca
BCE OII€ 3alIUTCHU CBITIACHO YJICH 60, 6’]),H€H.[I/I}IT 3asABUTCII:

a) 33JBJDKUTEIHO, B CIOy4al Ha JaHHH, KOUTO C€ OTHAacAT 3a
W3NHUTBAHUS BBPXY IPBOHAYHH XUBOTHH, M

0) 0 JKeNaHWe, B Ciy4all Ha [aHHH, KOUTO HE C€ OTHACAT 3a
U3IUTBAHUS BBbPXY IPbOHAYHU KUBOTHH,

OTIpaBsA HCKaHE 0 coOCTBEHHMKA Ha JaHHUTC 3a BCUYKW HAYYHHU H
TEXHUYCCKHU JaHHHU, CBbp3aHA C BBIIPOCHUTE HU3IKUTBaHUA u
H3CJICAIBaAHHUA, KaKTO M 3a IIOJIy4YaBaHC Ha IPaBOTO Ja CC IO30BaBa Ha
TE3U JaHHH, KOTraTO ImoJgaBa 3asiBJICHUSA CHITIACHO HACTOAIIUA PETIAMCHT.

Ynen 63

Oobe3merenre mpu o0MeH Ha JaHHH

1.  Koraro e oTnpaBeHO HCKaHE B ChOTBETCTBHE C WiieH 62, maparpad
2, ObmemMAT 3asBUTEI M COOCTBEHHKBHT HA NAHHWUTE IOJNATAT BCHYKH
YCUJIMSL 32 MOCTHTaHE Ha CIOpPa3yMEHHE OTHOCHO OOMEHa Ha pe3yJ-
TaTUTE OT WM3MHUTBAHHUATA WIIM HM3CICIBAHUATA, MOMCKAHU OT OBACIIHS
3asBUTEN. BMecTo MmoCTHraHe Ha TaKOBa CIIOPa3yMEHHE, BBIIPOCHT
MoOXe J1a ObJie OTHEeCeH 10 apOuTpakeH opraH, Kato ObjJe MOeT aHra-
JKUMEHT 3a IpHEMaHe Ha apOMTPaKHOTO PEILCHHE.
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2. Koraro ce mocturHe TakoBa CIOpa3yMeHHE, COOCTBEHHKBT Ha
JaHHNUTE TMPeNOCTaBs Ha OBIEMUS 3asBUTENl BCHYKM HAYYHH W
TEXHUYECKHd [JaHHHM, CBBP3aHHM CbC CBOTBETHUTE U3IMTBAHUS U
U3CIEABAaHMS WM My JaBa paspellieHHe Ja ce I030Be Ha JaHHUTE OT
IIPOBEJECHUTE OT HEr0 WU3MNUTBAHUS WIM M3CIEABAaHMSA, KOTaTo IOJaBa
3asBJICHHS CHIVIACHO HACTOSIIMS PErJaMeHT.

3. B cnyuaii ue He ObJE NOCTHIHATO CIIOPa3yMEHHE IO OTHOLICHUE
Ha M3MUTBaHHUS WIM HM3CIEIBaHUS C TPHOHAYHM S>KMBOTHH, OBJICIIUAT
3asfBHTE] YBEIOMsABa ATEHIHUATa M COOCTBEHHKA Ha JaHHUTE 32 TOBA
HE M0-paHO OT €AMH MECCl, Clie[l KaTo MOAYyYd OT ATCHIHMATa MMETO
U ajpeca Ha JIMLETO, NMPEIOCTABUIO JIaHHHUTE.

B pamxure Ha 60 OHM OT MOMEHTa Ha YBEIOMsBAaHETO ATreHIMATa 1aBa
Ha OBIemus 3asfBHTEN pa3pellcHHe [a ce I1030BaBa HA ITOMCKAHUTE
U3NMTBAHUS WU U3CIEIBAHUS BbPXY TIpbOHAUHM JKUBOTHU, IpHU
ycioBue dYe OBICIUAT 3asfBHTEN IOKaXe, 4e ca OWIM TONOKEHH
BCHYKM YCWJIHSA 3a IIOCTUTaHE Ha CIIOpa3yMEHHE, KaKTO H 4e
OBbIemMAT 3asBUTENl € IIATHI Ha COOCTBEHWKAa HA JaHHHTE 4YacT OT
HanpaseHuTe pasxonu. Korato Obaemusar 3asBuUTel U COOCTBEHUKBT
Ha JAaHHUTE HE MOraT Ja IIOCTUTHAT CIIOpasyMEHHUE, HAIMOHAJIHHMTE
CBHAWIMINA B3e€MAaT pELICHHE OTHOCHO HPONOPLUOHAIHUSA ISl Ha
pa3xomuTe, KOMTO OBAENIMAT 3asBUTEN TpsOBa Na 3amaTH Ha coOCT-
BEHHMKA Ha JaHHUTE.

CoOCTBEHHKBT Ha JaHHUTE HE MOXE JIa OTKaXe Jia MpUeMe IUIal[aHeTo,
OPEUIOKEHO CBHINIACHO BTOpa anmHes. [IpmemMaHeTo He 3acsra MpaBOTO
My Ha TPOMOPUUOHATEH JSUT OT Pa3XxOIHTe, OMPENeNieH OT HAMOHAJICH
ChJl, B ChOTBETCTBHE C BTOpA aJIHHESI.

4.  OOesuiereHneTo nNpu OOMEH Ha JaHHM Ce OmpeAaeis Mo crpa-
BE/UIMB, MPO3paueH M HEIUCKPHIMHUHAIIMOHEH HAYMH, KaTo Ce B3eMar
mpenBH ompenencHure oT AreHimsra ykaszanws (). Ot Obiernus
3asBUTEN C€ M3UCKBA Jla IJIATH EIMHCTBEHO M1 OT DPAa3XOAUTE 3a
nHpopManusiTa, KOITO Ce M3UCKBA Ja ObJe MpeAcTaBeHa 3a IeuTe Ha
HACTOSIIHS PErJIaMeHT.

5. PemieHusita Ha AreHUUATa ChrIIACHO maparpad 3 OT HACTOSIIUS
YjeH MoraT Ja ObJaT o0KaJlBaHH B CHOTBETCTBHE C 4jeH 77.

Ynen 64

HN3nmos13BaHe HA JaHHM 32 MOCJIeBAIM 3asiBJIeHUS

1.  Koraro chOTBETHHAT CPOK 3a 3alllTa HAa JAHHWTE CHIIIACHO HWICH
60 e U3TeKbI 0 OTHOIICHUE Ha JaJICHO aKTHBHO BEILECTBO, IPUEMAIUSIT
KOMIIETCHTEH OpraH WM ATEHIUSITa MOTaT Jla ce ChIVIACAT MOCIEIBAIIl
3asBUTEN 3a pa3pelieHHe Ja Ce M030BE Ha JaHHWTE, MPEIOCTAaBEHH OT
OBPBHS  3asBUTEN, [IOKOJIKOTO TIIOCICIABALIMAT 3asABHTEN MOXE Jia
TIPEZICTaBU JIOKA3aTENICTBO, Y€ aKTUBHOTO BEILECTBO € TEXHUYECKH PaBHO-
CTOIHO Ha aKTUBHOTO BEILECTBO, 32 YHUHMTO JIaHHU € M3TEKbJI CPOKBT Ha
3aIIMTa, BKIFOYMTEIIHO IT0 OTHOIIEHHME Ha CTENEHTa Ha YHCTOTa M
€CTECTBOTO Ha EBEHTYAIHHTE HMPUMECH.

Korato chOTBETHHAT CpOK 3a 3alIMTa HA JAHHHUTE CHIVIACHO wiieH 60 e
W3TEKbBJI 10 OTHOIIECHHE Ha JajeH OWOIMI, MPUEMAIIUAT KOMIETCHTCH
OpraH WM ATEHIHsATa MOTaT Jla ce CBIVIACAT IOCIenBall 3asBUTEN 32
paspellleHHe Jla ce I030BE Ha [JaHHWUTE, NPEAOCTaBEeHU OT IbPBUS
3asBUTEN, JOKOJKOTO TIIOCTEIBAIIMAT 3asBUTEN MOXE Ja IpPeACTaBH
JIOKa3aTeJICTBO, Y€ OMOLMIBT € CHINUAT KAaTO BeYe pas3pelleHus, WU
4ye paszIMKUTE MEXAY TAX Ca HE3HAYUTEJIHM [0 OTHOIIECHHE Ha
OIIEHKaTa Ha PHUCKa M Y€ aKTHMBHOTO(MTE) BemiecTBO(a) B Onouuaa e/ca
TEXHUYECKH PABHOCTOMHO(M) Ha TOBA/T€3M BBHB BEYE pa3pelICHHS
Ovouua, BKJIIOYMTETHO IO OTHOUIEHHE Ha CTENeHTa Ha YHCTOTa M
€CTECTBOTO Ha €BEHTYAIHUTE NPHMECH.

(') Vkasaumst 3a oOMeH Ha NaHHH, ompeneneHH chriacHo Permament (EO)
Ne 1907/2006.
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Pemenusra Ha AFCHHI/IﬂTa CbIjlaCHO IIbpBa M BTOpa ajJuHEA OT
HacTosIuUs maparpad) Morar jna ObaaT o0XajlBaHM B CHOTBETCTBHE C
uineH 77.

2.  HesaBucumo oOT pasmopenbure Ha mnaparpad 1 mnocnenBamuTe
3asBUTENU MPEAOCTABAT CJICIHUTE IAHHH CHOTBETHO HA TMpHEMAaIIHs
KOMITETEHTEH OpraH WK Ha ATEHIMATA, CIOpea Ciydast:

a) BCMYKH HEOOXOJMMH JaHHU 3a WAeHTH(UIMpaHe Ha OHOIMIA, BKIIFO-
YUTEHO HETOBUS CHCTAaB;

6) naHHHUTEe, HEOOXOAUMHU 3a MACHTU(HULIUPAHE Ha AKTHUBHOTO BELIECTBO
U 32 yCTaHOBSIBaHE HA TEXHHYECKaTa PAaBHOCTOMHOCT Ha aKTUBHOTO
BEIIECTBO;

B) JaHHHWTE, HEOOXOAMMH 3a JIOKa3BaHE Ha CPAaBHMMOCTTA HA PHCKA U
Ha e(UKaCHOCTTa Ha OMOLHKIA C BeUe paspeliCHHUs OHOIM/.

I'IABA XV
NHO®OPMAIIUA 1 KOMYHUKAIIUA

PA3JIEJI 1

Habniwoenue u ooxnaoeane

Ynen 65

Cna3BaHe Ha M3HCKBaHHATA

1.  JIbpKaBUTE-WICHKH YCTAHOBSBAT HEOOXOAUMHUTE P/l U YCIOBHA 32
HaOJIfoieHNe HAa OMOIMANTE M TPETUPAaHUTE M3AENUS, KOUTO ca IyCHATH
Ha rasapa, 3a Jla YCTaHOBAT Jalli CHOTBETCTBAT HAa M3MCKBAHUATA Ha
Hacrosius pernameHt. Pernmament (EO) Ne 765/2008 na EBpomnetickus
mapiamMeHT u Ha CobBera oT 9 1omm 2008 T. 3a ompezensHe Ha W3UCK-
BaHMATA 3a aKpeAWTals M Hal30p Ha Ia3apa BbB Bpb3Ka C Mpea-
JaraHeTo Ha maszapa Ha HpoaykTH (') ChOTBETHO ce mpHJara.

2. I[T:p)l(aBI/ITe-‘UIGHKI/I YCTaHOBsBAT HGO6XOHI/IMI/IT6 pea u ycioBus 3a
IMPOBEKAAHETO HA O(i)I/IHI/IaJ'lHI/I IIPOBEPKHU 3a OCUT'YPsAABAHE CIIa3BAHCTO Ha
HaCTOAIMUA PEriIaMCHT.

3a ;ma ce yJecHH KOHTPOIBT HaJ CIA3BaHETO Ha PErjJaMeHTa, MPOU3-
BOJIUTENNTE HAa OMOIMIM, TyCHATH Ha ma3apa B Cblo3a, MOIAbPKAT 1O
OTHOIIICHUE Ha MPOU3BOJICTBCHHUS TIPOLIEC MOIXOASAIIA JOKYMEHTALNS Ha
XapTHEH HOCUTEJ WM B €JEeKTpOHEH QopMaT, OTHacsIa ce [0
KayecTBOTO W 0e30MacHOCTTa Ha OWoIMIa 3a IMyCKaHe Ha Masapa u
ChXpaHSBaT MapTUAHU TNPOOM OT mpoayKuusTa. JloKkymMeHTanusTa
BKJIIOYBA HaAW-MaJKO:

a) MH(GOPMAIIMOHHKA JIMCTOBE 3a OE30MACHOCT W CICHU(HUKAIUU Ha
aKTHBHHUTE BEIIECTBA U JPYTUTE CHCTABKH, HM3MOJ3BAHU 3a MPOU3-
BOJICTBOTO Ha OHMOIMIA;

0) CIMCHK Ha PA3NTUYHUTE M3BBPIICHHU IPOU3BOJICTBEHH OIEpALH;
B) pe3yJITaTh OT BBTPEUIHHU MPOBEPKH HAa KAa4eCTBOTO;
I) uaeHTH(HUKALUS Ha MPOM3BOACTBEHUTE MapTUAU.

B caydanre, xorato ToBa € HEOOXOIMMO, 3a J1a C€ TapaHTHpa €IHAKBO
mpuiaraHe Ha Hacrtosmus maparpad, Kommcusta moxe na mpueme
AKTOBE 3a MU3IBJIHCHHE 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 HACTOSIIMS naparpad, TpsOBa aa
ce m30sArBa CH3JABAHETO HA HEMPOIOPLHOHAIHA aJIMHHHCTPATHBHA
TEXKECT 38 UKOHOMHUYECKUTE OMEPATOPU U TbPIKABUTE-UICHKH.

3. Ha Bcekm mer romuHHM, cumtaHo ot 1 cemremBpu 2015 T,
I'bp)KaBUTE-YICHKH TpeacTaBsIT Ha KomucusTa AOKIa] 3a MpUaraHeTo
Ha HACTOSIIMS PETJIAMEHT Ha ChOTBETHUTE CH TEPUTOpHUH. JIOKIaabT
BKJIIOUBA MO-CIEIHAATHO:

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

0) mHpOpMANUs OTHOCHO BCHYKH CIyYad HA OTPaBsSHE M, KOraTo MMa
TaKkMBa, Ha MpopecHOHATHH 3a00JsABaHUS, CBBP3aHH C OHOIMIH,
0CO0CHO 10 OTHOLIEHHE Ha YSI3BHUMHU TPYIH, M BCHYKH KOHKPETHHTE
MEpKH, MPEIIpUEeTH 3a HaMalsgBaHE HA PHUCKa OT OBJCLIM Cllydaw;

B) BCSKaKBa HAIMYHA MH(OPMALUI OTHOCHO HEONIarONpUATHATE eeKTH
BBPXY OKOJHAaTa cpena, HaOmoqaBaHU NpH ynoTpebara Ha OHOLUIA,

F) I/IH(i)OpMaIII/Iﬂ OTHOCHO  HM3IOJI3BAHETO HAa  HaHOMATECpHUalId B
6I/IOI_II/I)11/IT6 N CEBCHTYAJHHUTC OIACHOCTU OT TOBA.

Joknanute ce BHacaT 1o 30 IOHU IIpe3 ChOTBETHATA rOAKMHA U 00XBawarT
nepuoaa a0 31 nekeMBpU Ha roavHaTa, MpEeANIecTBAIla MPEeACTaBIHETO
UM

JloknaauTe ce myOJaMKyBaT Ha ChOTBETHUS yeOcalT Ha Kommcusra.

4.  Bwb3 0cHOBa Ha JIOKJIA/IUTE, TIOJIy4E€HH B CHOTBETCTBUE C maparpad
3 u B cpok or 12 Mecema OT gararta, MOCOYEHA BHB BTOpa ajHes] Ha
cpuys maparpad, Komucusita u3rorss oOuy TOKiIaa 3a MpujaraHeTo Ha
HACTOSALIMSL perjiaMeHT, To-KOHKpeTHOo Ha wieH 58. Komwucusra
npeacrass nokinana Ha EBponeiickus mapiameHT W Ha ChbBeTta.

Ynen 66

IloBepuTeanocT

1.  Permament (EO) Ne 1049/2001 na EBpomeiickus mapiaMeHT U Ha
CsbBera or 30 maii 2001 r. OTHOCHO IMyOIMYHUS AOCTBI A0 JOKYMEHTU
na Espormeiickust mapnament, Ha CbBera w Ha Komwmcusra (1) wu
IpaBWilaTa Ha YIPAaBUTCIHHS ChBET HAa ATEHIUATA, HMPHETH B CHOT-
BeTcTBUEe ¢ wieH 118, maparpad 3 or Permament (EO) Ne 1907/2006,
ce mpwiiaraT 3a JOKYMEHTH, NPUTEKaBaHU OT ATEHIMSTa, 3a LEeIUTe Ha
HacTOsAIUA PEriIaMCHT.

2.  AreHuusra M KOMIETEHTHUTE OpraHM OTKa3BaT JOCTbIA JO
uH(opMaIys, KOraro pasKpUBaHETO I OM HAaKBPHWIO 3aluTaTta Ha
TBPrOBCKATE WHTEPECH WIIM JHWYHATA HEMPHUKOCHOBEHOCT — WITH
6€e30MacHOCT Ha 3aMHTEPECOBAHUTE JIUIIA.

OmnoBecTsIBaHETO Ha cleqHaTa HHpOpManus OOMKHOBEHO CE CUHTa 32
MOCEraTeJICTBO BbPXY 3alllUTaTa HAa THPrOBCKUTE MHTEPECH WU BBPXY
JTMYHATa HENPUKOCHOBEHOCT WJIM OE30IacHOCT Ha 3aWHTEPECOBAHUTE
auua:

a) moapoOHa MHpOpMaNus 3a MBIHUS ChCTaB HAa OWMOLNIA;

0) TOYEH TOHAaX HA aKTUBHOTO BEILIECTBOTO MJIM OMOLMAA, MPOU3BEIACHU
WITH TIPEIOCTABCHHU HA I1a3apa;

(') OB L 145, 31.5.2001 r., ctp. 43.
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B) BPB3KH MEXAY MPOU3BOJMTENS HA AKTHBHO BEIIECTBO M JIHIIETO,
OTrOBOPHO 3a MyCKAHETO Ha OHOLMA Ha Masapa, WIH MEKIy
JIMIETO, OTTOBOPHO 3a MyCKaHEeTO Ha OMOLMJ Ha Iasapa, W TUCTPH-
OyTopHuTEe Ha MPOAYKTa;

T) IMEHAa M aJpecd Ha JIMIaTa, yJYacTBald B M3MUTBAHHUATA BBPXY
rpbOHAYHU KUBOTHH.

Koraro obaue ce HamaraT CIIEIIHH JIEHCTBUS 3a 3alllUTa Ha 3/PAaBETO HA
X0opaTa, 3ApaBeTo Ha >KMBOTHHUTE, 0€30MacHOCTTa WIM 3a Olla3BaHE Ha
OKOJIHAaTa Cpenia, WM 10 JPYTH NPHYHHK OT MIBPBOCTEICHEH O0LIECTBEH
MHTEpEC, ATCHIMITAa WM KOMIICTCHTHUTE OpPTaHU OMOBECTSABAT MH(OP-
MaInusATa, OCOYeHa B HAacTOSIMs maparpad.

3. HesaBucumo ot maparpad 2, ciex kKato ObAe HU3AaACHO
paspelnieHre, B HUKAKbB CIIydail HE MOXE Ja Ce OTKa3Ba JOCTBI 0
cienaHara MH(GopMarys:

a) UMe M aJpec Ha MPUTEKATEs Ha Pa3pelICHUETO;
0) UMeTO M ajapeca Ha MPOM3BOJMTENS Ha OUOLMAA;
B) MMETO M ajJpeca Ha MPOU3BOIMTENS] HA aKTHBHOTO BELICCTBO;

F) CbABbPIKAHUETO Ha aKTUBHOTO BCIUICCTBO WJIM BELICCTBATa B 6I/IOLII/I,Z[3.
U HAMMCHOBAHHCTO Ha 6I/IOHI/II[a;

1) (U3NYHUTE ¥ XMMUYHUTE JaHHH 32 OMOLHMIA;

€) BCAKAKBH METOAM 3a 00Ee3BpEXJaHE HAa AKTHBHOTO BEIIECTBO HIIH
ouonuaa;

) 0000IIEHNEeT0 Ha PEe3yNTaTHTE OT W3IMHUTBAHHUATA, W3UCKBAHH IIO
cunara Ha wieH 20 3a ycTaHOBsABaHE Ha e(UKACHOCTTa M BB3JCH-
CTBHETO Ha NMPOAyKTa BBPXY XOpaTa, KUBOTHHTE M OKOIHATa Cpeja
U, KOraTo € INPHIOXKHMMO, CIHOCOOHOCTTAa Ha MNPOAYKTa Ja Mpen-
U3BHKBA PE3UCTEHTHOCT;

3) NMpenopbYBAHUTE METOAW W TPEINIa3Hd MEpPKH 3a HaMalsiBaHe Ha
OMACHOCTUTE TMPH MAaHMIyJalMsd, TPAHCIOPT U yHoTpeda Ha
MPOAYKTa, KAKTO M 332 HaMallsiBaHE Ha OMACHOCTUTE OT IOXKap WM
JIPyTU PHUCKOBE;

1) UH()OPMAIIMOHHUTE JIMCTOBE 32 0E30IaCHOCT;
W) MeTomuTe 3a aHaliu3, MocoveHu B uieH 19, maparpad 1, Oyksa B);
K) MeToauTe 3a 00e3BpekIaHe Ha MPOAYKTAa M Ha HEroBaTra OMAKOBKA;

JI) TpOIeIypHUTEe, KOUTO TPsAOBa Ja ObJaT CieJBaHH, U MEPKHUTE, KOUTO
TpsaOBa na ObIAT MPEANPUETH NPU Pa3CUIBAHE WA W3THYAHE;

M) IIbpBaTa MMOMOII ¥ MEAUIMHCKUTE ChBETH B CIydYail Ha HapaHABaHUS
Ha Xopa.

4.  Besko mwmile, KOETO MPENOCTaBs Ha ATCHIUATA WM HAa KOMIIe-
TEHTHHUsI OpraH HH(GOpPMAIHs, CBbP3aHa C JAJCHO AaKTHBHO BEIICCTBO
WM OMOLUJ, 3a LENUTE HAa HACTOSIIUS PErjIaMeHT, MOXE Jia TOHCKa
Ja He ObJe NpeAoCTaBSH AOCThI N0 HHpOpMauusATa B wWieH 67,
maparpadu 3 u 4, Karo BKIOYM OOOCHOBKA 3alll0 OMOBECTSBAHETO Ha
uHOpMaIHITa MOXKE J1a HAaBPeIU Ha ThPrOBCKM HHTEPECH HA TOBA JIHIIE
WK HA TE3W Ha Jpyra 3aWHTCPECOBAHA CTPAHA.
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Ynen 67

EnexTponen nmy0/ju4eH I0CThI

M3
1.  Cuwurano oT matarta, Ha KoATO KOMHUCHATA € Mpuelia periiaMeHT 3a
U3IBITHEHNE, KaKTO € MOCOYeHO B uieH 9, maparpad 1, Oykea a), npu
YCIIOBHE Y€ AICHO aKTHBHO BELIECTBO € OJ00PEHO, ClIeAHATa aKTyallHa
I/IH(l)OpMaL[I/Iﬂ OTHOCHO TOBa AaKTHUBHO BCLICCTBO, CbXpaHsABaHA B
Arenimsita  win  Komwmcusita, crmensa nga  Ople  mpeqocraBeHa

myOIn4HO, OE3IIaTHO U MO JOCTHIICH HAYWH:

a) Koraro MMa TakuBa, HanMeHoBanue mo [SO M HauMMeHOBaHHE IO
HOMEHKJIaTypata Ha MEXKIyHapOJHUS CHI0O3 II0 TEOpETHYHA W
npuioxHa xumus (IUPAC);

6) aKO uMa TakoBa, HQAUMCHOBAaHHEC B EBpOHeﬁCKHH HWHBCHTAPHU3allHOHCH
CIIMCBHK Ha CBIICCTBYBAIIUTE THPTOBCKU XMMHYHHU BCLICCTBA,

B) KiacupUKalMi M ETHKETHPaHe, BKIIOYUTETHO KOraTo aKTHBHOTO
BEIIECTBO OTroBapsl Ha HAKOW OT KPUTEPUHTE, ITOCOUYEHH B WiICH 5,

naparpad 1;

F) (bPI?)PIKOXPIMPI‘IHI/I KpaﬁHH TOYKW W JaHHU 3a IIbTHUIAaTa Ha pasnpo-
CTPaHCHUEC W XU3HCHHUSA IUKBJI U MMOBECACHHUC B OKOJIHATa Cpela,

,I[) pe3yiaratd OT BCAKO TOKCHKOJIOTMYHO M CKOTOKCHKOJIOTUYHO
HU3CJICABAHE,

€) JOMyCTHMO HHMBO Ha €KCIIO3WIMS WM IpeAroyiaraeMa HejeicTpaina
KOHIIGHTpAIUs, YCTAHOBEHH B CHOTBETCTBHE C IpuiioxkeHue VI;

K) yKa3aHus 3a Oe3omacHa yrnoTpeba, NMperocTaBeHH B ChOTBETCTBHE C
npunoxkenus 11 u III;

3) aHAJUTUYHM METOAM, IOCO4YeHH B pasmenu 5.2 u 5.3 or man 1 u
paszen 4.2 ot aan 2 ot mpunoxenue II.

2. CuuraHo oT pgarata, Ha KOATO € paspemieH aajaeH OO,
AreHnusTa mpenocTaBst Oe3lUlaTeH W JIeCeH MyOJMuYeH JIOCTBII [0
clIe[IHATa aKTyalIM3upaHa WHPOPMAIHS:

a) yCIIOBHSITA HA Pa3pEUICHHUETO;
0) pe3loMe Ha XapaKTEPUCTUKUTE HAa OWMOLUAA; KaKTO U

B) aHAJUTUYHM METOAM, MOCOYEHH B pasjmenu 5.2 u 53 or g1 1 u
pazzen 5.2 ot msm 2 ot mpunoxkenue [II.

3. Cuawmrano ot nmartara, Ha KosTo Komucusra e mpuena periaMeHT 3a
U3IBIIHEHUE, KaKTO € MOCOYeHO B uieH 9, maparpa¢ 1, OykBa a), npu
yCIOBHE 4Ye€ JaJleHO AKTHBHO BEUIECTBO € OJOOpPEHO — OCBEH aKo
MoJaTeNAT Ha JaHHUTE IpeACTaBU OOOCHOBKA B CHOTBETCTBHE C YJICH
66, nmaparpad 4, KOATO ce NMpueMa 3a BaJuJHA OT KOMIETCHTHHS OpraH
WM AreHUuaTa, OTHOCHO TPHYMHHUTE, T[Opagdl KOHTO Takasa
nyOiuKanysi € IOTCHLHAJHO BpEAHA 33 TBPrOBCKUTE MYy HWHTEpecU
WIM 3a Te3W Ha Jpyra 3alHTepecoBaHa CTpaHa — ATEHIHATa Mpea-
ocraBsi Oe3miaTeH MyOnMYeH MOCTBII A0 CleJHATa aKTyalu3upaHa
MH(OpMAIMs OTHOCHO CBILOTO aKTHBHO BEIIECTBO:

a) aKo € OT CBIIECTBCHO 3HAYeHHE 3a KiIacH(UKalUsATa 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 H3CIEJBAHETO WIM INOAPOOHM pe3loMeTa Ha
U3CIeBaHMs, MpPEJCTABEHH B MOJAKpena Ha OJOOpeHHeTO Ha
AKTUBHOTO BEIECTBO;

B) uH(OpMaIMs, pa3iuyHa OT OnucaHarta B maparpad 1 oT HacTosmus
4IICH, ChIbpXKaIla ce B WH(GOPMAIMOHHUS JIUCT 3a OE30IIacCHOCT;

I') ThProBCKO(M) HaMMEHOBAaHHUE(s1) Ha BEIECTBOTO;
1) JOKJIaabT 3a OLEHKA.

4.  CuuraHO OT JlaTara, Ha KOSITO € pa3peuieH NajeH OWOLU, OCBEH
KOTaTO JOCTaBYMKBT HA JTAHHUTE MPEACTaBH 0OOCHOBKA B CHOTBETCTBHUE
¢ wieH 66, naparpad 4, K0ATO ce rnpuemMa 3a BaIWIHAa OT KOMIETEHTHHUS
OpraH WiIH OT ATEHUUATa, OTHOCHO MPUYUHHTE, NMOPagd KOUTO TaKOBa
MyOJIMKYBaHe € MOTEHIMATHO BPEIHO 32 ThPTOBCKUTE My WHTEPECH HIIH
3a Te3M Ha Jpyra 3auHTEPEcOBaHa CTpaHa, AreHIMATa NpPEAOCTaBS
Oe3maTeH myOJIMYeH JOCThII JI0 CeaHATa aKTyalu3upaHa HHPOpPMAIUS:

a) pe3roMe Ha M3CIICIBAaHETO WIH MOIPOOHH pe3ioMeTa Ha M3CIeIBaHUs,
NpPEICTaBEeHN B MOJKpPENa Ha pa3pellaBaHEeTO Ha OMOLMIA; KAKTO W

0) JoKNIaza 3a OLCHKA

Ynen 68

OTYEeTHOCT M JOKJIaJABaHe

1. IlpurexarenuTe Ha pa3pelICHHE CHXpPaHIBAT JOKyMEHTAIUATa 3a
OuonMaNTe, KOUTO MyCKaT Ha Ma3apa, B NMPOJB/DKEHHE Ha TOHE JIECET
TOJVHU Clle/l MyCKaHeTO MM Ha Iasapa, WU JIeceT TOAMHM Cle] J1aTara,
Ha KOATO pa3pelIeHUEeTO € OMJI0 OTMEHEHO WM € H3TEKJIO, Karo ce
Ipuiara no-paHHaTa aara. [Ipy nouckBaHe Te IperocTaBsAT CbOTBETHATA
rHpOpManus, ChAbPKAIIA CE B Ta3W JOKYMEHTALUs, HA KOMIECTCHTHHS
OpraH.

2. 3a Jga ocuUTypuM €IHAKBOTO TpwiaraHe Ha mnaparpad 1 or
Hacrosmus wieH, Komucusara mprema akToBe 3a H3MBIHEHHE C Iel
yTouHsBaHEe Ha (hopMaTa U CHABP)KAHMETO Ha MHpOpMauUATa B JIOKY-
MeHTaluATa. Te3H aKTOBE 3a M3IBJIHEHUE CE NPHEMAT B CHOTBETCTBHE C
mpoleaypara mo KOHCYJITHUpaHe, MpelaBujacHa B wieH 82, maparpad 2.

PA3JIEJI 2

Hugpopmayusa 3a 6uoyuoume

Ynen 69

Knacuduxanusi, onakoBaHe M eTHKeTHPaHe HA OMoOLHUAMTE

1. IlpurexaTenurte Ha pa3pelleHHe B3eMAaT MEPKH OHOIMAWTE Ja ce
K1acuGUIMpaT, OIAKOBAT M CTHKETUpPAT CBIVIACHO OHO0OPEHOTO
0000IIIeHIEe HA XapaKTEPUCTHKHUTE Ha OWOLKAA, TO-CIEIUAHO Mpe-
YOPEKACHUSATA 32 ONACHOCT M TPEMOPBKUTE 3a  0E30IacHOCT,
nocoueHu B wieH 22, maparpad 2, OykBa H), U CbIiIacHO JIMpeKTHBa
1999/45/EO wu, cmopen ciuy4as, cbriacio Permament (EO)
Ne 1272/2008.

OcBeH TOBa NMPOAYKTH, KOMTO MOraT Ja ObJaT B3eTH IOTPENIHO 32
XpaHa, BKIIOYHTEITHO HAIMKWTKA, WM 32 (ypax, ce OMaKoBaT Taka, 4e
Ja ce CBele IO MUHHMMYM BEpOSTHOCTTA 3a TakKaBa Ipemka. Ako ca
JNOCTBITHM 32 MacoBUSI TOTpPEOHTEN, Te€ CHIBPKAT CHCTABKH, KOHTO
BB3MUPAT KOHCYMHPAHETO WM, W TO-KOHKPETHO HE Ca MPHUBJICKATEIHU
3a memara.
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2. OcBeH 3a cma3BaHeTo Ha maparpad 1 mpuTexarenure Ha
paspelieHrue B3eMaT MEPKH CETHKETHTE Ja HE ca MOIABSKMALIM [0
OTHOILICHHE HA PHCKOBETE OT IMpOAYKTa 3a 3/paBeTO Ha Xopara,
3/IpaBETO Ha >KMBOTHUTE WJIM 32 OKOJIHATA Cpeja, WIH M0 OTHOIICHHE
Ha HeroBaTa e()UKacHOCT ¥ B HUKAKbB CIy4dall HE ce I10COYBAT yKa3aHHs
KaTto ,HUCKOPUCKOB Owouupa”, ,HETOKCHYEH, ,0e3BpelneH”, ,.C
€CTEeCTBEH MPOU3XOJ, ,,0e30MaceH 3a OKOJIHATa cpena“, ,,0e30maceH 3a
JKUBOTHHTE wiau nomoOHH. OCBEeH ToBa Ha €THKETa II0 SICEH H
HE3aJIMYMM HAaYMH € MOCOoYeHa cieqHata HH(opMarms:

a) UACHTUYHOCT Ha BCIAKO AKTHMBHO BCHICCTBO KW HECroBaTa KOHIICH-
Tpanyusd B METPUYHHU CIUHHUIIN;

0) ChIOBpKAIIUTE CE B MPOJIYKTa HaHOMATEpHAalIHM, aKO MMa TaKHBa, U
BCHYKHM CBBpP3aHH C TAX CHEU(PUYHM PHUCKOBE, KAaKTO U JymaTa
,»HaHO* B CKOOM cjell BCSKO MOCOYBAHE HA HAHOMATEpPHAIIH;

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

I) UMe M aJpec Ha MPUTEXKATesl Ha pa3pelieHUeTo;
) BUA (GopMyJianus;
e) BUoBe ynorpeba, 3a KOUTO € pa3pelieH OHOIMIbBT;

) yKa3aHusi 3a ymnoTpeda, 4YecToTa Ha TMpHWaraHe M JO3MPOBKA,
u3pa3eHa B METPHYHU CIAWHHIM, IO MOKa3aTeJieH W pa3dupaeM 3a
MOTpeOuTeNIsl HA4YWH, 3a BCsKa ymnotpeba, MpeIBHICHA CHIVIACHO
yCJIOBUSTA Ha Pa3pelCHHETO;

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

M) aK0O € CBIOPOBOJEH OT Opourypa, u3pedeHuero ,Ilpodern
MHCTPYKIUUTE Tpend ymotpeda“ ¥, CHOOpeA choydas, Hpel-
YIOpeKACHUE 32 YSI3BUMUTE IPYIIH;

W) yka3aHus 3a 0Oe30macHO o00e3BpexJaHe Ha OHOIMIAa W Heromara
OMAaKOBKa, BKJIIOYHMTENHO, CIIOpe] Ciydas, 3a0paHa 3a MOBTOPHO
M3II0J3BaHE HAa OIAKOBKATA,

K) TapTHACH HOMep WiM 00O3Ha4YeHHWe Ha (OPMYyNalUsTa U CPOK Ha
TOZHOCT TIPH HOPMAaJIHU YCJIOBHS Ha ChXpaHEHHE;

1) crope] cilydas, BpeMe, He0OXOAUMO 3a MOopaxkJaHe Ha OMOLUIHOTO
JieficTBUe, MHTEpBaJl, KOWTO Jia ce cla3Ba MEXIy NpWIaraHusATa Ha
OuonuIa WIM MEXAy IpUiIaraHeTo M clejBamiara ynorpeda Ha
TPETUPaHUsl TPOAYKT, WJIM CIeIBalids JIOCThII Ha Xopa HIU
JKHBOTHH JI0 MSICTOTO, KBJIETO € M3IIOJI3BaH OMOLMIBT, BKIIOUHTEITHO
JAaHHY 3a CPEICTBaTa U MEpKUTe 3a o0e33apa3siBaHe U HPOIBIKU-
TEJHOCT Ha HEOOXOOMMOTO NPOBETpsBaHE HA  TPETHPAHHUTE
oOnacTH; NaHHM 3a aJeKBaTHO IIOYHMCTBaHE Ha O0OOPYIBAHETO;
JAHHM 32 TPeIlia3Hi MEPKH IpH yrnoTpeda W TPaHCIIOPT;

M) CIIOpeA ciiydas, 10 KOW KaTeropuH TOTPeOMTENd € OrpaHuveH
OMOLIUIBT;

H) cropexn ciydas, HH(OpMaIus 3a BesKa clenuHuyHa ONAcHOCT 3a
OKOJIHATa Cpefa M II0-CHeLMaTHO 3a 3allMTaTa Ha HeLeleBH
OpraHuM3MH M U30srBaHE Ha 3apa3sBaHE Ha BOJATA;

0) 3a OMOLMAM, CHABPXKAIIM MHKPOOPTaHW3MH, M3UCKBAHUS 3a ETHKE-
Ttupane B chorBeTcTBUE ¢ JupektuBa 2000/54/EQ.



02012R0528 — BG — 10.06.2021 — 005.001 — 61

Upes meporaiiiisi OT pa3nopenOuTe Ha MbpBa alnHes, ako TOBa € HeoO-
XOIMMO TIOpaan pasMepa Win (YHKIHATa Ha OHONKIA, MHPOPMAIHATA,
nocoueHa B OyKBH ), X), 3), i), K), JI) U H), MOXKe Ja Obae 0003HaYeHa
BBPXY OIAaKOBKAaTa WM B IPHAPY’KaBaIia Oporrypa, KOsTO € Hepas/eaHa
4acT OT ONaKOBKATa.

3. I[T;p)l(aBI/ITC-‘UICHKI/I Morar ga M3HMCKBaT:

a) MpeJOCTaBSHETO HA MOJENH WIIH MPOEKTH Ha OIIAaKOBKATa, CTHKETHTE
u Opolrypure;

0) OmomManTe, KOUTO CE MPENOCTaBAT Ha Ia3apa Ha TAXHA TEPUTOPHS,
Ja ObJaT eTUKETHPAHW Ha TeXHHs O(UIMalieH €3UK WIM C3HLIH.

Ynen 70

Nndopmanuonnn jgucroBe 3a 0e30MacCHOCT

WudopmalmoHHUTE JTHCTOBE 3a 0€30MacCHOCT 3a aKTUBHM BEIIECTBA U
OromuIM ce MOATOTBAT M IPEIOCTaBAT B CHOTBETCTBHE C wWieH 31 or
Pernament (EO) Ne 1907/2006, korato € mpuiioKuMo.

Ynen 71

Perucrsp 3a Ouonuan

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

2. PeructspsT 3a OHOLUIYU CIIyKH 32 OOMEH Ha MH(pOpMALUs MEXIY
KOMIIETEHTHHTE Opranu, AreHnusara u Kommucusara, KakTo U MEXIy
3asBUTENUTE U KOMIIETEHTHUTE opranu, AreHuusara u Komucusra.

3. 3asgBUTenMTE M3MOJ3BAaT Perucrbpa 3a OHOIMAM, 32 Ja MOJNAAAT
3asBICHUATA M JaHHUTE 3a BCUYKA NPOLEAYPH, MPEIABHICHH B
HACTOSIIIMS PErJIaMEHT.

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

AKo AreHnusATa IpEleHH, Y€ 3asBICHUETO HE OTroBaps Ha W3UCKBAHHS
dopMaT 3a momaBaHe, TA OTXBBPJS 3asABICHHETO U YBEAOMSBA
CHOTBETHO 3asBUTEI.

5. Crmex kaTto CBOTBETHHAT KOMIICTCHTCH OpraH BallUAUpa HIU
rnpueMe JaJeHO 3asBJIEHHWE, TO CTaBa JOCTBIIHO IIOCPEACTBOM
Perucrbpa 3a OMOLMIOM 32 BCHYKM JPYT'M KOMIIETCHTHH OpPraHU M 3a
Arenuusra.

6. Kowmnerentnute oprann u Komwcusita msmomsBar Peructppa 3a
OvonMaM 3a BIMCBAaHE M CHOOIIABAaHE Ha pEIIEHHsTa, KOUTO ca B3eNIU
M0 OTHOIICHUE HA pa3pelIaBaHeTo Ha OMOIMIN, ¥ aKTyaJIu3upaT HHQOp-
ManusaTa B Perucrbpa mpu B3eMaHe Ha TakwBa pemreHus. B Perumcrtbpa
3a OWOLMAM KOMIETEHTHHUTE OpraHd IO-CIEHHAIHO aKTyaJu3Hupar
rHpOpManUsITa OTHOCHO OWOIMIN, KOHTO ca pa3pelieHH Ha TIXHa
TEPUTOPHS, WIM TaKuUBa, 3a KOUTO € OWIO OTKa3aHO, W3MEHEHO,
MTOJHOBEHO WM OTMEHEHO HAIMOHAHO pa3pelleHHe, WIH 3a KOHTO €
JaJieHO, OTKa3aHO MM OTMEHEHO pa3pelIuTeNTHO 3a MapajieiHa
Teproeusi. KomucusaTa axTyanusumpa IO-CIIEHANHO HHpOpManusITa
OTHOCHO OWOLMIHN, KOUTO ca paspemieHd B Cpio3a, WIM TakuBa, 3a
KOMTO € OWIO O0TKa3aHO, W3MEHEHO, IIOJHOBCHO WJIH OTMEHEHO
paspemenue Ha Cprosa.
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Nudopmanusra, KosITO ce BbBEXk/Aa B Perucrbpa 3a OHOIMIM, BKIIOYBA,
B 3aBUCHUMOCT OT CiIyyas:

a) yCIIOBHsITa Ha Pa3pelIMTEIHOTO;

6) 00o01EeHne Ha XapaKTepUCTUKUTE Ha OWOLMAa ChIJIACHO 4WieH 22,
naparpad 2;

B) JOKJIaJa 3a OlleHKa Ha OHWOIUia.

I/IH(bOpMaHI/IS[Ta, Ioco4yceHa B HACTOAINUA naparpa(b, CC mpeaocTaBsa
CbIIO TaKa Ha 3asdBUTCIIA 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, BCUYKM CBBP3aHM C IIOJIaBaHETO Ha
uH(OpMaIs ¥ KOMyHUKAIUATa 3aIb/DKEHUSI, KOUTO UMAT Ibp)KaBUTE-
YJIEHKH, KOMIETEHTHUTEe opraHu, KoMucusra M 3asBHTEIUTE CHITACHO
HACTOSIIUS PEIrJaMeHT, NPOABIKaBaT Aa ce mpuiarar. C Ien ocury-
psBaHe Ha €IHAKBO NpWJaraHe Ha HAcTOSIUs Tmaparpad, Tmo-
CIELMATHO IO OTHOIIEHHE Ha (opMaTa, B KOWTO MOXKe Ja ce Ipea-
ocrtaBs ¥ oOMeHs wuH(popmanus, Komucusra npuema HEOOXOIUMHTE
MEpKU B CBOTBETICTBHE C IIpoLieAypara IO pasriexaaHe, [I0COYeHa B
uneH 82, maparpad 3. CpokbT Ha TE3M MEpPKH CE€ OrpaHH4aBa [0
BpPEMETO, CTPUKTHO HEOOXOIMMO, 3a Ja CTaHe PerucrppbT 3a OHOLMAN
HaI'bJIHO (YHKIMOHUPAIIL.

8.  KowmmucusatTa MOXe [Oa mpHeMa akTOBE 3a H3IIbIHEHHE, C KOUTO
YCTaHOBSIBA TOAPOOHHM TpaBWJia 3a BUAOBETe HH(pOpMAIUs, KOSATO
TpsiOBa Ja ce BBbBexkIa B Peructbpa 3a Owonmau. Te3u akroBe 3a
U3IBJIHCHUE CE MPHUEMAT B CHOTBETCTBHE C IPOIEAypaTa MO KOHCYI-
TUpaHe, TMpeiBujicHa B wieH 82, maparpad 2.

9. Ha Kowmwucusra ce MpeaoCTaBAT IIpaBOMOLIMATA da IpueMa JAejic-
THPAaHU aKTOBE B CHOTBETCTBHUEC C WICH 83 otHOCHO YCTAaHOBSABAHCTO Ha
JAOIIBJIHATEIIHU TIpaBUJIa 3a HU3IMOJI3BAHETO Ha PETUCTHPA.

Ynen 72

Pexama

1. Bcska pexinama Ha OMOIMIM, OCBEH Y€ Cla3Ba pas3nopeaduTe Ha
Pernament (EO) Ne 1272/2008, ce mnpuapyxkaBa OT H3pEUYCHUSITA
LM3mon3eaiite Owonumure mnpenmaziuBo. llpenu ymorpeda BHHArK
yeTeTe eTHKeTa U MHpOpManusaTa 3a mpoaykra™. M3peueHusra ca sCHO
Pa3IMYMMHU M YETIMBU B ISUIaTa pPeKiama.

2. B 3agpmxuTenHuTe U3pEUYEHMs aBTOPUTE HA peKiaMara Morar jaa
3aMecTAT Iymara ,,OMOUUIU C SICHO TO30BaBaHEe Ha peKJIaMUpPAHHS
MPOAYKTOB THII.

3. Tlpu pekiamara Ha OMOIMIN MPOAYKTHT HE MOXKE Jla Ce MPEACTaBs
M0 HAa4yMH, KOWTO € TIOJABEXJAall 10 OTHOIIEHHE Ha PHUCKOBETE 3a
3IpaBETO Ha XOpara, 3/[paBeTO Ha KMBOTHUTE WJIM 32 OKOJHATA Cpeia,
WIM 110 OTHOIICHWE Ha HerosaTa edukacHocT. Pexiiamara Ha Ououun B
HUKaKbB ClIlydail HE CBABpXKA HW3pa3H KaTo ,,HUCKOPHCKOB OMOLUA™,
,,HETOKCHYEH", ,,0e3BpeAeH", ,,c €CTECTBEH NpOU3X0[ ", ,,0e30maceH 3a
OKOJIHaTa cpeaa’, ,,0e30mMaceH 3a XHUBOTHHUTE WM MOJOOHH.

Ynen 73

bop6a cpemy oTrpaBsiHMATA

3a 1enuTe Ha HACTOSAIIMS PernaMeHT ce mpuiara uieH 45 oT PermameHt
(EO) Ne 1272/2008.
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I''TABA XVI
ATEHIUA

Ynen 74
Poast Ha AreHuuaTa

1. Arenuusara H3IBIHABA 3aJaydTe, KOHUTO 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 IMPEABHA poOJsTa Ha
AFGHLII/I?{Ta IO OTHOLICHHC Ha HACTOALIUA PETJIaMCHT.

Ynen 75

Komurer nmo omouuaurte

1. KoM Arenmusita ce yupensBa Komurer mo Oumoruanre.

KomurersT 10 6I/IOI_II/I,HI/IT6 OTroBaps 3a MU3rOTBSIHETO Ha CTAaHOBUILCTO
Ha ATeHIUATA 1O CJICTHHUTE BBIIPOCH:

a) 3adBJEHHS 3a ONOOpsABaHE M TIONHOBSBaHE Ha OA0OpEHHETO Ha
aKTUBHH BEILECTBA;

6

=

npepasriexaaHe Ha Of00pPCHHETO Ha aKTUBHH BELICCTBA;

B) 3adBJEHUS 3a BKIIOYBAHE B IPUIIOKEHUE | Ha aKTHBHU BELIECTBA,
KOUTO OTrOBapsT Ha YCJIOBHATA, YCTAHOBEHU B wieH 28, U INpepas-
MIeKXAaHE Ha BKIIOYBAHETO HA TaKUBa aKTHBHU BELIECTBA B
npunoxenue I;

F) HHCHTH(bHHHpaHe Ha aKTUBHUTC BCIICCTBA — KaHAHJATH 3a 3aMsAHA,

H) 3as4BJICHUA 3a PaA3pCUICHUA Ha Crro3a 3a 6I/IOHI/I,III/I WMk 3a IIOAHO-
BsABAaHC, OTMsHAa 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;

K) Ipy uckaHe oT Komwucusara Wi OT KOMIETCHTHHTE OpraHM Ha
JIbPKABUTE-YIECHKH, 110 BCHYKM JPYTH BBIIPOCH, IIOPOAEHU OT
JIEICTBUETO HA HACTOSINMSA DErIaMEeHT, KOMUTO C€ OTHACAT J0
TEXHUYECKU YKa3aHus WMIM JO DHUCKOBETE 3a 3JPaBETO Ha Xopara,
3PaBETO HA JKMBOTHHUTE MJIM 3a OKOJHATa CPEna.

2. Besika nppxkaBa-uileHKa MMa IIpaBO Ja Ha3HA4YM €IMH WIEH Ha
Komurera no Ouonumure. IbpkaBUTE-4JICHKM MOraT Ja Ha3zHAuyaT |
3aMECTHUK-YJICH.

3a na ce ynecHu paborara Ha Komurera, Toli Moxe na Obie paszeicH
Ha [IBa WM TIOBEYE TMapajie)IHd KOMHUTETAa C PElIeHne Ha YIPaBHTEITHHS
ChBET Ha ATeHIUATa, B3eTO B chriacue ¢ Komucusra. Beexu napanesnen
KOMHTET OTroBaps 3a 3azaunte Ha Komurera 1o OMOIUIUTE, KOUTO ca
My BB3IIOKEHU. Besika nbprkaBa-uwiIeHKa MMa MPaBO Ja HA3HAYW €IUH
4JieH BbB BCEKH OT MapalieIHUTE KOMUTETH. ETHO M ChUIO JIMIIE MOXE
na ObZic HA3HAYCHO B MOBEYE OT CIHMH MapajielicH KOMHUTET.



02012R0528 — BG — 10.06.2021 — 005.001 — 64

3.  Unenosere Ha Komwurera ce HazHayaBaT Ha 0asara Ha OIUTA UM
MpH U3MBJIHSIBAHE HA MOCOYEeHUTe B maparpad 1 3amaun ¥ Morar jaa
paboTAT B HSAKOW KOMIETEHTEH OpraH. Te ce Mmon3BaT OT HOJAKpenara
Ha HAYYHUTE M TEXHHUYECKHUTE PECYpPCH, C KOUTO pa3mojarar IbpKaBUTE-
WIeHKH. 3a Ta3d LeJl AbPXKAaBUTE-WICHKU IPENOCTaBAT IMOIXOASIIN
Hay‘{HI/I U TCXHHUYCCKHU pCCprI/I Ha HA3HAYCHUTEC OT TAX YJICHOBC Ha
Komurera.

4. UYnen 85, nmaparpadu 4, 5, 8 u 9 u unenose 87 u 88 or Pernamenr
(EO) Ne 1907/2006 ce mpunarat mutatis mutandis xbM Komutera 1o
Ouonunure.

Ynen 76

Cexperapuat Ha AreHIUSATA

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

a) Cb3llaBaHe M MOJANbpKaHe Ha Peructwpa 3a Ououuaw;

6) H3IIBJIHCHUC Ha 3aJa4YUTE, CBbpP3aHHU C MNPHUEMAHC Ha 3asBJICHUATA,
0o0XBaHATH OT HacCTOsAIUA PETIIaMCHT,

B) YCTaHOBSIBaHE HAa TEXHHUYECKA PaBHOCTOWHOCT;

I') IpeAoCTaBsIHE HAa TEXHWYECKH W HAYYHH YKa3aHUA U HHCTPYMEH-
TapuyM 3a MpuilaraHe Ha HacTosimus periaMmeHT oT Kommcusara u
OT KOMIIETCHTHHUTE OpPraHM Ha IbPXKABUTEC-WICHKH M IPEIOCTABSIHE
Ha MOJKperia Ha HAllMOHAJHWUTE MHQOPMalMOHHHU Or0pa;

II) IpeJoCTaBsiHe Ha MH(pOpManus U ChACHCTBHE Ha 3asBUTENUTE, I10-
cnenuanio Ha MCII, 3a onoOpsiBaHEeTO Ha aKTHBHHU BEILECTBA WM
BKJIFOYBAHETO MM B NPHIIOKEHHE | OT HACTOSAIIMS PETJIAMEHT, WM 32
MoJTyYaBaHETO Ha paspemenue Ha Chro3a;

€) M3rOTBsIHE Ha OOsCHUTENHAa MHGOPMalUs 332 HACTOSAIIMS PErjaMeHT;

) Ch3llaBaHe W MOJAbpKaHe Ha 0Oa3a(u) maHHM ¢ WHPOpPMAIUS 32
aKTHBHU BELICCTBA U OMOLUIM;

3) mpu ToOHCKBaHe OT KoOMHCHATA, MPENOCTaBsHE Ha TEXHHYECKa H
HayYHa TOJAKpena 3a IoHo0psABaHe Ha CHTPYIHHIECTBOTO MEXKTY
KOMITETEHTHHTE opraHd Ha Cbio3a, MEXKIYHAPOTHHUTE OPraHU3alUH
W TPETH IbpKaBH 10 HAYYHH M TEXHUYIECKH BBIPOCH, CBBP3AHH C
OHOLIMINTE;

1) cboOIlaBaHe Ha B3€TUTE OT ATEHLUATA PELICHUS;

i) ompenensine Ha opmaTHTe U COPTYepHHUTE MAKETH 3a IMOJaBaHE HA
uH(opMaIys B ATCHLUSATA;

K) OCHIYpsIBAHC HA IIOMOII U CBHACHCTBHC MEKIY ABP)KABUTC-UICHKH C
1en u30sArBaHe Ha MapajelHO OLCHSIBAaHE Ha 3asSBICHUATA, CBhP3aHH
C CAHAKBU WINM MOJOOHM OHONMAM B CHOTBETCTBHE C wWieH 29,
naparpad 4;

JI) IPEIOCTaBsHE Ha MOJKpeNna W ChIACHCTBHE HA ABPKABUTE HJICHKH
BBB BpPb3Ka C JEHHOCTUTE 1O KOHTPOJ M IpaBOIIpUIIaraHe.

2. CexperapuaThT IpegocTaBs Ha OOLIECTBEHOCTTa Oe3IUIaTeH
JIOCTBII B MHTEPHET OO0 WH(OpMAIUATA, MOCOYCHA B 4YieH 67, OCBEH
KOraro Objie CYETEHO 3a OCHOBATEIHO MCKaHE, OTIPABEHO ChIJIACHO
yieH 66, maparpad 4. AreHumsTa NpEAOCTaBs JOCTBII [0 Jpyra
uH(bOpMaLUs MPH TIOUCKBAHE B CHOTBETCTBHE C WICH 60.
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Ynen 77

Oo0kasBaHe

M3
" 1. C obxanBaHe Ha pelICHHsS 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 ANEIaTUBHUAT CHBET, Ch3JAJCH B
cpoTBercTBHE ¢ Pernament (EO) Ne 1907/2006.

Ynen 92, maparpadu 1 u 2 u unenoBe 93 u 94 ot Pernmament (EO)
Ne 1907/2006 ce mpuaraT mpH mpoueaypu Ha oOxanBaHe, 0OpasyBaHH
CBITIACHO HACTOSIIUS PErJaMeHT.

Cwrinacio wieH 80, maparpad 1 OT HACTOAIIMSA pPErJIAMEHT MOXKE Ja
ObAe AbIKMMA Takca OT JIMIIaTa, MOJABally >Kanoa.

2. XanGa, momaneHa B CbOTBETCTBHE ¢ Haparpad 1, cnupa u3mbi-
HEHUETO.

Ynen 78

Brog:xker Ha AreHumsTa

1.  3a menmuTe Ha HACTOSIIMS PETIAMEHT MPUXOIUTE HA ATEHIUAITA Ce
CBCTOST OT:

a) cyocuaus ot Chlo3a, BKIIIOYEHA B oOmust Oropxer Ha EBponeiickus
cbio3 (pasaen ,,Komucus‘);

0) TakcuTe, IUIATeHH Ha ATEHIHUSITa 1O CHIaTa HAa HACTOSIIUSI
perjaamMeHT;

B) BCHUKH IIAIaHUA KbM ATEHLUATA 33 YCIyTH, KOUTO IPEAOCTaBs IO
HACTOSIIUS PETJIAMEHT;

F) BCsAKaKBU Z[O6pOBOJ'IHI/I BHOCKH OT OBPIKABUTC-UJICHKHU.

2. Ilpuxoaute W pa3xoJHUTe BbB BPb3Ka C JEHHOCTUTE IO HACTOSIIUS
pernamenT u o Pernament (EO) Ne 1907/2006 ca mocoueHH OTAEIHO B
OromKkeTa Ha ATCHIHMATA M 3a TAX C€ BOOM OTJACIHA OFO/DKCTHA H
CYCTOBOJIHA OTYETHOCT.

[Mpuxoaure Ha AreHimara, nmocoyeHn B uwieH 96, maparpad 1 or
Pernament (EO) Ne 1907/2006, He ce W3MON3BaT 3a W3IIBIHSIBAHE HA
3a/la4d M0 HACTOSALIMSA perjaMeHT, OCBeH IpU HaJuuuMe Ha olma e
WINM B paMKHTE Ha BPEMEHHO NPEXBBPIISHE Ha CPEACTBA C 1€ OCHTY-
psiBaHe Ha TPaBIIHOTO (QYHKIMOHHMpaHe HA AreHnusara. [Ipuxonaure Ha
AreHuusTa, MOCOYeHM B maparpad | OT HacTosAIUs 4JEeH, HE ce
W3MOJ3BaT 3a WRMBIHsABaHe Ha 3amadn  mo Permament (EO)
Ne 1907/2006, ocBeH mpu Hanmuyue Ha oOIIa 1€ WIM B PaMKHUTE Ha
BPEMEHHO MPEXBBpJITHE Ha CpPeAcTBA C Ll OCHTypsBaHe Ha
MPaBUIHOTO (YHKIMOHUpPAHE Ha ATCHIUSITA.
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Ynen 79

®opmatu u codTyep 3a moagaBaHe Ha MHGopManus A0 ATreHUHMATA

Arennusita onpenenst GopMaTd U COPTYEPHU MAKETH U TM W TH Mpe-
ocraBsi Oe3mIaTHO Ha yeOcaiTa cH ¢ el ToAaBaHe Ha WHPOpPMALHUS J0
AreHnusaTa. KOMIIETEHTHHTE OpraHM M 3asBUTEIUTE HW3MOJ3BAT TE3H
dopMath W TaKkeTH TpPU TOAaBaHe Ha WHQOpMAIMsA CHIVIACHO
HACTOSIIIMS PETJIAMEHT.

[Ipu monaBaHe Ha TEXHHYECKOTO JIOCHE, MIOCOYEHO B WieH 6, maparpad
1 u unen 20, ce u3nomsa copryepen maker [UCLID.

I'TIABA XVII
SAKUIIOYUTEJHU PA3IIOPEJIBH

Ynen 80

Taken u miamaHus

1. BB3 ocHoBa Ha YycrTaHOBeHHTe B maparpad 3 TPUHIMIIN
Komucusita npuema perigaMeHT 3a M3MbJIHEHHE, ¢ KOWTO C€ YTOYHSBAT:

a) TaKCHUTE, JbDKMMHU Ha ATEHNHUATA, BKIIOYUTEIHO TOJUIIHA Takca 3a
HPOAYKTH, MONYYHIN paspemeHne Ha Chi03a B CHOTBETCTBHE C TIIaBa
VIII, u takca 3a 3asBJIeHHs 32 B3aMMHO IIPU3HABAaHE B CbOTBETCTBUE
¢ rnaBa VII;

0) mpaBmiiaTa, 1O KOUTO CE OINpPENENIAT YCIOBHUS 332 HaMaJIeHH TaKCH,
OTMsIHA HAa TAKCH M BH3CTAHOBSBAHE HA pPa3XOJUTE Ha WiIeHa Ha
Komurera mno OwomuauTe, KOWTO JeWCTBA B KAayeCTBOTO Ha
JOKJIAIUHK; KaKTO U

B) YCIIOBUSITA 3a IUIAIIAHE.

ITOCOYCHHSAT periIaMeHT 3a U3IBIHEHHE CE IPHEMa B ChOTBETCTBHE C
mpoleaypara 1o pasriexiuaHe, nmocoueHa B wieH 82, maparpa¢ 3. Toi
ce mpuiara camo IO OTHOIICHHE Ha TAKCHUTE, IUIATCHH Ha ATCHIHATA.

AreHuusTa MOXeE J1a ChOMpa IUIaljaHus 3a JAPYTd MPEJOCTaBSIHU OT Hes
YCIIyTH.

TakcuTe, ObKMMU Ha ATEHIMATA, CE€ ONpENEeNAT B TAaKbB pa3Mep,
KOWTO TrapaHTHpa, Y€ MPOM3TUYAIIUAT OT TSIX NPHUXOA, KOMOMHHMpaH C
JIpyTUTe U3TOYHUIM HA NPUXOAUM HAa ATrEHIMATA ChIVIACHO HACTOALIMA
pernaMeHTt, € NOCTaThYeH Ja IOKPUE Pa3XOAMUTE IO MPEJOCTABSIHUTE
ycayru. JBIDKUMHTE TaKCH ce MyOJIHMKyBaT OT ATEHIHUSATA.

2. ﬂLp)KaBI/ITe-‘IHeHKI/I CT)6I/IpaT MNpAKO TaKCH OT 3asBUTCIIU 3a
yCJIyru, KOUTO NpeaoCTaBiAT IO OTHONICHUE Ha NPOUCAYPHUTEC CHITIaCHO
HaCTOAIMA PETJIaMCHT, BKIIOYHUTCIHO 3a YCIYIrUTE, H3BBPIIBAHU OT
KOMIICTCHTHUTEC OpraHu Ha MAbPKABUTC-YJICHKH, KOIraTo JeicTBaT B
Ka4€CTBOTO Ha OLCHABAII KOMIICTCHTCH OpIaH.

B®3 ocHoBa Ha u3noxkenurte B maparpad 3 mpuniunu Komucusra nasa
HACOKHM OTHOCHO XapMOHHU3MpaHA CTPYKTypa Ha TaKCHUTE.

ﬂ’bp)KaBI/ITe-‘IHeHKI/I Mmorar aga c1,61/1paT TOAWIIHU TaKCU BBB BPBH3Ka C
MpeAOCTaBEHUTEC Ha TCXHUTEC ITa3dapu 6I/IOI_[I/IZ[I/L

JIbpKaBUTE-YJICHKM MOraT Ja CchOMpaT IUTalllaHusl 3a JApYrH Tpe-
JIOCTaBSIHA OT TAX YCIIyTH.

JIbpKaBUTE-WICHKH ONpEACTAT M IMyOJMKyBaT pa3Mepa Ha TaKCHTE,
JBIDKAMH Ha TEXHUTE KOMIIETEHTHH OPIaHH.
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3. Kakro mocoueHusT B naparpad 1 periameHT 3a U3IIbIIHEHHE, TaKa
U COOCTBEHHTE IpaBWa Ha Jbp)KaBUTE-WICHKH IO OTHOLICHHE Ha
TAKCUTE CIa3BaT CJICAHUTE TMPUHLIUIIH:

a) TAKCHTE Ce OMPENENIAT Ha TaKOBa PAaBHHIIE, KOETO Ja rapaHTHpa, ue
MOJIYYEHUAT OT TAX MPUXOJ 110 NMPHUHIKI € JOCTaThUeH Ja TOKpHe
pa3xXoJuTe MO MPENOCTABEHHTE YCIYTrHM M HE HAAXBBPIS HE00XO-
JMMOTO 3a TIOKPUBAHE Ha TE3W Pa3XO.IH;

6) Takcara ce BB3CTAHOBABA YAaCTUYHO, KOraTO 3asABUTENIAT HE IOJaNE
M3HCKBaHaTa MHGOPMANUs B ONpeIeleHUs] CPOK;

B) B3emar ce npeasuj creruduuante Hyxxau Ha MCII, cnopen ciy4as,
BKJIIOYUTEJIHO BB3MOXKHOCTTa 3a pasJeliiHe Ha IUJIal[aHusATa Ha
pa3jiniHu BHOCKU W €Tallu;

I) B CTpyKTypaTa U pazMepa Ha TaKCHUTE ce OTYUTa Aanu uHdopmarusTa
e Omia mpeaocTaBeHa ChbBMECTHO WIIM ITOOTEINHO;

Z[) Ipu  HaJJICKHO 000CHOBAaHH OOCTOSTEIICTBA U nopyu CbhIjacue OT
CTpaHa Ha AreHuusTa WM Ha KOMIIETEHTHUS oprad, nsjiata Takca
WM YacT OT Hesl MoXke Ja Objae OTMEHCHA, KaKTO U

€) KpallHUTe CpPOKOBE 3a ILIAllaHE HA TAKCUTE C€ OIPENeNT, KaTro ce
OTYMUTAT HAMJEKHO CPOKOBETE Ha IIPOLEAYpPHUTE, NPEIABUICHH B
HACTOSILUS PErIaMeHT.

Ynen 81

KomnereHnTHH OpraHu

1. IL’I)p)KaBI/ITe-‘{.HCHKI/I OnpeacAT KOMIICTCHTCH opraH W
KOMIICTCHTHH OpraHu, KOHUTO OTroBapsAT 3a MpUIaraHeTo Ha
HaCTOsAIUA PErIaMCHT.

JIbp)KaBUTE-WICHKH CIEOIT 32 TOBa KOMIICTCHTHHTE OpraHd Ja
pasmnonarat ¢ JOCTaThbueH Ha Opod MOAXOJNI0 KBATU(DHUIMPAH H
OITUTEH TEPCOHAN, TaKa 4e 3aIb/DKCHUSTA, MPESABHICHU B HACTOSIIUS
perjaMeHT, ja MOratT jJa Ce M3IBJIHABAT e(pUKACHO U S(HEKTHUBHO.

2. KowmmerenTHuTe OpraHu TPeJOCTaBsIT Ha 3asBUTEIHTE, IIO-
cnemuanHo Ha MCIL, ¥ Ha BCHYKM JPYTW 3aWHTEPECOBAHU CTpPaHU
KOHCYJITAIlMM OTHOCHO CHOTBETHHUTE MM OTTOBOPHOCTH W 3aIbJDKEHHS
[0 HACTOSIUMS peryJiaMeHT. ToBa BKIIOYBA IPEAOCTaBSIHETO Ha
KOHCYNTAIlUM 3a BB3MOXKHOCTTA Jla C€ aJalTHpaT H3HCKBaHUATA 3a
MIPEOCTaBsIHE Ha JaHHW CBHIVIAaCHO WieHoBe 6 W 20, 3a OCHOBaHHATA, Ha
KOUTO TaKOBa aJaNTUpaHe MOXKe Aa ObJie HANpaBeHO, U 32 HAYMHUTE 32
W3TOTBSIHE Ha TMpeiokeHrne. Te3nw KOHCYNTallUM ce TNPEIoCcTaBAT B
JOI'bJIHEHHE KbM KOHCYJITAlUUTE M CHICHCTBUETO, KOUTO CEKPETapuaThT
Ha ATeHIUsTa PEIOCTaBs B ChOTBETCTBUE C WieH 76, maparpad 1, Oyksa

r).

KoMmeTeHTHUTE OpraHd MO-CHElHaJHO MoraT Ja MpelIoCTaBsAT
KOHCYJNITalMd TOCpeacTBOM uH(popManuoHHn Oropa. Ce3ganeHure
cermacHo Permament (EO) Ne 1907/2006 wndopmanuonHu Oropa
Morar Aa JeWcTBaT KaTo MH(OpMAIMOHHM Oropa ChIVIACHO HACTOSIIUS
periiaMeHT.

3. JIppkaBUTe-4IeHKH choOmaBaT Ha Kommcusra HanMeHOBaHHUATA U
a/ipecuTe Ha OIpE/eNeHUTe KOMIIETEHTHH OpraHH M HH(OPMAIIIOHHU
Oropa, koraTo uMa TakuBa, B Cpok g0 1 cenremBpu 2013 T.
JbpxaBuTe-4JIeHKH He3a0aBHO choOmaBar Ha Komucusirta 3a BCHYKH
MIPOMEHH B HAaHMMEHOBAaHUATA W aJpPECUTe Ha KOMIIETEHTHHTE OPTraHd W
uH(opMaIMOHHUTE Oropa.

Komucusita myOinkyBa CIMChK Ha KOMIETEHTHUTE OPraHU M Ha UHQOP-
MalHOHHHUTE OrOpa.
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Ynen 82

IIponexypa Ha KOMHTET

1. Komwucusra ce moamomara oT [ToCTOSSHEH KOMHUTET 1O OUOLUIUTE
,KOMHUTETHT ). TIOCOYCHHAT KOMHTET € KOMHTET MO CMHUCHIa Ha
Pernament (EC) Ne 182/2011.

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

3. Koraro ce mpaBu I030BaBaHe Ha HacTOsImMs maparpad, ce
npuiara uieH 5 ot Permament (EC) Ne 182/2011.

Korarto xomuteThT He Aaje craHoBuile, KoMucHsaTa HE MpHUeMa MPOEKTa
Ha aKTa 3a M3IIBJIHCHUE U Cce MpHiara 4wieH 5, maparpad 4, Tpera anuHes
ot Pernament (EC) Ne 182/2011.

4., Korato ce mnpaBW TI030BaBaHE Ha HACTOAIIUS Tmaparpad, ce
npuiara uieH 8 ot Permament (EC) No 182/2011.

Ynen 83

Henerupane

1.  IlpaBomomusTa Jja mpueMa JAeJerupaHy aKToBe Ce IPEAOCTaBAT Ha
Komucusata mnpu crnasBaHe Ha NpPEABHICHUTE B HACTOSIIMS 4JIEH
YCIIOBHUS.

2. IlpaBomommero ma mpueMa JeleTUPaHu aKTOBE, IIOCOYEHO B WICH
3, naparpa¢d 4, uwien 5, maparpad 3, uneH 6, maparpad 4, unen 21,
naparpad 3, unen 23, maparpad 5, uinen 28, nmaparpadu 1 u 3, uien
40, unen 56, maparpad 4, wien 71, maparpad 9, uien 85 u wnen 89,
naparpad 1, ce mpenoctaBs Ha Komucusara 3a CpoK OT MET TOJUHH,
cuutado ot 17 ronu 2012 r. KoMucusta u3rorss J0KiIa] OTHOCHO JeJie-
TMpaHETO Ha IpaBOMOIIXSA HE IMO-KbCHO OT AEBCT MECCla INpEeaAnu HU3TU-
YaHeTO Ha MEeTTOAWIIHHS CPOK. JlenernpaHeTo Ha TPABOMOIIHS Ce
MOJHOBSBA MBJIYAJIMBO 33 CPOKOBE C €IHAKBA MPOABIKUTEIHOCT,
ocBeH ako EBpomelickmsar mapmameHT Wi CBBETBT HE BB3PA3ST
cperty 1nojo0OHO MOJHOBSIBAHE HE MO-KBCHO OT TPHU Mecela Mpeau U3TH-
YaHETO Ha BCEKH CPOK.

3. JlemerupaHeTo Ha MPaBOMOIIMS, MOCOUEHO B wieH 3, maparpad 4,
unieH 5, maparpad 3, uieH 6, naparpad 4, uiex 21, naparpad 3, dieH
23, maparpad S, unen 28, maparpadpu 1 u 3, unen 40, unen 56,
naparpad 4, wien 71, naparpad 9, wien 85 u unen 89, maparpad 1,
MOXe 1a ObAe OTTErIeHO MO BCSKO BpeMe oT EBpormeiickust mapiaaMeHt
nmu oT CoBera. C pemeHneTo 3a OTTErIITHE ce MPEKpaTsIBa MOCOYEHOTO
B HETo Jiefierupane Ha npaBoMomus. To nopaxna neiicTBue B IEHS Clex
myOJIMKyBaHeTO Ha pemenuero B Oguyuanen eecmuux na Eeponetickus
Cbi03 WIN Ha MO-KbCHA, NIOCOYEHA B PEIICHUETO jAaTa. To He 3acsra
BIMTHOCTTA Ha JEJETHPAHUTE aKTOBE, KOMTO BEUe ca B CHIIA.

4.  Bepgnara mowm ImpHueMme JelerupaH akT, Kommcusta yBemomsiBa 3a
Hero enHoBpeMeHHO EBpormeiickus napnament u CobBera.

5. JlemerupaH axT, NpUET ChIVIACHO 4ieH 3, maparpad 4, wieH S5,
naparpad 3, uwien 6, maparpad 4, wien 21, maparpad 3, wien 23,
naparpad 5, uien 28, naparpadu 1 u 3, unen 40, unen 56, naparpad
4, unien 71, maparpad 9, uien 85 u unen 89, maparpad 1, Biu3a B cuna
€IMHCTBEHO ako HUTO EBponeickusar mnapiameHT, HUTO ChHBETHT ca
MIPEACTaBIIN BB3PaKEHUS B CPOK OT JIBa Mecela ciel HOTU(HHIUPAHETO
Ha akta Ha EBpormeiickus mapiameHT u ChBeTa WIM aKO MPEIH U3TH-
YaHeTO Ha TO3U Cpok u EBpomeickusar mnapiament, u CbBETHT ca
yBenommwin Kommcusra, de HsIMa Ja MPEACTABAT Bb3paKeHUs. To3n
CpPOK ce yAb/DKaBa C JiBa Mecella IO WHHIMaTuBa Ha EBpomeiickus
mapiaMeHT wim Ha ChBera.
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Ynen 84

IIponenypa mo creurHocT

1. JlemerupaHuTe aKTOBE, IPHETH CHIIACHO HACTOSIIHS YICH, BIU3AT
B cWja He3a0aBHO M ce Mpujarar, JOKaTO HE ObJaT MpeJCcTaBeHH
Bb3paXKeHUs B CBOTBETCTBHE ¢ maparpad 2. B HoTudukanusra
OTHOCHO Jenerupanusi akt Ao EBpomneiickus mapmameHT u CbBera ce
MMOCOYBAT MPUYMHHUTE 32 M3IMOJI3BAHETO HA MPOILEAypaTa IO CHENIHOCT.

2. EBpomeiickust nmapiameHT Wik ChBETHT MOTAT Jia Bb3Pa3sAT CPELLy
JeJeTHpaH aKT B CHOTBETCTBHE C IIpolieAypara, II0COYeHa B wieH &3,
naparpad 5. B taxbs cnyuait Komucusta oTMeHs akTa He3a0aBHO Clel
HOTU(UIMPAHETO HA pElIeHHeTo Ha EBpomeiickus mapnaMeHT WM Ha
CbBeTa, ¢ KOETO C€ MPEACTABAT Bb3PaXKEHUSL.

Ynen 85

ApnanTupane KbM HAyYHO-TeXHHMYECKHs Nporpec

C nmen 1a nane Bb3MOXKHOCT Pa3lope0nTe Ha HACTOAIINS PETIaMeHT Ja
ObIaT ajanTHpaHW KbM Hay4YyHO-TEXHHYECKHs Iporpec, Ha Komucusra
ce MperoCTaBAT MPaBOMOLIUATA Aa [IpHUeMa JIeJIeTMpaHu aKTOBE B ChOT-
BETCTBHE C 4ieH 83 OTHOCHO axanThpaHero Ha npuioxenus 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
BKIoucHH B mpwiokenne [ kbM dupektuBa 98/8/EO, ce cumtar 3a
0J00pEeHH IO HACTOSIIIMS PerlaMeHT Ha JlaTtaTta Ha BKIIOYBAHETO MM, U ce
BKJIFOUBAT B CITUCHKA, TOCOYEH B WieH 9, maparpad 2. OnodpeHuero e npu
Cra3BaHe Ha yCJIOBHATA, [IOCOYCHU B T€3 NUpeKTHBU Ha KomucusTa.

Ynen 87

Cankuun

JbpKaBUTE-WICHKH TIPEABIDKAAT pPaslopeqdN OTHOCHO CaHKIWHUTE,
KOUTO C€ HajaraT NpU HapyllaBaHe Ha pa3Mopel0UTe Ha HACTOSIIHsA
periTaMeHT, W B3eMaT BCHYKM HEOOXOIMMH MEpKH 3a OCHTypsiBaHE Ha
TAXHOTO mpunarade. IlpeaBuneHure caHkouuM TpssOBa Ja ObaaT
epexTUBHH, TPONOPIMOHANHE ¥ BB3MUpAIIU. J[bpiKaBUTE-4IeHKH
yBemoMsBar Kommcnsta 3a Te3sm pasmopendM HE IIO-KBCHO  OT
1 centemBpu 2013 r. u HezabaBHO yBemomsBaT Kommcusita 3a Besiko
[IOCJIEABAIO M3MEHEHHE, KOETO I'M 3acsra.

Ynen 88

IIpenna3na kiaaysa

Korato B3 OCHOBa Ha HOBM [IOKA3aTeJICTBA IbPKaBa-WICHKA UMA OCHO-
BaTeJIHU MPUYMHHM JIa CUMTa, Ye JajieH OMOLWJ, BBIIPEKH Ue € pa3pelleH
B CHOTBETCTBHEC C HACTOSIMIMSA PErNIaMEHT, NMOPaXKIa CEpPHO3EH, HEINoc-
PEINCTBEH MM ABJITOCPOYEH PHCK 3a 3[paBeTO Ha Xopara, OCOOEHO Ha
VSI3BUMUTE TPYIH, WIH 32 3IpaBeTO HA JKUBOTHUTE, WU 32 OKOJHATA
cpema, TS MOXe Ja MpeanpueMe MOAXOASIIM BPEMEHHH MEPKH.
JbpxaBaTa-uneHka He3a0aBHO yBemoMsiBa Komucusta W OCTaHaIUTe
IbP)KABU-WICHKH 32 TOBa M WM MPEIOCTaBs MOTHBUTE 3a CBOETO
peleHre Bb3 OCHOBA Ha HOBHTE JIOKAa3aTeJICTBA.
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KowmmucusaTa mocpeAcTBOM aKTOBE 3a M3MBJIHEHHE MU []aBa pa3pelleHue
3a BpeMEHHaTa MsApKa 3a CpPOK, ONpeJeleH B PEIICHHETO, M U3HCKBA
OT AbpKaBaTa-wICHKa Ja OTMEHHM BpEMEHHaTa MsApka. Te3u akrose 3a
U3IIBIIHEHNE Ce MpHEeMaT B CBOTBETCTBHE C IIpolexypaTa Ha
pasriexxaaHe, ocodeHa B uieH 82, maparpad 3.

Ynen 89

[Ipexoanu mMepku

1. Kowmucusra mpoabipKaBa Jia M3MBJIHSABA pabOTHaTa mporpaMa 3a
CHUCTEMHO NpPOYYBaHE HAa BCHUYKU CBHIIECTBYBAIM AKTHBHU BEILECTBA,
3arovHalla B CHOTBETCTBUE ¢ wieH 16, maparpad 2 ot Jlupektua
98/8/EO, ¢ ornex Ha mpukiIouBaHeTo M g0 31 nexemspu 2024 r. 3a
Tasu 1en Ha Komucusra ce mpemocTaBsAT NMPaBOMOUIMATA N1 MpHEMa
JeTIETHPaHu aKTOBE B CHOTBETCTBUE C WICH 83 OTHOCHO HM3ITBIHEHHETO
Ha pa0oTHaTa mHporpama M OINpPEICNISTHETO Ha CHOTBETHHUTE IpaBa W
3abJDKCHUS] Ha KOMIIETEHTHUTE OPraHd M yYacTHHLHTE B IIporpamara.

B 3aBucumoct ot HammpeabKa Ha pa60THaTa nporpama, Ha Komucusita ce
NpeaoCTAaBAT NPaBOMOIIMATA Aa IIpUeMa OCJICTUPAHW AKTOBE B CHOT-
BETCTBUE C WieH 83 OTHOCHO YABIDKAaBAaHETO Ha CPOKa Ha pa60THaTa
IporpamMa 3a OIpEACJICH NEPUO.

C ornen ynecHsBaHe Ha maBHus npexon oT Jupektua 98/8/EO kbM
HACTOSINMS PerJIaMeHT, 0 BpeMe Ha paborHaTa mporpama Kommcusra
IpueMa perjaMeHTH 3a HM3MBbJIHEHHE, B KOUTO c€ MpPEeABIKIA AaAeHO
aKTHBHO BEILECTBO Ja ObJe OJOOPEHO M IpU KaKBU YCIOBUS, WU, B
CllydanTe Ha Heclla3BaHEe Ha YCJIOBHATA MO wieH 4, maparpad | mim mo
[eTIecbo0pa3sHOCT — 4WieH 5, maparpad 2, WIM KOrato H3HCKBaHATa
UHPOpPMaIMs ¥ JaHHW HE ca MOAAJCHM B PaMKUTE Ha TMpEANUCAHUS
CpOK, TpUeMa peIIeHHs 3a U3IBJIHEHHEe, B KOHTO C€ IIPEIBIKIA
JaJeHO aKTUBHO BEINECTBO JAa He Obae omoOpeHo. Te3u akroBe 3a
M3IBJIHEHWE Ce TMpueMaT B CBHOTBETCTBHE C IIpoledypaTa Ha
pasriexaaHe, mocodeHa B wieH 82, maparpad 3. B pernmamenrute 3a
ono0psiBaHe Ha AaKTHBHO BEIECTBO C€ IIOCOYBA JaraTa Ha oOmoOps-
Ba”ero. [Ipuarar 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 HacToOsAIIMS perjaMeHT u Oe3
na ce 3acsrat maparpadu | ¥ 3 OT HACTOSIIIMS WICH, Tbp)KaBa UYICHKA
MOXE Ja TPONBDKM [a [pWiara CBOSTa [CHCTBAIlAa CHCTEMa MM
MpaKTHKa 3a TMPEJOCTaBsHe Ha NaJleH OMOLUI Ha Ia3apa WX 32 H3IO0J-
3BaHETO My [0 TP FOJHMHH Clie] AaTaTa Ha 0J00psSBaHE HA IOCIEIHOTO
OT aKTHBHHUTE BCUIECTBA HA TO3M OMOIHWA. B CHOTBETCTBHE CHC CBOUTE
HAI[MOHAJIHN TIpaBWJIa 3aMHTEPECOBAHATA JbpXKaBa WICHKA MOXeE Ja
pa3pelis MpefOCTaBsIHETO Ha [1a3apa WM H3I0I3BaHETO HA CBOS
TEPUTOPHS CaMO Ha OWOIMI, KOWTO ChIbpikKa caMo:

a) CBIICCTBYBAIllM aKTUBHU BE€HICCTBA, KOUTO

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

(") Pernament (EO) Ne 1451/2007 na Komwucusra ot 4 pexemspu 2007 T.
oTHOCHO Bropara (aza Ha 10-rogmiiHata paboTHa mporpaMa, MOCOYEHa B
wieH 16, maparpad 2 or dupexrtuBa 98/8/EO nHa EBpomneickus mapiaaMeHT
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 OIe He ca 000peHH 3a TO3M MPOAYKTOB THIT;

nin

0) KOMOMHAIMS OT aKTUBHU BEILIECTBA, TOCOUEHH B OYKBa a), U aKTHBHU
BEIIECTBA, OJ00PEHN B CHOTBETCTBHE C HACTOSIINS PETIIaAMEHT.

Upes nmeporaiiusi OT pa3nopea0UTe Ha IbpBa alldHEes, B CIy4al ue ce
B3€ME pelLIeHHE JaJeHO aKTHBHO BEIECTBO Ja He ObIe 0m00peHo,
Ibp)KaBaTa WICHKA MOXE Ja TNPOABIDKM Ja TIpuUilara CBoOsTa
JieficTBallla CUCTeMa WM IPaKTHKa 3a NPeJOoCTaBsiHEe Ha OuoLuau
Ha Masapa 3a Cpok 1o 12 Mecema cien jAaTaTa Ha PEIICHUETO
JAIeH0 aKTUBHO BELIECTBO Ja He ObAe 0J00pEeHO, B CHOTBETCTBHE
¢ maparpad 1, Tpera anuHes, KakTO U MOXE Ja IPONBIDKH Ja
Ipulara cBosiTa JIEMCTBAIla CHCTEMa WIIM NMPAaKTHKa Ha H3IMOJI3BaHE
Ha Ouonuay 3a cpok 10 18 mecena cien ToBa pelIEHUE.

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

3a Ta3u 1ed 3aABUTENUTE, KOMTO XKeNasiT Ja KaHAWAATCTBAT 3a paspe-
[IaBaHe WM 32 IMapajellHO B3aUMHO NpH3HAaBaHe Ha OWOIMIH OT TO3H
IPOOYKTOB THI, KOMTO HE CBHIBP)KAT APYrO aKTUBHO BEIIECTBO OCBEH
CBHIECTBYBAIM AaKTUBHM BEILIECTBA, [10/1aBAT 3asBJICHUE 33 pa3pelaBaHe
WIN TapajienHo B3aUMHO NPHU3HABaHE HE MO-KbCHO OT jJaTaTa Ha 0J00-
psBaHe Ha akTHBHOTO(HTE) BemiecTBO(a). Koraro Guonmaure chabpxkar
IOBEUEe OT €[HO aKTHBHO BELIECTBO, 3asfBJICHUATA CE IOJaBaT HE IO-
KBCHO OT JlaTaTa Ha ofoOpsBaHE Ha MOCIEOHOTO aKTUBHO BELIECTBO 32
TO3H HPOJIYKTOB THIL.

KoraTo He ca mocTbnuimn CAHOBPEMCHHO 3asBJICHUA 3a paspCllaBaHC U
3a mapajCJIHO B3aMMHO IPU3HABAHC B CBHOTBCTCTBHUC C BTOpPA aJIWHEA:

a) OMOLMIBT HE Ce Mycka MoBeue Ha maszapa, cumtaHo 180 muu cien
JaTata Ha oJo0psiBaHE Ha aKTMBHOTO(WTE) BeUIECTBO(a); U

0) ymorpebara Ha ChHIIECTBYBAIIUTE 3amacd OT OHOIMIA MOXE Ja
MPOABIDKH B MPOIBIDKEHHE Ha 365 IHU clel AaraTa Ha OJ00psiBaHe
Ha aKTHBHOTO(UTE) BEIIECTBO(a).

4. B caydail 4ye KOMIIETEHTHUST OpraH Ha Abp)KaBa WICHKAa, WU —
Koraro e menecbobpasno — Komucusra, pemn qa OTXBBPIH 3asBICHHE,
NOZIaJIEHO ChIIIACHO Taparpad 3, 3a paspemraBaHe Ha OHMOLMJ, KOHTO
Beue € INpPEJOCTaBeH Ha Ia3apa, Ja He U3Aafe pa3pelleHHe WM Ja
HaJIO)KA YCJIOBHA 3a M3JaBaHETO Ha pa3pellleHHe, KOWUTO HajaraT
MPOMsIHA Ha TaKbB MPOAYKT, CE€ MpHUJIara ciaeIHOTO:

a) Ououua, KONTO HE € TOJy4YWd paspelieHue WM, KbACTO €
MPUIOKEMO, KOUTO HE OTrOBapsi Ha YCIOBHATA 3a paspelleHue, He
MOJXXe TIOBeYe Aa ObJe MPEIOCTaBsiH Ha masapa Clie] M3THYaHETO Ha
180 mHE cien maTaTa Ha PEMICHHETO HA CHOTBCTHHS OpraH; W

0) ymorpebara Ha ChHIIECTBYBAIUTE 3amacd OT OHOIMIAa MOXe Ja
NPOABIKM B NPOABIDKEHHWE Ha 10 365 [gHM cien JaraTa 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 KOOpPOWHHpPAHETO Ha Tpoleca Ha
OLICHSIBaHE Ha JocueraTta, moaaneHu cien 1 cenremBpu 2012 1., u
yIIECHsIBA  OLICHSBAHETO, KAaTro MpPEJOCTaBs  OpTraHU3allMOHHA H
TEXHUYECKA MOJKPEerna Ha JbpiKaBUTe-d4IeHKH M Ha Komucwusra.

2.  3asBieHusTa, nojaaeHu 3a nenure Ha JlupektuBa 98/8/EO, 3a
KOMTO OLEHSBAHETO OT CTpaHa Ha JbPXKABUTE-WICHKU B CHOTBETCTBHE
c wien 11, maparpad 2 ot Jupekrusa 98/8/EO He € MPHUKIIOYUIO KbM
1 centemBpu 2013 r., ce oueHsBAT OT KOMIETEHTHUTE OPTaHU CHIIIACHO
pasnopenOMTE Ha HACTOSIIUS pErjiaMeHT |, CIOpea Ccliydas, Ha
Pernament (EO) Ne 1451/2007.

Ta3u oleHKa ce M3BBPIIBA Bb3 OCHOBA Ha MH(OpPMANMATA, MOJA[CHA B
JIOCUETO, TIpecTaBeHo B choTBeTcTBUE ¢ JlupektuBa 98/8/EO.

Korarto omeHkara maBa OCHOBaHHS 3a OMACEHUS] BbB BPB3Ka C IPUIIA-
raHeTO Ha pa3nopenOUTe Ha HACTOSIIMS PErJIaMEHT, KOUTO HEe ca Omiu
BkimoueHd B [upektuBa 98/8/EOQ, Ha 3asBUTENs ce NPENOCTaBs
BB3MOXKHOCT Jla TIPEOCTABU JOMBIHUTEIHA HHPOPMAIIHSI.

[Monarat ce BCHYKM YyCWiHs, 3a JOa ce U30erHar JOMBIHUATEIHU
U3NUTBaHUA BBPXY Fp"b6Ha‘{HI/l JKMBOTHHU U Ha CC M36CFHC BB3HUKBAHETO
Ha 3a0aBsiHUMS BBB BpB3Ka C IporpaMaTa 3a Mpepasriexiane, Mpel-
BugeHa B Permament (EO) No 1451/2007 B pesynrar oT Te3u
MPEXO/HU pa3nopenou.

HesaBucumo ot pasnopexbure Ha maparpad 1, AreHnusara oTroBaps
CBIIO 32 KOOpPIWHUpAaHEe Ha Tpoleca Ha OICHSABaHE Ha IOCHETAaTa,
nojganeHu 3a nenure Ha upextuBa 98/8/EO, 3a KOMTO OIEHSBAHETO
He e npukiIrounio KeM 1 centemBpu 2013 T., U yinecHsBa MOATOTOBKAaTa
Ha OIICHKaTa, Karo TMPEJOCTaBsi OpraHM3allMOHHA M TEXHUYECKa
NOAKpena Ha IbpKaBUTe-WIEHKM M Ha Komucusrta, CUUTAaHO 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 OHOIMIM, MOJAaJeHH 3a LEeJUTe Ha
Hupektua 98/8/EO, 3a KOHTO OIEHSBAaHETO HE € MPHUKIIOYHIO KBM
1 cenremBpu 2013 r., mpoxbikaBar aa ObAAT OLEHSABAHU OT KOMIIET-
EHTHUTE OpraHM ChIJIACHO MOCOYCHATAa TUPEKTHBA.

He3zaBucuMo oT pasnopendute Ha MbpBa alMHes, IIpUiIara ce CIeIHOTO:

— KOraTo OIICHKaTa Ha pPHCKa Ha aKTHBHOTO BEHIECTBO COYHM, Y€ ca
W3IIBJIHEHN €IMH WM NOBEYE OT KPUTCPHHUTE, MOCOYCHH B 4ICH 5,
naparpad 1, OHOIMABT ce paspemiaBa B CHOTBETCTBHE C PasIo-
pendure Ha uieH 19;

— KOraTo OIICHKAaTa Ha pUCKa Ha aKTHBHOTO BEIIECTBO COYHM, Y€ ca
M3IBJIHCHW CIWH WM TOBEYE OT KPUTEPHUTE, MOCOYCHH B UIICH
10, OmouuabT ce paspeniaBa B ChOTBETCTBHE C pas3lopeadUTe Ha
yjaeH 23.

Korato omeHkata maBa OCHOBaHMS 3a ONACeHUs BBB BPB3Ka C IpUIIa-
TaHEeTO Ha pa3nopenOHTe Ha HACTOSAIIUS PErJaMeHT, KOUTO He ca Omim
BkmoueHn B JlupextuBa 98/8/EO, Ha 3agBuTens ce NpenocTaBst
BB3MOXKHOCT Jja MPEIOCTAaBH JOIBIHATENHA HH()OPMAIHS.
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Ynen 92

IIpexoaHu MepKH OTHOCHO OMOLMANTE, pa3pelieHU/PeruCTPHPaHU
cbriacHo Jupexktusa 98/8/EO

1. buomuam, 3a KOUTO € M3AANEHO pa3pelIeHre WM PETUCTPanus B
cboTBeTcTBHE ¢ wieH 3, 4, 15 unu 17 ot Jupekrusa 98/8/EO npenu
1 centemBpu 2013 r., morar Aa mpoaBIKaT Ja c€ MPEIOCTaBAT Ha
mazapa W Ja ce YmoTpeOsBar, KOraro € yMeCTHO, TpH CIa3BaHe Ha
yCIIOBHATA 3a pa3pellaBaHe WIM PErUCTPaLysl, YPEIeHH OT IOCOYEeHATa
IUPEKTHBA, N0 JaTaTa Ha M3THYaHE Ha pPa3pelIeHHeTO W PETHCT-
panusTa, UIM HEeropara OTMsHA.

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

buomnuan, paspemenn B cr0TBETCTBHE ¢ WwieHOBE 3 win 4 oT lupektuBa
98/8/EO, ce cuuTar 3a paspelleHM 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 uneH 17, maparpad 1 nageHa qppkaBa diICHKA MOXKE
Jla IPOJBIKU Jla TIpUIara cBosita JeHcTBala CUCTeEMa WM MIPAaKTHKA Ha
HpefocTaBsHe Ha Ma3apa W M3II0I3BaHe Ha OMOIMIN, KOUTO HE TMOMajaatr
B IPWIOXKHOTO mone Ha JlupektuBa 98/8/EO, HO momamat B
NPUWIOKHOTO TIOJie HAa HACTOSIIUS PErJIaMeHT, M Ca CBhCTaBeHH OT,
ChABpXKAT WM TEHEpHpAaT caMO aKTHBHM BEIIECTBA, KOHTO Ha
1 cenremBpu 2013 1. ca OWiIM HaIMYHU HA Ia3apa WIM U3ION3BaHH B
Onorman. Jleporamusira ce Ipmiara A0 €Ha OT CIEIHHTE IaTH:

a) aKo 3asjBJCHUSTA 3a 0J00OpEeHHE Ha BCUYKM TE3U aKTUBHU BEIECTBA,
OT KOHTO OHOIMABT € ChCTaBEH, KOUTO TOH ChABPIKA MM TeHEpHpa,
ca IO/aJeHU 3a CbOTBETHUS NPOAYKTOB THI 10 1 cenremspu 2016 r.
— KpaliHHTe CPOKOBE, NpeIBUACHM B wieH 89, maparpad 2, BTOpa
anuHesi, B wieH 89, maparpad 3 u B wien 89, maparpad 4; wiu

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

Ynen 94

IIpexoaHu MepKH OTHOCHO TPeTHPAHMTE M3JeTUsl

1. Upes geporaumsi ot uineH 58, maparpad 2 najeHO TPETHPAHO
W3Jene, TPETUPAHO ChC WM IEJICHACOYSHO BKIIOYBALIO €IHH HIIH
noBedye OWMOIMIM, CHIBPKAIIM CaMO AKTHBHM BEIECTBA, KOUTO ca
00eKT Ha TpPOyYBaHE 3a CHOTBETHHS MPOAYKTOB THUI B paboTHaTa
nporpaMa, IHocodeHa B wieH 89, maparpad 1, Ha | cenTemBpu
2016 r., WK 3a KOUTO € MOJAAACHO 3asBICHHE 3a OMOOpEHHUE 3a CHOT-
BETHUsI TPOAYKTOB THII JO Ta3W JaTa, WIA ChIbPKAIIA CaMO
KOMOMHAIUsI OT TaKWBa BEIIECTBA W aKTHBHHU BELIECTBA, BKIIOYEHH B
CNHCHKa, M3TOTBEH B CHOTBETCTBUE C wWieH 9, maparpad 2 3a ChOT-
BETHUS IIPOJYKTOB THIl M ymnoTpeda, WIM BKJIIOYEHH B IpHIOXKeHHE I,
MOXe Ja ObJe MyCKaHO Ha Ma3apa 0 eHa OT CIEAHUTE NaTH:
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a) B ciydyail Ha pemieHue, mpuero cien 1 cenremspu 2016 r., 3a
OTXBBPJISHE HA 3asBJICHUETO 3a OJO0OpEHHE WM 3a HEOJ00peHHE
Ha €JHO OT AaKTHBHHTE BEIIECTBA 3a CHOTBETHaTa Yymnorpeoda,
naraTta, chboTBeTcTBamia Ha 180 AHM clieq B3eMaHETO Ha TaKoBa
peleHue;

0) B Apyru ciy4yau, AaTata Ha OJOOpEHHE 32 CHOTBETHHUS IPOIYKTOB
THUII U yHoTpeba Ha IMOCIEJHOTO ChIBPIKAILO Ce B OMOLUAA aKTUBHO
BEILIECTBO, MOAJIEkKANIO Ha 0J00peHHe.

2. Upes mombJHUTENHA Jeporaius oT wieH 58, maparpad 2, mameHo
TPETHPAHO H3IENHE, TPETHPAHO ChC WM IEIEHACOYCHO BKIIIOUBAIIIO
€lUH WIM IoBede OUOIMIM, ChIbPKAlM BCSIKAKBU aKTHBHU BEILECTBA,
pa3IMYHM OT yIOMEHAaTHTe B maparpad 1 OT HACTOSIIMS WIEH, WIH
TE3H, BKIIOUCHU B CIHUCHKA, HM3FOTBEH B CBHOTBETCTBUE C uwieH 9,
naparpag 2 3a CBOTBETHHS MPOAYKTOB THUN M YymoTpeba, wWin
BKIIIOYEHH B IpuioxkeHne I, Moxe ma ObIe IyckaHO Ha Iasapa Mo
1 mapt 2017 1.

Unen 95

IIpexogHn MepKH OTHOCHO [JOCTBNA A0 JOCHETO HA AKTHBHOTO
BellecTBO

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

JNOCTOSIHUE W PEIOBHO aKTyalu3upa CIHCHK Ha BCHYKH AaKTUBHH
BEIllECTBA U BCUYKU BEIIECTBA, I'€HEPHpAlM aKTUBHO BELIECTBO, 3a
KOUTO € TMPEACTaBeHO JOCHe, OTroBapsIl0 Ha W3UCKBaHHATA Ha
npunoxenue Il kbM HacTOSIIUS PerjJaMeHT WM Ha npunoxeHus ITA
wim IVA xem [lupektuBa 98/8/EO u, KbAETO € NPUIOKUMO,
npunoxenue IIIA kpM TocoueHaTa IUpeKTHBa (,,IBIHOTO JOCHE Ha
BEIIECTBOTO) M TOBAa JOCHE € OMJIO MPHETO U OJOOPEHO OT IIbpiKaBa
YJieHKa TOCPEICTBOM IpOLEeAypara, TMpeIBHIACHA OT HACTOSIIHS
periaMeHT WM IOoco4YeHaTa TUpeKTHBa (,,ChOTBETHHTE BemecTBa™). 3a
BCSIKO CHOTBETHO BELIECTBO CIHMCBHKBT BKIIIOYBA CBLIO TaKa BCHYKH
IMua, NpeACTaBWIM TakoBa JOCHUE WIM MPEACTaBUIM JOCHE Ipes
AreHIHUATa B CHOTBETCTBHE C BTOpA aluHes OT HACTOAMIMs maparpad,
W TOCOYBA pOJSATA WM, KAKTO € YKa3aHO B IIOCOYEHATa ajuHes, U
NpoaAyKTOBUs(TE) TUM(OBE), 32 KOMTO € MpPEACTaBeHO J0CHE, KAKTO U
JaraTa Ha BKJIIOYBAHETO HAa BEIECTBOTO B CIIMCHKA.

JIuue, ycranoBeHo B Cbl03a, KOETO MPOM3BEX/IA WM BHACSH CHOTBETHO
BEIIECTBO, CAMOCTOSTEIIHO MJIM B ChCTaBa Ha OMOIM/, (,,JOCTABYMKBT HA
BEIIECTBO'), MJM KOETO TIPOW3BEXKJIA WM NpPEIOCTaBs Ha Ia3apa
OuWoIMa, KOWTO € CBhCTaBeH OT, ChIbpKAa WIM TEHEpHpa TOBa
BEIIECTBO (,,IOCTABYMKBT Ha OWOLMA™), MOXE IO BCSIKO BpeMme Ja
MPEeICTaBU Ha ATEHIMATA ITBJIHO JIOCHE Ha BEIIECTBOTO 32 ChOTBETHOTO
BEIIECTBO, IMCMO 3a JOCTHI JO IBJIHO JOCHE HA BEIICCTBOTO HIIH
M030BaBaHe Ha IBJIHO JOCHE Ha BEIIECTBOTO, 33 KOETO Ca H3TEKIH
BCHYKH CPOKOBE 3a 3aiuTa Ha mHpopmarusta. Ciej MoJHOBSIBAHE Ha
0I00pEHHETO Ha [aJeHO AKTHUBHO BEIIECTBO BCEKH JIOCTABYMK Ha
BELICCTBO WJIM [JIOCTABYMK Ha OWOIMI MOXKE Jia TIpEACTaBh Ha
AreHIMSTa THUCMO 3a JOCTBHI J0 BCHYKH JaHHH, KOWTO ca OWIH
CUYCTCHH 32 CBIIECTBEHH OT OICHABAIIMS KOMIIETCHTEH OpraH 3a
[eJNTe Ha MOJHOBSBAHETO W 32 KOWTO CPOKHT Ha 3allWTa BCE OINe HE
€ U3TEeKBJ (,,ChOTBETHUTE JaHHH ).

AreHuusTa yBeJOMSBa JOCTaBYMKa, IpeaocTaBwil HH(popmanusara, 3a
TaKCUTEe, ABDKUMH chbriacHo wieH 80, maparpad 1. Ts oTxBbpiast 3asB-
JICHUETO, B CIly4all 4e MpeNOCTABUIIMAT WH(OpMalusTa IOCTABUMK HE
IUIaTH TakcuTe B cpok oT 30 JHM W yBeJOMSBA MPEAOCTaBUINS UHPOP-
MalpsATa 3a TOBa.
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Crnen moiyyaBaHe Ha TaKCUTE, IBIDKMMHU cbritacHO wieH 80, maparpad
1, AreHnusATra TpoOBepsBa Nl NPEICTABIHETO € B CHOTBETCTBHE C
BTOpa aluHes OT HacToAuMsa mnaparpad M yBenoMsBa NpeIOCTABUIINS
nH(OpMaIHATa JOCTABUUK 32 TOBA.

2. Cuwurano ot 1 cemnremBpu 2015 r. Omouma, cwcrosimy ce OT,
CbAbpiKall WIM TCHCpUpall CbOTBETHO BCIICCTBO, BKIYCHO B
mocoyeHuss B maparpad 1 chouchk, He ce TpeaocTaBs Ha masapa,
OCBEH aKO JIOCTABUMKBT Ha BEIIECTBOTO MM JOCTABYMKBHT HA OHOUHUIA
¢ BKIIOYEH B CIUCHKa, MocouyeH B maparpad 1 3a mpoaykroBus(Te)
TUN(0BE), KbM KOMTO/KOUTO CIajia MPOAYKTHT.

3. 3a menWTe Ha MPEACTaBSIHETO HAa 3asABICHUE B CHOTBETCTBHE C
naparpad 1, Bropa anuHes OT HACTOSIIMS WieH, wieH 63, maparpad 3
OT HACTOSIIIMS PErNIAMEHT Ce TpHJIara Mo OTHOIICHUE Ha BCHYKH TOKCH-
KOJIOTHYHH M EKOTOKCHUKOJOTMYHM W CBBP3aHM C OKOJHATa cpena
W3CIIe/IBAaHMS 33 TOBEJCHUETO ¥ JKU3HEHWS LUKBI IO OTHOLICHHE Ha
BemiecTBara, u30poenn B mpuioxenue Il kem  Permament (EO)
No 1451/2007, BKIIOYMTETHO BCAKO IIOJOOHO H3CIENBAHE, KOETO HE
BKJIIOYBa U3IMHUTBAHUSA BBPXY Fp’b6H3.‘{HI/I JKHUBOTHH.

4.  JlocTaBUHK Ha BEUIECTBO MJIM Ha OHMOIM[, BKIIOYEH B MOCOYCHHS B
naparpad 1 cIHCBK, Ha KOMTO € M3JaJleHO MUCMO 3a JAOCTBII 3a LIEIUTE
Ha HACTOSIIMS 4NeH, WIM € JaJeHO0 TpaBOTO Ja ce I030BaBa Ha
IpoyYBaHe B CHOTBETCTBHE C Maparpad 3, ¥Ma IpaBo Ja IO3BOIH Ha
3aABUTENNTE 3a M3JaBaHE Ha pa3pellieHue 3a OWOIMA Ja ce M030BaBaT
Ha TOBAa NHCMO 3a JOCTBII MM Ha TOBA NPOYYBAHE 3a LEIWTE HAa WICH
20, naparpad 1.

5. Upes neporarus ot wieH 60, BCHUKK CPOKOBE 32 3aIllUTa Ha TaHHU 32
KOMOWHAIIMUTE AaKTHBHO BEHIECTBO/TPOAYKTOB THI, HW30pOCHH B
npunoxxenue 11 kpM Pernament (EO) Ne 1451/2007, Ho 3a xouTo mpeau
1 centemBpu 2013 1. He e OWJIO B3€TO pEIICHHWE 3a BKIIOYBAaHE B
npunoxxenue I koM Jlupextusa 98/8/EO, nsruuar Ha 31 nekemspu 2025 .

6. Ilaparpadu 1—S5 He ce mpuiarar Mo OTHOILICHHE HA BEUIECTBATA,
n30poeHn B mpuioxenue | B xareropun 1—35 u kateropus 7, WK Ha
OuoIMIY, ChIbPKAIKM CaMO TAaKMBa BEIIECTBA.

7.  AreHuuMsTa aKTyalu3HWpa PEIOBHO CIHCBHKA, MMOCOYEH B maparpad
1 ot macrosmus wien. Cien MOAHOBSBaHE HA OJOOPEHUETO Ha JaJIEHO
AKTUBHO BCUICCTBO AFCHLII/IHT& npeMaXBa OT CIIMCBKa BCCKH AOCTABYUK
Ha BEIICCTBO WIJIM JOCTABUMK Ha OWOLKA, KOWTO B paMkuTe Ha 12
Mecela cjel IOJHOBSABAHETO HE € MpPEeJCTaBWJI BCHYKHM CHOTBETHH
JaHHA WJIA TIMCMO 3a JOCTHII OO BCHYKH CHOTBETHHM IaHHM B CBHOT-
BercTBHE ¢ maparpad 1, BTopa ajgWHEs OT HACTOSIIHMS WICH HIH B
3asgBJICHHAE ChIVIaCHO ujieH 13.

Ynen 96

OTMsiHa

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

[TozoBaBaHMsATa Ha OTMEHEHAaTa TUPEKTHBA CE CUMTAT 32 IT030BABAHUS
Ha HACTOSILUSI PErJlaMeHT M C€ 4YeTaT ChIVIACHO TadiuuaTra Ha ChOT-
BeTcTBHETO B mpmiiokenne VI
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Ynen 97

Buauszane B cuiia

HacrosmusT periaMeHT Biu3a B CWJIA Ha ABafeceTus JIeH cief MyOmu-
KyBaHeTo My B Oguyuanen eecmuux Ha Eeéponelickus cvio3.

IIpunara ce or 1 cenremspu 2013 T.

Hacrosiust PErIIaMEHT € 3aAbJDKUTECIICH B CBOsATA LUAJIOCT U CC IpuJiara
MpsIKO BbBB BCHUYKU ABPKABU-YJICHKHU.
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IIPUJIO)KEHHUE 1

CIIMCBK HA AKTUBHUTE BEHIECTBA, IOCOYEHH B YWIEH 25, BYKBA A)

EO nomep Nme/rpyna OrpanuueHus Benexxa
Kareropust 1 — BemiectBa, pa3penieHn karo n100aBku B xpanute chriacHo Permament (EO) Ne 1333/2008
200-018-0 Mieuna kucenuna | KoHueHTparws, rmojyiexamia Ha orpaHudaBaHe, Taka | E 270

4ye Jla He ce W3MCKBa KiacuduimpaHe Ha Ouounaa
cpriacHo JlupektnBa 1999/45/EO mnm Pernmament
(EO) Ne 1272/2008.

204-823-8 Hatpues amerar KonnenTpamusi, mojiexxaiia Ha orpaHnyaBane, taka | E 262
4ye Ja He ce M3MCKBa Kiacuduimpane Ha Onounaa
corimacHo JlupektuBa 1999/45/EO wnm Pernmament
(EO) Ne 1272/2008.

208-534-8 Harpues 6enzoat KonnenTpanus, noajexamnia Ha orpaHn4aBase, taka | E 211
4ye Ja He ce M3UCKBa KiacH(UUUpaHe Ha OHouuIa
cermacuo JlupekruBa 1999/45/EO wnm Permament
(EO) Ne 1272/2008.

201-766-0 (+)-Bunena Konnenrpanus, nojyiexania Ha orpaHuyaBase, taka | E 334

KHCETHHA 4ye Jla He ce W3MCKBa KiacuduimpaHe Ha Ououuaa
coriacHo JlupextuBa 1999/45/EO mnm Pernmament
(EO) Ne 1272/2008.

200-580-7 Onerna kucennna | KoHumeHTpamms, mojanexamia Ha orpaHnvaBaHe, Taka | E 260
4ye Ja He ce W3MCKBa Kiacuduimpane Ha Onounaa
cermacio JlupexktuBa 1999/45/EO wnm Permament
(EO) Ne 1272/2008.

201-176-3 [IponmoHosa KoHnenTpamus, mojuiexaiia Ha orpanndyaBane, taka | E 280

KHCETHHA 4ye Ja He ce M3UCKBa Kiacuduuupane Ha Ouonuzaa
cernacHo JlupektuBa 1999/45/EO mmm Permament
(EO) Ne 1272/2008.
Kareropus 2 — BemecrBa, BkiroyeHu B npwiioxenue 1V kbm Permament (EO) Ne 1907/2006
200-066-2 AckopbuHOBa
KHCEITHHA
232-278-6 Macno oT JIeHeHO
ceme
Kareropust 3 — Cnabu kucenuHu
Kateropust 4 — TpaJMLHOHHO yMOTPEOSBAaHH BELIECTBA C SCTECTBEH MPOU3XOJ

Hatypanno macno

Macno or JaBa-
HAyJa

CAS 8000-28-0

Harypanao macmno

Macno oT MeHTa

CAS 8006-90-4

He e mpumoxxum

Ouer (1)

C u3KIIIOYeHHe Ha OIeT, KOMTO He € XpaHa, U C
U3KJIIOYCHHE Ha OIeT, KOWTO ChbIbpXKa IOBEYE OT
10 % omerHa kKucennHa (HE3aBUCHMO AU € XpaHa).

CAS Ne: 8028-52-2

He e mpumoxxum

Saccharomyces
cerevisiae

(mpoxm) (%)

C w3kirouenne Ha Saccharomyces cerevisiae, KOUTO
He € XpaHa Wi Qypax.

CAS Ne 68876-77-7
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VYM10

VYMi12

VYMi11

EO nomep Wme/rpyna OrpanuueHus Benexxa
He e mpumoxxum Siina nva mpax () | C u3KI0OYeHHe Ha sila Ha Mpax, KOUTO HE ca XpaHa
i pypax.
He e npunoxunm Men (%) C wm3kimoyeHue Ha Men, koiito He e xpaHa wmm | CAS Ne 8028-66-8
(ypax.
200-333-3 D-dpyxrosa (%) C mmouenne Ha D-¢pykro3a, kosTo He € xpaHa | CAS Ne 57-48-7

i pypax

He e npunoxum Cupene (°) C W3KIIIOYCHHE Ha CHpPCHE, KOETO HE € XpaHa WIn
dypax
He e npunoxum Konuenrpupan C HM3KIIIOYCHHE Ha KOHLEHTPHUPAH SOBIKOB COK,

s10b31K0B cOK (7)

KOHTO He romajga B 00XBaTa Ha OIPEIEIEHUETO B
yact I, Touka 2) or npunoxenue I kpm JlupexTua
2001/112/EO na Cnbaeta (®).

Kareropust 5 — ®depomonn

222-226-0

OkT-1-eH-3-011

Cwmec

DepomMoH oT
IIATHCHH JPEIIHU
MOJILHU

Kateropust 6 — Bemiecta, 3a KOUTO JbpiKaBa WiIEHKa € 0J00pHIIa J0CHE Ha aKTHBHOTO BEIIECTBO B CHOTBETCTBHE C

uneH 7, maparpad 3 OT HacTOSIIMS PErjaMeHT WM € TpHela TaKoBa JOCHE B ChOTBETCTBUE C WJICH
11, maparpa¢d 1 or dupexrusa 98/8/EO

204-696-9 Bwraeponen EnuncrBeno 3a ynorpeba B ToTOBH 3a ynorpeba
JIOKCHUJ] ra3oBH OyTHJIKH, pabOTeIU C ra300TACIHTEINL.

204-696-9 Buriepoznen CAS Ne 124-38-9
JMOKCH], TIONyYeH
OT mponaH, OyTaH
WIX CMeC OT ABETe
upe3 u3rapsise (10)

201-069-1 JInmonena MuHuManHa creneH Ha 4ucToTa Ha akTHBHOTO | CAS Ne 77-92-9
KHCEIIMHA Bemectso (°): 995 g/kg

231-783-9 A3sot EnuncTBeHO 3a ynorpeda B OrpaHH4eHH KOJIMYECTBA

B TOTOBM 32 ynortpeba OyTHIKH.
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YM13

EO nomep Wme/rpyna OrpanuueHus Benexxa

246-376-1 Kanues (E,E)- | MunnManHa creneH Ha uynctora Ha akTHBHOTO | CAS Ne 24634-61-5
xekca-2,4-muenoar | Bemecrso (12): 990 g/kg
(kanueB

cop6ar) (')

He e npumnoxumo (9Z,12E)-terpa- CAS 30507-70-1
nexagueH 1-ua
anerat

Kateropuss 7 — Jpyru

Baxynosupyc
215-108-5 benronut
203-376-6 Hutponenan
231-753-5 XKenesen cyngar

»M4 (') arata na of06peHne Ha OUET 3a MPOAYKTOB Tum 19, 3a nenute Ha unen 89, maparpad 3, e 1 ronn 2021 r. <«
» M5 (%) [arata Ha onobpenue Ha Saccharomyces cerevisiae 3a npoiyktoB Tui 19, 3a uenute Ha uien 89, maparpad 3, e | roHH
T 2021 T. <

» M6 (°) Jlatata Ha oj06penye Ha sifila HAa TPax 3a MPORYKTOB THM 19, 3a menure Ha wien 89, maparpad 3, ¢ 1 1omm 2021 r. <«

»M7 (*) Hdarara Ha omoOpeHne Ha MeJ 3a MPOAYKTOB Tl 19, 3a uenute Ha uien 89, maparpad 3, e 1 ronu 2021 r. <

»M38 (°) Hdarara na omoOpenne Ha D-(pykrosa 3a mpomyktoB Tum 19, 3a umenure Ha wien 89, maparpad 3, e 1 ronu 2021 1. «

»M9 (°) Jlatata Ha 0i06peHne Ha CHpeHe 3a TPOIYKTOB Thn 19, 3a menute Ha wien 89, maparpad 3, e 1 romu 2021 r. <

»M10 (7) Jlarata Ha 0m0OpeHHe HA KOHIEHTPUPaH AOBIKOB COK 3a MPOAYKTOB TUM 19, 3a nenure Ha wieH 89, maparpad 3, e 1 ronu

T 2020

(®) Hupektusa 2001/112/EO Ha CsBera ot 20 nekemBpu 2001 r. OTHOCHO COKOBETE OT IUIOJOBE M HAKOM CXOAHHM MPOAYKTH, TPEi-
Ha3Ha4YeHH 3a KoHcyMmarms oT yoseka (OB L 10, 12.1.2002 r., ctp. 58). €

(°) HocoueHata B Ta3u rpada 4MCTOTa € MUHUMAJIHATA CTENCH Ha YMCTOTA HA OLICHEHOTO aKTUBHO BEIIECTBO. AKTUBHOTO BEIIECTBO B
IyCHATHs Ha Ia3apa NpoAyKT MOXke Jia ObJie ChC ChIAaTa WM Pa3iiMiHa YHCTOTA, aKO € JI0Ka3aHa TeXHHYECKaTa My PaBHOCTOHHOCT ¢
OLICHEHOTO aKTUBHO BEIIECTBO.

(1%) Marara Ha onoOpeHKe Ha BBIVICPOICH AMOKCHI, MOMY4YEH OT MPOIaH, OyTaH MM CMEC OT JIBETE 4pe3 M3rapsiHe, 3a MpOayKToB THIl 19,
3a menure Ha wieH 89, maparpad 3, e 1 romm 2022 1.

('") Marara Ha omoOpsiBaHe Ha KaaumeB copbar 3a MPOAYKTOB TUN 6, 3a ueauTe Ha wieH 89, maparpad 3, e 1 despyapu 2023 r.

('?) TTocouenara B Hacrosiara rpaga YMCTOTAa € MHHHMAJHATA CTENEH HA YHCTOTa HAa OLECHEHOTO AKTHBHO BEIIECTBO. AKTHBHOTO
BEIIECTBO B ITyCHATHs HA Mas3apa MPOAYKT MOXe Aa ObIe ChC ChIaTa MM Pa3iidyHAa YHCTOTA, aKO € JOKa3aHa TEXHHYECKaTa My
PaBHOCTOIHOCT C OIIEHEHOTO AKTHUBHO BEIIECTBO.
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IIPUJIOKEHUE 11

MN3UCKBAHUSA 3A IMPEJOCTABSAHE HA HWH®OPMAIUA 3A

1.

AKTUBHUTE BEHIECTBA

B HacTOAMIOTO TPUIOKEHHE Ce OMPENENAT N3NCKBAHKUATA 3a MPEIOCTABSIHE Ha
MHpOpMAIHs 32 M3TOTBAHE HA JOCHETO, MOCOYCHO B wieH 6, maparpad I,
OykBa a).

I[aHHI/ITe, ChABpKAIIK CE€ B HACTOALIOTO NPUIIOKEHUE, BKIIFOUYBAT OCHOBHHU U
JOIIBJIHUTCIIHU JTaHHH. ﬂaHHI/ITe, KOUTO cmagaT KbM OCHOBHHUTEC JaHHH, C€
cyuTar 3a 0a30BUTE JJAaHHWU, KOUTO IO TMPHUHOUII CJI€ABa Ja C€ MNPEAOCTaBAT
3a BCHYKHM AaKTHBHH BCIICCTBA. B Hsaxon clIyyan obaue (I)I/ISI/I'-IHI/ITG Ui
XUMUYHUTE CBOMCTBA Ha BEHIECTBOTO MOXE Ja O3Ha4vaBat, 4Y€ HEC €
BB3MOXHO HJIM HE € HBO6XO,HI/IMO Ja C€ TIPEAOCTaBAT KOHKPETHU HOAaHHU,
KOHUTO CrlaaT KbM OCHOBHHUTC JaHHH.

[lo oTHOmIEHHE Ha IOIBJIHWUTENHHTE NAHHU EJIEMEHTHUTE, KOUTO TpsiOBa ja
OBIaT MpEefOCTaBEeHH 3a KOHKPETHO aKTUBHO BEIECTBO, C€ ONPEIEIT, KaTo
ce pasMIeKAa BCEKHM EIEMEHT OT IOCOYEHHTE B HACTOSIIOTO NPHIIOKEHHE
JIOIBJIHATENIHA JJAHHH, KaTo c€ OTYMTAT Hapex C JAPYroro (GHU3UYHHTE H
XMMHYHHUTE CBOWMCTBA Ha BEIIECTBOTO, ChIIECTBYBAIIUTE AAHHH, HH(OP-
ManuATa, KOSATO € 4YacT OT OCHOBHUTE JAHHM, M IPOJYKTOBUTE THIIOBE, B
KOHWTO II€ CE HM3M0J3Ba aKTHBHOTO BEIECTBO, KAKTO M CBBP3AaHHUTE C Ta3H
ynorpeba MOJENN Ha eKCHO3HIHS.

B kosona 1 or Tabnuuata B npuiaoxenue Il ca najgeHn KOHKPETHH yKa3aHUS
33 BKJIIOYBAHETO HA HSAKOW [aHHU. [lpwiarat ce ChIo U oOmmre Choo-
paKeHUS 3a aJalTHpaHe HA M3MCKBAHMUSATA 33 MPEIOCTaBSIHE HAa WH(OpMAIHS,
mocoueHn B mpuioxkenne V. [Ipeasua ToBa KONKO € Ba)KHO J1a c€ HaAMAJsT
ONMUTHUTE BBPXY TIPHOHAYHH IKUBOTHH, B KOJIOHA 3 OT Ttabiuuara B
nputoxenue Il ca majgeHd KOHKPETHH yKa3aHUs 3a afalTUPAHETO HA HAKOU
JTAaHHU, KOETO MOKE [a HAJ0XKH H3MOJI3BAaHETO Ha TaKWBA OMUTH BBPXY
rpbOHAYHU KUBOTHU. BBB BCHYUKHM CIy4ad MpenocTaBeHaTa wHbopMaunus e
B JIOCTaTh4yeH 00eM, 3a Ja MO3BOJIM OLIEHKA Ha PHCKA, KOSATO Ja TOKaxe, ue
MocoYeHHTe B wieH 4, maparpad | KpuTepuu ca H3MBIHCHH.

3asBUTENINTE CIIEBa Jla HANPaBsT CIIPaBKa B MOJPOOHOTO TEXHHYECKO PBKO-
BOJICTBO OTHOCHO NPHJIAraHEeTO Ha HACTOSIIOTO NPHIIOKEHHE U MOArOTOBKAaTa
Ha JIOCHETO, OCOYEHO B WieH 6, maparpad 1, OykBa a), KoeTo MOxe 1a Obie
HaMepeHo Ha yeOcaiita Ha ATeHUUSTA.

3asBUTENAT € 33JbJDKEH Jla 3al04He KOHCYNTAlMs NPeAu I0JaBaHe Ha 3asB-
nernero. OCBEH 3aIb/DKEHHETO, ONpEAeiIeHO B wieH 62, maparpad 2,
3asABUTEIAT MOXE Ja Ce KOHCYJITHpPa M C KOMIICTCHTHHS OpraH, KOWTO Iie
OLICHSIBA JIOCHETO, MO OTHOLICHHE HA MNPEJIOKCHUTE H3MCKBAHMS 3a TIPEea-
ocTaBsiHe Ha MH(OPMALMS M IO-CHELMATHO HA ONMTHTE BBPXY I'PBOHAYHU
JKMBOTHH, KOMTO 3asBUTEIIST Mpeyiara 1a U3BBPIIH.

Moxe ma ce Hamoxu na Oble MPEAOCTaBeHa NOMBIHHUTENHA HH()OPMAINS,
ako ¢ HeoO0XOoOMMO [a Ce W3BBPUIM OIICHKAara, II0COYCHa B WIEH 8,
naparpag 2.

BxirouBa ce HOIIpO6H0 U IIBJIHO ONMCAaHUE Ha U3BBPUICHUTE WU ITUTUPAHUTE
HU3CIICABAHUA W HA HU3IOJ3BAHHUTE METOAU. BaxHno ¢ Jla C€ HallpaBu HE00X0-
JUMOTO HaAJIMYHUTE JAaHHU Ja Ca NPECACTABUTECIHH U NOCTAThYHO KA4YC€CTBCHH,
3a Jda OTTOBOPAT Ha H3UCKBAaHUATA. CJ'Ie,HBa Jla C€ IPEACTaBAT W [JOKasa-
TEJICTBA, 3a MOa C€ IOKaXe, Y€ AaKTUBHOTO BEIIECTBO, BBPXY KOCTO Ca
M3BBPUICHU ONUTHUTE, € CHIIOTO KaTO TOBA, 3a KOETO € Qi) IOJaICHO 3asAB-
JICHUETO.

3a mpeacTaBsHE HA JIOCHETaTa 3aJBIDKUTENIHO Ce H3MOJi3Bar (opMaTute,
npemocraBeHn oT Areniusara. OcBeH Tsx TpsOBa na ce m3nomsea u [UCLID
32 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
yeOcaiiTa Ha AreHiusra.
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5. I/ISHI/ITBaHI/IﬂTa, NpeACTaBCHU C LIS ITOJyJaBaHE Ha 0,H06peHI/I€ Ha aKTUBHOTO

BEIECTBO, C€ MPOBEXKJIAT B CHOTBETCTBHE C METOAUTE, ONMCAHHU B Pernament
(EO) Ne 440/2008 na Kommcusara or 30 mait 2008 r. 3a ompenensHe Ha
METOIH 3a u3NuTBaHe B choTBeTcTBHE C Permament (EO) Ne 1907/2006 na
EBponeiickuss mapnameHT M Ha CbhBeTa OTHOCHO PETHCTpALlMATA, OLCHKATa,
paspemraBaneto u orpanndaBanero Ha xumukamun (REACH) ('). Boopexkn
TOBa, aKO JAJeH METOJ € HEMOAXOMSL WIM He € OIKCaH, Ce H3IO0NI3BaT
JIPYTH METOJM, KOUTO ca TOIXONAIM OT HaydyHa TIJIe[Ha TOYKa, IO
BB3MOXKHOCT MEXAYHApOAHO INpPU3HATH, U YMATO LENeChOOpPa3HOCT TpsOBa
na e obocHOBaHa B 3asBiIeHHeTo. Koraro MeromuTe 3a M3NHMTBaHE ce
npujiaraT 3a HAaHOMATepHallk, Ce TNPEeNOCTaBs OOSICHEHHE HAa Hay4yHATa MM
1eIech00Pa3HOCT 32 HAHOMATEPHAIINTE, U, IPH LENeChoOPa3HOCT, HAa TEXHH-
YeCKOTO aJalTHPaHe/TIPUCTIOCO0sIBaHe, KOETO € HANpaBeHO C LeN Ja ce
OTrOBOPH Ha cHelU(HYHUTE XapaKTEPUCTUKHM HA TE3M MaTepUalH.

IlpoBeneHuTe M3NMTBAaHUS ClelBAa Ja ca CbOOpPA3eHH CBbC CHOTBETHUTE
U3UCKBAHMS 3a 3allMTa Ha Ja0OpPATOPHUTE S>KUBOTHH, OIpEJEICHH B
JupexruBa 2010/63/EC na EBpomelickust mapnameHT M Ha CbBera oOT
22 centemBpu 2010 r. OTHOCHO 3alIMTaTa HA XXUBOTHHUTE, M3IOJI3BAaHU 3a
Hay4yHd uend (?), a IpU eKOTOKCHKOJIOINYHM M TOKCHUKOJIOTHYHN H3MHTBaHMUSI
— ¢ poOpata aboparopHa npakTuka, onpeneneHa B upexrusa 2004/10/EO
Ha EBponeiickus nmapinament u Ha CobBera ot 11 despyapu 2004 r. oTHOCHO
XapMOHM3MpaHE Ha 3aKOHOBHUTE, IIOJ3aKOHOBUTE W aJAMMHHMCTPATHBHUTE
pasnopenOu, CBbP3aHM C MpHIAraHeTo Ha IPUHIMIMTE Ha Jo0pa Jabo-
paTopHa MpaKTHKa M BepU(ULUPAHETO HA TIAXHOTO IpUIAraHe IIpu
M3NMTBAHMS HAa XHUMHYECKH Bemiectsa (?), WIH C JPYyrH MEXIyHapOIHH
CTaHJApTH, NPU3HATH 3a eKBuBaJeHTHH oT Komucusrta uiam ot AreHuusra.
W3nurBanusTa 3a pU3NKOXMMHYHHUTE CBOICTBA M JaHHHUTE 32 BEILECTBOTO OT
3HauUECHHE 3a 0€30I1aCHOCTTA CJIE/Ba Ja CE U3BBPIIBAT IIOHE B ChOTBETCTBHE C
MEXTyHApOIHHUTE CTAHIAPTH.

Ilpu wu3BBpIIBaHE Ha W3MUTBaHe, TpsAOBA Ja ce MPEICTaBH IMOAPOOHO
omucanue (cnenuUKANMsA) Ha M3MOJI3BAHOTO AKTHBHO BELIECTBO U
HEroBHUTe NpuMecH. V3nmuTBaHeTo ciieqBa Jla ce M3BBPIIBA, KaTO aKTHBHOTO
BEILIECTBO € BbB BUJA, B KOMTO € NMPOM3BEJCHO, WM B CIIy4ail Ha M3MUTBaHE
Ha HAKOM (pU3MYHHM WM XMMHYHHM CBOWCTBa (BXK. yKa3aHMATa B KOJOHA | oT
Tabiuiara) — ¢ npedrcTeHa (GopMa Ha aKTHBHOTO BEIIECTBO.

Korato chluecTByBaT JaHHHM OT M3MMTBAHMS, MMOJydYeHH mpeau | cenreMBpu
2013 r. upe3 MmeroaM, pasnuyHH OT wu3noxenure B Permament (EO)
Noe 440/2008, amekBaTHOCTTa Ha TE3M JAaHHM 3a ICJINTE HA HACTOSIIUS
periaaMeHT W HeoOXOAMMOCTTa OT HOBH M3IHMTBaHHs ChOOpa3HO PeriameHt
(EO) Ne 440/2008 Tpsi6Ba na ObOAT yCTAHOBEHM 3a BCEKM OTHENEH Cllydail OT
KOMIIETEHTHHSI OpraH Ha CBhOTBETHATa JbpiKaBa-wieHKa, KaTo ce B3eMe
npeaBua, Hapex C Jpyrd (akTop, HEOOXOOUMOCTTa OT CBEXIAaHE [0
MHHHMYM Ha H3MUTBAHETO BbPXY I'PHOHAYHH JKMBOTHH.

HoBute n3nuTBaHMs, B KOUTO y4acTBaT rPbOHAYHU JKUBOTHH, CE MPOBEKIAT
KaTo MOCJEAHa BB3MOXKHOCT 3a ChOOpa3siBaHEe C HM3MCKBAHMATA 3a TIPEA-
OCTaBsiHE Ha JaHHM, OINpEICICHH B HACTOSIIOTO MPUJIOKEHHE, KOraTo
BCHYKHM OCTaHAIM M3TOYHHLM Ha HHpOpMalMs ca OWIM H34YepHaHu.
W30srBar ce ChIIO M3NUTBAaHUS MH BMBO C KOPO3WBHH BELIECTBA NPH HHUBA
Ha KOHIEHTpALM/103a, NPHYMHSIBAIM KOPO3HUBHOCT.

JUSUT 1
XMMHWYHHI BEHIECTBA

OCHOBHM ¥ JONBJHUTEJIHU JAaHHU 32 AKTHBHUTE BeleCTBA

Mudopmanusra, u3ncKkBaHa KaTo 00OCHOBKA 3a 0J00psBaHE HA JaJCHO aKTHBHO
BEIIECTBO, € N30pOeHa B TabiMIaTa Io-J0Iy.

(
(
(

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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VYcnoBusita, IpH KOMTO HE CE M3HMCKBA ONPENEICHO HM3IHMTBAaHE, NPEABUICHH B
CHOTBETCTBAIIMTE MeToan 3a m3nuTBaHe B Permament (EO) Ne 440/2008 u xonto
HE ce IOBTapsT B KOJOHA 3, CBIIO CE MpHarar.

Komona 3
CrieunuuHE NpaBUiIa 3a aJanTHPaHe CIPAMO

Kosona 2
craHjaprHara WHPOPMALMS OTHOCHO HSIKOU OT
Komona 1 Bcenuky gaHHM ca OCHOBHH,
M3UCKBAHUATA 3a MPEIOCTABSIHE Ha
M3uckBana uHpOpMAIHs: OCBEH aKO He ca OTOeNs3aHu

nH}OpMaNus, KOMTO MOXE Jla Hajarat
U3M0N3BAHETO Ha M3MUTBAaHE BBPXY TPHOHAUHU
JKUBOTHU

KaTO JOMBIIHUTCITHA

1. 3ASABUTEIL

1.1. Nwme u agpec

1.2. JIume 3a KOHTaKT

1.3. IIpousBonuten Ha aKTHUBHOTO

BCLICCTBO (HAMMCHOBAHHE, aJpec H
MECTOHAXOXJICHHE Ha 3aBoja(uTe)
rpou3BoAUTEN(H)

2. WJIEHTUYHOCT HA AKTHBHOTO
BEIIECTBO

B TO3M pasgen ce naBa JOCTaThYHO
uHpopMaLHs 3a AKTHBHOTO
BEIECTBO, 33 Ja MOXe TO 1a Oblae
UICHTUGUIMPAHO. AKO € TeXHHYECKU
HEBBH3MOXKHO HJIHM aKO HsMa Hay4HOO-
0OCHOBaHa HEOOXOAMMOCT OT Mpea-
ocTaBsiHe Ha HH(opManus Mo egHa
WIH TI0BEYe OT TOYKUTE MO-J0JTY,
NPUYUHHUTE SICHO CE€ TTOCOYBAT.

2.1. OO0u0 HaNMEHOBaHHE, MPEUIOKEHO
wm npuero oT ISO wmm cuHOHUMU
(oOMuaiiHO HaMMEHOBAHHE, THPrOBCKO
HaMMCHOBAaHHUE, CHKpAICHHUE)

2.2. XUMHAYHO HaWMCHOBaHHE (CBITACHO
HomeHkiarypara Ha IUPAC u CA
Wi  JIpyro(n)  MeXAyHapoIHO(H)
XUMHYHO(¥W) HauMEHOBaHUE(S)

2.3. Howmenknarypen(n)  xoxm(oBe) Ha
TIPOM3BOTUTEIIS
2.4. Homep mo CAS mmoc nHomepa EO,

INDEX u CIPAC

2.5. MonekynHa U CTpyKTypHa (opmyna
(BxutounrtenHo Hotanus o SMILES,
aKO UMa TaKaBa U € MOAXOJAIIA)

2.6. Wudopmarms 3a onTHYHATa aKTHBHOCT
U ITBJIHA TOAPOOHOCTH 32 W30MEPHUSI
ChCTaB (aKO € MPUIIOKUMO U YMECTHO)

2.7. MonapHa Mmaca

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

U3XOJHUTE MaTepuald U Pa3TBOPH-
TEIMTE, KaKTO M JOCTAaBUHULH, CHELH-
(duKauuMK U NpeoCTaBsHE Ha Iazapa
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Komnona 1
W3ucksana nrpopmarms:

Kosnona 2
Beuuku aHHM ca OCHOBHH,
OCBCH aKO He ca OTOeNsA3aHu
KaTo JONBJIHUTCIIHA

Kosnona 3

CrnenupuyHN NpaBuUiIa 3a aJanTHpaHe CHPSIMO
cTaHAapTHaTa MH(POPMAIMS OTHOCHO HSKOU OT

W3UCKBaHUATA 3a NPEIOCTaBAHE Ha
I/IHCbOpMa]_[I/Iﬂ, KOMUTO MOXE Jla Hajarat

M3I0JI3BAHETO HA M3MHTBAHE BbPXY IPHOHAUHH

XKUBOTHH

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 IpaHHIa

2.10.

WnentnanocT Ha €BEHTYaJIHI
npuMecd U 100aBKH, BKIIOYHUTEIHO
CTPaHWYHU MPOJYKTH OT CHHTE3a,
ONTHUYHH HU30MEPH, TPOAYKTH OT
pasrpaxJaHeTo (ako BELIECTBOTO €
HECTaOUIIHO), Hepearupaiu U KpaiHu
TpyI¥ M T.H. OT NOJMMEPU M HEpea-
rupaid u3xoxHu marepuanu or UVC
BEILECTBA

2.11.

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

2.12.

[Iponsxox Ha €CTECTBEHOTO AaKTUBHO
BEIECTBO WJIM HAa IpeKypcopa(ute)
Ha AaKTUBHOTO BEIIECTBO, HAlpuUMep
€KCTPaKT OT I[BETE

OM3NIHHN 140 XUMHWYHHN
CBOMCTBA HA AKTHBHOTO
BEIIECTBO

Bouuen Bug (1)

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

DU3NYHO CHCTOSHHE (HAIP. BUCKO3HO,
KpucranHo, Ha npax) (mpu 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 kurnere (%)

3.5.

OTHOCHTENHA TUTBTHOCT (%)

3.6.

Januu 3a cnekrbpa Ha abcopOupane

(UV/VIS, IR, NMR) wu m™acoB
CIIEKTBpP, KOCHHIMEHT Ha MOJapHa
abcopOrust npu orpesieeH:
IBIDKMHA HA BBIHATA, KOraro e

yMecTHO (%)

3.7.

IMapuo nansrasue (%)
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Komnona 1
W3uckBana uH(pOpMaLms:

Kosnona 2
Beuuku naHHM ca OCHOBHH,
OCBCH aKO He ca OTOeNsA3aHu
KaTo JONBJIHUTCIIHA

Kosnona 3

CrnenupuyHN NpaBuUiIa 3a aJanTHpaHe CHPSIMO
cTaHAapTHaTa MH(POPMAIMS OTHOCHO HSKOU OT

W3UCKBaHUATA 3a NPEIOCTaBAHE Ha
I/IHCbOpMa]_[I/Iﬂ, KOMUTO MOXE Jla Hajarat

M3I0JI3BAHETO HA M3MHTBAHE BbPXY IPHOHAUHH

XKUBOTHH

3.7.1. Axo Moxe ga Obae HU34YKCIIEHA,
KOHCTaHTaTa II0 3aKOHa Ha XEHPHU
TpssOBa BUHATH 1a ObJE MOCOYCHA 3a
TBBPJHUTE BEIIECTBA U TCYHOCTHUTE.
3.8. IToBbpXHOCTHO HampesxeHue (%)
3.9. PasztBopumocT BbB Boza (%)
3.10. Koedurmenr Ha  pasmpenencHue
(n-0KTaHOJI/BO/IA) M 3aBUCHMOCTTA MY
or pH ()
3.11. Tepmu4Ha CTaOMIHOCT, MICHTHYHOCT
Ha TPOJYKTHTE OT pasmnagaHeto (%)
3.12. PeakTHBHOCT cnpsiMO MaTepuajla Ha
chla
3.13. JluconpanyoHHa KOHCTaHTa JIOBJIHUTEIIHUA TaHHU
3.14. I'panynomerpus
3.15. Buckosurer JIO'bJIHUTENIHN JTaHHU
3.16. Pa3tBopuMOCT B Opranu4yHH pa3TBO- | JlOMBIHUTENHH TaHHU
pHUTENIM, BKJIIOYMTEIHO BIMSHHE Ha
TeMIeparypara BBbPXY  pa3TBOPH-
mocrra (%)
3.17. CraOWIHOCT B OpraHUYHU pPas3TBO- | JIONMBIHUTEIHN AaHHU
puTenu, H3MOJ3BaHU B OWOLMIH, U
HUACHTHYHOCT Ha CBOTBCTHUTC
HPOAYKTH OT pasmagaxero (1)
4. OU3NMYHU PUCKOBE U CBHOTB-
ETHUTE UM XAPAKTEPUCTHUKHU
4.1. Excnnosusu
4.2. Bo3nnamenumu razose
4.3. Br3mnamenumu aepo3onu
4.4. Okcuaupaniy ra3ose
4.5. T'azoBe moj Hamsrane
4.6. Br3mnamMeHuMu TEYHOCTH
4.7. Bo3nnamenumu TBHPIU BeIIECTBa
4.8. CaMoOaKkTHBUpAIl C€ BEIIECTBA U
cMmecn
4.9. IMupodopun TednocTn
4.10. IMupodopuu TBBpAN BelecTBa
4.11. CamoHarpsiBali  ce  BeIIeCTBA U

cMeEcHu
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Komnona 1
W3ucksana nrpopmarms:

Kosnona 2
Beuuku aHHM ca OCHOBHH,
OCBCH aKO He ca OTOeNsA3aHu
KaTo JONBJIHUTCIIHA

Kosnona 3

CrnenupuyHN NpaBuUiIa 3a aJanTHpaHe CHPSIMO
cTaHAapTHaTa MH(POPMAIMS OTHOCHO HSKOU OT

W3UCKBaHUATA 3a NPEIOCTaBAHE Ha
I/IHCbOpMa]_[I/Iﬂ, KOMUTO MOXE Jla Hajarat

M3I0JI3BAHETO HA M3MHTBAHE BbPXY IPHOHAUHH

XKUBOTHH

4.12.

BeHleCTBa n CMECH, KOUTO B KOHTAKT
C BOJA OTACIIAT BB3IUIaAMCHUMH
ra3oBE

4.13.

Oxkcuaupany TeUHOCTH

4.14.

OKCI/IZ[I/IpaH_II/I TBBPAU BCIICCTBA

4.15.

OpraHudHA TEPOKCHIN

4.16.

KopozuHocT 3a meranute

4.17.

JonbauutenHu GU3MYHE UHAUKATOPU
3a pHUCK

4.17.1.

Temmeparypa Ha
(TedHOCTH U Ta30Be)

camMo3ariajiBaHe

4.17.2.

OTHOCHUTENHA TeMIlepaTypa Ha caMo-
3amanBaHe 3a TBBP/IM BELECTBA

4.17.3.

OMmacHOCT OT €KCIUIO3Ms Ha npax

METOJAN 3A OTKPUBAHE U
NAEHTUOUKALIA

5.1.

AHAJIWTUYHA METOJH, BKIIOYUTEIHO
KOHTPOJIHH TTapaMeTpH, 3a OINpEeIIsHE
Ha IPOU3BEACHOTO aKTHBHO BEIECTBO
U, KOTaTo € yMECTHO, Ha CHOTBETHHUTE
OCTaThUYHH BEHIECTBA, W30MEPH U
NpUMECH Ha aKTUBHOTO BEIIECTBO,
KakTo U [J00aBKM (Hamp. CcTaOuiIm-
3aTOpH)

3a mpuMmecH, pazIMYHH OT CBIIECT-
BEHHUTE MIPUMECH, Ce MpHUJIara caMmo ako
ca>1 gkg.

5.2.

AHaTUTUYHA METOJIU 3a HaOJIIOJICHHUE,
BKJIFOYMTEIHO CTENEH Ha BB3CTaHO-
BSBaHE W TPAHUIM 33 KOJIUYECTBEHO
ompenensiHE W OTKpUBaHE  Ha
aKTHBHOTO BENIECTBO M, KOraTto €
HEO0OXOANMO, HAa HErOBH OCTaThYHU
BEIIIECTBA BBHB/BBPXY:

5.2.1.

TlouBara

52.2.

Br3nmyxa

5.2.3.

Boxpute (HOBBPXHOCTHH, MHUTEHHH U
T.H.) U CEIUMEHTHTE

5.24.

JKMBOTHHCKHUTE M YOBELIKUTE TEJICCHHU
TCYHOCTH M THhKaHHU
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Komnona 1
W3ucksana nrpopmarms:

Kosnona 2
Beuuku aHHM ca OCHOBHH,
OCBCH aKO He ca OTOeNsA3aHu
KaTo JONBJIHUTCIIHA

Kosnona 3

CrnenupuyHN NpaBuUiIa 3a aJanTHpaHe CHPSIMO
cTaHAapTHaTa MH(POPMAIMS OTHOCHO HSKOU OT

W3UCKBaHUATA 3a NPEIOCTaBAHE Ha
I/IHCbOpMa]_[I/Iﬂ, KOMUTO MOXE Jla Hajarat

M3I0JI3BAHETO HA M3MHTBAHE BbPXY IPHOHAUHH

XKUBOTHH

5.3.

AHaTUTUYHA METOJIU 3a HaOJIIOJICHHUE,
BKJIFOYMTEIHO CTEIIEH Ha BB3CTaHO-
BSBaHE W TPAHUIM 32 KOJIUYECTBEHO
ompenenasiHe W OTKpUBaHE  Ha
aKTHBHOTO BENIECTBO M, KOIaTo €
HEeO0OXOANMO, HAa HETOBH OCTaThYHU
BEIIECTBA BBB/BBPXY  XpaHH  OT
pacturteneH WIH JKHBOTHHCKH
npou3xox wid (ypaxkw € APYTH-
mpoayKTH (HE € HEeoOXOAMMO, aKo
HHTO aKTHBHOTO BEIIECTBO, HHUTO
TPETHPAHU C HEro W3JeNUs Momagat
B KOHTAKT C JKHBOTHH, OTIJICKIAHH
3a MPOHM3BOACTBO HAa XpaHa, XpaHU
OT pacTUTENeH WIH KUBOTHHCKHU
MPOM3X0A MK (ypasku)

ﬂOH'LJ’IHI/ITCJ’IHI/I JaHHH

E®EKTUBHOCT
LEJIEBHA OPTAHU3BM

CIIPAMO

6.1.

OyHKIWS, GbyHTHIHIT,
POJICHTHIIH], HUHCEKTHUIIU,
OaKTepulU W HAYMH 3a KOHTPOIL,
Hamp. MpHBIMYAHE, YHUIOKAaBaHE,
HHXUOUpaHe

Harp.

6.2.

IpeacraButeneH(Hu) opraHu3bM(MH),
KOUTO CE¢ KOHTPOJIHPAT, M 3aIIUTCHU
HPOJYKTH, OPraHU3MHU WM OOCKTH

6.3.

Bb3aeiicTBre BbpXY NPeACTABUTEIHHS
LeJIeBU OPraHU3bM WM OPraHU3MHU

6.4.

BeposiTHa KOHIEHTpanus, MpH KOSTO
e C€ M3MOI3Ba aKTMBHOTO BEUIECTBO
B NPOAYKTH M, KOraTo € YMECTHO, B
TPETHPAHU U3AENIUS

6.5.

Hauun Ha peiicTBHE (BKIIOYHMTEITHO
3a0aBeHO JeHCTBHE)

6.6.

HaHHI/I 3a eq)HKaCHOCT B IIOAKpEIa Ha
TE3U TBBPACHUS 3a 6I/IOI_H/I[[I/ITC u,
Koraro ca IomaJaCHU 3asiABJICHHA 3a
CTUKETHPAHE, 3a TPETUPAHUTE
nu3acius, BKIIOYUTCIIHO CBCHTYaJIHU
HaJINYHA CTaHAapTHHU TIPOTOKOJIH,
Ha60paTopHn HU3IHATBAaHUA Ui
TI0JIEBU CKCIICPUMCHTH, BKIHOYHUTCIHO
CKCIUIOATAllMOHHU CTaHAApTH, KOIraTo
€ YMECTHO

6.7.

Bcuukn M3BECTHH OTpaHHYCHHS Ha
euracHocTTa

6.7.1.

Wndopmanust 3a  ciayyam WM
BB3MOXKHH CIIy4al Ha pa3BHTHE Ha
PE3UCTEHTHOCT u TIOJIXOJISIIITH
CTpaTeruy 3a ynpaBJICHHE
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Komnona 1
W3ucksana nrpopmarms:

Kosnona 2
Beuuku aHHM ca OCHOBHH,
OCBCH aKO He ca OTOeNsA3aHu
KaTo JONBJIHUTCIIHA

Kosnona 3

CrnenupuyHN NpaBuUiIa 3a aJanTHpaHe CHPSIMO
cTaHAapTHaTa MH(POPMAIMS OTHOCHO HSKOU OT

W3UCKBaHUATA 3a NPEIOCTaBAHE Ha
I/IHCbOpMa]_[I/Iﬂ, KOMUTO MOXE Jla Hajarat

M3I0JI3BAHETO HA M3MHTBAHE BbPXY IPHOHAUHH

XKUBOTHH

6.7.2.

Habmronenus BbpXy HEXeNaHUTE MU
HeTpeHaMepeHuTe CTPaHUYHH
e(eKTH, HapuMep BBPXY HOJIE3HU U
JPYTH HELENeBU OPraHH3MH

MNPEJABUAEHM  YIIOTPEBM U
EKCITIO3MIIHA

7.1.

IpenBunena(u) obmact(u) Ha
ynorpeba Ha OHOLMAMTE H, KOraTto €
YMECTHO, Ha TPETUPAHUTE U3ACIINA

7.2.

IIpoxykTtoB THN WM
TUTIOBE

IPOIYKTOBU

7.3.

IonpobHo ommcanue Ha Mopena(ute)
Ha TIpelBHJCHA yHoTrpeba, BKIO-
YHUTEHO MPH TPETUPAHH H3MIEIHS

7.4.

[MoTpebuteny, Hamp. NTPOMHILICHH,
o0y4eHH  CHeHUaJUCTH,  npode-
CHOHAJIHW WM MacOBH MOTpPEOHTENN
(HempodecHOHATTHH TIOTPEOUTENN)

7.5.

[IpOrHO3HO KOIMYECTBO, KOETO MIe
ObIe MyCKAaHO TOAMINHO HA Masapa,
W KBACTO € MPWIOKHMO, 3a Mpel-
BHICHATE KATErOPMH Ha OCHOBHA
yrnorpeba

7.6.

JlaHHM 32 eKCIO3ULUATa B CHOT-
BETCTBHE C mpuioxkenue VI KkbM
HACTOAIMSA PETIIaMCHT

7.6.1.

Wudopmarus 3a eKCHO3MIHMATA HA
YOBEKa, CBBbP3aHA C IPECIBUJCHHUTE
ynorpebu U 00€3BPEeXJIAHETO HA
aKTHBHOTO BEIECTBO

7.6.2.

Hudpopmaimss 3a eKcHo3unuATa Ha
OKOJIHaTa Cpejia, CBbP3aHa C IIPEJIB-
UJIEHUTE YyHNOTpeOH U 00Ee3BPEXIaHETO
Ha aKTUBHOTO BEIIECTBO

7.6.3.

Wudopmanus 3a ekcrmo3uiusATa Ha
JKHUBOTHHUTE, OTIJICKIAHM 3a MPOU3-
BOJCTBO Ha XpaHW, W HAa XPaHUTE U
(bypaxxure, CBbp3aHa ¢ NMPEABUICHUTE
ynoTpeOH Ha aKTHBHOTO BEILECTBO

7.6.4.

Hudopmanus 3a eKCHO3ULHUATA KbM
TPETHPaHU M3NENHA, BKIIOYUTEIHO
JIAHHU 3a U3Jy’kBaHe (0T 1a00paTOpHU
M3CIIe/(BAaHHS MIIH MOJEINPAHE)

TOKCHUKOJIOI'MYEH ITPO®UIT 3A
YOBEKA 1 XMBOTHUTE, BKJIIO-
YUTEJHO METABOJIM3BM
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W3ucksana nrpopmarms:

Kosnona 3
CrnenupuyHN NpaBuUiIa 3a aJanTHpaHe CHPSIMO
CTaHJapTHATa MH(POPMAIUS OTHOCHO HSKOH OT
M3UCKBAHUATA 32 IPEIOCTABSIHE Ha
nHbOpMAaNKs, KOUTO MOXE Ja Hamarat
M3I0JI3BAHETO HA M3MHTBAHE BbPXY IPHOHAUHH
JKHUBOTHH

Kosnona 2
Beuuku aHHM ca OCHOBHH,
OCBCH aKO He ca OTOeNsA3aHu
KaTo JONBJIHUTCIIHA

8.1.

KoxxHO 1pasHeHE WM KOPO3UBHO
JICCTBHE BBPXY KOXKaTa

OneHkaTa Ha Ta3sd EKBUBAJCHTHA
TOYKa CE HU3BBPIIBA B CHOTBETCTBHE
CBhC CTpaTerusTa 3a IOCIIEIOBaTEeIHO
HU3IIUTBAHE 3a JApa3HeHus H
KOPO3MBHO JEHCTBHE BBPXY KOXKaTa,
omnpesiereHa B IPHIOKEHUETO KbM
Hacoka 3a wm3nutBaHui b.4 ,Octpa
TOKCHUYHOCT: KOXHO  JpasHero/
KOpPO3MBHO JeWcTBHE™ (IIPUIIOKCHUE
b4 xpm Permament (EO) Ne 440/
2008).

8.2.

O4HO Jpa3zHeHe

OreHkaTa Ha Ta3d EKBHBAJIEHTHA
TOYKA CE HM3BBPIIBA B CHOTBETCTBHE
ChC CTpaTerusitTa 3a IMOCIEA0BATEIHO
W3MUTBAaHE 3a OYHO Jpa3HeHe |
KOPO3HMBHO JieiicTBHE, OIpe/AeicHa B
MPUIOKEHHETO  KbM  HAcoKa  3a
m3nutBanua b.5 ,,OcTpa TOKCHYHOCT:
0YHO JIpa3HeI0/KOPO3UBHO
neiicteue” (npunoxeHue b.S5  kbM
Pernament (EO) Ne 440/2008).

8.3.

Koxna cencubunmusanus

OreHKaTa Ha Ta3W EKBHBAJICHTHA
TOYKa OOXBalla CICIHUTE IOCIC/-
OBAaTEJIHU CTalH:

1. OllcHKa Ha HAJIUYHUTE JAHHH 34
YOBEKa, )KUBOTHHUTE U AJITCPHATUBHU
JIaHHH,

2. W3NHUTBaHE UH BHMBO

IIpennounTtanusT METO/ 3a
W3MUTBAaHE WH BUBO € H3IUTBaHE
BBPXY JIOK&IHH JMM(HH BB3IH
(LLNA), BKIIOYHTEIHO, KOTIaTo €
YMECTHO, CHKPAaTECHMST BapHaHT Ha
U3MUTBAaHETO. AKO €€ H3I0JI3Ba
JIPYro M3IUTBAHE 32 KOXKHA CEHCH-
[Qzmzekinzca ce TIpe/ICTaBst
000CHOBKA.

He e HeoOxoaMmo na ce MpoBekxAa erar
2, aKo:

—  HamMYHaTa MHQOpMAIWS TTOKa3Ba, 4e
BEILIECTBOTO ClieABa 1a Objae KiacH-
(bunupaHo KaTo CEHCHOMIM3HMPAIIO
I KOPO3WBHO 33 KOXKAaTa; WIH

—  BEIIECTBOTO ¢ cuiHa KucennHa (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 CEKBHBAJICHTHA
TOYKa OOXBalla CJIEeIHUTE IMOCTE-
OBATCIIHU €TaIlu:

— OIfHKa Ha HaAJIUYHUTE TCHO-
TOKCHYHH JaHHU HMH BHUBO

— HEOOXOAWMM Ca H3MHWTBAaHE HWH
BATPO 3a TEHHM MyTalUd B
Oakrepun, [IUTOTCHETUIHO
W3NUTBAaHE WH BUTPO C KIICTKH
Ha 003alHUIM W W3NUTBAHEC WH
BATPO 3a TEHHM MyTalUd B
KIIETKH Ha O03aiiHHMIN
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— B cny!{afx’l Ha IIO3UTUBCH pE3yJiTaT
IIpU  HAKOC OT TI'CHOTOKCUYHHUTE
U3CJICABAaHUS UH BUTPO CC€ Mpea-
BHKIAT OAXO AL T'CHO-
TOKCHYHH H3IHUTBAHUA WH BHBO.

8.5.1.

H3cnenpane MH BHTPO 3a TEHETHYHA
MyTalust IpH GaKkTepuu

LluTOreHeTMYHO  W3CIHEIBAHE  HH
BUTPO C KIETKU Ha 0O3aiHUIH

WscnenBane MH BUTPO 3a TIEHHH
MYTalMU C KIETKH Ha 0o3alHMIM

8.6.

TI'enoTokcuuHO HU3CIICABAHC HUH
BI/IBOOHCHKaTa Ha Ta3u €KBHBAJICHTHA
TOYKa 06XBaI]_[a CICOHUTE TIOCICI-
OBaTCIIHU €TaIlu:

— AKO HMa IIO3UTHBCH pesyiarar
IIpU HAKOEC OT HU3CJICABaHUATAa WUH
BUTPO 3a F’€HOTOKCUYHOCT U HsAMA
HaJIMYHU  pe3yJiTaTu OT BCUC
IIPOBEICHO H3CJICABAHE HWH BHUBO,
3aABUTCIIAT npenﬂara/HpOBen(zIa
IoaxXoas1o TCHOTOKCUYHO
HU3CIICABAHE HUH BHUBO Ha
COMATHUYHH KJICTKH.

— AKo HSIKOE OT ABEeTe M3MUTBAHMS
MH BUTPO 3a TE€HHa MyTaulus €
TIOJIOKUTEITHO, ce IIpaBU
U3NUTBAaHE HH BUBO, 3a Ja ce
NpOyYd HEIIAaHUPAHUAT CHHTE3
Ha JIHK.

— B 3aBHCHMOCT OT pe3yJrTarure,
KauyeCTBOTO W IPUTOJHOCTTA HA
BCHYKH HAJIMYHHU JAHHH, MOXC Ja
¢ HEeoOXOAMMO BTOPO H3IHTBAaHE
WH BUBO Ha COMATHYHH KIIETKH.

— AKO MMa MO3MTHBEH PE3yJTar OT
HaJIMYHO H3ClIeIBAHE MH BUBO Ha
COMAaTHYHH KJIETKH, Clie[Ba Ja
Oble pasmieaH MOTEHLHANBT 3a
MYTareHHOCT TPH  3apOJUIIHU
KJICTKH Bb3 OCHOBA Ha BCHYKH
HaJMYHA JIaHHH, BKJIIOYHUTEITHO
TOKCUKOKWHETHYHUTE ITOKa3aHUs,
3a J]a ce JOKaXe, ue BEIIECTBOTO
€ CTUTHAJIO JI0 U3IUTBAHUS OpraH.
Axo He Morar Jia ObaT HalpaBeHN
KaTErOPHYHH 3aKIFOYEHHS] OTHOCHO
MYTareHHOCTTa IPH 3apOAUIIHUTE
KJICTKH, C€ IPEIBMWKAAT IOIIBII-
HUTEIHN TPOYYBaHHUSI.

JIOMBIHUTETHE TaHHA W3cnenBanero(usiTa) OOWKHOBEHO HE €
HEOOXOAMMO Jla ce MpoBeXxaa(T), aKo:

— pesyaTaTMTe ca OTPHMIATENHH 32
TPUTE M3MNMUTBAHUS MH BUTPO M aKO
B Oo3aifHuIMTe HE ca ce obpasyBanu
PHCKOBH METaOOIMUTH, MU

— ca cbOpaHM BaIMIHU MHKPOSAPEHH
JaHHH HWH BHBO OT H3CJICABAHC C
HOBTApALIA CE JO3H M MHKPOSI-
PEHOTO W3IHMTBAaHE HWH BHBO €
noAXoasAI0TO H3IIUTBAHC, KOCTO
TpaOBa 1a ce M3BBPIIM, 33 Ja Ce
M3NBIHM ~ M3HCKBAaHETO 32  TasH
uHpopmarus,

— BEILECTBOTO € MO3HATO KaTo KaHIe-
porenHo ot kareropus 1A wmm 1B
WIM MyTareHHO OT Kkareropus 1A,
1B wu 2.
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8.7.

OCTpa TOKCHYHOCT

OCBeH TIpH TIOCTHIIBAHE 110 OPAJICH ITBT
(8.7.1), 3a HerazooOpa3HM BeIIECTBa Ce
peocTaBst HHPOPMALHSTA, YIIOMEHATA
B TOYKH 8.7.2—8.7.3, 3a MoHE ol1le eIuH
ITBT Ha MOCThIIBAHE.

— M300pbTHABTOPH TBTHATIOCTHIIBAHE
me 3aBUCH OT €CTeCTBOTO Ha
BEIIIECTBOTO U OT BEPOSTHHS ITBT HA
€KCITO3HIIMS Ha YOBEKA.

— Ta3oBeTe W JIETVIMBUTE TEYHOCTH
cieiBa Ja ce MpueMaT Mo HHXa-
JIATOPEH IIBT.

— AKO  €OWHCTBEHHAT IIBT Ha
SKCIIO3UIINSI € OpaJIeH, TOraBa € Heo0-
XOIUMO Ja Cce  IpeJOCTaBH
uHpOpMaIHA caMO 3a HEro. AKO
KOXHUST WM WHXAIATOPHHUST ITBT
ca eIMHCTBEHUAT BB3MOXKEH BT Ha
EKCITO3UIIMS HA YOBEKA, TOTaBa MOJKE
oa ce TpPEABHAM W3IHUTBAHE 10
opaiteH wT. [Ipenu M3BBPIIBAHETO
HA HOBO W3IMTBAaHE HA OCTpa
JepMaiiHa TOKCHYHOCT CIIe/Ba [a CE
M3BBPIIA MH BUTPO H3IUTBAHE 3a
nepmanHo  mponukBaHe (OECD
428), 3a ma ce OIEHM BepOsSTHATA
BEJIMYMHA W TPOIICHT HAa JepMaiHa
OHOHAIMYHOCT.

— Moke ga BB3HHKHAT H3KIIO-
YHUTENHH  OOCTOSATENCTBA, NP
KOMTO  BCHYKM  IBTHIIA  Ha
EKCIIO3MIUS Ja ObJaT CYETCHH 3a
HEOOXOIMMH.

W3cnenBanero(usnta) OOMKHOBEHO HE €
HEOoOX0IMMO Ja ce IMPOBEXAA(T), aKo:

— BCLICCTBOTO € Knacm’pnunpaﬂo KaTo
KOpPO3MBHO 3a KO»Xara.

8.7.1.

ITo opanen mbT

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

UscnenBanero He € HEOOXOAUMO [a Ce
NPOBEXK/IA, AKO:

— BEIIECTBOTO € Ta3 WIA CHIHO
JICTJIMBO BCUIECTBO.

8.7.2.

Ilo HWHXAJIATOPEH BT

W3nurBaneTo 1o UHXAJIaTOPEH IIbT €
noaxoAsImo, axko IIpU CKCIo3uuusATa
Ha XOopa 4pe3 BAUIIBAHE € BB3MOXKHO
Ja Cc€ B3€MC IIOJ BHHUMAHHUC!:

— NapHOTO HaJAraHe Ha BENIECTBOTO
(neTﬂl/lBVITe BCIIIECCTBA UMaAT l'lapHO
Hansrade > 1 x 1072 Pa pu 20 °C)
W/WIi

— aKTHBHOTO BEILECTBO € Ipax, KOUTO
ChABpKA 3HAYUTEIHA IPOTOPIHUS
(Hamp. 1 TErMOBEeH MPOIIEHT)
gactui ¢ pasmep MMAD < 50
MHKPOMETpa MU

— QaKTHUBHOTO BEIIECTBO € BKIIIOYCHO
B MPOAYKTH, KOUTO cCa IIpaxo-
oOpa3sHH WIM ce [puiarar Io
HaYMH, KOWTO npezronara
SKCIO3ULHS Ha aepo30Iy,
YAaCTULM WM KaIlYuly C pasmep,
MO3BOJISAIBALL  BJAMIIBAHETO UM
(MMAD < 50 mukpomerpa)
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— MeTOABT  3a  Kiac  ,,0CTpa
TOKCHYHOCT € MPEIIOYUTAHHSAT
METOJ 3a ONpeleisiHe Ha Ta3H
€KBHBAJIEHTHA TOYKA.

8.7.3.

Ilo nepmanen mbeT

W3nuTBanero mo aepMmaleH MOBT €
HEOOXOIMMO CaMo aKo:

— HsjAMa BEPOATHOCT OT BIWIIBAHE
Ha BCHICCTBOTO, HUIIN

— HMa BEpOATHOCT OT KOHTakT C
KOJ)Kara Mpu HPOHM3BOJCTBO H/WIH
ynotpebda; u wiu

—  (UBUKOXUMHYHUTE ¥ TOKCHKOJIO-
MYHUTE CBOMCTBA IperoaraT
MOTEHIUAT 3a 3HAYMUTEIHA
abcopOuys mpe3 KokaTa; Win

— pesyjaTaTHTe OT HWH  BHTPO
H3MUTBaHEe 3a JePMaIHoO
MIPOHUKBAHE (OECD 428)
MoKa3BaT  BHCOKa  abcopOums
mpe3 KoxkaTa M JepMajiHa OHOHa-
JIMYHOCT.

8.8.

TOKCHKOKHHETHYHH M METaOOIUTHH
u3cneiBaHus pu 003aifHULIN.

TOKCHKOKHHETHYHHUTE H  MeTabo-
JMTHATE W3CIE/BAHUS ClleBa Ja
MPEIOCTaBAT OCHOBHH JIAaHHH 33
CTeNeHTa Ha abcopOuwms, pasmnpen-
eIISIHETO B THKAHUTE M CHOTBETHUTE
MeTabONUTHH BEpPHUIH, BKIIOYHTEIHO
cTermeHTa Ha OOMsHA, OBTUIIATA WU
CTeleHTa Ha OTHEJSIHE U ChOTBETHUTE
METa0OoJIUTH.

JIOU'BJIHUTEIHY TOKCUKOKMHETUYHU U
MeTa0OMUTHH  M3CNIeJBAHUA  TPH
0o3alHULIUTE

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

— ©Ma JIOKa3aTeliCTBO, 4e MeTabo-
IM3MBT TIPU IUTBXOBETE HE €
[OKa3aTeJeH 3a CKCIO3UIHUSTA
IpH X0paTa,

— HE€ MOXC Ja 61),[[6 HaripaBeHa
CKCTparoJianyss Mexay oOpaliHa
CKCIIO3UIIUA U [[epMaJIHa/I/IHXa—
JlaTOpHa CKCIIO3ULUs.

Koraro ce cunra 3a yMecTHO Ja Obae
HoJTy4YeHa uHpopmanus 3a
JnepMmanHata abcopOnms, OLEHKaTa B
Tasu  CKBUBAJICHTHA  TOYKa  ce
U3BBpIIBA, KATO  Ce  W3IMOJI3Ba
[OeTalleH MOJAXOA 3a OLEHKAa Ha
JnepMaiHaTa adbcopOmms.

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

TokcuuHOCT pu
u3jaraHe

MHOT'OKpPaTHO

Io mpuHIHMI € HEOOXOAUM CaMO eIauH
BT HA EKCIIO3HULHUS U OPATHUAT IBT €
npeAnoYnTad. B Hsikou ciydau obaue
MOJKE J1a € He0OXOAUMO a C€ OICHST
MOBEYE ITHTUINA HA E€KCITO3MIIHS.

3a omenkara Ha Oe3omacHoOCTTa 3a
morpeduTenuTe Ha AKTUBHH
BEIIECTBA, KOUTO MOTaT Ja IIOIagHaT
B XpaHarta WIH BBB (Qypaxure, €
HEOOXOAMMO  Ja  Cce  [pOBEaatr
HM3CIEIBAHMs Ha TOKCHMYHOCTTA II0
OpaJieH IbT.

WznurBanero 110 JACpMaJICH 0ObBT €
NOoAXO0O10, aKo:

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

— HiAMa BEPOATHOCT OT BIWIIBAHE
Ha BCHICCTBOTO, KAKTO H

— € H3IBIHCHO €IHO OT CICOAHUTC
YycCJIOBUA:

i) HaOmogaBa ce TOKCHYHOCT
Opy  U3IHUTBAHETO 3a OCTpa
JepMajHa TOKCHYHOCT MpH
MO-HUCKH  JI03H, OTKOJKOTO
OpH U3IUTBAHETO 3a OpaliHa
TOKCHYHOCT; WJIH

il) uHpOpMALUATa WIH JTaHHHUTE
OT M3MUTBAHETO COYaT, 4Ye
nepMmanHata  abcopOuus e
CpaBHHMA WM I0-BHCOKA OT
opayiHata abcopOLus; HiH

iil) AepMaiHata TOKCHYHOCT €
mpueta TpH  CTPYKTYPHO
MoJo0HM BelEecTsa U ce
HaONr0[aBa HAMpHUMEp TpH
[O-HUCKH JIO3H, OTKOJIKOTO
IpH M3IHMTBAHETO 3a OpaiHa
TOKCHYHOCT, WIIH AepMajHaTa
abcopOuusi € cpaBHHUMa WIH
HO-BHCOKA  OT  OpaJjHaTa
abcopOrws.

M3nuTBaHeTo MO HWHXAIATOPEH
BT € MOAXOJAIIO, aKO:

— uMa BEPOSTHOCT 3a
eKCIIO3UIHs Ha YOBEKa dYpe3
BIUIIBAHE, MMAaiKU IIPEIBHA
IIapHOTO HaJIATaHe Ha
BEIIECTBOTO (meTnuBuTE
BENIECTBA U Tra30Be MMaT
napuo Hansrane > 1 x 1072
Pa mpu 20 °C) w/mmm

— CBIIECTBYBa BB3MOXHOCT 3a
eKCIIO3ULUS HA  aepo30liH,
YaCTHIM MWIM Kal4umyd C
pa3Mep, KOHTO IO3BOJISBA
BaumBaHero um  (MMAD
< 50 mukpomerpa).

He e HeoOXomumo ja ce HPOBEXAA
U3CNeBaHC 33  TOKCHYHOCT  IIPH
MHOroKpaTtHo wusnaraHe (28 wmmm 90
JIHHU), aKo:

—  BEIIECTBOTO C€ Pasrpaxkaa He3abaBHO
M MMa JOCTaTh4yHO JIAHHHU 3a edeKTa
BbPXY LEIHS OpraHu3bM M 32
JIOKaJHUTE e(eKTH OT NpOLyKTUTE
OT PasrpakIaHeTo U HE Ce OYaKBaT
CHHEPru4HH e()eKTH; WU

—  MOXe na Obae WU3KIIIOYEHA
CHOTBETHA €KCITO3UIIMS Ha YOBEKa B
CHOTBETCTBHE C TpHiIokeHHe [V,
paszmen 3.

C men HaMansiBaHe Ha W3MUTBAHUSATA
BbPXY TIpbOHAUHM SKHBOTHM M TIIO-
CIIELIMATHO HEOOXOIUMOCTTa OT OTAEIHU
u3CIeABaHUs 33 €AMHUYHM  KpailHu
TOYKH, M3CIEIBAHUATA 32 TOKCHYHOCT
IpU NOBTAPAIIU C€ JO3U CllelBa Ja ce
OpraHu3upaT Taka, 4e J1a MpeIBHKIAT
BB3MOXHOCTTA JIa C€ U3CJIE/BAT HIKOIKO
KpallHU TOYKM B pPaMKHUTE€ Ha €IHO
U3CIIe/BaHe.
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8.9.1.

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

He e HeoOXommmo ce TmpoBexpa Kpat-
KOCPOYHO H3CJIEIBAaHE 3a TOKCHYHOCT
(28 mHm), ako:

1) chblleCTBYBa JOCTOBEPHO H3CIEABaHE
3a cyOxpoHuyHa TOoKcuuHocT (90
JIHH), TpU ycjoBHe dYe ca Ouin
U3I0JI3BaHU Hal-MOAXOAAIINTE
BUJIOBE, JI03U, Pa3TBOPUTEN U IIbT Ha
MOCTBIIBAHE;

il) yecrtotara M MPOXBIDKUTEIHOCTTA Ha
CKCIIO3MIHUATa Ha YOBEKA IIOKa3Ba, 4e
€ MOOXOMSIIO MPOBEXKIAHETO Ha II0-

IBITOCPOYHO  HW3CJIEOBaHE M €
M3MBJIHEHO  €IHO  OT  CIEIHHUTE
YCIIOBUSL:

— JIpyTH HAJWMYHU IAaHHU IIOKa3BarT,
Ye BEIIECTBOTO MOXE Ja HMa

ONaCHO  CBOMCTBO, KOETO HE
MoOXxe aa 0BJie OTKPUTO MPH KpaT-
KOCPOYHO U3ClIe/IBaHE 3a

TOKCHYHOCT, HUJIA

— HOoAXOAAIO0 MNPOCKTHPAHU TOKCH-

KOKHHETHYHU W3CIIeIBAaHUS
IIOKa3BaT HaTpyIBaHE Ha
BEIIECTBOTO WJIM HAa HETOBUTE
MeTabomuTH B oTpeieTIeHI
TBKAaHM WM  OpraHd, KOHUTO
BEPOSITHO ouxa OoCTaHaIN
HEOTKPUTH TIPH  KPaTKOCPOYHO
M3NUTBAaHE 3a TOKCHYHOCT, HO

KOMTO MOXE Ja ca MpHYhHa 3a
BpenHUTEe e(EeKTH CIel MPOABI-
JKATETHA SKCITO3UIIHS.

8.9.2.

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

He e HeoOxomumo ce  MpoBexzaa
U3CIeBaHe 338 CYyOXPOHHYHA TOKCHYHOCT
(90 mwm), ako:

— CBIIECTBYBa JIOCTOBEPHO Kpart-
KOCPOYHO H3CJICZIBAHE 332 TOKCHYHOCT
(28 mHM), MTOKA3BAMIO CHUITHA TOKCHYHU
epeKTH ChITIAaCHO KPUTEPUHTE 32
K1acu(UIEpaHe Ha BELIECTBOTO Karo
H372 wu H373 (Permament (EO)
Ne 1272/2008), 3a xoero Habmoma-
BaHoTro NOAEL-28 nuu ¢ npuarase
Ha TOAXOsI (haKTOp HA HECHUTYPHOCT
TO3BOJISBA EKCTparoaI st KBM
NOAEL-90 nau mpu chlius mbT Ha
EKCIO3UIINS; U

— CBUIECTBYBa HNOCTOBEPHO H3CIICABAHE
3a XpOHHUYHA TOKCHYHOCT, npu
ycioBue 4e ca OWIM H3I0JI3BAaHU
IO AXO AT BHUJIOBE n IIpT Ha
IIOCTBIIBAHE, HUIIN

— BELIECTBOTO € HEPEAKTUBHO, HEpas-

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

abcopOuys, HUTO JOKa3aTelCTBA 3a
TOKCHYHOCT IpH 28-THEBHOTO ,,0Tpa-
HMYEHO M3IUTBaHE, 0COOEHO aKo
TaKbB MOJIENl CE CBBpP3Ba C Orpa-
HAYCHA EKCITO3UIMS Ha YOBEKa.
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8.9.3.

Jbarocpoyno M3MIUTBAHE 3a
TOKCHYHOCT pu MHOTOKPaTHO
usnarane (> 12 mecena)

He e HeoOXomumo ja ce HpoBexkaa
IBIATOCPOYHO HU3CIEABAHE 38 TOKCHMYHOCT
(> 12 mecena), axo:

JUBJITOCPOYHATA EKCIIO3MIHST MOXKE J1a
Obe M3KIIIOUEHA U He € HaOIrogaBan
epekT OT TrpaHMYHATa J03a [OpPH
uscnensane or 90 mHM, WK

€ TpPeAnpUero KOMOMHHPAHO IIbJI-
TOCPOYHO H3CJIE/IBAHE C IIOBTAPSIIN
ce nosw/kanneporeHHoct (8.11.1).

8.9.4.

Z[OH'I:J'IHI/ITCJ'IHPI H3CJICABAHUA C
TIOBTapsALIA CE€ NO3U

JlombnHUTETHA H3CIIeABaHUSA c
MOBTApSIIIM C€ MO3H, BKIIOYUTEITHO
BbPXYy BTOPU BHA (HE Tpuzay),

U3CICABAaHUsA 3a MO-ABJBI CPOK HIN
0 pa3jIMYC€H IbT HA AAMUHUCTPHUPAHE
C€ IMpOBEXOAaT, aKo:

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

— JMICBaT JAHHM 3a HuBara 0e3
HaOsogaBaH  HeOJIaronpusiTteH
epexr (NOAEL) npu 28-nHeBHO
i 90-mHEeBHO — M3Cie/BaHE,
OCBEH aKO MPHUYMHATA 33 TOBA

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

— BeIIEeCTBA, KOHWTO HOCST TOJIO-
JKUTETHH CTPYKTYPHH CHTHAIH
3a  BB3JICHCTBHE, 3a  KOETO
IUIBXOBETEC NN MUIIIKUTE ca
HEMOAXOMAN[ WM  HEYyBCT-
BHUTEJIEH OOEKT, WK

— 0COOEHO TpPEBOXKHA TOKCHYHOCT
(HanmpuUMep ChC CEPHO3HH/TEHKKH
TIOCTIIUTIN); WIIH

— TOKa3aHuS 3a BB3JACHCTBHE, 3a
KOETO HAIMYHHUTE JaHHH ca
HEIOCTaTPYHM 32  TOKCHKO-
JIOTUYHA W/WIIM PHUCKOBA Xapak-
TepucTuka. B TakmBa cimydam
CBIOIO MOXe Ja Obpae Io-
MOJXOMSIIO HM3BBPIIBAHETO Ha
CHENUaTHA TOKCHKOJIOTHYHH
W3CIIEIBAaHMS, KOMTO HMaT 3a
meja Ja mpoydar Te3d e(eKTH
(HanmpuMep  MMYHOTOKCHYHOCT,
HEBPOTOKCHYHOCT, XOPMOHAJIHA
aKTHBHOCT); WIIN

— TpeBOra, CBbp3aHa C JIOKAJIHHTE
eeKTH, 3a KOSATO HE MOXe ja
Oblle  HM3BBPIIEHO  OXapakTe-
pH3UpaHEe Ha PUCKA Ype3 eKCTpa-
HOJalysl Ha Pa3IMyHUTE MBTHIIA
Ha TIOCTBIIBAHE, MIIU

HOHBHHHTCJ’IHI/I JIAHHH
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— ocobeHa TpeBora, cBbp3aHa C

€KCITO3HLIUATA (nanpumep
M3M0JI3BaHe B OHOLIMIH, BOJCIIO
JI0 HMBA Ha E€KCIIO3UIMs, OJHM3KH
0 HUBaTa Ha 3HAYyuMara oOT
TOKCHKOJIOTMYHA TJIEJHA TOYKa
J103a); HIH

— 1npu 28-gHeBHO Wi 90-7HEBHO

u3cnenBaHe  He ca  OWIH
OTKPUTH e(eKTH, MPOSBHIN CE
IpH BElIECTBA C sICHA BpPb3Ka B
MOJIGKYJIHaTa  CIPyKTypa  C
BELICCTBOTO, KOETO CC M3MUTBA,
161131

— H3MNOJI3BAHHUAT II'bT HA aJMHUHHUC-

TpUpaHe IpU I[IbPBOHAYAIHOTO
H3CIICIBAHE C  TOBTApAIIM  CE
031 € OMI HEmoAXoJIsll BbB
Bpb3Ka C OYaKBaHUSA IIBT Ha
€KCIIO3MLIMSA Ha 4YOBEKa M HE
MOoke Ja Obae  HampaBeHa
€KCTpanojanys Ha pasIudyHHTE
IIbTHIIA HA IOCTBLIIBAHE.

8.10.

PCHpOL[yKTI/IBHa TOKCHYHOCT

3a omneHkaTa Ha 0e30MacHOCTTa 3a
noTpeduTenure Ha AKTUBHHUTE
BEIIECTBA, KOMTO MOXE Ja IOMa[HaT
B XpaHara WIH BBB (QypaxuTe, €
HeoOXoAMMO  Ja  ce  IpoBejar
W3CIIEABAHUS 32 TOKCHYHOCT  TI0
OpaJIeH ITBT.

He e HeoOxomumo ma ce mpoBexaa
H3CIIeBaHE, aKo:

—  BEIECTBOTO € M3BECTHO KAaTO I'EHO-
TOKCUYEH  KaHIEpOreH M ca
MPUIOKEHN TIOAXOIAIM MEPKU 3a
yIpaBjIeHHe Ha PUCKA, BKIIOYUTEIHO
MEpPKH, CBbP3aHH C PENPOLyKTUBHATA
TOKCUYHOCT; WJIU

— BEIIECTBOTO € U3BECTHO  Karo
MyTareH 3a 3apOJHIIHUTE KICTKH U
ca TPWIOKCHN HOAXOAAIIN MEPKH
3a yIpaBJIeHHE Ha pPUCKA, BKIIO-
YHUTEITHO MEPKH, CBBP3aHH C PEHpo-
JIYKTHBHATa TOKCHYHOCT; WU

— BCIIECTBOTO € C HHCKAa TOKCHKO-
JIOTMYHA AaKTHBHOCT (HAMa JOKa3a-
TEJICTBA 33 YCTaHOBEHA TOKCHYHOCT
IIPH HAKOE OT HATMYHUTE M3ITUTBAHHS,
IpH yCOBHE Ye [aHHHTE ca
JOCTaTbYHO MOAPOOHM U  IIOKa-
3aTeNHN), TOKCHKOKMHETHYHUTE
JAaHHM IIOKa3BaT, 4Ye HE BH3HUKBA
abcopOuysi B OpraHu3Ma IHpH ChOT-
BCTHHTE IIBTUIIA HAa CKCIIO3MIU
(HampuMep — KOHICHTpAIlUHTe B
ia3MaTa/KppBra ca MHOJ TpaHHIaTa
Ha OTKpHBAaHE INPH H3IOI3BaHE Ha
YyBCTBUTEJICH METOA H BEIIECTBOTO
W HEroBHTE MeTa0OJHUTH OTChCTBAT
OT  ypWHaTa, OKIIbYKara  WIH
H3[MIIBAHUSA BB3AYX) H MOIEIBT Ha
ynotpeba codH, ue HsIMa 3HauMTeIHA
eKCIO3MIMsS Ha Xopara WM TS He e
3HAYUTEIIHA;
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— 33 JIQJICHO BEIIECTBO CE 3Hae, 4e OKa3Ba
BPEHO BB3CHCTBHE BBPXY ILIOAOBH-
TOCTTA ¥ OTrOBapsi Ha KPUTEPUHTE 32
KJIacu(uIMpaHe KaTo OT/IMYaBallo ce
C pENpONyKTHBHA TOKCHYHOCT OT
kareropust 1A wm 1B: ako Moxe ma
yBpemn monoBuroctta (H360F) mn
HAIMYHATE JAHHM Ca  HAIBJIHO
JOCTaThYHU 1A TIOJKPEIST CEpPUO3HA
OIICHKA HA PUCKA, HE € HeoOXOIuMO
MPOBE&KIAHETO HA  JIONBIHUTEIHA
W3MUTBAHKS 33 IUIOJOBUTOCT. TpsiOBa
na Obe TIPEABUNICHO obaue
M3IWTBAHE 32  TOKCHMYHOCT  3a
pa3BHBALIUS CE OPTaHU3bM;

— 32 JaJeHO BEIIECTBO ce 3Hae, dUe
NpPUYMHABA TOKCHMYHOCT 32 pa3BH-
BalllWsl CE OPraHW3bM M OTrOBaps Ha
KpPHUTEpUHTE 3a KIACH(UIMPAHE KaTo
OTIMYABAIO C€ C PEHpOIyKTHBHA
TOKCHYHOCT OT Karteropus 1A wmm
1B: ako Moxe pma yBpemd IUIoAa
(H360D) w HamuyHWATEe IaHHH ca
HAIBJIHO JOCTATBYHH Ja HOIKPEIIST
Cepro3Ha OLICHKA Ha PHCKa, HE € Heo0-
XOUMO TIPOBSKAAHETO HA JIOIBI-
HHUTEJIHN HM3IUTBAaHUS 32 TOKCHYHOCT
3a paszsuTHeTo. TpsaOBa ma Obae npen-
BUJCHO 00aye M3MUTBaHE 3a Bb3/eH-
CTBHETO BBPXY IUIOIOBUTOCTTA.

8.10.1.

IpenaranHo u3cieBaHe 32 TOKCHYHOCT
3a pa3BHBAlIMS CE OPTaHM3bBM, Mpel-
MOYMTAH BHJ Ca 3aifliUTe; MPEeAroyuH-
TaHHUAT BT HA TPHEMAHE € OPAJHHST.

[IppBOHAYaTHO  H3CIIEIBAHETO ce
MIPOBEX/IA C CIUH BUII.

8.10.2.

W3cnensane 32 penpoxyKTHBHA
TOKCHYHOCT B  JIBE  IOKOJEHMs
IUTBXOBE; MNPCANOYUTAHUAT IIBT Ha
MpUeMaHe € OpPAJTHHSAT.

AKO ce M3I0JI3Ba APYro M3IUTBAaHE 3a
PENpONYKTHBHA  TOKCHUYHOCT, ce
mnpencTaBs  00OCHOBKa. PasmmpeHoTto
U3IUTBaHE 3a penpoayKTHBHA
TOKCUYHOCT BBPXY €IHO IIOKOJICHHE,
npuero Ha pasHuuie OECD, ce cuuta
3a aJTePHATHBEH IOAXOX Ha H3IHT-
BaHETO BHPXY HSKOJKO IMOKOJICHHUSL.

8.10.3.

JIOITBIIHUTEITHO MPEHATATHO U3CIIe/IBaHEe
32 TOKCMYHOCT 3a pa3BUBalIus ce
opraHu3bM. PelrieHnero oTHOCHO Heob-
XOIIMMOCTTa OT TNPOBEXAaHE HA JOIbII-
HUTEJIHU M3CJICABAHKS C BTOPU BHJL I
OT MEXaHHCTUYHHU IPOYYBAHUS CIIEIBA
Ja ce OCHOBaBa Ha pesynrara OT
mbpBoTo m3rmTBaHe (8.10.1) m BcHuku
JPYTH CHOTBETHH HAJIMYHU JaHHH (T10-
CHENMATHO W3CIEABAHUSA 3a PeIpo-
JOYKTHBHA TOKCHYHOCT NPH TPHU3a4n).
[Ipeqmountan BU ca  IUTBXOBETE,
OpaJieH ITBT Ha IpUEMaHe.

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

Kanneporennoct

Bx. 8.11.1 3a u3uckBaHUsATa 32 HOBO
H3CIIeIBaHE

He e mHeoOxomuMo J1a ce mpoBexia
U3CNIeIBAaHE 32 KaHLIEPOTCHHOCT, aKo:

—  BEIIECTBOTO ¢ KIacHMHIMPAHO KaTo
MyTareH ot kareropus 1A wmm 1B.
Xwunorezata 1o noapasbupane Ou
Ouia, 4e MMa BEpOSTHOCT 3a TE€HO-
TOKCHYCH MCXAaHHU3BM 3a KaHIIC-
porenHoct. B Te3um ciyuam oOuk-
HOBEHO HE C€ WU3HCKBA MpOBE-
JKJIAHETO Ha M3IIMTBAaHE 3a KaHLe-
POTeHHOCT.

8.11.1.

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

[ln1pxoBe, HpPENNOYUTAHHAT BT Ha
npueMane ¢ opanHuAT. Ilpu npen-
JlaraHe Ha alTepHATHBEH IbT TPAOBa
na Obae mpeacraBeHa 0OOCHOBKA.

3a omeHkaTa Ha Oe30MacHOCTTa 3a
oTpeOuTemTe Ha aKTHBHHTE
BEIIIECTBA, KOUTO MOXE Ja IIOMajHaT
B XpaHaTa WIH BbB QypaxuTte, € He00-
XOINMO [Ia Ce MPOBEAAT H3CICIBAHHS
3a TOKCHYHOCT TI0 OpAJCH IIBT.

8.11.2.

WznutBaHe 3a KaHIIEPOTEHHOCT BBPXY
BTOPH BHJ

— OOHUKHOBEHO Ce MPOBEKIA BTOPO
H3CIIE/IBAaHE 3a KaHIIEPOTEHHOCT,
KaTo 3a ONHTeH BHI Ce
U3I0J3BAT MUILIKH.

— 3a oreHkara Ha 0e30MacHOCTTa
3a MOTPEOUTENNTE HA AKTHBHHTE
BEIIECTBA, KOUTO MOXE Ja
[OIaJHAT B XpaHaTa WIIH BbHB
bypaxure, € HEOOX0OAUMO Ja ce
poBear U3CIIEIBAHUS 3a
TOKCHYHOCT I10 OpaJICH IBT.

8.12.

Tloaxomstm 3ApaBHU JIAaHHH,
Ha6J'HOL[eHI/I$I U JICYCHHUE

AKo HsIMa HAJIMYHM JaHHHU, TPsOBa Ja
ce TpeacTaBH 00OCHOBKA

8.12.1.

JlanHu oT MEIUIIMHCKOTO
HaOJIOJICHUE Ha MEepCcoHajla B MPOU3-
BOJICTBEHMS OOEKT

8.12.2.

Ipexu HaOmoxeHuUs, HATP. KIMHUYHU
cllyyad M MHIMICHTH C OTpaBsHE

8.12.3.

3I[paBHI/I JAocuera OT INPOMHUIIICHU U
APYrd HaJIMYHA U3TOUYHHLA

8.12.4.

Enunemuonoruanu HU3CIICABAHUA
BBpPXY HACCJICHUETO KaTO L0

8.12.5.

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

Habumroenuss BbB Bpb3Ka ChC CEHCH-
OHIHM3aIHsITa/aIepreHHOCTTa

8.12.7.

CrennpuyHO JICYCHHE B Cilydald Ha
HELaCTeH Ciy4all 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, KOHUTO MOXKEC
oa ca HCO6XOHI/IMI/I B 3aBHCHUMOCT OT
XApakTEPUCTUKUTE W TMpE€ABUACHATA
yHOTp€6a Ha aKTHUBHOTO BE€HICCTBO.

Jlpyrv HaNWYHU JaHHHM: HAJIWYHHUTE
JAHHA OT HOBOCBH3/IAJICHU METOAU U
MOJIC)IH, BKJIIOYUTEITHO OICHKa Ha
pHCKa OT TOKCHYHOCT, Oa3upaHa Ha
BT Ha EKCIIO3WLUS, MH BHTPO U
,,OMHH" (T€HOMHH, IIPOTEOMHH, METa-
OONOMHM H  T.H.) H3CJICIBaHHUS,
OHONIOTHST HA CHCTEMHTE, H3YHC-
JIUTEJIHA TOKCHKOJIOTHS, OHOMH(OP-
MaTHKa u BUCOKOIPOTYKTUBEH
CKPUHHUHT C€ MPEICTABAT ITapajeiHo.

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

8.13.1.

DOTOTOKCHYHOCT

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

8.13.2.

IblCBI.‘)OTOKCI/I'—IHOCT7 BKIIIOUHUTCIHO
HEBPOTOKCHYHOCT 3a pa3BUBaIUsA CC
OpraHu3BM

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

— 3a wm3nurBaHWATAa 3a 3abaBeHa

HEBPOTOKCUYHOCT TIpEaInoYu-
TaHUAT BUI ca BB3paCcTHU
KOKOIIIKH.

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

AKO aKTHBHOTO BEIIECTBO € OPraHO-
(ocdopHO CheIMHEHHE WM aKO HMa
JIQHHH, Harp. [O3HABaHEe Ha
MEXaHH3Ma Ha JEHCTBHE WIM OT
W3CIIE/IBAHMUS C MOBTAPSIIM CE JI03H, 4e
aKTHBHOTO BEIECTBO MOXKE Ja HMa
HEBPOTOKCHYHM WM HEBPOTOKCHYHHU
3a  pasBHBalMs C€  OpPraHu3bM
CBOMCTBa, ToraBa Iie OBJAT HEOO-
XOIMMH JOIBJIHUTENHA HH(OpMAIms
WM CIIEUATHN U3CIICIBAHMS.

3a oreHkata Ha 0€30MacHOCTTa 3a
oTpeduTeNnTe Ha AKTHBHUTE
BEIIECTBA, KOMTO MOXE Ja MOMaJHaT B
XpaHaTa WIM BbB (Qypaxure, ¢ HE00-
XOIMMO J[a c€ MPOBEAAT HM3CJCABAHHS
3a TOKCHYHOCT 10 OPAJIeH IIBT.

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

EHnOKpHHHN HapyLIeHHs

Axo WMa JJaHHM OT W3CIEIBAaHUS WH
BUTPO, C MOBTapsIIM C€ 03U WX 3a
pEeTpOIyKTHBHA  TOKCHYHOCT, €
aKTUBHOTO BEIIECTBO MOXKE Ja HMa
CBOMCTBA, HAPYIIABAIM CHIOKPUHHATA
cHcTeMa, TOraBa ca HEOOXOINMH
JONBIHUTENHA ~ UHGOpMALMS MU
CHEIMAITHN U3CIICABAHUS 3a:

— H3ACHSABaHE HA HaYMHHTE/MEXa-
HU3MUTE Ha JICHCTBUE

— MpeIocTaBsiHe Ha  JOCTaThYHH
JIQaHHM 32 3HAYHUM BpEJICH CEKT.

3a omeHkata Ha 0€30MacHOCTTa 3a
norpebuTeINTe Ha AKTHBHHUTE
BEIIIECTBA, KOMTO MOXE J1a IOMAaJHaT B
XpaHaTa WiId BbB (ypaxure, € He00-
XOIMMO [Ia CE TMPOBEAT W3CICIBAHUS
33 TOKCHYHOCT TI0 OpaJieH ITBT.

HOHLHHI/ITCHHI/I JaHHH

8.13.4.

HmyHOTOKCHYHOCT, BKJIFOUUTEITHO
HMMYHOTOKCHYHOCT 3a pa3BHMBAIllUs ce
OpraHu3bM

Ako uma JaHHU OT H3CJICIABAaHUA 3a
KOXHa CCHCI/I6I/UII/I33.I.II/I$I, C IOBTapsIu
Ce J103u WM 3a PpeHpOAYKTHBHA
TOKCHYHOCT, 4€ AKTHBHOTO BCIICCTBO
MOXKE Ja nma HUMYHOTOKCUYHHN
CBOﬁCTBa, ToraBa ca H806XOHI/IMI/I
JOITBJIHUTEIHA I/IH(bOpMaHI/ISI I
CICIMAIIHA U3CJIICABaHUA:

—  3a U3ICHSABaHE HA HAYMHHUTE/MEXa-
HHU3MHTE Ha IEHCTBHE

— 32 NpPeIOCTaBSHE HA JOCTaThYHH
JIOKa3aTeJICTBA 33 3HAUMM BpECH
e(eKT npH YoBeKa.

3a onenkaTa Ha 6€30I1aCHOCTTA 32 IOTpPeE-
OuTenMTe HAa aKTHBHUTE BEILECTBA,
KOUTO MOXE Jia INOIajHAT B XpaHaTa
WM BbB (Qypaxure, € HEOOXOAUMO Ja
ce  IpoBeJaT  M3Cle[BaHMA 32
TOKCHYHOCT I10 OpaJIeH I1BT.

I_IOlTbJ'lHI/ITeJ'lHI/I JaHHH

8.13.5.

MexXaHUCTUYHM JaHHU — BCSAKaKBU
W3CNEABAaHMS 32  U3SCHABAaHE Ha
eeKTuTe, YCTAHOBEHH IIPH H3CIel-
BaHMATA HAa TOKCHYHOCTTA

IIOH’E-HHI/ITBHHI/I JIAaHHH

8.14.

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

ﬂOH'bJ'IHI/ITCJ'IHI/I JaHHHA

8.15.

TokcnuHM edexTH BbpXy N0OUTBKA U
JIOMAILIHUTE >KUBOTHH

IIO]TE:J'[HI/ITGJ'[HI/I JAHHH

8.16.

W3scnensanus BbpXy XpaHu u (ypaxu,
BKJIIOUHMTEIHO 32 YXUBOTHH, OTIIICKIAHU
3a MMPOU3BOJICTBO HA XpaHa, M TEXHHUTE
MPOAYKTH (MIISIKO, STHIIa ¥ MeT)

JomsnauTenHa nHpOpMaIws, CBbp3aHa
C eKCIO3WIMATA Ha YOBEKa Ha
JICHCTBUETO HAa AKTHBHOTO BEINECTBO,
KOETO Ce ChIBP)Ka B OMOLHIH.

HOHLHHI/ITCHHI/I JaHHH
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8.16.1.

HpennomeHn NIpUEMJIMBH HHBA Ha
OCTaThb4YHHU BCIICCTBA, T.C.
MakKCUMaJIHO JOIYCTUMHU TpPaHUIM Ha
OCTaThYHUTE BCIICCTBA U 000CHOBKA
Ha MPUEMJIIMBOCTTa UM

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

8.16.2.

INoBeneHne Ha OCTaTHUHHUTE BEIIECTBA
OT aKTUBHOTO BEILECTBO CIIPSMO
TPETUPaHH WM 3aMbPCEHH XpPaHU
W dypaxu, BKJIOUUTEITHO
KHHETHKa Ha eIMMHHHUpaHe

Kbaero e HeoOXxoaumo, ciieBa 1a ce
Jane OmpeleleHHe Ha OCTaThYHUS
MpoAyKT. BakHO € M ja ce cpaBHST
OCTAThYHHUTE MPOLYKTH, OTKPUTH IIPU
H3CIIEABaHMs 32 TOKCHYHOCT, C OCTa-
TBYHUTE MPOAYKTH, OOpa3yBaHH B
JKMBOTHH, OTIJISKAAHH 33  TIPOH3-
BOACTBO HAa XpaHa © B TEXHUTE
MIPOIYKTH, KAKTO U B XpaHH U (Pypaxu.

IIOHBHHHTCJ'[HI/I JaHHH

8.16.3.

O6u;  marepuaneH — OamaHc  Ha

AKTUBHOTO BCUIECCTBO

JlocTaTbyHM JaHHUM 33 OCTaTbYHMTE
BElIECTBA OT KOHTPOJIMPAHH OIHTU
BBPXY >KUBOTHH, OTIVIEXKIAHU 32 IIPOU3-
BOJCTBO Ha XpaHa, M TEXHUTE
MPOAYKTH, KAKTO U BBPXY XpaHU U
Gbypaxu, 3a Ja ce JOKaxe, 4e OCTa-
TBYHHTE BEILECTBA, KOMTO MOXE Ja
BB3HUKHAT oT npeIoxKeHaTa
ynotpeda, HsMa Ja IOpOJAT TpeBora
3a 3OpaBeTO Ha Xopara MIM Ha
KHUBOTHUTE

I_IOlTbJ'lHVlTeJ'lHI/I JJAHHH

8.16.4.

OrieHka Ha TOTEHIMAIHATA WU
JCWCTBUTEIHATAa €KCIIO3ULHUS Ha Xopa
Ha  JEHCTBHETO Ha  AKTHBHOTO
BCIIECCTBO H OCTAaTBYHHUTC BEHICCTBaA
Llpe3 XpaHVlTeJ’lHI/Iﬂ pe)KVlM HIIn
JIpPYTH ITBTHINA

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

8.16.5.

AKO  OCTarpyHHTE  BEIIeCTBA  OT
aKTUBHOTO BEILECTBO CE€ OTKPUBAT BHB
GbypaxkuTe 3a 3HAYUTEICH NEPHOJ OT
BpEME MM CE€ OTKpPHUBAT B XPaHH OT
JKHBOTHUHCKH MIPOU3XO0] cren
TpeTUpaHe Ha KUBOTHUTE, OTITICKIAHN
3a NPOM3BOACTBO HA XpaHAa, WIM HA
cpemata OKOJIO TAX (Hamp. TIPSKO
TpeTHpaHe Ha  JKUBOTHHTE WX
HETIPAKO TPeTUpaHe Ha IMOMEIICHUATA
32 OTINIEKIAHE WM OKOJIO  TSX),
TOraBa ca HEOOXOAMMH H3CIICBAHUS
3a XpaHeHeTO M MeTaboiM3Ma Ha
JNOoOHMTBKa, 33 J1a € BB3MOXKHA OLICHKa
HAa OCTaThYHUTE BEIIECTBA B XPaHUTE
OT XMBOTHHCKH IPOU3XOJ.

ﬂOH'bJ'IHI/ITCJ'IHI/I JaHHH

8.16.6.

Bo3neiictBue Ha < mpomMIUIeHaTa
npepaboTKa /WM JOMAIIHO IIPUTO-
TOBJIEHHE BBPXY  €CTECTBOTO U
KOHLICHTpAIMATa Ha  OCTAaThYHUTE
BELIECTBA OT aKTHBHOTO BEIIECTBO

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

Jlpyra HaiauuHa MH(pOpPMALHMS, KOATO
€ OT 3HaueHHe

Moxe 1a ¢ yMEeCTHO BKJIIOYBAHETO Ha
uH(pOpMaIMs OTHOCHO MUrpauusTa B
XpaHaTa, O0co0eHO B ciy4yaid Ha
TpeTHpaHe Ha MaTepuanuTe, KOHMTO
ca B KOHTAaKT C XpaHara.

HOHBHHHTCJ’IHI/I JIAHHH

8.16.8.

O06o0IIEHe ¥ OLIEHKA Ha JaHHUTE,
MIpeACTaBEeHN o pa3znmenu
8.16.1—8.16.8

BaxxHo e nga ce ycraHOBM gainu B
xpaHure (OT  JKMBOTHHCKH  WIJIU
pacTHUTENeH NPOM3X0A) ca OTKPHUTH
ChIIUTE METaOOJIUTH KaTto Te3d OT
H3CIEIBaHUATA 33 TOKCHYHOCT. B
MPOTHBEH CIy4Yail CTOMHOCTHUTE OT
olleHKaTa Ha pucka (Hamp. MAOImyc-
TUMaTa JHEBHA ]1033) HE Ca BAJIUIHH
32 OTKPHTHTE OCTaThYHH BEIIECTBA.

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

8.17.

AKO aKTHBHOTO BEIIECTBO ILE ce
M3NO0I3Ba B IPOAYKTH 3a ©Oopba
Cpelly  pacTeHHs,  BKJIIOYHUTEIHO
BOJOpacid, TOraBa ce€ HW3HCKBAT
U3IHUTBAHUS 3a OLICHKA Ha
TOKCHYHHSL e(peKT, ako HMa TaKbB,
Ha MeTabONUTHTE OT TPETUPAHHUTE
pacTeHus, KOraTo Te ca pa3jMyHd OT
TE3W HPH JKUBOTHUTE.

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

8.18.

Pesrome 3a TOKCHKOJIOTHSTAa Ha 003aii-
HULIUTE

IIpemocraBs  obma  omeHKa U
3aKJIIOYCHUE TI0  OTHOIICHHE  Ha
BCUYKM TOKCHUKOJOTHYHHM JaHHH U
BCsKa Jpyra WH(OpMaus OTHOCHO
aKTUBHOTO BEIIECTBO, BKIIOYUTEIIHO
3a NOAEL.

EKOTOKCHKOJIOI'MYHH
W3CJIEABAHUA

ToKCHYHOCT 3a BOJHHUTE OpraHu3MH

Kparkocpouno W3MUTBaHE 3a
TOKCHYHOCT BBPXY pUOU

Koraro ca HeoOXOAMMH JaHHHM OT
KPaTKOCPOYHO U3IUTBaHE 3a
TOKCHYHOCT IIpU puOM, cieiBa jaa ce
mpuiara ,,IparoB moaxoa™ (moeramHa
cTparterus).

WscnenBaneTo He € HEOOXOAMMO Oa ce
TPOBEXKIA, AKO:

— CBIIECTBYBAa BAJIUAHO IBITOCPOYHO
M3CleBAaHE Ha TOKCHMYHOCTTAa 3a
BOJHM OpPraHM3MHU NpU puduTe.

KpaTkocpoyHO M3MUTBaHE HA TOKCHY-
HOCTTa IpY BOJHU Oe3rpbOHAYHU

9.1.2.1.

Boxun 6baxu (Daphnia magna)

9.1.2.2.

Jpyru Buaose

IIOIT[:J'IHI/ITCJ'IHI/I JJAHHH
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HW3crnenpane 3a MOTHCKaHE HA pacTexa
[PH BOAOPACIH

9.13.1.

EdekT BBpXy TemmoBeTe Ha pacTex
IIPH 3€JIeHH BOJOPACIIU

9.1.3.2.

EdexT BBpPXYy TeMmoBeTe Ha pacTex
Npyd  [MAHOOAKTepUH WM TIPU
KPEMBUYHH BOJAOpACIN

9.14.1.

9.1.4.2.

BroxonnenTpanus
Meroan 3a omeHka

ExcnepumenTtanHo omnpenensHe

EKCHepI/IMCHTaHHOTO OonpeneiisHE MOXKE

na

HEC € HCO6XOI[I/IMO, aKo:

MOXe J1a Ob/ie I0Ka3aHO Bb3 OCHOBA
Ha  (U3UKOXMMUYHUTE  CBOWCTBA
(aanp. log Kow < 3) nmm apyru mgoxa-
3aTeJICTBA, Y€ BEIIECTBOTO UMa HUCHK
MOTEHIMAN 32 OMOKOHIICHTPALIHS.

IMToTuckaHe Ha MUKpOOHATa AKTHBHOCT

Hscnenanero  mMoxe ga  Obae
3aMEHEHO C M3IUTBAHE 32 HHXUOUpaHe
HAa HUTPU(UKALUATA, aKO HAIUYHUTE
JAaHHU TI0KAa3BaT, 4€ MMa BEPOSTHOCT
BEIIECTBOTO Ja € MHXUOUTOp Ha
MHKPOOHHUSI pacTex WM (QYHKLUH, B
YaCTHOCT 110 OTHOILIEHHE Ha HUTPUDH-
LUpaIuTe GakTepyu.

HOH]:J'IHI/ITQHHPI H3CJICABAHNA 3a
TOKCUYHOCT BBPXY BOAHH OpPraHU3MH

AKO pe3ynTaTtuTe OT EKOTOKCHKOJIO-
THYHHATE W3CIIC/IBAHMS, H3CIICABAHHATA
3a MOBE/ICHUETO W JKU3HCHUS LUKBI W/
W TnpeaBujeHara(ure) ymnotpeba(u)
HAa AaKTUBHOTO BEIIECTBO IOKa3Bar
PHCK 3a BOJHATAa OKOJHA cpela, WM
ako Cce  O4YaKkBa  JBJITOCPOYHA
eKCIIO3MIMS, TOraBa Ce W3BbpPLIBAT
€IHO WM IOBEYE OT H3IUTBAHUATA,
OIKCAHK B HACTOSIIHUS pa3fiel.

IIOH’E-HHI/ITBHHI/I JIAaHHH

9.1.6.1.

Jbarocpoyno M3MUTBAaHE 3a

TOKCUYHOCT TIpH pudu

a) B paHEH OKM3HEH CTaaud Ha
paszsutue (FELS)

0) KpaTKOCPOUHO  HU3MUTBaHE  3a

TOKCHMYHOCT IIpu pubu B craguit
Ha eMOpHOH U JapBa

B) U3IUTBaHE 32 pacTex Ha
FOBEHIIHH (TIOJIOBO HE3peiH) puou

T) U3CIe[BaHE HA IIBIHHA JKU3HEH
LMKDBJI NpU pubHTE

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

9.1.6.2.

JparocpouHo U3IHTBaHE
TOKCHYHOCT HpH Oe3rpbOHaYHU

3a

a) W3CIe[BaHE HA PacTeXa M Pempo-
nykuusita npu Daphnia

0) pacTex U penpoayKLHs NpU IPYTH
BuoBe (Hamp. Mysid)

B) pa3sBUTHE M TMOsBA Ha JAPYTd
BuzoBe (Hamp. Chironomus)

ﬂOH'bJ'IHI/ITCJ'IHI/I JaHHH
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9.1.7. Buoakymynupane B moaxomsnl BoaeH | JIOMbIHUTENHH TaHHA
BUJT
9.1.8. Bo3neiictBue BbpXy Apyrd HeueneBd | JIombIHUTENHH JaHHU
opraum3Mu (duopa u dayna), 3a
KOMTO C€ CYMTa, Y€ MOKe ja Obnar
H3JI0KEHU Ha PUCK
9.1.9. WscnenBane Ha OpraHusMH, KOWTO | JIOMBIHWTENIHU DaHHU
JKUBCAT B CCAUMCHTHU
9.1.10. Bw3peiicTBue BBPXY BOJHHTE | JIOMBIHUTENHN JTaHHU
MakpouTH
9.2. [TouBeHa TOKCHMYHOCT, MBPBOHAYANHHU | JIOMBIHUTENHN TaHHA
W3IHUTBAHUS
9.2.1. Bru3neiicTBue BBPXYy MOYBEHHUTE MHUK-
POOpraHU3MH
9.2.2. Bnuszue BBpXy 3eMHUTE YEepBEU HIIH
JpYrd oOMTaBalM MOYBaTa HELENeBU
6e3rppOHaYHH
9.2.3. OcTpa TOKCHUYHOCT 32 PacTeHHATA
9.3. WsnutBanuss Ha moYBaTa, ABJITrOC- | JIOMBIHWUTEIHN DaHHU
pouHH
9.3.1.  HzcnensaHe Ha penpoayKTHBHOCTTA
IpH  3€MHHM 4YepBEeHM WIM Jpyrd
obuTaBaIu ro4yBaTa HEICJICBU
0e3rpbOHaYHN
9.4. Bo3neiicTBue BbpXy NTULHUTE JIOTIBITHUTETHU TaHHU 3a exBuBajieHTHAa To4yka 9.4.3 wuscien-
BaHETO HE € HeoOXOIMMO, aKO:
9.4.1. Ocrpa opajlHa TOKCUYHOCT
— H3CHeIBaHETO 3a TOKCHYHOCT Ha
9.4.2. KparkocpouHa TOKCHYHOCT — OCEM- XpaHara g%lggBa’ " ge LGCsp
JHEBHO M3CIIEABAaHE HA XpaHaTa 3a HajBuIIasa mg/xe.
noHe enuH BuA (pa3iMyeH  OT
MUJIeTa, MaTUIH U T'BCKH)
9.4.3. Bw3geiicTBue BhpXy pa3MHOXKaBaHETO
9.5. Bru3neiicTBue BbpXy uwieHeCcTOHOTUTE | JIOMBJIHUTENHH TaHHU
9.5.1. Br3neiicTBue BppXy muenuTe
9.52.  JIpyru HeueJeBH CYXO3eMHH YJCHEC-
TOHOTH, HAllp. XUIHU BHJIOBE
9.6. buokonuenTpanus B mousaTta JIOTIBJIHUTENTHY TaHHU
9.7. broakymynupane B mo4sara JIONBIIHUTENHN TaHHU
9.8. Brmusane BBpXy aApyrm HeueneBd | JIOMBIHUTENHH TaHHU
HEBOJHU OPraHU3MH
9.9. Bw3zeiicTBue BbpXy 0o3aiHULINTE JIO'BJIHUTENIHUA JTaHHU JlanHuTe ca MOMy4YeHH OT OLCHKAa Ha
TOKCHYHOCTTA pu 0o03aifHHUIIUTE.
9.9.1. OcTtpa opaliHa TOKCHYHOCT CroOmasa ce Hali-4yBCTBUTE/IHATA
KpaiiHa ~ TOuKa  IpPH  JIBITOCPOYHO
9.9.2. Kpatkocpouna TokcHaHOCT U3MUTBAHE  HA  TOKCMYHOCTTA  NPH
6ozaitnuite (NOAEL), u3paseHa karto
9.9.3. JIBbarocpoyHa TOKCHYHOCT

mg OT U3MUTBAHOTO CherHeHne/Kg TT/1eH.
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9.9.4.

Bwb3nelicTBie BbpXy pa3MHOXKaBaHETO

9.10.

Unentudpukamust  Ha
AKTUBHOCT

CHIOKPpUHHA

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

10.

NOBEJAEHME W XMU3HEH IUKDBJI
B OKOJIHATA CPEJA

10.1.

HOBeL[eHI/Ie U JXHU3HCH IHUKBI BbBHB
BOJIaTa U CCAHMMCHTA

10.1.1.

Pasrpaxxiane, MbPBOHAYAIHH H3CIIE-
IIBaHUS

AKO M3BBpIIEHATA OIICHKA COYH, Y€ €
HEOOXOMMMO Jia Ce M3CIENBa OIbJ-
HHTEJHO PasrpakaHETO Ha BEIECTBOTO
U TPOLYKTHTE OT PAsTPaKIAaHETO My,
WIM aKO aKTHBHOTO BEIIECTBO HMa
Karo 110 ¢n1abo0  WAM  HUKAKBO
a0MOTHYHO pasrpakJaHe, ToraBa ca
HEOOXOMMMH M3IUTBAHUSTA, OMMCAHU B
10.1.3 u 10.3.2 u mpu HEOOXOAUMOCT B
10.4. M300pbT Ha MOAXOIALIOTO(UTE)
u3nMTBaHe(Ms1) 3aBUCH OT PE3YJITaTHTE
OT M3BBPILEHATA TBPBOHAYAIHA OLICHKA.

10.1.1.1.

AOuoTHYHU

a) Xwunponuza karo ¢ynkuus Ha pH
U UICHTH(DHUKALMS HA IPOIYKTUTE
OT pa3najaHeTo

— Unentudukanusara Ha
MPOJIYKTUTE OT paslaJaHeTo
¢ HeoOXO/MMa, KOTaTo TaKHBa
NPOAYKTH  IPHUCHCTBAT  BbB
BCEKHM MOMEHT Ha IIpOOOHa-
O6upane B komudecTBo > 10 %.

6) dororpancdopmanus BBB BOJA,
BKJIFOYNTEITHO HUACHTU(UKAINI Ha
HOPOAYKTUTE OT TpaHChopMalusaTa

10.1.1.2.

Buornyna

a) Jlecrma OmopasrpagumMocT

6) Ilpucsima Guopasrpagumoct (mpu
HEOOX0ANMOCT)

10.1.2.

AncopOrwms/necopouus

10.1.3.

CKOpOCT M HauMHHM Ha pasrpaxiaHe,
BKJIFOUHUTCIIHO I/I}leHTI/I(i)I/IKaLU/Iﬂ Ha
MeTa0oIUTUTE U Ha HPOAYKTHTE OT
pasrpaxaaHeTo

10.1.3.1.

Buonornyno
OTIHaABbYHU BOAH

TNpEeYUCTBaHE Ha

a) AepoOHO OmopasrpaxaaHe

I_IOlTbJ'lHVlTCJ'lHI/I JaAHHH

6) AHaepoOHO OGuOpasrpakiaHe

ILOHLJ'IHI/ITCJ'IHI/I JaHHHA

B) CuMyJlalMOHHO  W3IHWTBaHE B
NPEYNCTBATEIIHA CTAHIHS

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




02012R0528 — BG — 10.06.2021 — 005.001 — 105

Komnona 1
W3ucksana nrpopmarms:

Kosnona 2
Beuuku aHHM ca OCHOBHH,
OCBCH aKO He ca OTOeNsA3aHu
KaTo JONBJIHUTCIIHA

Kosnona 3

CrnenupuyHN NpaBuUiIa 3a aJanTHpaHe CHPSIMO
cTaHAapTHaTa MH(POPMAIMS OTHOCHO HSKOU OT

W3UCKBaHUATA 3a NPEIOCTaBAHE Ha
I/IHCbOpMa]_[I/Iﬂ, KOMUTO MOXE Jla Hajarat

M3I0JI3BAHETO HA M3MHTBAHE BbPXY IPHOHAUHH

XKUBOTHH

10.1.3.2.

Buopasrpaxmane B ciagkud BOIU

a) Uscnensane Ha aepoOHOTO
GuopasrpaxiaHe BbB BOJHA cpela

IIOHLHHI/ITBJ'IHI/I JIAHHH

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

,HOHLJIHI/ITCJ'IHI/I JaHHH

10.1.3.3.

Bropasrpaxaane B Mopcka Boja

ﬂOH'LJ’IHI/ITCJ’IHI/I JaHHHA

10.1.3.4.

BuopasrpaxxaaHe mnpH  ChXpaHsABaHE
Ha TOp

HOHBJ’IHHTCJ’IHI/I JIAHHH

10.1.4.

Ancopbuust n gecopOuusi BbB Boja/
BOJHU CCIUMCHTHH CHCTEMHU H
ancopOuus u necopOuus Ha Mmerabo-
JIUTHTE M Ha TMPOLYKTUTE OT pasrpa-
JIAHEeTO, KOraTo MMa TaKuBa

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

10.1.5.

I/I3CH€HBaHe Opu TIO0JIEBU YCJIOBHUA Ha
HaTpyINBaHCTO B CSAUMMCHTA

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

10.1.6.

Heoprannmunu  BemiecTBa:  WH(OpP-
Mamus 3a TMOBEJCHHETO M HKHU3HECHHS
IUKBJI BBB BOJlaTa

HOHBJ’IHHTCJ’IHI/I JIAHHA

10.2.

IloBenenue
rnoysara

U JKH3HCH IHKBI B

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

10.2.1.

JlabopaTopHO H3CIIeIBaHE Ha
CKOpOCTTa U HAYWHA Ha pa3rpaxkIaHe,
BKIIFOUUTEIHO HMIACHTH(UKAIUS  Ha
[POTHYAIIUTE MPOLECH M HACHTH-
(uKanusi Ha CBEHTYaJ HH METabOIUTH
U TPOAYKTH OT pasrpakJaHeTo B
JajeH TOoYBeH TUm (OCBEH 3a
pasmajaHe, koero 3aBucu oT pH)
MIPY TOJXOISIIA YCIOBHUSI

JlabopaTopHO u3cieBaHe Ha
CKOpOCTTa Ha pasrpaxJaHe IpHU TPU
JOITbIIHUTEIIHUA TOYBEHH THIIA

ﬂOH'LJ’IHI/ITCJ’IHI/I JaHHH

10.2.2.

WscnenBane mpu IOJIEBH YCIIOBHA,
JIBa TOYBEHU THIIA

HOHT:JIHI/ITCJIHI/I JIAHHA

10.2.3.

W3scnenBanust Ha HATPYINBaHETO B
noysara

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

10.2.4.

Ancopbuus u necopOiys B IOHE TPU
MOYBEHH THMA M  aacopouus |
necopbrus Ha MeTabOIMTHTE W Ha
NPOAYKTUTE  OT  pasrpaykIaHero,
KOrato MMa TaKHBa

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

10.2.5.

JlombIHUTETHI
copOrst

H3CICABAaHUA 3a

10.2.6.

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

I_IOlTbJ'lHVlTCJ'lHI/I JAHHH

10.2.6.1.

W3cnensanus 3a H3JIy’>KBaHE C IIEPXO0-
JJallTHOHHA KOJIOHA
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W3ucksana nrpopmarms:

Kosnona 2
Beuuku aHHM ca OCHOBHH,
OCBCH aKO He ca OTOeNsA3aHu
KaTo JONBJIHUTCIIHA

Kosnona 3

CrnenupuyHN NpaBuUiIa 3a aJanTHpaHe CHPSIMO
cTaHAapTHaTa MH(POPMAIMS OTHOCHO HSKOU OT

W3UCKBaHUATA 3a NPEIOCTaBAHE Ha
I/IHCbOpMa]_[I/Iﬂ, KOMUTO MOXE Jla Hajarat

M3I0JI3BAHETO HA M3MHTBAHE BbPXY IPHOHAUHH

XKUBOTHH

10.2.6.2.

HI/ISMMeTpl/ILlHVl H3CJIICABAHUA

10.2.6.3.

Wscnensanus 3a
MOJICBU yCIIOBHSI

U3NIy’KBaHE IIpU

10.2.7.

KomuuectBO W ecTecTBO Ha CBBp-
3aHUTE OCTAaThYHH BEIICCTBA

l'IpenoquBa C€ OIIPCACIISIHETO U XapaK-
TEPUCTUKUTE HA CBBP3AHUTE OCTAaTbYHU
BEIIECTBA 1a CC KOMGI/IHI/IpaT CbC CUMY-
JIAIIMOHHO U3CJIC/IBAHC B I10YBaTa.

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

10.2.8.

Jpyrn u3cienBaHus 3a pasrpakaaHe
B HOYBaTa

HOHBHHHTCJ’IHI/I JIAHHH

10.2.9.

Heoprannunu BemecTsa: HHGpopManus
3a MOBEJEHUETO U JKM3HEHHS LIUKbI B
noysara

10.3.

TloBegeHHe W JKWU3HEH IHMKBI BBHB
BB3yXa

10.3.1.

dororpancdopmanust BbB
(MeTon 3a olLeHKa)

BB3/IyXa

Unentndukanis Ha MPOAYKTUTE OT
TpaHcdopmanusTa

10.3.2.

TloBenenne © O>KU3HEH IUKBI BHB
Bb3yXa, NOI'BJIHUTCIIHU U3CJICABAHUS

ﬂOH'LJ’IHI/ITCJ’IHI/I JaHHHA

10.4.

JlonmbIHUTETHI
MOBEJCHUE U
OKOJIHAaTa cpena

H3CJICABAHUA 3a
JKHU3HCH 1IUKBI B

IIOHBJ'[HI/ITCJ'[HI/I JAHHH

10.5.

10.5.1.

JedbuHnims 3a 0CTaTh4YHO BEIIECTBO

JedbuHnnms 3a ocTaTh4HO BELIECTBO
BBB BpB3Ka C OICHKATa Ha PUCKa

HOHBJ’IHHTCJ’IHI/I JIAaHHA

10.5.2.

JedbuHnnms 3a oCTaThYHO BELIECTBO
BbB BPB3Ka C HAOIIOJCHHETO

10.6.

JlanHu OT HaOIIOIEHHETO

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

10.6.1.

B u3cnenBanusTa 3a pasrpaxxaaHeTo B
[OYBaTa, BOJATa U CEJUMEHTHTE
TpsibBa Ja Cce BKIIOYM MJIEHTH-
¢duKauus Ha BCUYKH IPOIAYKTH OT
pasrpaxaanero (> 10 %).

11.

MEPKHM, HEOBXOIUMH  3A
3ALIUTA HA XOPATA,
KUBOTHUTE W OKOJIHATA
CPEJIA

[penopbuutentu METO/IH U
MpeAna3sHu MEPKHU NPHU MaHUITYJIALMs,
ynorpeba, CbXpaHEHHE, TPAHCIOPT
WK TIOKap

11.2.

B cnyuyaif Ha mo)kap — ecTecTBO Ha
MPOAYKTUTE OT PEaKLHsATa, ra3oBe OT
H3TapsiHeTO W T.H.

CnemHu
HMHIUIEHT

MEpPKM B clayyal Ha
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Kosnona 2
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CrnenupuyHN NpaBuUiIa 3a aJanTHpaHe CHPSIMO
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M3I0JI3BAHETO HA M3MHTBAHE BbPXY IPHOHAUHH

XKUBOTHH

11.4.

BB3MOXKHOCT 3a YHHIOXKABaHE WIIN
obe33apa3siBaHe cjell 0CBOOOXKIaBaHe
BBbB HMJIH BBPXY:

a) BB3OyXa

0) BomaTa, BKIIOYHTEIHO THTEHHATA
BOJIA,

B) TouBarta

Tpouenypu 3a ympaBiicHHe Ha OTIa-
IBLIATE OT AaKTHBHOTO BEIIECTBO 32
MPOMHULUICHH WIH  TIPOGECHOHATHA
notpeduTenu

11.6.

BB3MOXKHOCT 32 NMOBTOpHA ymortpeba
WIH pEeLHKINpane

BB3MOXKHOCT 3a HEyTpalu3upaHe Ha
edexTute

11.8.

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

VcioBus 3a KOHTPOJIMPAHO H3rapsHe

11.10.

Wnentndukaumss Ha  eBEHTYAIHU
BEIIECTBA, IONAjald B oOXBara Ha
criucbk | wmm cnmewrk 11 ot mpwmio-
sxenuero kpM Jupektusa 80/68/EMO
Ha CoBera ot 17 mexemBpu 1979 1.
OTHOCHO OMa3BaHETO Ha IOJ3EMHUTE
BOOM OT 3aMbpCSBaHE, MPHYNHEHO
OT ompefeneHn omnacHu Bemiectsa (%),
Ha mnpwiokenus | wu Il xeMm
JupektuBa 2006/118/EO na Espo-
meickusl mapiamMedT U Ha CobBera OT
12 nexemBpu 2006 r. 3a oma3BaHe Ha
MOA3EMHHUTE BOJM OT 3aMbpCsiBAHE U
BJIOIIIABAHE HA CHCTOSTHUETO WM (%), HA
npuwioxenne | xeMm  Jlupextusa
2008/105/EO Ha EBporneiickust
napasamMeHT u  Ha  CpBeta  OT
16 mexemBpu 2008 1. 3a ompenensHe
Ha CTaHIApPTH 3a Ka4yeCcTBO Ha
OKOJIHATa cpea B 00J1acTTa Ha HOJH-
THKaTa 3a BoAuTe (°), HA MPHIOKEHHE
I, wvact b xem upextuBa 98/83/EO
nimn Ha npuinoxkenus VI u IX xbMm
Jupextusa 2000/60/EO.

12.

KIIACUDPUIIUPAHE, ETUKE-

THUPAHE W OITAKOBAHE

12.1.

Jla ce mocoyaT €BEHTYaJHO ChILECT-
ByBallld KJIacU(UKALUSA M  eTUKe-
THpaHe.
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Kosnona 3
Konona 2 CrnenupuyHN NpaBuUiIa 3a aJanTHpaHe CHPSIMO
CTaHJapTHATa MH(POPMAIUS OTHOCHO HSKOH OT
Kosona 1 Beuuku aHHM ca OCHOBHH,
M3UCKBAHUATA 32 IPEIOCTABSIHE Ha
W3ucksana nrpopmarms: OCBCH aKO He ca OTOeNsA3aHu

nH(OpMAIMs, KOUTO MOXKE Jia Hajarat
M3I0JI3BAHETO HA M3MHTBAHE BbPXY IPHOHAUHH
JKMBOTHU

KaTo JONBJIHUTCIIHU

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

OcBeH TOBa 3a BCSAKO BIMCBaHE
clefiBa Ja Cce I[ocodyaT MPHYHHHUTE,
nopagd KOUTO HE € JAajeHa KiacH-
(ukanus B onpeeseHa eKBUBaJICHTHA
TOYKA.

12.2.1. Knacupuuupane Ha pHCKOBETE

12.2.2. IluxTorpama Ha PHUCKOBETE

12.2.3. Cwurnamna gyma

12.2.4. TlpemynpexxaeHus 3a OMacHOCT

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

12.3. Crnenn¢uyHM  TpelesH  KOHICH-
TpaluM, KBICTO Ca IMPHIOKUMH,
MpOM3THYAI OT TMPHJIAraHeTo Ha
Pernament (EO) Ne 1272/2008

13. OBOBIIEHUE U OLIEHKA

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

(') TpemocraBenara uHdopMmarms cieasa ga Obae 3a MPEYUCTCHOTO AaKTHBHO BEIIECTBO OT IIOCOYCHATA CHELM(UKALNS WIM 33 HPOU3-
BEICHOTO AKTHBHO BEIIECTBO, aKO JBETE Ca Pa3IMYHU.

(*) HpenocraBenara uHpopManys cieasa Aa Obje 3a NPEYUCTEHOTO AKTHUBHO BEIIECTBO OT MOCOYECHATA CHCHU(DHUKALNS.

(®) OB L 20, 26.1.1980 ., ctp. 43.

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

(®) OB L 348, 24.12.2008 ., ctp. 84.
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JUSUT 2
MHKPOOPT AHN3MH

OCHOBHM U JAONBJHHUTEJIHH JAHHH 32 AaKTUBHHUTE BelIeCTBa

Wudopmarusita, M3uCKBaHa KaTo 000CHOBKA 3a 0JJ00psiBaHE Ha JaJ€HO aKTHBHO
BEIIECTBO, € M30poeHa B TabiumaTa mo-I0iy.

VYcnoBusita, IpH KOMTO HE CE M3HMCKBA ONpENEIeHO M3MHMTBAaHE, NPEABHICHH B
CHOTBETCTBAIMTE MeTOaU 3a m3nuTBaHe B Permament (EO) Ne 440/2008, xouto
HE ce TOBTapsT B KOJOHA 3, CBIO Ce MmpHiarar.

Kosnona 3
Konora 2 CrnenupuyHN NpaBuia 3a aJanTHpaHe CHPSIMO
CTaHJapTHATa MH(POPMAIUS OTHOCHO HSKOH OT
Konona 1 Bcuuku aHHM ca OCHOBHH,
M3UCKBAHUATA 32 IPEIOCTABSHE Ha
W3uckBaHa uH(OpMALHs: OCBEH aKO He ca OTOeNsA3aHu

nH(OpMAIMs, KOUTO MOXKE Jia HajaaraT
M3I0JI3BAHETO HA M3MHTBAaHE BbPXY IPHOHAUHH
JKMBOTHU

KaTo JON'bJIHUTCIHUA

1. 3ASABUTEI

1.1. Nwme u agpec

1.2. JIuie 3a KOHTaKT

1.3. IpousBonuren (uMme, aapec U MeCTO-
HAXOXK/ICHUE Ha IMPOU3BOACTBEHHUS
00eKT)

2. WJIEHTUYHOCT HA MUHKPOOP-
TAHU3MA

2.1. OOIOU3BECTHO ~HAUMEHOBAaHUWE HA
MHKpPOOpraHH3Ma (BKJIIOUUTEITHO
ITEPHATHBHH W TPEAUIIHA HaMMe-
HOBaHMSA)

2.2. TaxkCOHOMHYHO MME U II[aM

2.3. Pedepenten Homep Ha B3erara npoda
W Ha KyITypara, ako KyJiTypara e
Jero31paHa

2.4. Meroau, mporenypu ¥ KpPUTEpHH 3a

YCTaHOBABAHE NPUCHCTBUETO U UICH-
TAYHOCTTa Ha MUKPOOpPraHu3sMa

2.5. Criennguxanust Ha aKTUBHATa
ChCTaBKa 32 TEXHUYECKHU LIEIH

2.6. MeTon Ha MPOW3BOACTBO M KOHTPOI
Ha KauyeCTBOTO

2.7. CpabpkaHue HA MUKPOOPraHU3Ma

2.8. VneHTH4HOCT ¥ CHIOBpXKAHUE Ha
npuMecH, J00aBKM M MHKPOOpPTaH-
HU3MH — 3apa3uTeln

2.9. AnanutiyeH npoduin Ha MapTHIUTE

3. BUOJIOTMYHU CBOVICTBA HA
MUKPOOPT'AHU3MA

3.1. O6ura uabOpMaIMs 32 MHKPOOPTaH-

nu3Ma
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W3ucksana nrpopmarms:

Kosnona 2
Beuuku aHHM ca OCHOBHH,
OCBCH aKO He ca OTOeNsA3aHu
KaTo JONBJIHUTCIIHA

Kosnona 3

CrnenupuyHN NpaBuUiIa 3a aJanTHpaHe CHPSIMO
cTaHAapTHaTa MH(POPMAIMS OTHOCHO HSKOU OT

W3UCKBaHUATA 3a NPEIOCTaBAHE Ha
I/IHCbOpMa]_[I/Iﬂ, KOMUTO MOXE Jla Hajarat

M3I0JI3BAHETO HA M3MHTBAHE BbPXY IPHOHAUHH

XKUBOTHH

Hcropuueckn mperien

3.1.2. Hcropuuecku ymorpedu

3.1.3 IIpousxon, ecTecTBEH U3TOYHUK U
reorpa)cKo pasnpocTpaHeHHe

3.2. Cragnu Ha pPa3BUTHE/KU3HEH LUKBII
Ha MHKpOOpraHH3Ma

3.3. B3anmooTHomeHne c HU3BECTHH
YOBEILIKH, KUBOTHHCKH I
PACTUTENHH NAaTOreHU

3.4. Il'enetnuna crabunHoct u  dakropu,
OKa3Ballli BIUSHHE

3.5. Wudopmanust 3a mpou3BOACTBOTO Ha
MeTaboIUuTH (mo-crernuanHo HA
TOKCHHH)

3.6. IIpousBoncTBO HAa aHTUOMOTHLM U
IpYTH  aHTUMHKPOOHM areHTH |
PE3UCTEHTHOCT KBbM TSIX

3.7. YcroitunBocT KbM  (haKTOpHTE OT
OKOJIHATa cpena

3.8. JonbiaautenHa — uHpopManus — 3a
MHKpPOOpPTraHH3Ma

4. METOJIM 3A OTKPUBAHE U
NJEHTUOUKALIA

4.1. AHaJIUTHYHE METOIM 3a aHaIW3 Ha
IIPOU3BEACHUS MUKPOOPraHUu3bM

4.2. Meroau, KOHMTO Ce H3I0J3BaT 3a
HAOJIIOJICHHE C LeJ Ja Ce OIpenesirT
W HM3MEpAT OCTaThbYHUTE BEIIECTBA
(KM3HECTIOCOOHM WM HEXH3HeC-
TOCOOHN)

5. E®EKTUBHOCT CIIPSIMO
LEJIEBUSA OPTAHU3BM

5.1. DyHKIMA U HA4MH 32 KOHTPOJ, HAmp.
NPHUBINYAHE, YHHILIOKABaHEe, WHXHOM-
paHe

5.2. Wudekunosnocr, [MOTEHIIAAII 3a
Pa3npocTpaHeHHe M KOJOHU3ALUS

5.3. KonTponupan(n) npencraBUTENCH(HI)
Oprann3bM(MH) U 3alIATEHU
MPOAYKTH, OPraHU3MU MU OOSKTH

54. BruaaelicTBue BBpXy NMpeACcTaBUTEITHUS

LCJICBU OPTaHU3bM WM OPTaHU3MHU

BrageiictBue  BBpPXYy — MaTepHaiWTe,
BEIECTBATA M MPOJYKTUTE
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Kosnona 2
Beuuku aHHM ca OCHOBHH,
OCBCH aKO He ca OTOeNsA3aHu
KaTo JONBJIHUTCIIHA

Kosnona 3

CrnenupuyHN NpaBuUiIa 3a aJanTHpaHe CHPSIMO
cTaHAapTHaTa MH(POPMAIMS OTHOCHO HSKOU OT
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M3I0JI3BAHETO HA M3MHTBAHE BbPXY IPHOHAUHH

XKUBOTHH

5.5.

BepoaTHa KOHIICHTpalusa, Npu KOATO
e €€ MU3Mmoj3Ba MUKPOOPraHU3MBT

5.6.

Hauun Ha peiicTBHE (BKIIOYHTEITHO
3a0aBeHO JeiCTBUE)

5.7.

Jlannu 3a edukacHocTTa

5.8.

Bcuukn W3BECTHH OTpaHHYCHHS Ha
euxacHoCTTa

Hudopmanus 3a ciydam uim  3a
BB3MOXHH CJIyyal Ha pa3BUTHE Ha
PE3UCTEHTHOCT Ha LeJIeBUS
OpraHu3bM  WIM  OpPraHM3MH U
MOAXOJILIM CTPATEruy 3a yIpaBIeHue

HaGnronenuss Ha  HEXeNaHH WK
HETIPeIBUJCHH CTPAHUYHH e(EeKTH

Crneuupuynoct M obxBar  Ha
NPUEMHHUKA, KaKTO M Bb3JCHCTBHE
BBPXY JAPYTH BHJIOBE OCBEH LIEIECBUS
OpraHu3bM

5.9.

Meronu 3a mpenoTBpaTsABaHE Ha
3arybara Ha  BHUpPYJEHTHOCT Ha
CEMEHHHMS 3alac Ha MHUKPOOPraHH3Ma

MNPEJABUAEHM  YIIOTPEBM U
EKCITIO3HMIHA

6.1.

IpenBunena(u) obmact(u) Ha ynorpeda

6.2.

IIpomykToB THH WIM HPOAYKTOBH
THTIOBE

6.3.

ToapobHo omucanue Ha Mojen(UTe)
Ha ynorpeda

6.4.

Kareropuss morpeburenu, 3a KOUTO
MHKPOOPTaHH3MBT clieZiBa Ja Oble
0/100peH

6.5.

JlaHHU 3a €KCITO3MIMATA, 3a KOUTO Ca
MPUIOKUMH, KOraTo € yMECTHO,
METOI0JIOTHHUTE, OIMHMCAHU B
npuwioxkenue I, pasgen 5 ot
Pernament (EO) Ne 1907/2006

Hudopmanus 3a ekcro3unusra Ha
YOBEKa, CBbpP3aHa C IMPEIBUICHUTE
ynorpebu M 00€3BPEXKIAHETO HA
aKTUBHOTO BEILECTBO

Wudopmarms 3a ekcrmo3unusita Ha
OKOJIHATA Cpefla, CBbp3aHa C Mpel-
BHUJIEHHUTE YIIOTPEOH 1 00€3BPEKIAHETO
Ha aKTUBHOTO BEIIECTBO

Hudopmanus 3a ekcro3uuusira Ha
JKUBOTHUTE, OTIJIGKIAHU 3a IPOU3-
BOJACTBO Ha XPaHW, U HA XPaHUTE U
¢bypaxure, cBbp3aHa ¢ NPEABUICHUTE
ynorpebu U 00€3BpEeXKIAHETO HA
AKTHBHOTO BEILECTBO
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W3ucksana nrpopmans:

Kosnona 2
Beuuku aHHM ca OCHOBHH,
OCBCH aKO He ca OTOeNsA3aHu
KaTo JONBJIHUTCIIHA

Kosnona 3
CrnenupuyHN NpaBuUiIa 3a aJanTHpaHe CHPSIMO
CTaHJapTHATa MH(POPMAIUS OTHOCHO HSKOH OT
M3UCKBAHUATA 32 IPEIOCTABSIHE Ha
nHbOpMAaNKs, KOUTO MOXE Ja Hamarat
M3I0JI3BAHETO HA M3MHTBAHE BbPXY IPHOHAUHH
JKHUBOTHH

BB3JIEMCTBUE BHPXY 3[JPABETO
HA XOPATA U XKUBOTHUTE

W3uckBanusita 3a I/IH(l)OpMaI_[I/IH B TO3HU
pasaesl mMorar Ja ce€ ajamnrtupar B CbOT-
BCTCTBUEC CBC CHeLIH(l)I/IKaLIHI/ITC oT jsut 1
OT HACTOAMIOTO ITPUJIOKCHHUEC.

OcHoBHa uH(pOpMALHs

MenunuHcKku JTaHHA

MenuiuHCKo HabOII0IEHNE Ha
NIepCOHANa B NPOM3BOACTBEHUS 00EKT

Ha6umronenust BbB Bpb3Ka ChC CEHCH-
OunM3aIMsATa/aNepreHHOCTTa

[psiko HabmrOEHME (HAMD. KIMHUIHU
ciyJan)

Bcesiko maTtoreHHO BIMSHUE M HMHQEK-
LMO3Ha TIpOsiBA BBPXY Xopara u
Ipyrd  OO3alHMIM TIPH  HMYHOCY-
npecus

7.2.

OCHOBHHU H3CJI€IBAHUS

7.2.1.

CeHcrOumn3anus

7.2.2.

OcTpa TOKCHYHOCT,
HH(EKIHO3HO BIHSHHC

INaTOrCHHO U

7.2.2.1.

OCTpa opaJiHa TOKCUYHOCT, I[TIaTOI'€HHO
u I/IHqJCKI_[I/IOSHO BJIMSIHUE 110 OpaJieH
oeT

7222.

Octpa UHXalaTOpHA  TOKCHYHOCT,
MATOTEHHO W WHGEKIMO3HO BIUSHIE
3a Gemmre apoboBe

ﬂOH'LJ’IHI/ITCJ’IHI/I JaHHH

7.2.2.3.

Enuanyna
MOIKOXHA J103a

UHTpanepUTOHeanHa/

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

7.2.3.

W3nurBanus wH BUTPO 3a T'CHOTOK-
CHUYHOCT

7.2.4.

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

7.2.5.

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

HOHT)JIHI/ITCJ'IHI/I JIAaHHA

7.2.5.1.

BoageiictBue  BBpPXY 3ApaBeTO  OT
MHOTOKpPaTHa HMHXaJIaTOpPHA EKCIO3H-
st

HOHBJ’IHHTCJ’IHI/I JIAHHH

7.2.6.

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

7.3.

Criennpuynu U3CJICABAHUS Ha
TOKCUYHOCTTa, Ha MAaTOrCHHOTO U
MH(EKIHO3HOTO BIHSHUE

I_IOlTbJ'lHVlTCJ'lHI/I JaAHHH

7.4.

'eHOTOKCHMYHOCT — H3CJACABAHUS WH
BHBO Ha COMAaTH4YHH KJICTKHU

I_IOlTbJ'lHVlTeJ'lHI/I JaAHHH

7.5.

I'eHOTOKCHUYHOCT — H3CJEABAHUS WH
BHUBO Ha 3apOJMUIIHU KJIETKHU

IIOHBJ'[HI/ITCJ'[HI/I JaHHH
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Kosnona 2
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Kosnona 3

CrnenupuyHN NpaBuUiIa 3a aJanTHpaHe CHPSIMO
cTaHAapTHaTa MH(POPMAIMS OTHOCHO HSKOU OT

W3UCKBaHUATA 3a NPEIOCTaBAHE Ha
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M3I0JI3BAHETO HA M3MHTBAHE BbPXY IPHOHAUHH

XKUBOTHH

7.6. O06o00mIeHe Ha TOKCHYHOCTTAa, Ha
MATOTEHHOTO U HMH(EKIHMO3HOTO
BIUSIHHE BBPXy OO3allHUIHTE U
o0111a OLIEHKa
7.7. OcTaTh4HHN BEUIECTBA B TpeTHpaHUTE | JlOMBIHUTEIHN TaHHU
W3JIETHs, XPaHU ¥ (QYPaKu WIN BBPXY
TAX
7.7.1. IlepcuctenTHOCT ¥ BepoOSITHOCT 32 | JlOMBJIHUTENHHM JaHHU
pa3sMHOKaBaHE B TPETUPAHH M3MIENUs,
XpaHu WA c[)ypa){m WJIA BBPXY TAX
7.7.2. WsnckBana pombiHUTENHa HHGOP- | JOMBIHUTEIHN DaHHU
Manus
7.7.2.1. HexusnecnocoOHu ocTaTbuHH | JIOMBIHUTEIHU JaHHU
BEIIECTBA
7.7.2.2. KusHecnocoOHM OCTaTHYHHU BEIIECTBA | JIOIMBIHUTEIHN TaHHK
7.8. O6o0iieHre W OleHKa Ha ocTa- | JIOMbIHUTEIHA JaHHU
TBYHHMTE BEIIECTBA B TPETUPAHU
U3JeNusl, XpaHu U Qypaxu WIH
BBPXY TAX
8. BB3AEMCTBUE BBHPXY HELEI- N3nckBanmsrta 3a wHGOpPMAIMsI B TO3H
EBUTE OPT'AHU3MU paszen MoraT Aa Cce€ ajanTHpaT B ChOT-
BETCTBHE ChC crenudukanuure ot asn 1
OT HACTOAMIOTO TPHIIOKEHHE.
8.1. Bw3zeiicteue BLPXY BOJIHUTE
OpraHu3MHu
8.1.1. Br3neiictBue BbpXy puodute
8.1.2. Bw3geiicTBue BBpPXY ClIaJIKOBOAHHUTE
0e3rpbOHaYHU
8.1.3. Bo3neiictBue BBpXy pacTexka Ha
BOJIOpACIIUTE
8.1.4. Bo3neiictBue BbpXy ApyrH pacTeHus | JIombJIHUTENHH JaHHU
OCBEH BOJIOPACIIHTE
8.2. Bru3neiicTBue BBpXYy 3€MHHUTE UYepBEH
8.3. Bb3nelictBue  BbpPXy ~ IOYBEHHUTE
MHKpPOOPTraHU3MHU
8.4. Bru3neiicTBue BBpXy NTUIUTE
8.5. Bw3gaeiicTBue BBpXy MmuesnuTe
8.6. Bro3neiictBue BBpXy ApYrd UieHEC-
TOHOTH OCBEH ITYEIIUTE
8.7. JIOIBJIHUTEIIHY U3CIEABAHUS JION'BITHUTEHY TaHHU
8.7.1. Cyx03eMHH pacTeHUs JIOrBIHUTETHE TaHHA
8.7.2. Bozaiinumm JIOBJIHUTENTHY TaHHH
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Komnona 1
W3ucksana nrpopmarms:

Kosnona 2
Beuuku aHHM ca OCHOBHH,
OCBCH aKO He ca OTOeNsA3aHu
KaTo JONBJIHUTCIIHA

Kosnona 3

CrnenupuyHN NpaBuUiIa 3a aJanTHpaHe CHPSIMO
cTaHAapTHaTa MH(POPMAIMS OTHOCHO HSKOU OT

W3UCKBaHUATA 3a NPEIOCTaBAHE Ha
I/IHCbOpMa]_[I/Iﬂ, KOMUTO MOXE Jla Hajarat

M3I0JI3BAHETO HA M3MHTBAHE BbPXY IPHOHAUHH

XKUBOTHH

8.7.3.

Jlpyru 3HaunMH BHIOBE M IIPOIECH

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

8.8.

OO6o00IIeHHe W OLIEHKA Ha Bb3JCH-
CTBHETO BBPXY HELICJICBUTE OPraHU3MU

MNOBEJAEHUE U XMU3HEH ITUKBJI
B OKOJIHATA CPEJA

nepCI/ICTeHTHOCT U pasMHOXXaBaHE

TTouBata

Bona

Br3nyxa

MobuiHOCT

O000IICHHE H  OLEHKA
JCHUETO u JKHU3HCHUSA
OKOJIHATa cpeja

Ha TII0BC-
IUKBJI B

10.

MEPKHY, HEOBXOIMMH  3A
3ALIUTA HA YOBEKA,
JXUBOTHUTE W  OKOJIHATA
CPEJIA

10.1.

[Mpenopbunrennu METO/IU u
Npena3Hu MEePKU TpU MaHMITyIalus,
CbXpaHEeHHe, TPAHCIIOPT WM TOXKap

10.2.

Cnemsu
HMHITHICHT

MEpKH B Ciydal Ha

10.3.

Ipouenypu 3a paspymaBaHe MU
obe33apassBaHe

10.4.

[Ipouenypu 3a ynpapieHHE HA OTIA-
ITBIIATE

10.5.

Ilnan 3a HaOMIOACHME HA AKTHBHHSA
MHKPOOPTaHU3bM, BKIIFOUHTEIHO MpU
MAaHUITyJIAlHs, ChXPaHEHHUE, TPAHCIOPT
u ynorpebda

11.

KIIACUOULINPAHE, ETHKE-
TUPAHE U OIIAKOBAHE HA
MHKPOOPI'AHU3MA

CBbOTBETHA PHCKOBA IpyIia, MOCOYCHA
B wied 2 ot Hdupexrusa 2000/54/EO

12.

OBOBIIEHME W OLIEHKA

OcHoBHaTa MH(OpPMAIHUS OT EKBHUBA-
JICHTHUTE  TOYKH  BBB  BCEKH
nozapasznen (2—12) ce obobmiaBa u
OLICHSABA W C€ H3TOTBS MPOEKT 3a
OLICHKA Ha PHCKa.
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IIPUJIOKEHUE 111

U3UCKBAHUSI 3A TIPEJOCTABSIHE HA HWH®OPMAIUS 3A
BUonuan

1. HacrosmoTo NpuIOXKEHHE ChIbP)KA HM3UCKBAHWSTA 34 IPEIOCTAaBIHE Ha
MH(pOpPMALHs, KOUTO Ce BKJIIOYBAT B JOCHETO 3a OHOILMAA, MPUIPYXKABALIO
3asIBJICHHETO 3a O00psBaHE HA JaJCHO aKTHBHO BEILECTBO B CHOTBETCTBHUE C
uiieH 6, maparpad 1, Oyksa 0), U B 1OCHETO, MPUAPYIKABAIIO 3asBJICHUECTO 32
paspeuieHue 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 ClajaT KbM OCHOBHUTE IaHHHU, CE
cyuTar 3a 0a30BUTE JAHHU, KOMTO IO NMPUHLMUII CJe[Ba Aa CE MPEAOCTaBST
3a BCUYKH OMOIMJIHN.

Ilo oTHOIICHHE HA TOMBIHUTEITHUTE JaHHH, JAaHHUTC, KOUTO TpHGBa Aa 6’I>I[aT
NpeaoCTaBeHU 3a KOHKPETCH 6140].“4}1, CE€ OmIpeaeiiaT, Karo C€ pasriexaa
BCEKH C€JICMCHT OT IIOCOYCHHUTE B HACTOALIOTO IMPUIIOKCHUEC NOIIBIIHUTCIHU
JaHHHU U C€ OTUMTAT, Hapea ¢ ApYyroTo, (1)PI3PI'-IHI/ITC U XMMUYHUTE CBOHCTBA Ha
IIpoAyKTa, CbhIIECTBYBALLIUTE [aHHHU, PIH(iJOpMaI_II/IHTa, KOATO € 4YacT OT
OCHOBHUTC HaHHU, U MNPOAYKTOBHUTEC THUIIOBC, KAaKTO W CBBP3aHUTEC C Ta3u
yHOTpeGa MOJCIHU Ha CKCIIO3ULHA.

B xonona 1 ot Tabnuuara B npunoxenue 111 ca najeHn KOHKPETHH yKa3aHUS
3a BKJIIOYBAHETO HAa HsAkoMm JaHHU. [Ipumarat ce cbmo M oOwWMTE CHOO-
paxceHMs 32 aJanTHpaHe Ha M3UCKBAHUATA 3a NPeocTaBsHe Ha MH(pOpMaLus,
MOCOUeHH B TpuwioxkeHue IV kbM Hacrosmus persnament. [Ipensun Toa
KOJIKO € BaKHO J]a C€ HAMAaJAT M3IUTBAHMATA BbPXY IPbOHAUHM >KUBOTHH,
B KOJIOHA 3 OT TabiMIara ca JaJeHH KOHKPETHH yKa3aHUs 3a afalTHPaHEeToO
Ha HSAKOM JIaHHM, KOETO MOXK€ Ja HaJOXKM Ja Ce H3ION3BaT TaKhBa
U3MUTBAHUS BBPXY IPbOHAYHU >KUBOTHH.

Mosxe na Obae BB3MOXKHO J1a C€ M3ITBJIHAT HAKOM OT M3HMCKBAHUSATA 3a NPEI-
ocTaBsiHE Ha HH(OpManus, HW3JIOKEHH B HACTOSIIOTO IPHIOXKEHHE, Bb3
OCHOBA Ha HaJIWYHaTa MH(OpPMAIMs OTHOCHO CBOWMCTBAaTa Ha aKTHBHOTO(WTE)
BemecTBo(a), ChABpXKAmO(M) ce B TPOAYKTa, M CBOIcTBaTa Ha HeEak-
TUBHOTO(MTE) BELIECTBO(a), BKIIOYEHO(M) B mpoxaykra. Ilo oTHomeHnme Ha
HEaKTUBHUTE BEIIECTBA, 3asBUTEINTE H3IONI3BAT HH(pOpManuATa, Ipea-
ocraBeHa UM B KOHTekcra Ha 11 IV ot Permament (EO) Ne 1907/2006,
KOraTo € LelnechoOpasHo, U MH(POPMALHATA, MPEJOCTaBeHa OT ATCHLHATa B
CBHOTBETCTBHE C wieH 77, maparpad 2, OyKBa ) OT ChIIUSI PErITAMEHT.

Korato e ymecTHO, B OIleHKaTa Ha OMOIMA KaTo ONAceH ce IpHiaraT ChOT-
BETHHTE METOJM 3a M3YMCIICHHE, U3IMOJI3BaHU 3a KIacH(pHIMpaHe HA CMECH U
ycranoBeHdn B Permament (EO) Ne 1272/2008. Te3u meronu 3a W3YUCICHHE
HEe Ce M3MO0JI3BaT, ako IO OTHOIICHHE Ha KOHKPETeH PHCK ce CuhTa 3a
BEPOSTHO BH3HUKBAHETO HA CHHEPTMYHU U AHTATOHUCTUYHM €(DEKTH MEXIY
OT/ICTHATE BELIECTBA, KOUTO C€ CHIBPKAT B MPOIYKTA.

Ha yeGcaiita Ha AreHiusra MOXe Ja Ce HAMepAT MOAPOOHM TEXHUYESCKU
HACOKH OTHOCHO TPIJIATAHETO Ha HACTOSIIOTO MPUIOXKEHHE W H3TOTBSIHETO
Ha JOCHETO.

3asBUTENAT € 33JbJDKEH Jla 3al04He KOHCYNTAlMs NPEeAu I0JaBaHe Ha 3asB-
nennero. OCBEH 3aIbIDKEHHUETO, OMpeeieHo B wieH 62, maparpad 2, 3asBu-
TEUTE MOTaT Ja Ce KOHCYITHpPAaT ¥ C KOMIICTCHTHHS OpraH, KOHTO mie
OLICHSIBA JJOCHETO, MO OTHOLICHHWE HA MNPEJIOKCHUTE H3MUCKBAaHMS 3a ITIPEa-
ocTaBsiHe Ha HWHGOPMAIMA W TO-CIICHMAJIHO Ha H3IMTBAHUATA BBPXY
rpbOHAYHU )KUBOTHH, KOUTO 3asSBHTENAT Npejulara a M3BbPIIN.

Moxe ma ce HamoXu 1a Oble IMPEAOCTaBeHA NOMBIHHUTEIHA HH()OPMAINS,
aKko € HeOOXOAMMO W3BBPIIBAHE HA OLCHKATa, MOCOYEHA B wWieH 29,
naparpa¢ 3 wim wien 44, maparpad 2.

BbB BCHUKH CiIydal MpeIocTaBeHaTa WHGOpMaLus € B JOCTaThUCH 00eM, 3a
I1a TI03BOJIM OILICHKA Ha PHCKA, KOATO Ja JOKaxe, 4e KPUTepuuTe B wieH 19,
maparpa¢ 1, O6ykBa 0) ca H3IIBIHEHH.
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BxurouBa ce HOH]JO6HO W IIBJIHO ONMCaHUE€ Ha U3BBPIICHUTE HU3CIICABAHUA U
Ha W3MOJI3BaHUTE MeTOaH. BakHO e na ce HaripaBu HCOGXOIII/IMOTO HaJIMYHUTC
JaHHU J1a Ca NPEACTAaBUTCIIHU U NJOCTATbYHO KAaUCCTBCHHU, 3a Ja OTIOBOPST Ha
HU3HUCKBAHUATA.

3a mojaBaHe Ha JOCHeTaTa c€ H3MON3BaT (OpPMATHUTE, IPEIOCTABEHH OT
Arennusara. Ocsen toBa IUCLID ce u3moji3Ba 3a T€3HW 4acTU OT JOCHUETaTa,
3a KOMTO ce oTHacsi. PopMaTuTe W JONBIHUTECIHUTE YKa3aHHUS OTHOCHO
M3UCKBAHUATA 3a IIPEAOCTaBsHE HA JaHHM M M3TOTBSIHETO HAa JOCHETaTa
MOrar Jia ce HaMepsT Ha yeOcaiiTa Ha AreHIuMsATA.

W3nuTBanusita, IPEACTABEHH C 1€ W3/aBaHe Ha paspelieHne, ce MPOBEeXIaT
B CBHOTBETCTBHE C Meromute, omucanu B Permament (EO) Ne 440/2008.
Bbpekr TOBa, ako AaJeH METOJ € HEMOIXOASIl WIM He € OIHCaH, ce
W3MOJ3BAT IPYTd METOMH, KOUTO ca MOJXOMSIIM OT Hay4yHa TIJIeJHa TOouKa,
IOpH BB3MOXKHOCT €a MEXAYHApOAHO MPHU3HATH, M YHATO LEJIECHhOOPa3HOCT
TpsiOBa 1a ObJe MOTHBHpaHa B 3asBieHHero. Korato Meroaute 3a
W3MUTBAHE Ce IpHIaraT 3a HaHOMAaTepHallM, Ce NPeJOCcTaBs OOsSCHEHHE Ha
HayYHaTa MM I1eJIeChOOPa3sHOCT MPH HAHOMATEPHATHTE, W TPH LEIeCHOO-
pa3HOCT, HAa TEXHHYECKOTO  aJanTHpaHe/pUcHoco0siBaHe, KOETO €
HAIpaBeHO C IIeJ Ja OTTOBOPST Ha CICUU(DUUHUTE XapaKTEPHUCTHKH HA TE3U
MaTepHaIH.

IIpoBeneHuTe wu3NMTBAaHUS ClIelBa Ja ca CbOOpPA3eHU CbC CHOTBETHUTE
U3MCKBAHMS 3a 3alllMTa Ha Ja0OpPATOPHHUTE S>KUBOTHH, OIpEJeIeHH B
JupextuBa 2010/63/EC, a mnpu eKOTOKCHUKOJIOIMYHM M TOKCHKOJIOIMYHU
U3NUTBAaHUsL — C JoOpara JjlabopaTopHa IIpakTUKa, OIpeIeneHa B
Jupextua 2004/10/EO unu ¢ Apyru MexIyHapOIHH CTaHIAPTH, NPU3HATH
3a eKBUBaIEeHTHU OT KommucusaTa wiM ot areHuusra. MsnurBanusara 3a Qusn-
KOXMMMYHHMTE CBOICTBAa U JIAHHHMTE 3a BELIECTBOTO OT 3HaueHHE 3a Oe3omac-
HOCTTa CJIeBa [a Ce U3BBPIUBAT IOHE B CHOTBETCTBUE C MEXIYHAPOJHUTE
CTaHAapTH.

ITpu u3BBpIIBaHE HA M3IUTBAHHUATA TPSAOBA Jla ce MPEICTaBU MOJPOOHO KOJIH-
YECTBEHO M Ka4eCTBEHO oNucaHue (CreuuduKanus) Ha U3M0I3BaHUS IPOLYKT
U HEroBUTE IPHMECH.

Koraro cobuiecTByBaT NaHHM OT M3MUTBAHMA, MONy4YeHH npeau 17 1o
2012 r. upe3 Mmerom, pazaMuHM OT u3noxeHute B Permament (EO)
No 440/2008, amekBaTHOCTTa Ha TE3M JAaHHM 3a LEIWTE HA HACTOSIIUS
periiaMeHT M HeOoOXOAMMOCTTa OT HOBH HM3IMTBAaHUS ChoOpa3sHo PeriameHT
(EO) Ne 440/2008 TpsiOBa ta ObAAT YCTAHOBEHM 3a BCEKH OTJIEJNIEH CIIy4ail oT
KOMIICTCHTHHSI OpTaH Ha JbpiKaBaTa-4JIeHKa, KaTo ce B3eMe IPE/BUJ, Hapel C
JIpyrH (akTopH, HEOOXOAMMOCTTA Jla Ce M30ETHEe HEHY)KHO W3IHTBAHE.

Hosure U3INMTBAaHUA, B KOUTO y4acTBaT Fp’b6Ha‘{HI/I JKUBOTHH, C€ IPOBEKIAAT
KaTo MOCJEAHAa BB3MOKHOCT 3a ChOOpassBaHe C HM3HCKBAaHMSTA 3a Ipel-
OCTaBsHE Ha JaHHH, OIPEICNCHH B HACTOSMIOTO NPWIOKCHHE, KOrato
BCHYKM OCTaHaIW M3TOYHHMIM Ha wWHpOpManus ca OWIM HW3YEpIaHu.
W3nutBanuss WH BHBO C KOpO3MBHHU B€LIECTBA IIpU HHBAa Ha KOHICH-
TpaLys/a03a, NPUYMHIBALIM KOPO3UBHOCT, ChIIO ce H305rBaT.
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JUUT 1
XUMWAYHU MPOTYKTH

OCHOBHH H AONMBJIHUTECTHU JaHHU 32 XUMHUYHHUTE NMPOAYKTH

B Tabnuuara mo-moiy e n3bpoeHa wH(pOpMANUATa, U3NCKBaHA 32 0OOOCHOBKA Ha
paspeliaBaHeTo Ha AajcH OUOIMI.

3a BCSAKO H3HCKBAHE 3a IIpeAOCTaBAHE Ha I/IH(i)OpMaI_II/Iﬂ, CbAbpXKaIo C€ B
HaCTOAIIOTO MNPUIIOKEHHUE, CE€ IpujiaraT M YKasaHUsATa B KOJIOHH 1 u3 or
IIPUIJIOKCHUEC Il 3a cpmIOTO M3UCKBaHE 3a TIIpeaoCTaBssHE Ha I/IHqJOpMaI_[I/ISI.

Komona 3
Konona 2 CrenubuyHn TpaBUia 3a aganTUpaHe CIOpsMO
cTaHzapTHaTta WHPOPMALMS OTHOCHO HSKOU OT
Komona 1 Bcenuky gaHHM ca OCHOBHH,
M3UCKBAHUATA 32 MPEIOCTABSIHE Ha
M3uckBana uHpopMarms: OCBEH aKo He ca OTOeNs3aHu

PIHqJOpMa]_[I/Iﬂ, KOUTO MOXKEC Jla Hajgarat
M3IM0JI3BAHETO HA M3MUTBAHC BBPXY I‘p'bﬁHa‘{HH
JKUBOTHHU

KaTO JONBbJIHUTCIIHA

1. 3ASIBUTEJT

1.1. Nwme, agpec u T.H.

1.2. JIuie 3a KOHTaKT

1.3. IIpomssoguren w Jmme, KOeTo €

u3roTBuiIo Qopmynara Ha OGuonunga u
Ha  aKTUBHOTO(UTE) BEIIeCTBO(a)
(uMeHa, ajipecH, BKIIOYUTEIIHO MECTO-
HaXOXKJCHUE Ha IPOU3BOACTBEHUA(TE)

00eKT(1)
2. NAEHTUYHOCT HA BUOLIUJIA
2.1. TBHProBCcKO HANMEHOBAHUE WIIU MPEJ-

JIO)KE€HO THProBCKO HAaWMMEHOBAHUE

2.2. HomenknatypeH kox Ha mpous-
BOJMTENS U HOMEpP Ha MPOJYKTa, aKo
€ YMECTHO

2.3. ITbnen xonnuectseH (g/kg, g/l nmu %
w/w  (v/V) cbctaB Ha Ououuaa,
T..  JACKIapupaHe Ha  BCHYKH
aKTHBHM BEIIECTBA W  HEAKTHBHU
BelIeCTBa(BEIIECTBO WIA cMec

cbriacHo wieH 3 ot Permament (EO)
Ne 1907/2006), kouto ca Ch3HATEIHO
nobasenu B Ouormaa (hopmymnaius),
KakTO ¥ IOJpOOHA KOJMYECTBEHA W
KayecTBeHa HMH(OpPMAILHUs 3a ChCTaBa
Ha CBHABPKAHOTO(MTE) AKTHBHO(M)
BemiectBo(a) B Ouomnmaa. 3a Heak-
THBHHTE BeIleCTBAa TpsOBa Ja ce
npejcTaBd WH(GOPMALMOHEH JIMCT 3a
0e30IacHOCT B CHOTBETCTBHE C WICH
31 or Pernament (EO) Ne 1907/2006.

OcBeH TOBa Ce JaBa BCSKa IIOJE€3HA
uHpOpMALUT 3a OTICITHUTE
ChCTaBKHM, TeXHHTe (QYHKIMH |, B
cay4ail ~ Ha  peakIHMOHHa  CMec,
KpailHHs ChCTaB Ha OHoOLHUjA.

2.4. Bua Ha dopmynamusita u €CTECTBO Ha
ouorma, Harp. eMyJICHOHEH
KOHIIGHTpAT,  OMOKpSIIa  MyApa,

pasTBop
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Komnona 1
W3ucksana nrpopmarms:

Kosnona 2
Beuuku aHHM ca OCHOBHH,
OCBCH aKO He ca OTOeNsA3aHu
KaTo JONBJIHUTCIIHA

Kosnona 3

CrnenupuyHN NpaBuUiIa 3a aJanTHpaHe CHPSIMO
cTaHAapTHaTa MH(POPMAIMS OTHOCHO HSKOU OT

W3UCKBaHUATA 3a NPEIOCTaBAHE Ha
I/IHCbOpMa]_[I/Iﬂ, KOMUTO MOXE Jla Hajarat

M3I0JI3BAHETO HA M3MHTBAHE BbPXY IPHOHAUHH

XKUBOTHH

2.5.

Korato OGHOUMABT ChABPKA AKTUBHO
BEIIECTBO, IPOM3BEIECHO Ha MECTa, 10
MIPOIIECH WA OT U3XOAHU MaTepHaH,
pazaMyHH OT Te3W Ha aKTUBHOTO
BEILIECTBO, OIEHEHO 3a IEeJIUTe Ha
0/I00pEHHEeTO ChIVIACHO wWieH 9 OT
HACTOSIIINS PerjiaMeHT, TpsibBa ma ce
MPEICTaBU JOKA3aTeJICTBO, Y€ € yCTa-
HOBEHa TEXHHYECKa PaBHOCTONHOCT B
CHOTBETCTBHUE C YWICH 54 OT HACTOAIIUS
permamMeHT, WId €  yCTaHOBEHa
BCJIEJICTBHE OLICHKA, 3all0YHaNa Mpean
1 centemBpu 2013 r. OT KOMIIETEHTEH
OpraH, OIpEJEICH B CHOTBETCTBUE C
uner 26 ot Jupexrusa 98/8/EO

OU3NYHH, XUMWNYHA u
TEXHUYECKU CBOUCTBA

3.1

BoHien
101,3 kPa)

Bur (mpu 20 °C m

ArperartHo cberosiaue (mpu 20 °C u
101,3 kPa)

LBat (mpu 20 °C u 101,3 kPa)

Mupuc (nmpu 20 °C u 101,3 kPa)

3.2.

Kucenuuuoct/ ankaaHOCT

W3nutBaneto ce mpuiara, korato pH
Ha OWoumMga WIM BOJHATA MY
mucnepcust (1 %) e m3pH 4—10 pH

3.3.

OTHOCHTENHA IUTBTHOCT (TEYHOCTH)
WIM  OPUBUIHA  IUTBTHOCT  ClIeJ
cisirane (TBBPAU BELIECTBA)

3.4.

CrabumHocT npu ChXpaHEHHe,
CTaOWIIHOCT M CPOK Ha CbXpaHEHHE

3.4.1.

M3nurBanuss 3a  CTaOMIIHOCT

ChXpaHEHHE

pu

3.4.1.1.

WznuTBaHe 3a yCKOPEHO CTapecHe

3.4.1.2.

H3nuTBaHe 3a ABIATOCPOUHO CTapeeHe
IIPH OKOJIHA TeMIIepaTypa

3.4.1.3.

W3nuTBaHe 3a CTaOMIHOCT MPU HUCKU
TeMIIepaTypH (TEIHOCTH)

3.4.2.

Bw3aeiicTBue BEPXY ChABPKAHUETO HA
aKTHBHOTO BEIIECTBO M TEXHUIECKHUTE
XapaKTEepUCTHKU HA Ouonuaa
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Komnona 1
W3uckBana uH(pOpMaLms:

Kosnona 2
Beuuku naHHM ca OCHOBHH,
OCBCH aKO He ca OTOeNsA3aHu
KaTo JONBJIHUTCIIHA

Kosnona 3

CrnenupuyHN NpaBuUiIa 3a aJanTHpaHe CHPSIMO
cTaHAapTHaTa MH(POPMAIMS OTHOCHO HSKOU OT

W3UCKBaHUATA 3a NPEIOCTaBAHE Ha
I/IHCbOpMa]_[I/Iﬂ, KOMUTO MOXE Jla Hajarat

M3I0JI3BAHETO HA M3MHTBAHE BbPXY IPHOHAUHH

XKUBOTHH

34.2.1. CsemmHa

3.4.2.2. TemnepaTypa U BIaXHOCT

3.4.2.3. PeakTHBHOCT CIpsMO Marepuala Ha
chla

3.5. TexHuUYecKH  XapaKTEpUCTHKH  Ha
ouormaa

3.5.1. Mokpema crnocobHoCT

3.5.2. CycneH3uoHHU u CIIOHTaHHU
CIOCOOHOCTH M CTaOMJIHOCT — HA
JIACTIEpCHATA

3.5.3. CHTOB aHAJU3 IO CYX U MOKBP METOJ

3.54. CnocobHocT 3a  eMyirupaHe M
peeMyJrupase, CTaOMITHOCT Ha
eMyJcusita

3.5.5. Bpeme Ha pasrpaxnaHe

3.5.6. 3bpPHOMETPUYEH CHCTaB, ChIbpIKAHUE
Ha npax/QUHU YacTULH, HM3HOCBaHE,
POHJIMBOCT

3.5.7. TpaitHo 0Opa3yBaHe Ha msHA

3.5.8.  TewrMBOCT/CHIUIMBOCT/3aNPAIUMOCT

3.5.9. CKopocT Ha TopeHe — reHepaTopu Ha
M

3.5.10. IIbaHO wM3rapsHe — TreHEpaTopu Ha
M

3.5.11. CncraB Ha AuMa — TEHEPATOpPH Ha
MM

3.5.12.  Mopuen Ha pa3npbCKBaHE — aepPO30JIU

3.5.13.  JIpyru TEXHHUYECKH XapaKTEePHUCTHKH

3.6. @®u3nyHa ¥ XMMHYHA CHBMECTHMOCT C
IOPYTd  TPOAYKTH,  BKIIOYHUTEIHO
Ipyru OWOLMAHN, C KOUTO yHoTpedara
My HpencTou na Obae paspeuieHa

3.6.1. duzpyHa CHBMECTUMOCT

3.6.2. XUMHUYHA CHBMECTHMOCT

3.7. CreneH Ha pa3TBapsiHe M CTaOMIIHOCT
Ha pas3TBopa

3.8. [ToBBPXHOCTHO HAINpEKEHHE
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3.9. Buckozuter

4. OU3NYHU PUCKOBE u
CBOTBETHU XAPAKTEPUCTUKU

4.1. Excrunosusu

4.2. Bp3mamennmu rasose

4.3. Bo3mnamenumu aeposonu

44. Oxcuaupaniy ra3ose

4.5. l'azoBe mon Hamsrane

4.6. Be3miamennMu TeqHOCTH

4.7. Be3miamMeHMMH TBBPIM BEIIECTBA

4.8. CaMOaKTHBHpAIl C€ BElleCTBA U
cMmecn

4.9. Iupodopuu Tednoctn

4.10. IMupodopuu TBBpAN BeliecTBa

4.11. CaMoHarpsiBalll  ce  BelIeCTBA U
cMmecn

4.12. BermectBa U cMecH, KOUTO B KOHTaKT
C BOAAa OTACHAT  BB3IUIAMEHUMHU
ra3oBe

4.13. Oxcuaupamu Te4HOCTH

4.14. Oxcuaupani TBbPAU BEIECTBa

4.15. OpraanyHu NepoKCUIHN

4.16. KopozusHocT 3a meranute

4.17. JonbaHuTenHn (U3UUHK MOKa3aTenu
3a pHCK

4.17.1. TemmepaTypu Ha caMmo3amajBaHe Ha
MPOAYKTH (TEYHOCTH M Tra30Be)

4.17.2.  OrHocuTenHa TeMmIeparypa Ha caMo-
3amanBaHe 3a TBbPIM BELIECTBA

4.17.3. OmacHOCT OT €KCIUIO3Ms Ha Ipax

5. METOJAN 3A OTKPUBAHE U
NAEHTUOUKALIA

5.1. AHanUTHUYEH METOJl, BKIIIOUUTEIIHO
KOHTPOJIHH napameTpHu, 3a

onpejeisiHe Ha KOHIGHTpauusTa B
ouonmna Ha aKTHUBHOTO(UTE)
BeliecTBO(a), OCTATHYHHUTE BEIECTBA,
CHOTBETHUTE NPUMECH U PUCKOBHU
BEIIECTBA
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5.2

JlokonkoTOo He ca oOXBaHATH OT
npunoxxenne 1, pasgenn 5.2 un 5.3,
AHAIMTHYHU METOJM 33 HAOJIOJCHHE,
BKJIIOYHUTENIHO CTCNEH Ha BB3CTaHO-
BBAaHC M TPAHULIHU 3a OIpEHCIIIHE,
Ha CBHOTBCTHUTC KOMIIOHCHTH Ha
OuoLyaa W/WIN OCTaThYHH BEIECTBA
OT HETO0, aKO ¢ MPHJIOKUMO, B ChCTaBa
WIH BBPXY:

IIOI'[BJ'IHI/ITCJ'[HI/I JAHHH

5.2.1.

TTouBata

HOHBJ’IHI/ITCJIHI/I JIAHHA

52.2.

Bo3nyxa

I_IOlTbJ'lHVlTeJ'lHI/I JaHHH

5.2.3.

Bomara (BKIIOYHTENHO TUTEWHaTa

BO/A) U CEAUMEHTUTE

HOH'LHHI/ITCHHI/I JaHHH

5.2.4.

JKMBOTHHCKUTE M YOBELIKUTE TEIECCHU
TCYHOCTHU U THKAHU

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

5.3.

AHaTUTUYHA METOJIU 3a HaOJIIOJICHHUE,
BKJIFOYMTEIHO CTEIIEH Ha BB3CTaHO-
BSBaHE U TPAHUIM 33 KOJUYECTBEHO
ompenelstHE M OTKpPHMBaHE  Ha
aKTHBHOTO BEIIECTBO M, KOTaTo €
HEeOoOXOANMO, HAa HETOBH OCTaThYHU
BEIECTBA, BBB/BBPXY XpaHH OT
pacTuTeneH HIH JKABOTHHCKH
npou3xox wid Gypaxd W JIpyrd
MpoayKTH (HE € HEeoOXOAMMO, aKo
HHTO aKTUBHOTO BEIIECTBO, HHUTO
TPETHPAHUST C  HEro0  MaTepual
momagar B KOHTaKT C KHBOTHH,
OTINISKAAHW 3a IPOM3BOJACTBO HA
XpaHH, C XpaHH OT PACTUTENIEH HWIIH
JKUBOTHHCKHA  TIPOU3XOJ WM C

dypaxu)

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

E®EKTUBHOCT
LEJIEBHA OPI'AHU3BM

CITPAMO

6.1.

byHrumm,
HMHCEKTHULIUI,

DyHKIUA,
POICHTHITH,
OakTeprnua

HarpuMmep

Hauns 3a KOHTpOUI1, HaMp. IPUBIIHYAHE,
YHUIIO)KaBaHe, MHXHOUpaHe

6.2.

[IpencraBuTeneH(Hu) OpraHu3bM(MH),
KOHTO(KONUTO) ce KOHTpomupa(r),
3aIIUTCHU TPOAYKTH, OPTaHU3MH WU
00eKTH

6.3.

Bu3neiictBue  BBpXy ~— HIpeACTaBH-
TEJTHUTE LIENIEeBH OPraHu3MHU

6.4.

Bepo;{THa KOHLCHTpanus, Inpu KosaTo
1€ C€ M3M0JI3Ba aKTUBHOTO BEUHICCTBO

6.5.

Haumn nHa peiicTBue (BKIIOUMTEITHO
3a0aBeHO JeHCTBUE)
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6.6.

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

6.7.

Jaunn 3a eHKacHOCTTa B OAKpENa Ha
Te3H TBBPICHUS, BKIIOYUTCIHO EBCH-
TyaJlJHO M3MOJI3BAaHU HAJIMYHU CTaH-
IApTHH  TIPOTOKONIM,  J1aDOPATOPHH
M3MUTBAHMS WIM MOJEBH  CKCIle-
PHMEHTH, BKJIIOYUTEIHO CTAaHAApTH 3a
e(eKTUBHOCT, KOrato € YyMECTHO U
HOIXO/ISIIO

6.8.

Bcuukn  u3BecTHH OrpaHU4CHUs Ha
eukacHocTTa

Hupopmanust 3a cirydau WM Bb3MOXKHU
Cllydad Ha pa3BUTUE HA PE3UCTEHTHOCT
U HOAXOASAIIM CTpaTerud 3a ympa-
BJICHHE

HaOmronenuss Ha  HEXEJIAHW WU
HEMPEeIBUICHH CTPaHUYHH e(PEKTH,
HAMpUMEpP BBPXY MOJNE3HH U JPYTrH
HeleJIEBH OPTaHU3MHU

6.9.

OO6o0uIeHNE U OLIEHKA

MPEJBUJIEHU  YIOTPEBU U
EKCIIO3ULINA

7.1.

IpenBunena(u) obmact(u) Ha
ynorpeba Ha OHOLMIUTE U, 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
TPETUPAHHUTE W3MCIHS

7.4.

IMoTtpebutenyu, Hamp. NPOMHIIIECHH,
0o0y4eHM  CHeUHaIuCTH,  Hpode-
CHOHAJIHW MJIM MAacOBU MOTpeOHUTENn
(HenpogecnoHaIHN MOTPEOUTEIH)

7.5.

ITporHo3Ho KOJIMYECTBO, KOETO Il
OB/l MyCKAaHO TOJMIIHO Ha Tasapa,
U KBAETO € MPWIOKHUMO, 3a
pa3IMYHUTE KaTeropuu Ha ynorpeda

7.6.

MeTon Ha TPWIOKEHHE W OIMCAHUE
Ha TO3M METOJ
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7.7.

Jlosupane u, ako € MOAXOJAIIO,
KpaiiHa KOHIIGHTpauus Ha Ouoruna u
aKTHBHOTO BEIIECTBO B TPETUPAHOTO
H3elIe WIM B CHCTEMara, KbIETO

e ce HU3I0JI3Ba IIPpOAYKTBHT,
Haripumep BOga 3a OXJIaXXKJaHE,
TIOBbPXHOCTHU BOIH, BOIa 3a
OTOILICHHUE

7.8.

Bpoii u rpaduk Ha MPUIOKCHUSTA, U
B 3aBHCHMOCT OT Ciy4as KOHKpETHa
uHpopManus 3a reorpa)cKOTO MECTO-
MOJIOXKEHHe ~ WIM  KJIMMaTHYHUTE
pa3nuuus, B T.4.  HEOOXOAUMHU
MepuoaM Ha H3YaKBaHe, BpeMe 3a
OYMCTBAHE, KAPEHTHU IEPUOMN WU
JpYTH TpPEANasHH MEpKH 3a 3alluTa
Ha 37paBeTO Ha Xopara, 3APaBeTO Ha
JKMBOTHHUTE W 3a ONa3BaHe Ha
OKOJIHATa cpena

7.9.

Ipennoxenu ykasaHus 3a ynorpeba

7.10.

JlaHHM 3a eKcmo3uuusTa B CHOT-
BETCTBHE C IpuiokeHue VI KbM
HACTOSILHUS PETIaMEHT

7.10.1.

Wudopmanus 3a ekcrmo3uimsATa Ha
YOBEKA, CBBP3aHAa C TNPOH3BOACTBOTO

u  QopMmynanmsaTa, TPELTOKEHHTE/
OuYaKBaHWUTE ymoTpedu u 00e3Bp-
SKIAaHETO

7.10.2.

Wudopmarmss 3a eKcro3uiusITa Ha
OKOJIHATa Cpela, CBbpP3aHa C IPOM3-
BOACTBOTO M (opMmynauusra, npeu-
JIO)KCHUTE/OYaKBaHUTE yMOTPEOH M
00€3BpEeIKAAHETO

7.10.3.

Hupopmaiust 3a €KCHOZHLHATA KbM
TPEeTHUPaHU  M3/IENHs, BKIIOUYUTEIHO
JaHHH 33 M3]TyXKBaHe (0T J1a0opaTopHU
U3CIIeBaHUs U MOJIEIINPAHE)

7.10.4.

Wudopmanus 3a Apyru NpoxyKTH, 3a
KOMNTO HMa BEpPOATHOCT Ja ce
W3M0MI3BaT CHBMECTHO C TIPOAYKTA,
MO-CTIENMAIHO ~ WJAEHTUYHOCT  Ha
aKTHBHUTE  BeIleCTBA B Te3H
MPOXYKTH, B 3aBUCHMOCT OT CIydJas,
U BEPOSTHOCT OT B3aMMOMAEHCTBUS

TOKCUKOJIOI'MYEH MMPODUJT
ITP YOBEKA U )XUBOTHHWUTE
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8.1. KoposuBHO nelicTBue BBpXY KoXKara He e HeoOxommmo ma ce W3NHTBA
WM KOXKHO JIpa3HeHe MPOJYKTHT/CMECTa, aKo:
OneHkaTa Ha Ta3sd CEKBUBAJICHTHA — WMa BaIMAHM JaHHU 3a BCEKH
TOYKAa C€ M3BBPIIBA B CHOTBETCTBHE KOMIIOHEHT Ha CMECTa, JOCTaTh4HH,
ChC CTpaTerusiTa 3a MOCIEIO0BATEIHO 3a Ja IO3BOJISIBAT KiacHU(HIMpaHe
W3MHUTBaHE 3a Jpa3HEHUS u Ha CMECTa ChIJIACHO IIpaBHJIaTa, ycTa-
KOPO3UBHO JI€iCTBHE BBpPXYy KOXKaTa, HoBeHM B JlupextBa 1999/45/EO n
onpejieJicHa B INPUIOKEHUETO KBM Permament (EO) Ne 1272/2008
Hacoka 3a usnurtBaHusi b.4 ,Octpa (xnacuduuupane, eTUKETHpPaHE U
TOKCHYHOCT: KOJKHO  Jpa3Herno/ ONIAKOBaHE), M HE C€ OYakKBaT
KOpO3MBHO JeiicTBHe” (IIPHIIOKEHHE CHHEPTrHYHH e(PEeKTH MEXTy KOMIIO-
B.4 xpM Pernament (EO) Ne 440/2008) HEHTHTE.
8.2. Ouno npasuene (1) He e HeoOxomumo Ja ce U3NHTBA
HPOAYKTHT/CMECTa, aKO:
OreHKaTa Ha Ta3W EKBUBAJICHTHA TOYKA
Ce M3BBPIIBA B ChOTBETCTBUE CHC CTpa- — WMa BaIUIHA [JaHHA 3a BCEKH
TErHWATA 3a MOCIIEA0BATEIHO U3INTBAHE KOMIIOHEHT Ha  CMecTa, KOHTO
32 OYHO Jpa3sHEHE M KOPO3HMBHO MMO3BOJISIBAT  KJacHM(HUIUpaHe  Ha
JeliCTBHE, OmpenelieHa B  IIPUIIO- cMecTa CBIVIACHO IpaBMiIaTa, ycTa-
JKEHHETO KBbM HACOKa 3a W3IHUTBAHUS HOBeHN B [lupextmBa 1999/45/EO mn
B.5 ,Octpa TOKCHYHOCT:  OYHO Permament (EO) Ne  1272/2008
JIpa3HeIo/KOPO3UBHO nericTBre (kmacuduumpane, eTHKSTHpaHEe U
(mpunoxenne bB.5 kbM  Permament OlIAKOBaHE), ¥ HE Ce OYyaKBar
(EO) Ne 440/2008) CHHEPTHYHU €()EKTH MEXIy KOMIIO-
HEHTHTE.
8.3. Koxna cencubunmsanms He e mHeobOxomuMO 1a ce H3IOATBA
MPOIAYKTHT/CMECTa, aKo:
OneHkaTa Ha Ta3sd CKBUBAJICHTHA
TOYKa OOXBalla CICTHUTE TOCIe]- — HMa BJIMAHA JaHHH 33 BCEKH
OBATEIHU ETAaIlH: KOMIIOHEHT Ha  CMecTa, KOHTO
Mo3BOJSIBAT  KiacH(uIMpaHe  Ha
1. omeHKka Ha HAJIMYHUTE JAHHU 32
CcMecTa CBIVIACHO MpaBHiaTa, ycTa-
HoBeka, KHBOTHHTC M - allTCpH- voBenn B JupextuBa 1999/45/EO u
ATHBHH JaHHH, Permament (EO) Ne  1272/2008
2. W3MUTBaHE WH BHUBO (kmacudunmpane, eTUKETHpPaHE U
ONIAKOBAaHE), M HE Cce OYyakKBar
Hpeanoumranmsr METOX sa CHHEPIUYHU S(PEeKTH MEXTy KOMIIO-
U3MUTBAaHE WH BUBO € W3IHMTBAHE HEHTHTe.
BBPXY JIOKQIHM JHUMGHU BB3JIU
(LLNA), BKIIOYMTENHO, KOraTo ¢ — HaJIW4YHATa MHpOpMAanUs NOKa3Ba, 4ye
YMECTHO, CHKPATCHMAT BAPHAHT Ha TPONYKTHT crleiBa Ja Obae Kiacu-
U3MUTBAHETO. AKO C€ U3IM0J3Ba (uumpan 3a KoKHa CeHCHOMIM3aLHS
JIpyro M3MUTBAaHE 3a KOXKHA CEHCH- WK KOPO3UBHO JICHCTBHE; WIN
Oun3arys, ce [Ipe/ICTaBs
— BEIIECTBOTO € cuiHa kucennHa (pH
06ocHOBKa. < 2,0) wmm ocuosa (pH > 11,5).
8.4. JluxarenHa ceHCHOMIH3AIUS JIOMbIIHUTEIHY JaHHU He e HeoOxomumo Ja ce H3OMTBA
HPOIYKTHT/CMECTa, aKo:
— WMa BaIMIHMA [JaHHA 3a BCEKH
KOMIIOHEHT B  CMeCTa,  KOHTO

HO3BOJABAT  KiacuduuupaHe  Ha
CMecTa CBIJIACHO IIpaBWIIaTa, ycTa-
HoBeHH B [lupektuBa 1999/45/EO n
Permament (EO) Ne  1272/2008
(knacuduuupane, eTUKCTHPAaHE U
OIlAaKOBaHE), M HE CE OYaKBar
CHHEPIUYHY e(EKTH MEXTy KOMIIO-
HEHTHTE.
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8.5. OcTpa TOKCHYHOCT He e mHeobOxomuMO 1a ce H3OATBA
HPOAYKTHT/CMECTa, aKo:
— CranHfapTHHAT MOJXOJA € KJAacu-
¢dupane upe3 HW3MOJ3BaHE HA — HMa BaIMIHH JIAHHK 33 BCEKH
MOETaNHus TOIX0A 3a Kiacu(u- KOMITOHEHT B CMECTa, KOMTO [T03BOJISIBAT
nUpaHe Ha CMecH 3a OcCTpa K1acupUIMpaHe HA CMECTa ChIVIACHO
TokcuyHocT B Permament (EO) MpaBuiIaTa, YCTaHOBEHU B JlupekTnBa
Ne 1272/2008. 1999/45/EO  u  Permament (EO)
Ne 1272/2008 (xnacudurmpane, eTake-
THpaHEe U ONaKOBaHE), U HE CE 0YaKBaT
CHHEPIHYHM e(EKTH MEKIy KOMIIO-
HEHTHTE.
8.5.1. Ilo opamen meT
8.5.2.  Ilo uHXamaTtopeH IbT
8.5.3.  Ilo mepmaneHn mut
8.5.4. 3a Ououuay, 3a KOUTO € IPEBUICHO J1a He e HeoOXoauMo fa ce M3MMTBAa cMecTa
OBAT pa3peleH: 3a ynoTpeda ¢ Apyru OT NPOJYKTH, aKo:
OHOLM/IN, Ce OLCHIBAT PHCKOBETE 3a
— MMa BAJIMAHM JaHHH 33 BCEKH
30paBeTO Ha Xopara, 3[paBero Ha
KOMIIOHEHT Ha  CMeCTa, KOMTO
JKMUBOTHHTE M 32 OKOJIHATA Cpeja,
HO3BOJIIBAT  KJIacHHIMpaHe  Ha
[POM3THYALIA OT H3IMOJI3BAHETO HA
Tean KoMGHHAIH oT TponykTH, Kato cMecTa CBIVIACHO IpaBHiaTa, ycTa-
AITepHETHRS, MR npquBaHn;{.Ta sa HoBenu B JupextuBa 1999/45/EO un
Permamenr (EO) Ne 1272/2008
oCcTpa TOKCHYHOCT MOraT Ja ce
(xnacupuuupase, €THKETHpPaHE |
W3MOJI3BAT  W3YMCIEHWS. B HsIkou
OMaKOBaHe), M HE C€ OdYaKBaT
cllydad, HanpuMep KOrato — Hsma
CHHEPIrHYHH e(PeKTH MEXAY KOMIIO-
BaIMAHM JAHHA OT T[OCOYCHHS B
HCHTHUTC.
KOJIOHa 3 BHI, TOBa MOXE Jia M3HCKBA
MPOBEXKIAHETO HAa OrpaHH4YeH Opoi
MpOyYBaHUsS 3a OCTPa TOKCHYHOCT
KaTo0 Cce H3MO0J3BaT KOMOMHAIUM OT
MPOAYKTHTE.
8.6. Hudopmauus 3a nepmanta abcopOrms
Wudopmarms 3a nepmanna abcopOums
npH excro3unus Ha ouonuna. OneHkara
Ha Ta3d EKBHUBAJIEGHTHA TOYKa Ce
W3BBPIIBA  [PH  H3MOJ3BaHE  HA
[OeTaIeH MOAXO0I.
8.7. Hanuyau  TOKCUKOJIOTMYHH  JaHHU He e HeoOXxomumo Ja ce U3NHUTBa
OTHOCHO: HPOAYKTHT/CMECTA, aKO:
— HeakTuBHO(M) BeuiecTBo(a) (T.e. — WUMa BalWJHM [JaHHH 334 BCEKH
puckoBo(1) BemiecTBO(a), WK KOMIIOHEHT Ha CMecTa, KOHUTO

— CMeC, Cpell YMHUTO KOMIIOHEHTH
“Ma PUCKOBO(M) BeliecTBO(a)

IIpU JIMIICa HA JOCTaThYHO JAHHH 32
HEaKTUBHO(M) BEMIECTBO(a), KOUTO HE
Morar Ja ObgaT MONYYeHH 4pe3
npeHacsiHe (read-across) Ha TaHHU HJIA
JPYTH TIPUETH MOAXO[HM, Pa3iuYHU OT
HM3IUTBAHUSATA, ce HM3BBPIIBA(T)
meneBo(u) M3MHUTBaHE(Ws), OMUCAHO(H)
B mnpmioxenue II, 3a puckoBo(u)
BEIECTBO(a), WM 33 CMEC, CPEJl YHUTO
KOMITOHEHTH nma PpHUCKOBO(H)
BEIIECTBO(a).

MO3BOJISIBAT  KJIAacH(UUIMpaHe  Ha
CMeCTa CBIJIACHO MpaBHIaTa, yCTa-
HoBenu B JlupektuBa 1999/45/EO un

Pernament (EO) Ne 1272/2008
(xnacuduumpane, eTUKETHpaHE U
OIaKOBaHe).
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M3I0JI3BAHETO HA M3MHTBAHE BbPXY IPHOHAUHH

XKUBOTHH

8.8.

HW3cnenBanust Ha XpaHu u Qypaxu

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

8.8.1.

AKO  OCTaTBYHHTE BEIIECTBA OT
OHMOLUA ca MPECTOSIM BBB (hypakure
3a 3HAYMTENCH MEePUOA OT Bpeme, ce
W3UCKBAT M3CIEIBAHUS HA XPaHEHETO
U Merabojau3Ma Ha J00OMTBKa, 3a Ja
MOJKE JIa Ce HAIpaBH OLIEHKA Ha OCTa-
THYHHTE BEIIECTBA B XpaHarta OT
JKUBOTHHCKH TIPOU3XO/I.

HOHBHHHTCJ’IHI/I JIAaHHA

8.9.

Bo3neiictBue Ha  mpoMHIILIEHaTa
npepadoTka W/WIM JOMAIIHO IPHUIro-
TOBJICHUC B"pry €CTECTBOTO )51
KOHLICHTpAIHsATa Ha OCTaThYHH
BEILlECTBA OT OMOLMIA

HOHBHHHTCJ’IHI/I JIAHHH

8.10.

Jlpyru  W3NWUTBaHUs, CBBP3aHU C
€KCIO3UIMATa HA YOBEKa

Ille ce w3uckBar moaXOAAIIO(H)
U3NUTBaHE(Us) M IpuUMep ¢ 00sc-
HUTEIHU OeJIeKKH 3a OMoInaa.

OcBeH TOBa 3a HSAKOWM OHOLWAH,
KOMTO C€ MpWiaraT IpsKo BbPXY
JNOOWUTHKA (BKIIOYHTEIIHO KOHE) WIIU
B CperaTa OKOJO HEro, MOXe Ja ca
HEOOXOJAMMHU H3CJIEABAHUS HA OCTa-
TBHYHHUTE BEILECTBA.

HOHBHHHTCJ’IHI/I JIAaHHH

EKOTOKCHKOJIOTMYHHU
W3CJIEABAHUA

9.1.

W3uckBa ce HOCTATHYHO HH(POPMALHS
3a eKOTOKCHYHOCTTA Ha OHOLH/Ia, 32 1a
MOXE 1 Ce B3EME PEIICHHE OTHOCHO
KJIacu(UIPaHETO Ha MPOIYKTA.

— Koraro uma BamumHH JaHHH 3a
BCEKH KOMITOHCHT Ha CMECTa U He
Cce O4YaKBaT CHHEPruYHH e(eKTH
MEKIy KOMIIOHEHTHTE, CMecTa
MOXe [Oa ce Kiacuduimpa
CBIVIACHO TPABHIIATA, yYCTAHOBCHU
B JupextuBa 1999/45/E0,
Pernament (EO) Ne 1907/2006
(REACH) wu Pernament (EO)
Ne 1272/2008 (xnmacubunmpase,
€TUKETHPaHEe U OIaKOBaHe).

—  Ilpwu murica Ha BaTMIHA JAHHU HITH
KOraTo MOXeE Ja C€ O4YaKBaT
CHHEPTHYHU e(DEeKTH, MOXKE 1a ce
HAIOKM HW3MUTBAHE HA KOMIIO-
HEHTHUTE /WK HA CaMUsl OHOILMI.

9.2.

JlonmbIHUTETHU
H3CIIeIBAHUS

€KOTOKCHKOJIOTHYHHA

Moske na ce U3UCKBAT JIOIBJIHUTEIHU
W3CIe/IBaHUs, N30paHN N3MEXKIY EKBH-
BAJIGHTHUTE TOYKM B pasgen 9 ot
npunoxxenue II, Ha cboTBeTHUTE
KOMITOHEHTH Ha OuWomMga WIM Ha
camusi OWOIMJ, KOraTo JaHHUTE 3a
AaKTHBHOTO BEILLECTBO HE IPEAOCTaBsIT
JOCTaThYHO HMHpoOpMammss ¥ aKo
CBUIECTBYBAaT IIPH3HAIM 33 PHCK
rnopaan crenuuYHN CBOWCTBA HA
Ouorma.
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Kosnona 3
CrnenupuyHN NpaBuUiIa 3a aJanTHpaHe CHPSIMO
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M3I0JI3BAHETO HA M3MHTBAHE BbPXY IPHOHAUHH
JKHUBOTHH

9.3.

Bro3neiicTBue BBpXy ApPYrd HELENEBU
opranm3Mu (duopa u dayna), 3a
KOMTO C€ CYMTa, Y€ MOKe jaa Obiar
M3JI0KCHU Ha PHCK

HOHBHHHTCJ’IHI/I JIAaHHA

JlaHHUTE 3a OLIGHKAa HAa OMAcCHOCTUTE 3a
IUBH 0O3aMHHUIM CE B3€MAaT OT TOKCHKO-
JIOTHYHATA OICHKA 32 0O3alHUIIM.

9.4.

Axo OwonmasT € mnox ¢Qopmara Ha
nprMaMKa WId TPaHysid, MOXe J1a ca
HEOOXOMUMH CIICIHUTE U3CIICIBAHU:

9.4.1.

KOHTpOHI/IpaHI/I OIIMTHU 3a OLCHKa Ha
PHUCKOBETE 3a HCELCICBUTEC OPraHU3MU
TIpU I10JIEBU YCIIOBUSL

9.4.2.

W3cnenBanwst Ha TpHeMaHETO Ha
Owonmaa  4ype3  MOTIbBIIAHE  OT
HEIEeNIeBH OpPraHHW3MH, 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 JAHHH

MOBEJAEHUE U XMU3HEH ITUKBJI
B OKOJIHATA CPEJA

M3noxenure I0-A0JIy H3UCKBAHHUA 3a MU3IIUT-
BaHUATA C€ OTHACAT CIAWHCTBCHO MO0 CBHOT-
BCTHUTC KOMIIOHCHTH Ha 6I/IOI.U/IZ[3.

10.1.

HpCI[BI/IZ[I/IMI/I ObTHUIIA 34 IOCTBIIBAHC
B OKOJIHaTa cpeJa BbB3 OCHOBa Ha
npeaBuxaaHaTa ynorpe6a

10.2.

HOHT).]'IHI/ITGJ'IHPI HU3CIIE€ABAHUA Ha
HNOBEACHUETO MW JXHU3HCHHUA IIHUKBI B
OKOJIHaTa cpeaa

Moske 1a ce M3UCKBAT JOMBIHUTEIHU
W3CIIE/IBAaHMs,  HM30paHHM  M3MEXAY
€KBUBAJICHTHUTE TOYKH B paszen 10
ot npunoxenue II, Ha cboTBeTHUTE
KOMIIOHEHTH Ha OuWoIuaa WId Ha
camusi OMOLIMI.

3a mpoAyKTH, KOMTO CE HM3MOJI3BAT Ha
OTKpPHUTO C MPSKO OTAEJAHE B IOYBUTE,
BOJUTE WM IOBBPXHOCTUTE, KOMIIO-
HEHTUTE Ha MpOJAyKTa Morar Ja
OKakaT BbB3JCHCTBUE BBPXY IIOBE-
JICHUETO W JKM3HEHHs LHMKBI (M €KO-
TOKCHYHOCTTA) Ha AKTUBHOTO
BelecTBo. M3ucKBaT ce JaHHU, OCBEH
aKo HE € HayyHoO [0Ka3aHO, 4Ye€
JKM3HEHMSIT 1HKBJI HAa KOMIIOHEHTHUTE
Ha MpPOJYKTa € BKIIIOYEH B IIPEICTa-
BEHUTE JIAaHHU 3@ AKTUBHOTO BEIECTBO
U  JpyTM  YCTaHOBEHH  PHCKOBHU
BEILIECTBA.

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

10.3.

IloBenenue IIpu U3JTy>KBaHE

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

10.4.

WsnutBane 3a pasmpocTpaHeHHWE U
pa3snpbCKBaHE BBB:

HOHT)HHI/ITCJ'IHI/I JaHHHA
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CrnenupuyHN NpaBuUiIa 3a aJanTHpaHe CHPSIMO
cTaHAapTHaTa MH(POPMAIMS OTHOCHO HSKOU OT
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XKUBOTHH

10.4.1.

TTouBara

HOHBHHHTCJ’IHI/I JIAHHH

10.4.2.

Bopnara u cenuMeHTuTe

HOHBHHHTBJ’IHI/I JIAHHH

10.4.3.

Bw3nyxa

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

10.5.

Axo OHOIMABT ILIe ce pa3npbCKBa
01130 10 TOBBPXHOCTHH BOJH, TOTaBa
MOX€ J1a C€ M3UCKBA M3CIIE/IBaHE MPU
CBPBXPA3NPbCKBAHE, 32 Ja €€ OLEHAT
PUCKOBETE 3a BOJHHUTE OpPraHU3MHU
WM PACTEHUSATA IIPH IOJIEBU YCIOBHSI.

I_IOlTbJ'lHVlTCJ'lHI/I JaHHH

10.6.

Axo OMOLMABT 1€ Ce paslpbCKBa Ha
OTKPHTO HIM MOXE Ja Ipeau3BUKa
3HaYUTENHO oOpasyBaHe Ha Ipax,
TOraBa MOXe Jja C€ M3UCKBAT JaHHHU 3a
MOBEIEHHUE IIPU CBPBXPA3IPBCKBAHE, 32
Jla ce OLEHAT PUCKOBETE 3a MUEIUTE U
HELEIEeBUTE YWIEHECTOHOTU IIPY N0JIEBU
YCIIOBHSL.

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

11.

MEPKH, KOUTO TPABBA JJIA CE
IMPUEMAT 3A 3AIIMTA HA
YOBEKA, XMBOTHMTE "
OKOJIHATA CPEJA

[penopsunTenHn MeToau "
MPENa3Hd MEPKU TIPH MaHHUITyJTAlHs,
ymnorpeba, ChXpaHEHHE, 0bes-
BPeXKIOAaHE, TPAHCIOPT WM TOXap

11.2.

W neHTHYHOCT HA CHOTBETHHUTE MPOIYKTH
Ha TOPEHETO B Cllyvail Ha moXkap

CriennuyHO TpeTUpaHe B Cilydail Ha
HEIIaCTeH CIyd4aid, Hamp. MEpKH 3a
I'bpBa MOMOI, POTHBOOTPOBA, MEIH-
LIMHCKO JICYEHHE, aKO ca HaIUYHU;
CHEUIHM MEpKH 3a Ola3BaHe Ha
OKOJIHATa cpena

11.4.

Bb3MOXKHOCT 3a YHHIOXKaBaHE WIN
o0e33apa3siBaHe cjeli 0CBOOOXKIaBaHe
BBB HJIH BBPXY:

11.4.1.

Bo3nyxa

11.4.2.

Bopure, nuTeiHaTa

BOJA

BKJIFOYUTCIIHO

11.4.3.

IlouBara

Iporenypu 3a ympasieHHe Ha OTIa-
IpIUTE OT OMOIMAa W HeroBaTa
OMaKoBKa 3a NPOMHMIIICHAa YHOTpeda,
ynotpeba oT 00ydeHH HpodecHo-
HAJIKCTH, MPO(ECHOHATHH U Hempode-
CHOHAITHA OTpeOUTEIH (Hamp.
BB3MOXKHOCT 3a IOBTOpHa ymoTrpeba
WIM pEeUUKIupaHe, HeyTpalu3upaHe,
YCIIOBHSI 32 KOHTPOJIUPAHO M3XBBPIISHE
W U3rapsiHe)
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IIpouexypn 3a mo4mcTBaHE Ha
obopyABaHETO 3a TpWIaraHe Ha
MIPOJyKTa, KOraTo € yMECTHO

11.7.

Ha C€ Ioco4vaT BCHYKH PCIICIICHTU
Wi MEPKHU 3a KOHTPOJ Ha OTPOBUTE,
BKIIFOUCHU B IIpoaykKra, KOHUTO
IIPpUCHCTBAT C IS INPEAOTBPATIABAHC
Ha JIeicTBUE CpeIly HCLCIEBUTE
OpraHusMu

12.

KIIACU®UIIUPAHE,
THUPAHE U OITAKOBAHE

ETUKE-

Kakto e mpensumeno B uien 20,
nmaparpag 1, OykBa 0) TpsOBa ma
ObIaT TNpPEACTAaBEHH IMPEATOKESHHS,
BKJIFOUMTENTHO OOOCHOBKA 3a Mpe-
YIPEXKACHUSITA 38 ONMACHOCT U TPETIO-
ppKHTE 3a 0E30MacHOCT, B CBHOT-
BETCTBME C  pasmopendure  Ha
Jupextusa 1999/45/EO u Pernament
(EO) Ne 1272/2008.

IpencTaBsr ce NPHUMEPHH CTHKETH,
yKazaHus 3a ynorpeba u wuHpopma-
[IMOHHM JIUCTOBE 3a OE30MacHOCT.

12.1.

Krnacudumupane Ha puckoBere

12.2.

HI/IKTOI‘paMa Ha PHUCKOBETC

12.3.

CurHasiHa nyma

12.4.

[IpenynpexxaeHus: 3a OnacHOCT

12.5.

Ipenopbku 3a GE30MACHOCT, BKIIFO-
YHUTEJIHO MPEBEHIIUS, PEaKIHs, ChXpa-
HsIBaHE U 00E3BpEKAaHE

12.6.

Koraro e mogxopsiio, cieasa ga ce
MPEACTABAT MPEIOKEHUsT 3a HHPO-
PMalMOHHA JIMCTOBE 3a MEPKUTE 32
6€30I1aCHOCT.

12.7.

OmnakoBaHe (THII, MaTepHaIH, pa3Mep
U T.H.); BKIIOYBA CE CHBMECTHMOCTTA
Ha IPOAYKTa C  IIpeUIO’KCHHTE
MaTepHalll 3a ONaKOBaHE.

13.

OLIEHKA Y OBOBLIEHUE

OcHoBHaTa WH(OpPMAaIKMsI OT EKBUBA-
JICHTHUTE TOYKHU BBB BCEKHU
noapaszien (2—12) ce obobmasa u
OLIEHSBA M CE€ W3TOTBS MPOEKT 3a
OIIEHKa Ha pHCKa.

(') W3nurBaHe 3a OYHO Jpa3sHEHE HE € HEOOXOAMMO, KOraTo € J0Ka3aHo, Y€ OMOLMABT UMa MOTEHIUAJIHH KOPO3HBHU CBOMCTBA.
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T 2
MHKPOOPT AHN3MH

OCHOBHM H JAONBJHUTC/IHHA JTAHHHU

B rtaGmunara mo-nony e u3bpoeHa uHdopMauusTa, H3UCKBaHa 3a 00OCHOBKA Ha
paspelaBaHeTo Ha JaJeH OMOIMI.

3a BCSKO M3MCKBaHE 3a NpelocTaBsiHe Ha MHQOpMauus, ChIbPXKALIO Ce B
HACTOAIIOTO MNPWJIOXKEHHE, Ce TNpHiIaraT M yKa3aHusita B KomoHH | u 3 ot
npunoxenue Il 3a ChIIOTO M3MCKBaHE 32 MPEROCTaBsHE HAa MH(MOPMALHS.

Komnona 2
Kosona 1 Beuuku aHHM ca OCHOBHH,
W3ucksana nnpopmanys: OCBCH aKO He ca OTOeNs3aHu

KaTo JONBbJIHUTCIHUA

Komona 3

CrnenupuyHN NpaBUiIa 3a aJalnTHpaHe CHPSIMO
cTaHzapTHaTta MH(POPMAIMS OTHOCHO HSKOU OT

M3UCKBAHUATA 32 IPEIOCTABSIHE HA
nHpOpMaIKsi, KOUTO MOXKE Ja HamaraT

M3I0JI3BAHETO HA M3IHTBAHE BbPXY IPHOHAUHH

KUBOTHH

1. 3ASIBUTEJT

1.1. Nwme u agpec

1.2. JInie 3a KOHTaKT

1.3. [IpomsBomuTen © JHIEe, KOETO €

n3roTBII0 opmynara Ha Ouonuna u
MHUKpOOpranmma(ute) (MMeHa, aapecH,
BKJIIOYUTENTHO MECTOHAXOXK/ICHHE Ha

3aBopa(ure)
2. WJIEHTUYHOCT HA BUOLIUANTE
2.1. TBpProBck0 HaMMEHOBAaHUE WIIU MpE-

JIO)KEHO THPrOBCKO HAWMMCHOBAHUE

2.2. HomenknatypeH kox Ha mpous-
BOJMTENS M HOMEp Ha OHoLuIa, aKo
€ HOAXOJAIIO

2.3. IMonpobuna xonuuectsena (gkg, g/l
mwm % w/w (V/V) u KadecTBeHa
nHbOpMAIUA 32 CBhCTaBa, CHABP-
*KaHMeTO M (yHKUMHUTE Ha OMOLMIA,
Halp. MHKPOOPTaHH3bM, AKTUBHO(M)
BellecTBO(a) M HEaKTHBHU BEIIECTBA
B TIPOAYKTa, KAaKTO M BCEKH IPYyT
3HAYUM KOMIIOHEHT.

IIpencrasst ce BCAKAa  IIOJIE3HA
uHpOpMALUs 32 OTJACITHUTE CHCTABKU
U KpailHHs ChCTaB Ha OHONHKAA.

2.4. Bun Ha dopmynanuara ¥ €CTeCTBO Ha
ouormaa
2.5. Koraro OuonumbT ChObpka aKTHBHO

BEIIECTBO, MPOM3BEICHO HA MECTa, MO
MPOIIECH WM OT M3XOAHHW MaTephalld,
pasM4HM OT Te3W Ha AKTHBHOTO
BEIIECTBO, OLICHEHO 32 LEJIUTE Ha 0100-
peHHeTo  ChIVIaCHO wWieH 9  or
HACTOSIIMSL PeriaMeHT, TpsibBa na ce
NPEJICTaBH JIOKA3aTeNCTBO, Ye € yCTa-
HOBEHa TEXHHYECKAa PAaBHOCTOMHOCT B
CBHOTBETCTBHE C WIEH 54 OT HACTOSIIHUSA
pernaMeHT, WM €  yYCTaHOBEeHa
BCIIE/ICTBUE OLICHKA, 3allo4yHajNa IMpean
1 cenremBpu 2013 1. OT KOMIETEHTEH
OpraH, OIpeAeNieH B CHOTBETCTBHE C
unier 26 ot upektuBa 98/8/EO
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BUOJIOIT'MYHH, OU3NYHU,
XAMUYHM W TEXHUYECKU
CBOMCTBA HA BUOLIUJA

3.1.

buonornunu cBOICTBa Ha MHKpOOp-
raHu3Ma, KOHTO ce ChIbpkKa B
ouonuaa

3.2.

Bramen Bun (mpu 20 °C u 101,3 kPa)

3.2.1.

Hpsat (mpu 20 °C u 101,3 kPa)

3.2.2.

Mupuc (mpu 20 °C u 101,3 kPa)

3.3.

Kucenunnocr,
CTOHHOCT

ankamHocT W pH

3.4.

OTHOCHUTENHA TUTBTHOCT

3.5.

CrabunHocT npu ChXpaHEHHe,
CTabMITHOCT U CPOK Ha ChXPAaHEHHE

3.5.1.

Briusinue Ha cBeTiiMHATa

Briusinue Ha TeMIieparypara U BJIax-
HOCTTa

PeaktuBHOCT CIIpsIMO Cbaa

Jpyru  ¢akTopy, KOMTO OKa3BaT

BJIMSTHHAC BBPXY CTa0MIIHOCTTA

3.6.

Texuuuecku
ounonuga

XapaKTCpUCTUKU Ha

3.6.1.

Moxkpemia crmocodHOCT

3.6.2.

CycrieH3noHHA CIOCOOHOCT u
CTabMITHOCT Ha CYCICH3USATA

3.6.3.

CuTOB aHAIN3 MO CyX U MOKBP METOJ

3.6.4.

Cmocobuoct  3a
peemyirupase,
emyJicusita

eMyJrupaHe |
CTaOUITHOCT Ha

3.6.5.

3bPHOMETPUYEH CBCTaB, ChABPIKAHNE
Ha Tpax, QUHU YACTHIHM, H3HOCBAHE U
POHIIMBOCT

3.6.6.

Tpaiino oOpa3zyBaHe Ha IsiHA

3.6.7.

TeuIMBOCT/CHILIMBOCT/3aIIPAITIMOCT

3.6.8.

CKOpOCT Ha rOpeHe — I'€HEepaTOpu Ha
JUM
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3.6.9. IIbnHO M3rapsHe — TreHepaTopu Ha
JTAM

3.6.10. CncraB Ha AUMa — TEHEPATOPH Ha
TTIM

3.6.11. Mopmenrn Ha  pa3mpbCKBaHE  —
aepo30Iiu

3.6.12. Jlpyru TeXHMYECKHM XapaKTepHUCTHKU

3.7. dusnyHa, XMMHYHA W OHOJIOTHYHA
CBBMECTUMOCT C JIPyrH IPOAYKTH,
BKJIFOUHUTCIIHO 6]/10]_11/1)11/1, C KOUTO
ynorpebara My mpeiacton pna Obae
paspeleHa Wik perucTpupaHa

3.7.1. ®u3uyHa CbBMECTUMOCT

3.7.2. XUMHYHA CHBMECTHMOCT

3.7.3. Buonornvyna cpBMECTUMOCT

3.8. [ToBBPXHOCTHO HampeKeHHe

3.9. Buckosuter

4. OUBNYHU PUCKOBE u
CBHOTBETHU XAPAKTEPUCTUKU

4.1. Exkcmnosusu

4.2. Bb3miameHnuMu razose

4.3. Br3nnamenumu aeposonu

4.4. Okcuaupaniy ra3oBe

4.5. T'a3oBe moja Haysirane

4.6. Bb3miaMeHUMH T€YHOCTH

4.7. Bo3nnamenumu TBBpIU BelIecTBa

4.8. Okcuaupany TeYHOCTH

4.9. Oxcuaupani TBbPAN BEIIECTBa

4.10. OpraHuyHH TIEPOKCHUIN

4.11. KopozuHocT 3a meranute

4.12. Jpyrn (U3MYHM TIOKA3aTeNy 3a PUCK

4.12.1. TemmepaTypn Ha caMmo3amajBaHe Ha
MIPOXYKTH (TEYHOCTH W Ta30Be)

4.12.2.  OrtHocuTellHa TeMmIlepaTypa Ha camo-

3allajJIBaHe 3a TBbpAU BELICCTBA
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4.12.3.

OmacHOCT OT €KCIUIO3Ms Ha pax

METOJIM 3A OTKPMBAHE H
WJIEHTUOUKALIA

5.1.

AHaJIUTHYEH METOJ 3a OlpeJelssHe Ha
KOHIIEHTpaluusita B OWonuga Ha
MHKPOOPraHU3bM(MHM) U PHCKOBHU
BEILECTBA

5.2.

AHaTUTHYHU METOAM 3a HaOJIIOIECHHE,
BKJIIOYUTENIHO CTENeH Ha BB3CTAHO-
BSBaHE M TIPAHHMIM 32 KOJIUYECTBEHO
ompeneNsiHE W OTKpHBaHe  Ha
aKTHBHOTO BEIECTBO M, KOrato e
HEoOXOAMMO, Ha HEroBH OCTAaThYHU
BEIECTBA  BBB/BBPXY XpaHH  OT
PaCTHUTENEH U KUBOTHHCKH IPOH3XOJ
uni Gypaku U Apyru IpoAyKTH (HE €
HEOOXOAUMO, aKO HUTO aKTHBHOTO
BEILIECTBO, HUTO TPETHPAHOTO C HETro
u3feNue Tomajar B KOHTakT €
JKMBOTHH, OTIVIOKIAHH 33 TPOM3-
BOJACTBO Ha XpaHH, C XpaHH OT
PacTUTENEH U KUBOTHHCKH IPOM3XOJ
ui ¢ dypaxu)

HOHT)JIHI/ITC.HHI/I JIAHHA

E®EKTUBHOCT
LEJIEBHA OPTAHU3BM

CIIPAMO

6.1.

(DyHKI_[I/II/I WU Ha4Y¥WH 3a KOHTPOJI

6.2.

[pencraButeneH(Hu) Bpeauten(un),
KOWTO(KOUTO) c€ KOHTPOIHpa(T), H
3allIMTCHU NPOAYKTH, OpPraHu3MU HIIU
00eKTH

6.3.

Be3geiictBue  BBpPXY — NpeiCTaBH-
TEJTHUTE LIENEBH OPraHUu3MH

6.4.

BeposiTHa KOHIEHTpauus, MpHU KOSTO
MHKPOOPTaHU3MBT 1€ CE W3MO0JI3Ba

6.5.

Hauun nHa nericTBue

6.6.

3asBleHHS 3a MpEeUIaraHo eTHKe-
THpaHe Ha MPOJyKTa

6.7.

Jannu 3a edukacHOCT B MOAKpena Ha
TE3M TBBPJACHHS, BKIIOYUTEIIHO EBEH-
TyaJlHO HW3MOJI3BaHH HAJIWYHU CTaH-
JAapTHU  TPOTOKOJHM,  J1abopaTopHU
W3MUTBAHMS WM TIOJNEBH  EKCIle-
PHMEHTH, BKJIIOUMTEIHO CTaHIAPTH 3a
e(eKTUBHOCT, KOraro € YMECTHO |
MOAXOAAIIO

6.8.

Bcewnukn JApYryu U3BECTHU OIpaHHUYCHUS
Ha e(bI/IKaCHOCTTa, BKJIIFOUHUTEIIHO PE3UC-
TCHTHOCT
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Hudopmanus  3a  ciaydau MM
BB3MOXHH CJIyyal Ha pa3BUTHE HA
PE3UCTEHTHOCT u HOAXOSIIN
CTpATEruu 3a yIpableHHE

Habnrogenuss Ha  HEXeNaHU — WJIH
HETPEeIBUICHH CTPaHUYHH e(PEeKTH

MNPEABUAEHN  VIIOTPEBM U
EKCITIO3ULINA

7.1.

IIpenBunena odnact Ha ynorpebda

7.2.

IIpoxykToB TuN

7.3.

IMoapoGHO omicanne Ha MpeaBHACHATA
ynotpeba

7.4.

IMorpebuTeny, Hamp. NTPOMHILICHH,
00y4yeHu npodecHoHaTUCTH, Mpode-
CHOHAJIHU WJIX MaCOBH HOTpeGI/ITeHI/I
(renpodecnoHanHu MOTPEOUTEIH)

7.5.

Meron Ha TNPUJIOKCHUE M ONHMCAHUE
Ha TO3U METOQ

7.6.

Jlo3upaHe #u, ako € yMeCTHO, KpaiHa
KOHIIGHTPALMS HAa OMOLIM/IA MIIH MHKPO-
OopraHusma, axkTHBHOTO BEILICCTBO B
TPETHUPAHOTO U3/IENINE U B CUCTEMATa,
B KOSITO C€ M3I0JI3BA MPOJYKTHT (HAIp.
B YCTPOHCTBOTO 3a TNpWJIaraHe MWIIH
HpUMaMKaTa)

7.7.

Bpoit u rpaduk Ha mMpUIIOKEHHUATA U
NPOJBDKUTETHOCT Ha 3allUTaTa

Konkperna wuHdopmManus 3a reor-
padcKOTO  MECTOHOJIOKEHHE WM
KIMMaTHYHUTE Pa3iMuus, B T.4. HEOO-
XOJMMHM NEPUOAU Ha M3YaKBaHE Npeau
MOBTOPHO  IIpUJIaraHe, HeoOXOIuMHU
KapeHTHH  IepHOAM WM JpYTd
ImpeinasHd  MEpKH 3a  3aliuTa  Ha
3[paBeToO Ha XOpaTa U >KUBOTHHUTE U 3a
ola3BaHe Ha OKOJIHATA cpeja

7.8.

Ipemnoxenn ykasaHus 3a ynorpeda

7.9.

HaHHI/I 3a CKCIIO3UIHUATA

7.9.1.

WndopMmanus 3a eKCHO3UIUATA Ha
YOBEKa, CBbP3aHA C TpeIOKEHHTE/
OYaKkBaHMTE YNoTpeOu U  00e3Bp-
eXIaHETO

7.9.2.

Wupopmanuiss 3a eKCIO3MLMATA HA
OKOJIHATa Cpela, CBbp3aHa C Ipea-
JIO)KCHUTE/OYaKBaHUTE yMOTPEOH M
00€3BpEeKAAHETO
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TOKCHUKOJIOI'MYEH IMPODUJI
ITPY YOBEKA U JXUBOTHHWUTE

He e mHeoOxomumo [a ce U3NHUTBa

NPOAYKTHT/CMECTa, aKo:

— ¥Ma BaIUIHH JaHHH 32 BCCKH
KOMIIOHCHT Ha CMeCTa, KOHUTO
MO3BOJSABAT  KiIacH(pHIMpaHe Ha
cMecTa ChIVIACHO MpaBHiaTa, ycra-
HoBeHu B Jupextusa 1999/45/EO,
Pernament (EO) Ne 1907/
2006 (REACH) u Permament (EO)
Ne  1272/2008  (xnmacudpunupane,
CTHKCTHpAaHE M ONAKOBaHE), U He
Ce O4YaKBaT CHHEPIHYHH e(EeKTH
MEXy KOMIIOHEHTHTE.

8.1.

KoposuBHo peiicTBue BBpXY KoXarta
WIK KOXHO Jpa3HeHe

8.2.

OuyHO npa3HeHe

8.3.

Koxxna cencubunmsanms

8.4.

Huxarenna CEHCHOMITU3AITHS

IIOHBHHHTCJ'[HI/I JaAHHH

8.5.

OcTpa TOKCHYHOCT

— CraHgapTHUAT NOAXOJ € KJacu-
¢unmpaHe ype3 H3MOI3BaHE Ha
HOCTAIHUS TIO/IXO/ 33 Kiacudu-
IMpaHe Ha CMecH 3a ocTpa
tokcuuHOCcT B Permament (EO)
Ne 1272/2008.

Ilo opasien mbpT

Ilo HUHXAJIaTOPEH IIbT

Ilo nepmanen mbT

Z[OHT:J'IHI/ITGHHI/I H3CJICABaHUSA 3a OCTpa
TOKCHUYHOCT

8.6.

Wudopmarms 3a nepmaisa abcopors,
aKO Ce M3UCKBa

8.7.

Hannunu
OTHOCHO:

TOKCHKOJIOTUYHHU JaHHH

— HeakTHBHO(M) BemecTBo(a) (T.e.
pHUCKOBO(H) BemiecTBo(a), Win

— CMecC, CPei YHMHTO KOMIIOHEHTH
MMa PHCKOBO(M) BELIECTBO(a)

Ipy JMIca Ha AOCTaTbYHO JAaHHU
3a HEaKTUBHO(M) BeIIecTBo(a),
KOUTO HEe Morar jaa Objar
NOJlyYeHH upe3 npeHacsiHe (read-
across) Ha [aHHH WIH JPYTH
NPHETH TOIXOMAH, PAa3IHYHH OT
M3IUTBAHUATA, CE€ M3BBPLIBA(T)
1eneBo(u) u3nUTBaHe(Hs),
ommcano(n) B npwioxenue I, 3a
puckoBo(M) BemiecTBo(a), WM 3a
CMeC, Cpell YHUHTO KOMIIOHEHTH
MMa PUCKOBO(M) BEIIECTBO().

He e mHeoOxomumo pa ce
HPOAYKTHT/CMECTA, aKO:

HU3IUTBa

— HMa BaJIMJHU JaHHHU 3a BCCKH
KOMITOHEHT Ha CMECTa, KOHUTO
IIO3BOJIABAT KnacmbnunpaHe Ha
CMECTa CBIJIaCHO IIpaBuWIaTa, YycCTa-

woBenn B JlupektuBa 1999/45/EO,

Pernament (EO) Ne  1907/2006
(REACH) wu Permament (EO)
Ne  1272/2008  (xnacuduiupane,

eTHKETHpAaHEe U ONAKOBaHE), U HE Ce
OYaKBaT CHHEPIHYHHM ePeKTH MEeXTy
KOMITOHEHTHTE.
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8.8.

JlonmbIHUTETHI HU3CIIeIBaHUS 3a
KOMOHMHAIIMK OT OMOLUIH

3a GuonuaH, 3a KOMTO ce NPEABIK/IA 1
ObJaT pazpelIeHy 3a yrnorpeda ¢ Apyru
OMOLMM, Ce OLEHSBAT PHCKOBETE 3a
XOpara, )XMBOTHUTE U OKOJIHAaTa Cpefia,
HPOM3THYALIY OT U3HOI3BAHETO Ha TE3U
KOMOMHAIMH OT npoxyKTu. Karo anrep-
HaTUBa Ha MPOYYBAHUATA 3a OCTpa
TOKCHYHOCT MOTaT Ja C€ H3II0N3BaT
m3uyucieHus. B HAkom  ciydaw,
HalpuMep KOraro HsiMa BaIUIHU
IaHHU OT IOCOYCHHS B KOJOHA 3 BUI,
TOBAa MOXKE J1a M3UCKBA IIPOBEXKIAHETO
Ha OrpaHHM4eH OpoH IpoyduBaHUA 3a
0CTpa TOKCHYHOCT KaTO C€ H3IOJN3BaT
KOMOUHAIIMH OT MPOXYKTHTE.

He e Heo6X0auMO Ja ce U3MHUTBA CMECTa
OT NIPOJYKTH, aKO:

UMa BaIUOHU JAaHHU 32 BCEKH
KOMIIOHEHT Ha  CMECTa, KOHUTO
MO3BOJISABAT  KIacH(UIUpaHe  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 CHHEPTUYHU edeKTn
MEXIy KOMIIOHEHTHTE.

8.9.

OcTraTb4yHU BEIECTBA B TPETUPAHUTE
u3zeNys, XpaHu U Gypaxku MU BbPXY
TAX

ﬂOHLHHHTCHHH JaHHH

EKOTOKCHKOJIOTMYHH
W3CJIEABAHUA

9.1.

WsuckBa ce uHpOpMAIMs 332 €KOTOK-
CHYHOCTTA Ha OWoIHUaa, KOSTO €
JOCTaTh4HA, 3a Ja MOXe Ja ce
B3€ME pelIeHHE OTHOCHO Kiachpuim-
paHeTO Ha NPOAYKTa.

— Koraro uma BamuIHU JaHHU 3a
BCCKM KOMIIOHGHT Ha CMecTa M
HE cCce O4YakBaT CHHEPrHMYHH
eeKkTH MexXay KOMIOHEHTHUTE,
cMecta MOXe Ja ce KIacH-
¢dumupa CHIIACHO —IIpaBMIIATa,
ycranoBeHu B JlupexruBa 1999/
45/E0O, Permament (EO)
Ne  1907/2006 (REACH) wu
Pernament (EO) Ne 1272/2008
(knacudunupane, eTHKETHpaHE
Y OIAaKOBaHE).

— Tlpu nunca Ha BadWIHU JAHHH
WIM  KOrato MOXKe Ja ce
OYaKBaT CHHEPTHYHH  edeKTH,
MOKE Jla CE€ HAJOKH W3IHMTBAHE
Ha KOMIIOHEHTUTE W/WIM Ha
camMusi OMOLIMI.

9.2.

JlonbIHUTETHI
H3CIIeIBAHMS

CKOTOKCHUKOJIOTHYHHA

Moske 1a ce M3MCKBAT JOIIBIHUTCIHU
W3CNIeIBAaHMs, M30paHUM  HM3MEXAY
€KBHUBAJICHTHUTE TOYKU B pazzesn §
ot mpunoxenue II Muxpoopranuzmu
Ha CBOTBETHUTE KOMIIOHEHTH Ha
Ouonmga WM Ha caMusi OHOLU,
KOraTo  JaHHUTE 3a  aKTHBHOTO
BEIIECTBO HE HPEIOCTaBAT
JOCTaThYHO HHpOpPMAIUs M aKo
CBIIECTBYBAaT IpPU3HAIM 32 PUCK
nopagu crnenupUYHM CBOWCTBa Ha
ouorua.
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9.3.

Bru3neiictBue BBbpXy APYrd HELENEBU
opranm3Mu (duopa u dayna), 3a
KOMTO CE CYMTa, Y€ MOXe ja Obnar
H3JI0KEHU Ha PUCK

HOHBHHHTCJ’IHI/I JIAHHH

JlaHHUTE 3a OLIGHKAa HAa OMAcCHOCTUTE 3a
IUBH 0O3aMHHUIIM CE B3eMaT OT TOKCHKO-
JIOTHYHATA OICHKA 3a 0O3aiHUIIM.

9.4.

9.4.1.

94.2.

Axo OwmonmasT € mox ¢Qopmara Ha
MpUMaMKa WA TPaHyJIH

KonTtponupanu omuTtH 3a OIEHKa Ha
PHCKOBETE 3a HELENEBUTE OPTaHU3MHU
TIPU TIOJIEBU yCIIOBHSA

WscnenBanus Ha NpHEMaHETO Ha
OGuonmaa  upe3  IONIbIIaHE  OT
HEIlleJICBH OPraHM3MH, 3a KOHMTO ce
CYHUTA, Y€ Ca M3JIOKEHH Ha PHUCK

IIOHLJ'IHI/ITCJ'IHI/I JaHHH

9.5.

Bropuuen exonoruyeH egekr, Hamp.
KOTaTo ce TPeTHpa 3HAYWTEIHA YacT
OT KOHKDPETeH THI MECTOOOHUTaHHE

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

10.

MNOBEJAEHUE U XMU3HEH IUKDBJI
B OKOJIHATA CPEJA

10.1.

[peaBUIMMH TBTHINA 32 TIOCTHIIBAHE
B OKOIHAaTa cpela BB3 OCHOBA Ha
MpeABMKIaHATa yrmoTpeda

10.2.

HOH’LJ’IHI/ITCJ’IHI/I HU3CICABaHUA Ha
IOBCACHUCTO MW JXHU3HCHHUA IUKBJI B
OKOJIHaTa cpeaa

Koraro e mnoxaxopsmo, 3a IpoayKra
MOXE Ja Cce M3MCKBa IsiaTa
nHbOpMAIWA, M3UCKBAaHA B pasmen 9
or mnpunoxenue Il ,Muxpoop-
raHU3MH

3a mpoayKTH, KOUTO C€ M3MOI3BAT Ha
OTKPHTO C MPSAKO OTHEISIHE B MOYBHUTE,
BOAUTE WM IOBBPXHOCTUTE, KOMIIO-
HEHTUTE Ha TMPOAYKTa MoOraT Ja
OKakaT BB3JCICTBHE BBPXY IOBEM-
€HHETO M JKU3HEHHsI LUKBI (M €KOTOK-
CHUYHOCTTA) HAa aKTHBHOTO BELIECTBO.
W3uckBar ce JAaHHH, OCBEH aKO HE €
Hay4YHO [IOKa3aHO, 4Y€ IKU3HEHUSAT
LIUKBJ Ha KOMIIOHEHTUTE Ha MPOAYKTa
€ BKJIFOYCH B l'lpe}lCTaBeHPlTe JaHHU 3a
AKTUBHOTO BEIIECTBO M JPYrd ycrTa-
HOBEHH PUCKOBU BEILECTBA.

IIOITBJ'IHI/ITCJ'IHI/I JaHHH

10.3.

HOBGLLCHI/IS Opyu U3JIyKBaHE

HOHT)HHI/ITCJ'IHI/I JaHHHA

10.4.

AKo GHOLMABT ILIe CE PasnpbCKBa Ha
OTKPHTO HJIM MOXE Ja IPeAu3BHKa
3HAYUTEIHO oOpa3yBaHe Ha Mpax,
TOraBa MOXE [a C¢ H3HUCKBAT JaHHU
3a  NOBEJECHHE  IPH  CBPBXpa-
3IPBCKBAHE, 3a Ja C€ OLCHAT
PHCKOBETE 3a ITYENHTE NP IIOJICBH
YCIIOBHSL.

IIOHBJ'[HI/ITCJ'[HI/I JaHHH
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11.

MEPKH, KOUTO JA CE [IPUEMAT
3A  3AIIMTA HA  XOPATA,

XKUBOTHUTE U  OKOJIHATA
CPEJIA
11.1. [IpenopbvunTennu METOAU U

Mpe/asHi MEPKH MPH: MaHUITyJIalus,
CHXpaHEHHE, TPAHCIIOPT WIIH HOXKap

11.2.

Mepku B ciayvall Ha WHIHIECHT

11.3.

Ipouenypu 3a paspyliaBaHe MU
oOe3BpexxgaHe Ha Owonupa ¥ Ha
HErOBOTO OIIaKOBaHE

11.3.1.

KonTponupano usrapsze

11.3.2.

Tpyru

11.4.

OmakoBaHe M CBhbBMECTUMOCT Ha
OuonuIa C NpeIoKEHUTE MaTepHaH
3a OlaKOBaHe

[Ipouenypm 3a mouncTBaHe Ha
obopyaBaHeTO 3a IpHIaraHe Ha
MPOAYKTa, KOTaTO € YMECTHO

Tlnan 3a HaOmoIeHHE, KOWTO aa ce
W3MO3Ba 32  aKTHBHUS ~ MHKPO-
OpraHu3bM M Jpyr(M) MHKPOOp-
TaHu3bM(MH), CHIbpXKAIIM CE€ B
Ouormaa, BKIIOYMTEIHO HOPH MaHH-
MyJanysi, ChbXpaHEHUE, TPAHCIOPT M
ynorpeba

KIIACUDUIIUPAHE,
TUPAHE U OITAKOBAHE

ETUKE-

IIpencraBar ce NpUMEpHU ETUKETH,
yKazaHus 3a ymnorpeba M HH]O-
PMaIMOHHH JIICTOBE 32 GE30MaCHOCT.

12.1.

VYKkazaHHe OTHOCHO HEOOXOAUMOCTTA
OHOLIMIBT J1a MMa 3HAK 3a OMOJIOTMYHA
OINAcHOCT, MOCOYeH B mpuioxeHue II
kbM Jlupexrusa 2000/54/EO

12.2.

[Ipemoppku 3a 6e30MacHOCT, BKIIIO-
YHUTEJHO MPEBEHINS, PEaKILHs, ChbXpa-
HsBaHe U 00e3BpeKIaHe

12.3.

Koraro e momxomsiio, ciemsa jga ce
[PECTABST MPEUIOKECHHS 3a HHpOpMa-
LHHOHHM JINCTOBE 3a MEpKUTE 3a
0e30IacHOCT.

12.4.

OnakoBaHe (THI, MaTepualu, pasmep
U T.H.); BKJIIOYBA C& ChBMECTHMOCTTA
Ha  TPOOYKTa C  IPEAJIOXKEHHTE
MaTepHalii 3a OIaKOBaHEe

13.

OBOBIIEHHUE W OLIEHKA

OcHoBHara HH(pOpMAILMsi OT EKBHBa-
JICHTHUTE TOYKH BBB BCCKHU IOJpa3ael
(2—12) ce obobmiaBa 1 OLCHSABA U CE
M3rOTBS IIPOCKT 32 OLICHKA Ha PUCKA.
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IIPUJIO’KEHUE 1V

OBl NPABUJIA 3A AJAIITUPAHE HA M3UCKBAHUATA 3A
HNPEJOCTABAHE HA JJAHHU

B Hacrosmoro mpuioxeHHe ce yCTaHOBsSBAaT IpaBHJIaTa, KOUTO CleABa Ja ce
Cra3BaT, KOTaTo 3asBUTENAT MPEATIOKU aJalTHpaHe HAa M3MCKBAHUATA 3a TPEa-
octaBsiHe Ha JaHHUM mno mnpuioxeHus Il u III B cpoTBercTBHE € uieH O,
nmaparpadu 2 u 3 wnm wien 21, maparpadu 1 u 2, 6e3 ga ce 3acsAraT creuu-
¢uunuTe MpaBuia, nocoueHu B mnpuioxenue Il oTHocHO u3monN3BaHETO Ha
METOJH 32 W3YMCICHHE 3a KiIacH(]UKaluiTa Ha CMecH, C el Ja ce H30srear
U3MUTBAHUS BbPXY I'PbOHAYHU JKHBOTHH.

IIpuuunuTe 3a aganTHpaHe Ha M3MCKBAHMATA 3a NPEOCTABSIHE HA JAHHU TPsOBa
Ja ObJaT CHO MOCOYEHH MOJ ChOTBETHHUTE pa3/ield B JOCUETO C MO30BaBaHE Ha
creruduyHOTO(MTE) MpaBUIO(a) OT HACTOSIIOTO MPUIIOKEHHUE.

1. MMPOBEXIAHETO HA WU3IIMTBAHE HE E HEOBXOJAMMO OT
HAVYHA TJIEJHA TOYKA

1.1. W3non3Bane Ha HAJIMYHU JaHHU

1.1.1.  dauHu 3a (HU3MKOXUMUYHHUTE CBOICTBA OT €KCIEPHMEHTH, KOMTO HE ca
NPOBEJCHH CBHIVIACHO M3UCKBAHUsATA Ha joOpara 1a0dopaTopHa MpaKTHKa
(JJIIT) unu ChbOTBETHUTE METOIM 3a M3IUTBAHE.

JlanHuTe cieaBa Na ce pasriexaaT KaTo PAaBHOCTOMHM Ha JaHHUTE,
CbOpaHM OT KOPECIOHIMpPAIlM METOAM 3a M3IUTBaHe, aKo ca
W3IBJIHEHU CIICJHUTE YCIIOBUS:

1) agekBaTHOCT 3a LENUTE Ha KIACH(PHULUUPAHETO M CTUKETHPAHETO W
OLICHKAaTa Ha PHCKa,

2) IPEeAOCTaBAHE HA NOCTATBhYHO a/ICKBaTHA U HAACKAHA NOKYMEHTALUsA
3a OLCHABAHC Ha CKBHUBAJICHTHOCTTA HA M3CJICABAHCTO, U

3) JaHHUTE Ca BaJIMJHU 34 €KBHUBAJICHTHUTE TOYKH, KOUTO C€ MIPOy4BaT,
WU U3CJICABAHCTO € U3MNBIHCHO IIpU TapaHTHpPAaHO KadeCTBO Ha
IIpUEMJIMBO paBHUIIIC.

1.1.2.  [lanHH 3a cBOIiCTBaTa IO OTHOIICHHE Ha YOBEHIKOTO 37paBe U OKOJHATA
cpeia OT eKCIEPHMEHTH, KOHTO HE ca IPOBENCHH CBITACHO H3HCK-
BaHMATa Ha JoOpaTa nabGoparopna npaxtuxa ([JIIT) mwmu cborBeTHUTE
METOJH 32 M3IUTBAHE.

I[aHHI/ITC CleaBa Ja C€ pasrjiexnaar KaTo paBHOCTOﬁHH Ha IOaHHUTE,
C’b6paHI/I OT KOpecnmoHaupamyd METOAW 3a HU3NMTBAHE, akKo ca
U3MBJIHEHU CIICAHUTE YCJIIOBHA:

1) aJICKBAaTHOCT 3a ICJIIMTE Ha KﬂaCHq)HHHpaHCTO U C€TUKETHUPAHCTO H
OII€HKAaTa Ha pHUCKa,

2) JocTaTh4€H W JIOCTOBEpeH 00XBAT Ha KIIFOUOBHTE MapaMeTpH/EKBH-
BQJICHTHM TOYKH, KOMTO C€ MPEIBWKIA Aa ObAAT MPOyYBaHH Upe3
KOPECIIOHANPAIINTE METOIN 3a H3MHTBAHE;

3) NPOXBIKUTENHOCT Ha EKCMO3MIMATA, CPAaBHMMA C Ta3u IPU Kopec-
MOHJUPAIIUTE METOMM 3a M3MUTBAaHE WM MO-IbIra OT Hesl, aKo
MIPOABIDKUTENHOCTTA HAa €KCHO3UIMATA € BaKEH MapaMeThp;

4) mpenocTaBsiHe Ha aJCKBAaTHA W HAJEK/IHA JOKyMEHTALMs 33 W3CIIe/-
BaHETO; U

5) U3CJICABAHCTO C€ HU3BBPIIBA, KAaTO CE€ H3IIOJI3Ba CHUCTEMa 3a rapaH-
THpPaHE Ha Ka4vy€CTBOTO.

1.1.3.  Hcropuyeckn DaHHM 3a HOBEKa

Kato o00mo mpaBmio, B CHOTBETCTBHE C wieH 7, maparpadp 3 ot
Pernmament (EO) Ne 1272/2008 wu3nuTBaHusitTa 3a [EIUTE Ha
HACTOSIIMS PEerJIaMeHT He Ce M3BBPLIBAT BBbPXY Xopa. Bwmpeku ToBa
clieqBa Jla ce B3eMaT NpeBH HAIUYHU MPEIXOJHH ITaHHU 3a YOBEKa,
KaTO HalpUMep CMHUIEMHOJIOTHYHH W3CICABAHUS BBPXY CKCIIOHHPAHOTO
HaceNieHHe, NaHHM 3a Cily4dailHa Wid Npo()eCHOHAHA EKCIO3HIHS,
OMOMOHUTOPMHIOBH  M3CJIE/IBaHHSA,  KIMHUYHM  W3CICABAHUS U
M3CIEBaHMS BBPXY IOOPOBOIIIHM, NPOBEICHH B CHOTBETCTBHE C MEKIY-
HApOJHO IPHETH ETHYHU CTaHAAPTH.
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1.2.

1.3.

ﬂaHHI/ITC, C’b6paHI/I TI0 OTHOWICHHWE Ha XOpa, HE MOTraT Ja C€ H3MO0JI3BaT
3a INOHM>KaBaHE Ha I'PAaHULIUTE Ha 6630HaCHOCT, ONPENCIICHU BCIICACTBUE
Ha M3NUTBAHUS WU WU3CICABAHUSI BBPXY JKUBOTHH.

3HAYUMOCTTA Ha JIAaHHUTE 3a CIEH()UYHO BB3JCHUCTBUE BBPXY 3PABETO
Ha Xopara 3aBHCH, HapeJ ¢ JPYroTo, OT BHIA Ha aHajIu3a U 0OXBaHATHUTE
mapameTpd, OT TrojieMHHata H crenudukKara Ha OTrOBOpa M Cliel-
OBAaTeTHO OT TPEABHANMOCTTAa Ha BB3AeicTBHeTo. Kpurepuute 3a
OIICHSBAHE Ha aJICKBAaTHOCTTA Ha JAHHUTE BKIIIOYBAT:

1) mpeuusHO CeNEeKIMOHNPAaHe U XapaKTePU3HPaHEe HA CKCIIOHUPAHUTE H
KOHTPOJIHUTE TPYIIH;

2) AJICKBATHO XapaKTCPU3HUPAHE Ha CKCIIO3ULUATA;

3) nmocraTh4Ha IPONBDKUTEIHOCT Ha MpOCIEASBAaHETO B CIy4ail Ha
3a00JIsIBaHE;

4) BanmIeH MeTo] 3a HaOIoJaBaHE HAa BH3JCHCTBHUE,
5) mpenu3HO choOpa3siBaHe Ha (AKTOPUTE 3a OTKIOHEHHE U TpelIKa; U

6) npuemiiiBa CTaTUCTHYECKa JOCTOBEPHOCT 3a 000CHOBaBaHE Ha
3aKJIIOUYCHUECTO.

HpI/I BCHYKH ClIydaul CC€ OCUurypsiBa ajc€kBaTHa MW HaJACKJIHA MOKYy-
MCHTaIUs.

3HAYMMOCT Ha JIOKa3aTejcTBaTra

Mosxe fa MMa JOCTaThYHO 3HAYUMH JOKA3aTEJICTBA OT HAKONKO He3a-
BHCHUMH M3TOYHHKA Ha MH(OpMAIMA, BOJCIIM A0 MPEANOTIOKESHHETO/
3aKJTIOYEHHETO, Ye e[JHO BEIECTBO MMa HIIM HSAMa TOYHO OIpEeeNeHo
OIACHO CBOWCTBO, [OKAaTO MH(MOpMAUMiTa OT BCEKH CAUH CaMo-
CTOSATENICH M3TOYHMK caMa 1o cebe CH € HEeIOCTaThyHa Ja MOJKPerH
Tasu uiaes. Moxke Ja MMa NOCTaThYHO 3HAYUMH JOKA3aTEJCTBA OT
NPUIATaHEeTO Ha IOJOXHUTEIHH pE3yNTaTH OT HOBOPa3pabOTeHH
METO/IM 33 M3IMTBAHE, KOMTO BCE OIIC HE Ca BKIIOYCHH B CHOTBECTHHTE
METOAM 3a M3INUTBAHC, WK OT MECXKAYHApPOACH METOX 3a U3IMUTBAHE,
npusHat oT Komucusrta 3a paBHOCTOGH, KOUTO AaBaT BB3MOXHOCT [a
ce U3Bele 3aKII0YEHHETO, Ye JaJICHO BElIECTBO MPUTEXKaBa ONpEaeIeHO
OIaCHO CBOWCTBO. BBIpeky ToBa, ako HOBOPa3pabOTEHHAT METOJ 3a
m3nuTBaHe € Own onoOpen or KomwucusaTa, HO BCe ome He € Oui
nyOIMKyBaH, pe3ylaTaTHTe OT HEro MOraT na ce B3eMaT MPEABHI,
ZIOpY KOTaTo BOAST JIO 3aKTIOYEHHETO, 4Ye MaJEeHO BEIIeCTBO HE
IPUTEXaBa ONpPEJEICHO ONACHO CBOUCTBO.

Korato aHanu3bT Ha BCHYKW HAJIMYHM JaHHM JaBa JOCTAThUYHO 3HAYUMHU
JIOKa3aTeNcTBa 32 HAIMYHETO WM OTCHCTBHETO Ha OIPEAEICHO OIAaCcHO
CBOWCTBO:

— HE ce MPOBEXJIaT MONBIHUTEIHM W3MNWTBAaHMSA 3a TOBAa CBOWCTBO
BBbPXY I'PBOHAYHH JKMBOTHH,

— MOXE€ Ja HE€ CC€ NpPOBEKAAT AONBIHUTCIHU HU3IMWUTBAHHA, KOUTO HE
BKJIIOYBAT rp1>6Haan JKHUBOTHH.

Ilpu BcuukM cilyyau ce OCUrypsiBa aJeKBaTHa U HaAEKAHA [OKY-
MEHTaLusL.

KauecTtBeHa wmiM KOJIMUECTBEHA 3aBUCUMOCT CTPYKTYypa—aKTUBHOCT

(Q)SAR)

Pesynrarure, monyueHH OT BAJIMAHM KAueCTBEHM WM KOJIMYECTBEHU
MOJIENH Ha 3aBHCHUMOCTTa CTpyKTypa—akTuBHOCT (Q)SAR), morar ma
ObIaT MHIMKATOp 3a HAIMYHETO, HO HE M 32 OTCHCTBHETO Ha
OIpeJIe]IeHO ONAacHO CBOWCTBO. Morar ja ce HW3ION3BaT pe3yJTaThTe
or (Q)SAR, BMmecro ga ce TpOBeXAa U3MUTBaHE, KOraro ca
U3IIBJIHEHN CIEAHHUTE YCIOBUS:

— pesyaratute ca mnoiaydeHu oT wmozpen (Q)SAR, uymsaTo HayyHa
CTOWHOCT € JI0Ka3aHa,

— BEIIECTBOTO IIOMa/1a BB BaMaupanaTa obsact Ha Mozena (Q)SAR,

— pPE3YyJITAaTUTE Ca AOCTATbYHHU 3a LCJIIUTE Ha K.]'IaCI/I(bI/IIII/IpaHCTO u
CTUKCTUPAHETO U OLCHKAaTa Ha pUCKa, U

— OCHTYpEHa € aJeKBaTHA M HaJeXIHA JOKYMEHTAIHs 3a TPUIOKEHHS
METO/I.
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1.4.

L.5.

B cwerpynunuectBo ¢ Komucusra, ¢ IbpKaBUTE-WICHKH H ChC 3aWHTE-
pecoBaHNTE CTpaHW ATCHIMATA ChCTaBs W IPEJOCTaBs HACOKU OTHOCHO
npunaradero Ha (Q)SAR.

Metoau MH BUTPO

BB3MOXKHO € pe3ynTaTuTe, MOJy4eHH OT MPUJIATAHETO Ha TOIXOMISIIN
METOIM WH BUTPO, Ja MOKAKAT HAIMYHME HA aJE€HO OMAacHO CBOMCTBO
WK J1a C€ OKaKaT ChIIECTBEHH 32 MEXaHMCTUYHOTO pasbupaHe, KOETO
MOXKE€ Ja HWMa 3HAueHWE 3a OLEHABAHETO. B  TO3M KOHTEKCT
,TIOIXOMAIIN O3Ha4YaBa JOCTATHYHO J00pe pa3pabOTeHH ChHIIACHO
MEXIyHapOJHO MPHU3HATH KPUTEPUH 3a paspabOoTBaHE HA HM3IMTBAHMS.

Koraro TakuBa M3NUTBaHUS WH BUTPO Ja/aT MOJOXKUTEIHU PE3YNITaTH, €
HEOOXOANMO HAIMYMETO Ha OMACHO CBOMCTBO J1a ObAE MOTBBPACHO OT
TOAXOMSIIN U3MUTBAHUS UH BUBO. BBIpPEeKH TOBa TakoBa NOTBBPIKICHHE
MOXe Ja Ob/e M30erHatro, ako ca M3MBJIHEHH CIEAHUTE YCIIOBUS:

1) pesynTaTMTe Ca MHOJNy4eHH OT METOJ MH BHUTPO, YHMATO HaydHa
CTOIHOCT € yCTaHOBEHa 4Ype3 BaJUIUpANI0 H3IUTBAHE, CHIVIACHO
MEKIyHApOIHO MPU3HATUTE NPHUHIUIN 33 BaIUAUDPAHE;

2) pesynrature ca IMOAXOASIIM 3a LEJIUTE Ha KIACU(PUIUPAHETO M
€TUKETHPAHETO W 3a OIIEHKaTa Ha PUCKA; U

3) ocurypeHa e aJieKBaTHa M HaJeK/JHA JOKYMEHTALUS 3a IPHIOKCHUS
METO/I.

HpI/I OTpHULATEC/IHA PE3YJITaTH TE3W HU3KIIOYUYCHHSA HE C€ Ipujiarar.
Moxe na 6’1)116 H3UCKaH I[OTBBbpPXKAABaIll TECT CJI€H IMPCELCHKa Ha
BCCKH OTICIICH cnyqaﬁ.

I'pynupane Ha BemectBata U noxaxoj read-across

BemectBa, YMHTO (U3UKOXMMHYHH, TOKCHKOJOTHYHH H EKOTOKCHKO-
JIOTHYHU CBOWCTBA Ca CXOJHH WJIM Cle/BaT o0l MOJEN B pe3yiTaT Ha
nogobue B CTPYyKTypaTa, MOrar jia ObaT pasriIekIaHd KaTo rpyna Hiu
,kaTeropus™ BemecTBa. IIpuaraHero Ha TpyNOBOTO IOHATHE H3HCKBA
(U3UKOXUMUYHHTE CBOMCTBA, €(EKTHTE BBPXY 3APABETO HAa YOBEKA U
JKMBOTHHUTE U €(EKTHTE BbPXY OKOJIHATA CPEAa WM XKU3HEHHS LUKBI B
OKOJIHATa cpela Ja MoraT ja ObIaT NMpeiBHICHH OT JaHHUTE 3a pede-
peHTHOTO(HTE) BellecTBO(a) B PAMKHMTE Ha Tpynara 4pe3 WHTEePIOoIalus
Ha APYrH BellecTBa B rpynara (noaxon read-across). [To To3u HaumH ce
n305rBa HEOOXOMMOCTTA OT M3IHMTBAHE HA BCSKO BEIIECTBO BHB BCAKA
€KBUBAJICHTHA TOYKA.

CXOL[CTBOTO MOXKE€ Oga C€ OCHOBaBa Ha:

1) obma ¢yHKIMOHANHA TpyMa, MOKa3Ballla HAIMIMETO Ha OIACHH
CBOWCTBA;

2) o0um mOpeKypcopH W/MiIM CXOACTBO Ha OOIIUTE NPOAYKTH OT
pasmagaHe npH (U3UYHN W OMOJIOTHMYHM TIPOLIECH, B PE3yiTaT Ha
KOUTO C€ MOJy4yaBaT CTPYKTYPHO TIOJOOHH XHUMHKAIH, KOETO
MOKa3Ba HAJIMYUETO Ha OMACHHU CBOMCTBA; HJIM

3) IIOCTOsIHHA TEHJACHLIMS B IIpOMsSHATa Ha JIefiCTBME Ha CBOWCTBAaTa B
1s1aTa KaTeropus.

Axo ce IpuJjiara rpynoBaTta KOHLEHIHUs, BEIIECTBaTa CC Knacm’pnunpa‘r
W €TUKETHUpAT Ha Ta3u OCHOBA.

IIpn Bcuuku cinyvyau pesynTaTuTe:

— ca aJIeKBaTHH 3a LIEJIUTE Ha KIACH(DULUPAHETO U €TUKETUPAHETO U
OLICHKATa Ha PHCKa,

— HUMAaT aaCKBAaTCH W HAACKICH 00XBaT Ha KIIIOYOBUTE napamMeTpu,
CIIPpsAMO  KOMUTO C€ TPOBEXKAAa KOPECIIOHAUpAIIMAT METOA 3a
H3IIMTBAHEC, U

— 06XBaIJ.[aT NPOABJDKUTEIIHOCT Ha CKCIO3ULHMATa, CpaBHHMa C Tasu
TIpU KOpEeCHOHAUPAIIUsA METOA 3a M3IMATBAHE WIIM IIO-ABJIra OT HES,
aKO MPOABJUKUTEITHOCTTA Ha C€KCHO3HULHUATA € BAXKCH IMapaMeEThbp.

H]JI/I BCUYKH ClIydyan C€ IMpPEaoCTaBd alC€KBaTHAa W HaACKIHA OOKY-
MEHTaluA 32 NPUITIOKCHUSA METOJ Ha HU3IHATBAHE.
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3.1.

3.2

B CBhTPYAHHUYIECTBO C KOMI/ICI/ISITa, C IOBpPKaBUTC-YJICHKA U CHC 3aMHTEC-
PpE€COBAaHUTE CTpaHU AI‘CHI_[I/ISITa CbCTaBs U IPEAOCTaBss HACOKU OTHOCHO
TEXHUYCCKU H Hay‘IHOO6OCHOBaHa METOAMKa 3a TIpylnupaHe Ha
BCIICCTBAaTa.

W3INTBAHETO E TEXHUYECKH HEBB3MOXXHO

M3nutBaHe B ompeneneHa eKBMBAJCHTHA TOYKAa MOXKeE Ja He Obae
MPOBEK/IAHO, aKO € TEeXHHYECKH HEBB3MOXKHO J[a Ce MPOBENE H3CIeI-
BaHETO MOpPAJU CBOMCTBATA HA BELIECTBOTO: HAIPUMED CHIIHO JICTIIUBH,
MHOTO PEaKTHBOCIIOCOOHM WIJIM HEYCTOHYMBH BeILIeCTBAa HE Morar jaa
ObIaT M3MON3BAHHM, CMECBAHETO HA BELIECTBOTO C BOJA MOXeE Ja
CBh3/1a/1¢ OMACHOCT OT MOXKap WJIM eKCIUIO3Us MM eTHKeTupaHe (0003Ha-
YyaBaHEe Ha €THKETa) Ha PaJMOaKTHBHOCTTA HA BELIECTBOTO, M3UCKBAHO B
OlpeJIe]IeHH M3CNIe/IBaHMs, MOXe J1a He € Bb3MOXKHO. BuHaru ce cmnassa
YKa3aHUETO, JaJeHO B CHOTBETHUTE METOIM 3a W3MUTBAHE, I10-
CIICNMATHO 10 OTHOIICHHE HA TEXHUYECKUTE OTPaHUYCHHS Ha BCEKH
KOHKDETeH METOJI.

W3IUTBAHUSL OTHOCHO EKCIIO3ULIMSITA, CIELMAIHO
AJIATITUPAHU 3A JTAJIEH TTPOAYKT

M3nuTBaHeTo B CHOTBETCTBHE C HAKOM KpalHHM pe3yiTaTH Mo pas3jienu 8
u 9 ot npunoxenus 11 u I, He3aBucumo oT wieH 6, naparpad 2, Moxe
Jla He ce MPOBEk/a Bb3 OCHOBA HA aHAJIM3 HA EKCIO3UIMATA, KOraTo ca
HaJMLE JaHHU 3a eKCNo3uuus cbriaacHo npuioxenue II wmm II1.

B to3n ciyuaii TpsGBa na ca M3MBIHEHM CIEIHUTE YCIOBHMS:

— U3BbpuiBa ce OlEHKAa Ha SKCIO3WIMATA, KOSTO 00XBalla MbpPBUYHA
U BTOPHYHA SKCIIO3ULMS TPH PEATUCTHYHO HAM-JIOMIMS CLieHapuil 3a
BCHYKM BHIOBE Yyrotpeba Ha OHOIMAA, CBHABPXKAIL aKTHBHO
BEIIECTBO, 3a KOETO € IMOJaJCHO 3asBJICHHE 3a OJ00psBaHEe, WM
Ha Ouommaa, 3a KOHTO ce MCKa pa3pellieHue.

— AKO Ha TO-KbCEH eram OT I[poleca M0 NpeIocTaBsiHe Ha
paspemieHre 3a TpOAyKTa OBbJe BHECEH HOB CIEHapuil 3a
eKCIIO3UIIUS, CE MPENOCTaBAT NOIBIHUTENHM JaHHM, 3a Ja ce
NpEeleHN Jald OCHOBAaHMSATA 32 aJanTHpaHe Ha JaHHHUTE ca BCe
olle BaJMIHU.

— HpI/I‘H/IHPITC, Iopaau KOHUTO peE3YyJITAaTUTE OT OLICHKaTa Ha CKCIIO-
3UIUATa JaBaT OCHOBAaHHA 3a OCBOGO)K[[aBaHC OT HU3UCKBaHHUATaA 3a
npeaoCTaBdHE Ha JaHHHU, CE€ HU3JIaraT 1o ACE€H U MpOo3payvcH HaA4YHH.

B’LHpCKI/I TOBa U3IMTBAHCTO CC€ MPOBEKJAA 3aAbJDKUTCIIHO 3a HEIIPAroBu
e(beKTI/I. CJ'ICI[OBaTCJ'IHO Onpeae/IcCHH OCHOBHU JaHHU BHUHAru Ca 3aAbll-
JKUTCJIHU, HAIIpUMEP HU3IUTBAHE 32 I'€HOTOKCHUYHOCT.

AKo € yMecTHO, AreHuusATa, B ChIpyaHuuecTtBo ¢ Komucusra,
IbPKaBUTE-YWICHKH M 3aUHTEPCCOBAHUTE CTPAHH, ChCTABS M IIPEJOCTABS
JOMBIHATEIHH HACOKH OTHOCHO KPUTCPHMHTE, YCTAHOBCHH CBIVIACHO
uineH 6, maparpad 4 u unen 21, nmaparpad 3.

Ipu Bcuuku cinyyau ciensa aa Obje nmpejacraBeHa ajiekBaTHa 000CHOBKA
u nokymeHrtarus. OGOCHOBKaTa ce apryMEHTHpa C OIEHKA Ha EeKCIIO-
3UUATa B CbOTBETCTBUE C TIPUIOKHUMHUTE TEXHUYCCKH YKasaHHs, aKo
MMa TaKuBa.
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IIPUJIOJKEHUE 'V

THUIOBE BUHOLIMIN U TAXHOTO OIIMCAHHUE CBIJIACHO
MNOCOYEHOTO B YJIEH 2, IIAPATPA® 1

I'JIABHA T'PYIIA 1: [e3undexktantu

Te3u NposyKTOBH TUIIOBE U3KIIIOUBAT HPOAYKTH 33 IOYHUCTBAHE, 32 KOMTO HE €
MpeIBUACHO J1a UMAT OHOLUIEH e(eKT, BKIIOUMTETHO TEUHOCTH 33 MOUYHCTBaHE,
MyApU U MOJOOHH MPOIYKTH.

IMponykroB Tvn 1: XurueHa Ha yoBeka

IlponykTure B Ta3u rpyna ca OHOLMIM, KOUTO C€ YHOTpeOsBAaT 3a LIENUTE Ha
XMTHEHaTa Ha 4O0BEKa M ce MpuiaraT BbPXY HIM B KOHTaKT C YOBEIIKAaTa KOXKa
WM CKaJIIl C I'bPBUYHA IeJ 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 JAe3MH(EKIMS Ha MHOBBPXHOCTH, MaTepuaH,
obopyzaBaHe ¥ MeOed, KOUTO HE BIM3AT B MPSAK KOHTAKT C XpaHa WM (Qypaxku.

Ob6nacture Ha ynortpeba ca, Hapenq C APYroTo, IUIyBHH OaceliHW, aKBapUyMH,
0aHM W APYrd BOAHH IUIONIM; KIMMATHYHH CHCTEMH, KaKTO M CTCHH M IIO0BE
B YaCTHH, OOIIECTBCHH W MPOMHUIIICHH 30HH M B IPYTH 30HHU 3a MpodecroHarHa
JIEHHOCT.

ITpoxykTH, U3M0I3BaHM 3a Ne3nH(EKIUS Ha BB3IYyX, BOJAA, KOATO HE € MpeHa3-
HayeHa 3a ynorpeba OT Xopa MJIM JKMBOTHH, XUMHUYECKH TOAJIETHH, OTIHAIHU
BOJM, OOJHUYHU OTHAIbBLM U IOYBA.

IIpoayxTy, W3MOI3BaHM KAaTO alrMUMIM 3a TpPETHpaHE Ha IUTyBHU OaceiiHu,
aKBapUYMM M JAPYrd BOAHM IUIOIIM, KAKTO M 33 BB3CTAHOBUTENHA 00padoTka
Ha CTPOMTEITHH MaTepuallu.

IIpogykTH, KOUTO ce BiaraT B TEKCTWI, ThbKaHW, MacKu, OOM M JPYTH M3ICIHsS
WIA MaTepHald 3a NPOHM3BOJACTBO Ha TPETHPAHW H3JCNUS C Ie3MH(EKIUpain
CBOWCTBA.

ITponyxroB Tvn 3: BerepuHapHa XurueHa

[IponykTH, HW3MON3BaHM 3a LIENIUTE HAa BETEPHHAPHATA XWUTHEHA, KaTO MAE3WH-
(dexTanTH, Ae3MH(EKTHpallM CalyHH, OPOJAYKTH 3a XWUTMEHA Ha YCTHATa
KyXHHA WM TSJI0TO, WIM C aHTUMHKPOOHO JieiicTBHE.

Ilponyxty, 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 U (ypaku

IponyKTH, M3MON3BaHH 3a Ne3UH(EKIUs Ha 060pyABaHE, KOHTEHHEPH, PUOOpPH
M CHIOBE 3a XPaHCHE, MOBBPXHOCTH WM TPHOOIPOBOOM, CBBP3aHH C IPOM3-
BOJICTBOTO, TPAHCIIOPTA, CHXPAHEHHETO WM KOHCyMAalusATa Ha XpaHH A
¢dypaxu (BKIIOYMTETHO MHUTEHHA BOJAA) 32 XOPa M JKHBOTHH.

IIpoayxTu, KOMTO ce BjaraT B MaTepHallid, KOWTO MOIaT Jia BJA3aT B KOHTAaKT C
XpaHH.

IIponykroB tun 5: Ilureiina Boxa

HpOL[yKTI/I, H3I0JI3BaHU 3a L[eSI/IH(i)eKHI/I}I Ha TIUTEWHa BOJa 3a XO0pa U XUBOTHH.

TJIABHA TPYIIA 2: KoHcepBaHTH

OcBeH ako He € IOCOYEHO APYro, Te3H MPOAYKTOBH THUIIOBE BKJIIOYBAT CaMO
HPOAYKTH 3a MPEJOTBPATIBaHE Ha MUKPOOHOJIOTHYHO WM alrajHO Pa3BUTHE.

HpOZ[yKTOB THI 6: KOHCCpBaHTI/I 3a INPOAYKTH II0 BpEME Ha CbXpaHCHUEC

IIpomyxTi, n3non3BaHu 3a 3ama3BaHe HA NMPOM3BEICHHU IMPOIYKTH, Pa3IWYHH OT
XpaHU 3a XOpa U )KUBOTHM, KOSMETHYHHU WM MEIULUHCKU TMPOAYKTH WIH MEAU-
LUHCKH H3/IeNHS, Ype3 KOHTPOJ Ha MUKPOOUOIOTHYHHUTE M3MEHEHHs, C LIeN Ja ce
TapaHTHpa CPOKBT UM HA TOIHOCT.
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HpOL[yKTI/I, M3II0JI3BAHU KAaTO KOHCEPBAaHTU 3a CBXpPAHCHUEC HIN yHOTpC6a Ha
POACHTULMAHYN, UHCEKTUIIMAHU WK APYTrd NPUMaMKH.

ITponykroB Tun 7: KoHcepBaHTH 3a MOKPUTHUS

HpOL[yKTI/I, HU3II0JI3BAHU 3a 3alla3BaHC Ha IMOKPUTHUS WU 00OBHUBKH 4gpe3 KOHTPOII
Ha MI/IKpOGI/IOJ'IOFI/I'-IHI/ITe HU3MEHCHUS WIH aJIraJIHOTO pa3dBUTHE C LEJ1 3alluTa Ha
II'bPBOHAYAJITHUTE Ka4uCCTBa Ha IIOBBPXHOCTTAa Ha MaTepUal MU 00CKTH KaTo
601/1, IuracTMacy, YIUIbTHSBAIlA MaTepuaiy, JIeNuia 3a CTCHH, CBbp3Ballll
MaTepualii, XapTus, IMPpOU3BEACHUS Ha HU3KYyCTBOTO.

IIponykroB tunm 8: KoHcepBaHTH 32 IBPBO

HpOZ[yKTI/I, HU3II0JI3BAaHU 3a IIpearia3BaHe Ha AbPBO — CJI€A U 110 BpEME Ha €ralla
Ha OTCHYaHC H 06pa60TI<a — WJIA Ha NPOAYKTU OT ABPBO, 4UpE€3 KOHTPOJ Ha
paspyuiaBauiy Ui z(e(bopanaum ABPBOTO OPraHU3MHU, BKIHOYHUTCIIHO HACEKOMMU.

Tozu TIPOAYKTOB THII BKJIIOYBA IpEANa3HU U JIe4cOHN TIPOAYKTH.

IMponykroB Tun 9: KoHcepBaHTH 3a BIakHA, KOXa, F'yMa W IIOJMMEPHU3HPAHU
Marepuanm

HpOZ[yKTPI, HU3II0JI3BAaHU 3a 3allUuTa Ha TbKaHW WJIHU NOJUMEpU3UPAHU MaTepUalu,
KaToO KOXa, ryma HWIM XapTusi WIKW TEKCTUJIIHU HNPOAYKTH, 4Ype3 KOHTPOJI Ha
MI/IKPOGI/IOHOFI/I‘-IHI/IT@ HU3MCHCHHA.

To3u MPOAYKTOB THI BKIIOYBA OMOLMAN, KOMTO BB3IPEISTCTBAT Pa3BUTHETO Ha
MHKpPOOPTraHU3MHUTE BbPXY MOBBPXHOCTTa HA MaTE€PUHUTE U CIEJOBATEIHO Mpeyar
Ha WIM TpefoTBpaTsiBaT 0oOpa3yBaHETO Ha MMPU3MU W/WIM IpeiaraT Apyrd
BUJIOBE TIPEAMMCTBA.

IIponyxroB tun 10: KoHcepBaHTH 3a CTPOMTENHH MaTepHallld

IIpoaykTH, M3MON3BaHM 3a HpEeANa3BaHE HAa 3HWIAPHSA, KOMIIO3HTHH MaTepHaIN
WIA JPYTH CTPOMTEIHM MaTepHand, Pa3dudHd OT JBPBO, 4Ype3 KOHTPOJI Ha
MHUKPOOHOJIOTUYHUTE U aJIraJHUTE N3MEHEHHMS.

IMponykroB Tun 11: KoHcepBaHTM 3a CHCTEMHM 3a TEYHO OXJaXIaHE U
npepadoTka

IlpogykTn, wW3MON3BaHM 3a MpeANa3BaHE HAa BOAA WIM JAPYyTd TEYHOCTH,
W3MO3BAaHM B CHCTEMH 3a H3CTyISBaHE M TPEYUCTBAHE, 4Ype3 KOHTPOI Ha
BPEIHHUTE OPTaHM3MHU KaTO MHKPOOW, BOJOPACIN M MHIH.

B To3M npomyKTOB THII HE CE€ BKJIIOYBAT MPOJIYKTH, M3IOJI3BaHHU 3a JAe3UH(EKIHs
Ha MUTEWHa BOJA WIIM Ha BOJA 3a IUTYBHH OacelHH.

IIponykroB Tum 12: AHTHIDIECEHHH MPOIYKTH

IIpoaykTH, W3MOI3BaHN 3a MPEIOTBPATABAHE MM KOHTPOJ Ha pacTelka Ha IIECEH
BBPXY MarepHaiy, 00OpyABaHE U CHOPBHIKEHMsS, M3MOI3BAHU B NPOMHUILICHUTE
MPOLIECH, HANIPUMEP BBPXY ABPBO M XapTHEHa Kallla, MopecTa IsChYHA cpeja B
HETPOJIHATA MPOMMIIIICHOCT.

IIponykroB tun 13: KoHcepBaHTH 3a TEUHOCTH 3a 00pabOTKa WM ps3aHE Ha
Marepuanu

IlpomykT 3a KOHTPON HAa MHKPOOHOJIOTMYHHTE M3MEHEHHS B TEYHOCTH,

M3II0JI3BAHM 32 00pabOTKa MM PA3aHE HA METald, CTBKIO WIH APYTH MaTepHAIIH.

I'TABHA T'PYIIA 3: KouTtpoJs Ha BpeauTe/u

IpoxykroB tun 14: Ponentnnnan

IIpoykTH, n3MON3BaHH 3a 60pOa ¢ MHINKH, IUTBXOBE MIIH JIPYTH TPU3add Upe3

CPEZCTBA, PA3IUYHU OT OTOIBCKBAHE MU NPHUBIUYAHE.

IpoxykroB Tum 15: ABunman

IMponyktn, w3mon3BaHM 3a Oopda ¢ NTHIM UYpe3 CPEACTBA, PA3IUIHUA OT
OTObCKBAHE WIIM TPUBIMYAHE.
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IMponykroB Tmn 16: Momockonmuan, mnpemapaté 3a Oopba ¢ mapasuté u
HOpoayKTH 3a 6opba ¢ apyru O6e3rpbOHaYHH

[ponykry, n3mon3Banu 3a O6opba C MOIIOCKH, 4YepBeH M Oe3rphOHAYHM, HEBK-
JIFOYCHH B IPYTH MPOIYKTOBH THIIOBE, YPE3 CPENCTBA, PA3INYHH OT OTOIBCKBAHE
WIKM TPUBJIHYAHE.

[poxykroB Tun 17: INucunmunn

IlponykTy, wu3MON3BaHM 3a Oopba ¢ puOM upe3 CpencTBa, PpasiIUYHU OT
0T6JTI>CKBaHe WJIA NPUBJINYAHE.

[IpoxykToB Tun 18: MHCEKTHUIMIN, aKapULUUAM W TPOLYKTH 3a KOHTPOJI Ha
JIpyT¥ aHTPOIOAH

IMpoxykTH, wu3nON3BaHM 3a Oopba C UICHECTOHOTH (HAIpUMEp HACEKOMH,
NasikooOpa3HU M paKooOpa3HU) Ype3 CPEeNCTBA, Pa3iIMYHU OT OTONBCKBAHE WU
MPUBIHYAHE.

ITponykroB THn 19: ATpakTaHTH M peNeNeHTH

IpogykTy, M3HON3BaHU 3a Oopba C BpeOHH OpraHW3MHU (Oe3rprOHAYHU KaTo
ObJIXH, TPBOHAUHM KaTO NOTULIM, pHUOM, TpH3auu) upe3 OTONBCKBAHE WIIH
[PHUBINYAHE, BKIIOYUTEIHO INPOMYKTH, KOUTO C€ H3ION3BAT 3a XWUIUEHA Ha
YOBeKa WM 32 BETCPUHAPHA XWTHEHA IIPAKO BBPXY KOXKATa Ha YOBEKA MU
JKUBOTHUTE, WM KOCBCHO B OKOJHATA CpEIa.

IMponyxroB Tun 20: KoHTpon Ha Apyrd rpbOHauHU

IMpomykt, wu3nom3BaHu 3a Oopba ¢ TpbOHAYHM, HEBKIIOYEHH B JPYrH
MPOMYKTOBM THUIOBE OT Ta3W TJaBHA TPyMa, 4Ype3 CPEACTBA, DPa3IWIHU OT
OTOTbCKBAHE WM TPUBIIMYAHE.

I''TABHA I'PYIIA 4: [pyru ouomuau
[IpoxykroB Tun 21: IlpoxykTu mpoTUB 3aMBbpcsBaHE

[IponykTy, U3M0I3BaHK 3a KOHTPOJI HA pacTeXka M YCTaHOBSIBAHETO Ha MHKPOOH 1
BHCIIX ()OPMH Ha PACTUTEIHU MM )KUBOTUHCKH BUJIOBE BHPXY IUIABATEIIHU CHIIOBE,
o0opy/BaHe 3a aKBAaKyJITYpU WIH JPYTU CTPYKTYPH, U3MOI3BAHU BBB BOJA.

IIpomykroB Tun 22: Bancamupaiy u mpenapupaiyd TeYHOCTH

HpOL[yKTI/I, H3II0JI3BaHU 3a L[63I/IH(1)€KI_II/I$I U CbXpAaHCHHUE Ha YOBCHIKU U XKHUBO-
TUHCKHU TPYIIOBE WM 4YaCTU OT TAX.
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IIPUJIOJKEHUE VI

OBLIY ITPHHIIUIIN 3A OLIEHKA HA JOCHETA 3A BHOLIUJIU
CBILPKAHUE

TepMmuHHN U OnpeneneHus

Boeenenune

OneHka

— OOy TPHHIAITN

— BwapaeiicTBue BbpXy 31paBeTo Ha XopaTa M >KHUBOTHUTE
— Bw3aaeiicTBue BbpXy OKoOJHATa cpena

— EdexTn BBpXy IENEBHTE OpraHU3MU

— Edwuracuoct

— O06o0061eHue

3aKIroueHus

— OOMwy NpUHIKITH

— BwB3aeiicTBre BBPXY 31paBETO HA XOpaTa W XKUBOTHHUTE
— Bwm3neiicTBie BbpXy OKOJIHATa cpesa

— EdexTtn BBpXy leneBUTE OPraHu3MU

— Eduxkacnocr

— O06006meHnne

LsoctHO 0000LICHHE HA 3aKIIOYCHHATA

TEPMUHU U OITPEJIEJIEHUA

ChOTBETCTBHE C KpuTepuute no wied 19, maparpad 1, 6yksa 0)

[onpaznenmure ,,Bp3aeiicTBue BBPXY 3IpaBeTO Ha Xopara W JKUBOTHHUTE™,
,»BB3ICHCTBIE BBPXY OKOJHaTa cpema“, ,Bb3melicTBre BBpPXYy IeIEBHUTE
opranm3mu™ wu ,EdukacHoct, BkmoueHn B pasgenutre ,,OueHka“ u
,»3AKITIOYCHHS“, ChOTBETCTBAT HA YETHPHUTE KpuTepus no wieH 19, maparpad 1,
OykBa 0), KakTO cie/Ba:

,,E(duracHOCT* chOTBETCTBA HAa KPHUTEPHii 1): ,,6 TOCTATHYHO e(PEeKTHBEH".

,.Bb3eiicTBUe BBPXY LIEIEBUTE OPraHM3MHU ™ ChOTBETCTBA HA KPUTEPHH ii): ,,HIMA
HETIPUEMITNBO BB3JEHCTBHE BBPXY LIEJIEBUTE OPraHU3MH, MO-CIIELUATHO HENpH-
€MJIMBA PE3HCTEHTHOCT WIIM KPbCTOCAaHAa PE3UCTEHTHOCT, MJIM HEHYXHO
CTpajaHue Win OOJNKa MpU rPhOHAYHUTE KUBOTHH .

,.Bb3JIeicTBME BBPXY 3ApaBETO Ha Xopara M >KMBOTHHUTE™ CBOTBETCTBA Ha
KpUTepHi iii): ,,HsIMa He3a0aBHO MM 3a0aBEHO HENPHEMIIMBO Bb3ZAEHCTBUE caM
no cebe cM WIM B pe3yiTaT Ha OCTATbUHUTE BEIIECTBA BBPXY 3/PABETO Ha
Xopara, BKJIIOYHTENHO BBPXY 3/paBeTo Ha ysi3BuMmuTe rpynd (1), wim Bbpxy
3[paBeTo Ha >KUBOTHHUTE HPSIKO WIM 4pe3 NMUTeHHaTa BOJa, XpaHaTa, (ypaxure,
Bb3/JlyXa WM 4pe3 APYr BHJ HENpPSKO Bb3JEHCTBHE.

,,Bb3lIeiicTBIE BBPXY OKOJIHATa cpela’ ChOTBETCTBAa Ha KPUTEPHU 1V): ,HiIMa
HENPUEeMIIMBO BB3/ICHCTBHE caM IO cebe CH, WM B PE3yNTaT Ha OCTAThYHUTE
BEIECTBA, BBPXY OKOJHATA Cpela, Karo ce oOpblia 0coOEHO BHMMAaHHME Ha
creiHUTe (aKTOpH:

— JKM3HEH LHUKBJI U PaslpOCTPaHECHHE B OKOIHATA CPena;

— 3apa3sBaH€ Ha INOBBbPXHOCTHUTEC BOAU (BKJ'IIO‘II/ITCJ'IHO B yCTusATa U MOpCTO),
MOJIMTOYBEHUTE BOAU U MUTEHHATA BOJa, Bb3yXa U II0O4YBaTa, KaTo C€ B3eMar
oA BHUMaHHUE MECTa, OTHAJICUCHU OT MSCTOTO Ha yl'[OTpC6a, CJIEX IIpeHacsHe
B OKOJIHaTa cpela Ha roJisiMO pa3CTOsIHUEC,

(') Bk. ompezeneHueTo 3a ,,yS3BHUMU TPYNU* B 4ieH 3.
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— BJIMSIHUC BBPXY HCUCICBUTEC OpPraHU3MU;

3

— BJIHSHUE BBPXY OMOJOTMYHOTO pazHooOpasue M ekocucremara.

Texuuuecku onpeneneHus
a) VpeHtnduipane Ha OMacHOCTUTE

Wnentudunnpane Ha BpPEIHUTE BB3IACHCTBUS, KOUTO MOTAT A4 MPUYUHST
MIPUCHIINTE CBOWCTBA Ha JajieH OMOIM.

6) OreHka Ha CHOTHOIICHHETO 71032 (KOHIIEHTpaIus) — peaknus (Bb3JIeHCTBHE)

OrieHka Ha Bpb3KaTa MEXIy /103aTa WM HABOTO HA €KCIO3UIIMS Ha aKTHBHO
BEIIECTBO WM HA PHCKOBO BEIIECTBO B OMOLKA M YECTOTAaTa W CHJara Ha
BB3IEHCTBUETO.

B) OlleHKa HA EKCIO3HIUATA

Omnpeie/SIHETO HA €MHMCHUTE, [bTHINATA M CTENEHWTE Ha JBHXKEHHE Ha
AKTHBHO BELIECTBO MJIM HAa PHCKOBO BEIIECTBO B OHOLMI W HEroBara TpaH-
chopmarus WM pasTpakiaHe ¢ el [a Ce ONpelNeid KOHLEHTpaIusTa/
JIO3UTE, HA KOATO XOpara, KMBOTHUTE WM OKOJIHATA Cpela Ca WIM MOraT
a ObIAT WU3JI0KEHHU.

r) XapakTepusHpaHe Ha pUCKa

OneHka Ha 4ecToTara M CHJIaTa Ha BPEJHUTE BB3ACHCTBUS, KOUTO € BEPOSTHO
Jla BBb3HUKHAT IIPU XOpara, NpU JKMBOTHUTE M B OKOJHATA cpejla Hopagu
JICWCTBUTENIHA WM TIPEABIDKIAHA EKCIIO3MIMS Ha KaKBOTO M Jia € aKTUBHO
BEIIECTBO MM PUCKOBO BEIECTBO B JAajeH Onouun. ToBa MoKe 1a BKIIOYBA
,,OLEHKAa Ha pUCKa“, T.e. KOJMYECTBEHO M3MEpPBAaHE HAa Ta3H BEPOSTHOCT.

n) OxonHa cpena

Bopa, BKIIOUHTENIHO CEMMEHTH, Bb3yX, I04Ba, [MBU BHIOBE OT (uiopara u
(daynarta u TAXHaTa B3aUMOBPbB3Ka, KAKTO M CBEHTyaJHa BPB3Ka C JKMBUTE
OpraHu3MHU.

BBBEJIEHME

1. B HacToswIOTO NPUWIOKEHHE Ce 3ahaBaT OOLIMTE NMPHHIMIM 33 OLIEHKA Ha
jJocuerarta 3a OMOLWAM, MocoveHH B wieH 19, maparpad 1, OGyksa 0).
Pemenusita Ha IbpxkaBuTe-wieHKH M Ha Komucusrta 3a u3gaBaHe Ha
paspeleHue 3a OMOLMJA Cce B3eMaT Bb3 OCHOBA Ha 3aJajeHUTEe B wieH 19
yCIIOBHUSI, KaTO C€ B3eMa MpelBHJ OLIEHKaTa, H3BbPIIEHa CbhOOPa3HO
HACTOSIIOTO NpuiioxkeHue. [1oApoOHN TeXHMYECKH HACOKHU 3a MPUIIaraHEeTo
Ha HaCTOSIIOTO NMPHJIOKEHHE ca IMyOJIMKyBaHU Ha yeOcaiiTa Ha AreHuusra.

2. Ilpunnumnure, 3al10)KEHH B HACTOALIOTO TPWIOKEHHE, MOraT Ja ce
mpuiaraT B CBOSTA IBUIOCT 3a OICHKATa HA OWOLWAW, CHCTaBEHH OT
XUMHYHH ~BeIIeCTBA. 3a OWOUMAM, CBHIBPKAIIA MHKPOOPTaHW3MH,
HACTOSAIINTE MPHUHIMIK CJeaBa Jga OBAAT [JOPa3BUTH B TEXHUYECKH
HACOKH, KaTro C€ B3eMa IPEABUA MPHIOOUTHAT MPAKTHYCCKH OIMUT, KAaTO
Te chegBa Ja ObAAT MpWIaraHd MpH OTYUTAHE HA eCTeCTBOTO Ha
MpoAyKTa W Ha Hal-akTyanHaTa HayyHa uH(opmamms. 3a Ououuaw,
ChABPXKAILM HAHOMAaTEepHAIM, 3aJaZCHUTE B HACTOSIIOTO IPUIIOKECHUE
OPUHLUIN CHIIO TPsOBa Ja ce ajanTUpaT U JIOPAa3BHBAT B TEXHUYECKH
HACOKH, 3a Jia ce B3eMe MNpeIBHJ Hail-akTyalHaTa Hay4Ha HH(pOpMALus.

3. C muen rapaHTHpaHe Ha BHCOKO M XapMOHH3MPAaHO HHBO Ha 3allWTa Ha
3[paBeTO Ha XOpara W JKHBOTHHTE W Ha OKONHATa CPefa, Ce HACHTH-
¢dunmpar BCSAKAaKBH DHCKOBE, BB3HHKBAIIM OT YyHoTpebaTa Ha JganeH
Guonuz. 3a Ta3u el Ce W3BBPIIBA OLCHKA HAa PUCKA, KOSATO Ja ONpPEHein
JIaITi ca TIPUEMIIMBH WITH HEPHEMITUBA HICHTHGUIMPAHUTE PUCKOBe. ToBa
ce MpaBH, KAaToO CE W3BBPLIBA OLICHKA Ha PUCKOBETE, CBBP3aHM C OTACITHHUTE
KOMITOHEHTH Ha OWOLNIa, NMPH OTYHTaHe Ha KyMyJaTHBHHTE W CHHEp-
THYHATE e(DEeKTH.
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10.

11.

12.

BuHaru ce mW3mWCKBa OIlEHKA HAa pPUCKa OT aKTHBHOTO(MTE) BemIeCTBO(a),
npuckcTBamo(u) B Omonmma. Ta3w OIeHKa Ha pHCKAa Hajara MACHTH(U-
LUpaHe Ha OMACHOCTUTE U, IIPU HEOOXOAUMOCT, OLICHKA Ha ChOTHOLICHHETO
1032 (KOHIIEHTpALKs) — peakuus (Bb3JeHCTBHE), OLEHKA Ha EKCIIO3UIHUITA
U XapakTepuszupaHe Ha pucka. Koraro He Moxe &a ce HampaBH KOJH-
YEeCTBEHA OLICHKA Ha PHCKA, CE NPaBHU KAaueCTBEHA OLCHKA.

JIOUBJIHUTEIIHU OLICHKH Ha pHCKAa CE M3BBPIIBAT IO OMMCAHUS MHO-TrOpe
HaYMH 32 KOETO M Ja € JPYro pHCKOBO BEIIECTBO, INPHCHCTBAIIO B
6uonuna. B 3aBucuMocT OT ciywas ce B3eMa IpenBHA HHQopMarusra,
npenocraBeHa B pamkute Ha Permament (EO) Ne 1907/2006.

3a a ce M3BBPIIM OLIEHKA HA PHUCKA, ca HEOOXOAMMHU ONpPEJCCHU JaHHU.
Te3u nanHM ca moapoOHO onmcanu B npmiaoxeHus II m III u orumrar
¢daxkTta, bye uMMa TOMSIMO pa3HOOOpasMe OT MPHIOKEHHS W PpasTUYHH
MPOIYKTOBH THIIOBE M uYe€ TOBAa OKa3Ba BB3JCHCTBHE BBPXY CBBP3aHHUTE
puckoBe. M3HCKBaHWTE MJaHHH Ca MHHHMAQJIHO HEOOXOJMMHTE 32
U3BBPIIBAHE Ha IMOAXOJsINAa OleHKa Ha pucka. OICHSABALIMAT OpraH
HaJJISKHO B3eMa MpPEBHJ HM3HCKBaHMATA Ha wieHoBe 6, 21 u 62 c men
na ce usberHe nyOJiMpaHe Ha TpeldaBaHWTe NaHHH. JlaHHWUTE Morar jga ce
U3KCKBAT CHILO M 38 PUCKOBO BEIIECTBO, MPUCHCTBAIIO B AajeH Ououma. 3a
MPOW3BEIEHH in Situ aKTHBHH BEIIECTBA OLCHKATA HA PUCKA BKIIOYBA H
€BEHTYaJIHUTE PUCKOBE OT MpeKypcopa(ure).

Pesynrature OT M3BBPUICHUTE OLEHKHA HA PUCKA OT aKTHBHO BEMIECTBO WU
OT PHCKOBHU BEIECTBA, MPUCHCTBAIM B OMOIM/IA, CE€ HHTEIPUpAT, 3a Ja Ce
M3BBPIIH IUIOCTHA OLCHKA HAa CaMHs OHOLM.

HpI/I U3BBPIIBAHE HAa OLUCHKH Ha JaJCH 6PIOI_[I/IL[ OLCHABAIIUAT OpraH:

a) BeMa IpeIBHI  Apyra IOAXOJsIAa TEXHMYECKa MIM  HaydHa
uHpoOpMaLHs, KOATO NpH OOMuYalHM YCIOBUS € HA Pa3IOJOXKEHUE IO
OTHOLIEHHE Ha CBOWMCTBaTa Ha OMOIMAA, HETOBUTE KOMIIOHEHTH, MeTa-
OOJIMTH WJIM OCTAaTBhYHH BEILECTBA;

0) oleHsBa, MPU HEOOXOMMOCT, OCHOBAHUSITA, IPEICTABEHN OT 3asIBUTEIIS,
3a HEMoJaBaHe Ha ONpe/eNICHH JaHHH.

B pesynrar or mpuiaraHeTo Ha Te3W OOIIM NPUHIUIK B KOMOWHAINSA C
OCTaHAJINTE YCJIOBHS, ONPENCICHN B WieH 19, KOMIICTEHTHUTE OPraHU WM
Komucusara pemraBat mamm na Oble paspemieH naneH Ouomua. Takosa
pa3spemaBaHe MOXe Ja BKJIIOYBA OTPAaHMYCHHUS HA yrnoTrpebara WM JIpyrH
ycnoBus. B Hsikon cilydanm KOMIIETCHTHHTE OpPTraHM MOTraT Jia 3aKjrodar, ue
ca HeoOXOJMMU TOBeUYEe NaHHU, NPEOU Ja Ce B3eME pEIIcHHE 3a W3JaBaHe
Ha pa3pelieHue.

B cnyyan Ha OMOLMIH, CHIbPIKAIIM aKTHBHH BELIECTBA, KOUTO OTIOBApsT
Ha KPUTEPHUUTE 32 W3KIIOYBAHE MO0 WieH 5, maparpad 1, KOMIETEHTHHTE
oprann win Komucusara OIEHSBAaT CBIIO Taka JaJM MoraTr jga ObaaT
W3IBJIHEHH YCJIOBHSATA IO WieH 5, maparpad 2.

ITo Bpeme Ha mpolieca Ha OLEHKA 3asBUTENIUTE W OLICHSBALMTE OPraHU CH
CHTPYAHHYAT C Lie] ObP30 pelaBaHe Ha BCIKAKBHM BBIIPOCH OTHOCHO H3HCK-
BaHMATA 3a NMPEAOCTAaBAHEC Ha JaHHHU, I/II[eHTI/I(l)I/ILU/IpaHe Ha paHEH €Tall Ha
BCSIKAKBY M3MCKBAHHU IONBIHUTEIHN M3CIEABAHUS, NPOMSHA Ha BCSIKAKBH
MpeATIOKEHH YCIIOBUS 3a ynoTpeba Ha Ououuga win MoauduiupaHe Ha
€CTEeCTBOTO HJIM ChCTaBa My C LieJl FapaHTHpaHEe Ha IIBJIIHO CHa3BaHE Ha
M3UCKBAHMATA 1O 4YieH 19 M M0 HACTOSINOTO MPHJIOKEHHE. AJIMHUHHUCTpA-
THBHATa TeKeCT, 0co0eHo 3a MCII, e MuHUMaIHO HeoOXoauMaTa, 0e3 J1a ce
3acsira HMBOTO Ha 3allWTa, NpPEJOCTaBeHA Ha XOpaTa, >XMBOTHHUTE |
OKOJIHATa Ccpefa.

Pemenusita, B3eTH OT OIEHSABAIIMS OpPraH IO BPeMe Ha Ipoleca Ha OICHKaA,
TpsiOBa Za ca OCHOBAHU HA HAYYHU MPUHIUIIHN, 32 MPEANOYUTAHE MTPU3HATH
Ha MEXIyHapOJHO PAaBHUIIE, U Ha €KCIIEPTHU CTAHOBHIIA.
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OLIEHKA

OO0y NPUHLIUNN

13.

15.

16.

17.

18.

19.

20.

21.

JlaHHuTe, NpeJOCTaBEHH B IOJKpeNa Ha 3asBICHHETO 3a pa3pelieHHe Ha
OuoLMI, Ce BaIMIMPAT OT OLEHSBAIMSA WIH HpPHEMAIHs KOMIICTCHTEH
opraH ChbIVIACHO CHOTBETHHTE 4WICHOBE Ha peryiamenta. Ciei BaluaupaHe
HAa TEe3W JAHHM KOMIICTEHTHHTE OPraHW TM M3IIOJ3BAT 3a U3BBPIIBAHE HA
OLICHKAa Ha pHCKa, OCHOBAaHA Ha IpeyIokeHaTa ynotpeda. B 3aBucumoct ot
ciydasi ce B3ema MpeABHI HH(OpMALMATA, MMPEIOCTaBeHa B PAaMKUTE Ha
Pernament (EO) Ne 1907/2006.

IIpn BcMYkM cilydyam ce U3BBpIIBA OLEHKA HAa pPHCKA OT aKTHBHOTO
BELIECTBO, NPUCHCTBAIIO B Ouomuaa. AKO OCBeH TOBa B OHoIMAa HMMa
PHMCKOBH BEILECTBA, TO OLEHKA HAa PUCKA CE M3BBPIIBA 32 BCAKO OT THAX.
Onenkata Ha pHCKa IOKpHUBa IpeJJIOKeHaTa HOpPMajlHa ymoTpeba Ha
OuolMIa 3aeIHO C peaNUCTHYEH HAH-JIOII CLIEHapWi, BKJIIOYBALI BCHUUKH
HPHIOKUMH MPOOJIEMH MO TIPOU3BOACTBOTO U 00Oe3BpeskaaHeTo. OleHkaTa
CBIIO TaKa OTYMTA KaK ,,TPETUPAHUTE U3/EIHA", KOUTO ca OMIIM TPETUPAHH
C NpOJyKTa WM TO ChIABPXKAT, MOraT ja ObJaT HM3IOJI3BAaHU WIH 00e3-
BpeXJaHU. AKTUBHHUTE BELIECTBA, NPOU3BEKJAHH in situ, U CBBbP3AHHUTE C
TAX MPEKYPCOPH CHILNO CE B3€MaT I10J BHUMaHHUE.

IIpn wu3BBpIIBaHE HAa OLEHKATa C€ OTYMTA M BB3MOXKHOCTTAa 3a KyMy-
JIATUBHM WM cuHepruuHu edektd. B cvrpynnHudectBo ¢ Komwucusra,
JBbPKABUTE-UWICHKH M 3aHMHTEPECOBAHUTE CTPAHM areHIUATa CbCTaBid H
MIPEAOCTaBsl JOMBIHUTEIHN HACOKM OTHOCHO HAyYHHUTE OMNpENECNCHUS H
METOIOJIOTHH 32 OLIEHKAa HAa KyMYJATHBHHUTE U CHHEPIHYHH e(eKTH.

3a BCSKO aKTHBHO BEIIECTBO M BCSKO PHCKOBO BEIECTBO, MPUCHCTBAIIO B
Ounonuza, oleHKaTa Ha pHCKa BKJIIOYBA, I10 BH3MOXKHOCT, HIACHTH(HUINPAHE
Ha OMACHOCTUTE M YCTAHOBSIBAHE HA IOJXOMSIIH pe)epeHTHH CTOHHOCTH 3a
KOHIICHTpAIMs Ha J03aTa Wik Ha BB3AelicTBHeTo, kato NOAEL wmun npen-
nonaraema Heneiictama konnentpauus (PNEC). Cnopen ciydast orenkara
BKJIFOYBA M OIIEHKA HA CHOTHOIICHUETO 1032 (KOHIEHTPAIMsS) — PEaKIus
(BB31EICTBHE), 3a€JHO C OICHKA HA CKCIIO3MIMATA M XapaKTepu3upaHe Ha
pHcKa.

Pe3yJ'ITaTHTC, TIOJIY4Y€HHU OT CPAaBHCHHUC Ha €KCIIO3ULUATA IPU MOAXOASALIUTE
pe(bepeHTHI/I CTOMHOCTH 3a BCSKO OT aKTUBHHUTE BEIIECTBA W PHUCKOBUTE
BCIICCTBA, CE€ MHTErpUpaTr 3a U3BBPIIBAHE Ha [AJIOCTHA OLCHKA Ha pUCKa
oT 6I/IOI_II/II[a. Korato He ca Ha PAasIoIOKCHUE KOJMYCCTBECHU PE3YyJITaTH,
PE3YNTAaTUTE OT KAYCCTBCHUTEC OLUECHKU CE€ UHTErpupar Io HOI[06CH Ha4YuH.

OreHKaTa Ha pUCKa OMpeeNs:

a) OMACHOCTH, IBJDKAIM C€ HA (PM3MKOXMMHYHH CBOWCTBA;
0) pucka 3a XopaTra U XMBOTHHTE,

B) pHCKa 3a OKOJIHAaTa Cpeja;

I') MEepKHTe, HeOOXOIMMH 3a 3alllUTa Ha XOpara, )KUBOTHHTE M OKOJIHATA
cpema TpHM TIpEeUIOXKEHa HOpMaiHa ynoTpeba Ha Owommpma u
peaNuCcTH4eH Hal-JIOII CIEHApHH.

B nskou CJIydyaun MOXKE Ja C€ 3aKjIo4u, 4€ ca H€06XOI[I/IMI/I IIOBC€YC JaHHU
Ipeayu MU3roTBSIHETO Ha OKOHYAaTEJIHaTa OLICHKAa Ha pUCKa. Beuuku takuBa
JOIBJIHUTCIIHO TOWUCKAHM JIaHHH Ca HCOGXOI[I/IMI/IHT MUHUMYM 34
3aBbpIIBAHC HA TakKaBa OLICHKAa Ha pUCKa.

IpenocraBenata wuH(opManus 3a rpyna OHOLMIM IO3BOJIABA Ha
OLCHSBAIIMS OPraH Ja CTUTHE [0 pelleHHe A BCHYKH HPOITYKTH OT
JajieHa Tpyna OHOLMAM M3MBIHABAT KPUTEpUMTEe Mo wieH 19, maparpad
1, 6yksa 0).

Korato e ymecTHO, 3a BCSIKO aKTHBHO BEILIECTBO, ChABPIKAILO CE B OHOIMIa
ce YCTaHOBSIBA TEXHHUYECKATa PABHOCTOMHOCT CHPSMO AaKTHBHHU BEIECTBA,
KOHMTO B€Ye Ca BKJIIOYCHH B CIIMCHKA HA OJ0OPEHHWTE aKTHBHU BEIICCTBA.
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BLSHCﬁCTBHC BBPXY 3ApaBE€TO HA XOopaTa U XUBOTHHUTC

Br3neiicTBue BBpXy 3ApaBeTO Ha XopaTa

22.

23.

24.

25.

26.

217.

28.

OI_[eHKaTa Ha pUCKa OT4YUTa CJIICAHUTC INIOTCHIHUATTHU BL3HCﬁCTBHH, Ipous-
THYaIM OT H" yHOTpe6aTa Ha 6HOIII/I£[a, U Ipynudre OT HACCJIICHUETO,
H3JIOKECHU Ha HETO.

ITocouenute mo-rope BB3IACHCTBUS ca pe3yiraT OT CBOicTBaTa Ha
AaKTUBHOTO BELIECTBO M NPHCHCTBAIMTE PUCKOBU BellecTBa. Te ca
CIIeTHUTE:

— OCTpa TOKCHYHOCT,

— JpasHeHe,

KOPO3HMBHOCT,

CCHCHOMITU3AIIHS,

— TOKCHYHOCT TP MHOTOKPaTHO H3JIaraHe,

MYTareHHOCT,

KaHIIEPOTeHHOCT,

penpoayKTHBHA TOKCHYHOCT,

HEBPOTOKCHYHOCT,

— HUMYHOTOKCHYHOCT,

HapylieHHe Ha (QYHKIHOHHUPAHETO HA CHIOKPUHHATA CHUCTEMA,

BCSIKaKBU Jpyru crneuuajiHu CBOICTBa Ha aKTUBHOTO BEIIECTBO WJIH
PUCKOBOTO BEIIECTBO,

— Jpyro BB3ICHCTBHE, ABDKAIIO ce HAa (QH3UKOXMMUYHH CBOICTBA.
IMocouenuTe mMo-rope rpynd OT HACEICHHUETO ca:

— mnpodecuoHaIHN MOTpeOuTeNH!,

— Henpo(eCHoHAIHN TTOTPEOHUTEIH,

— XOpa, WU3JI0KEHU TPSIKO MM HENpsIKO 4pe3 OKOJHATa Cpeia.

IIpu ananu3a Ha TE3W IPyIU OT HACEIECHHETO CIIe/IBA J1a CE OT/AEIN OCOOCHO
BHHUMaHHE Ha HEOOXOJMMOCTTa OT 3alIUTa HA YSI3BUMHTE TPYIIH.

I/II[GHTI/I(bI/IHI/IpaHeTO Ha OIMAaCHOCTHUTE C€ IIpaBU C OIJIE€N Ha CBOMCTBaTa U
TIOTCHIUAITHUTE BPpEAHU BB3JICUCTBUSI OT aKTUBHOTO BEIIECTBO M OT BCUYKHU
PHUCKOBHU BEHICCTBA, NPUCHCTBAIIU B 61/10111/1;[21.

OrneHsBaIMAT opraH npmiara Toukn 27—30, Korato U3BBPIIBA OLCHKA Ha
CHOTHOLIGHHETO [03a (KOHLEHTpalus) — peakius (Bb3ICHCTBHE) Ha
aKTHBHOTO BELIECTBO M HA PHCKOBU BELIECTBA, NMPUCHCTBAILY B JaJICH
[Qiiznd

3a TOKCHYHOCT NPU MHOTOKPATHO H3JIAaraHe W PEenpoayKTUBHA TOKCHYHOCT
ce OILIEHsBA, 32 BCAKO aKTHBHO BEILIECTBO MM PHCKOBO BEIIECTBO, Bpb3KaTa
MEXIy A03aTa U pPEeaklMsATa U, KOraTto € Bb3MOXKHO, MIACHTH(PHUIHUPAHOTO
NOAEL. Axko He e Bp3MoxHO na ce uaeHtudunupa NOAEL, ce uaenTu-
¢unupa Haii-HHMCKaTa [103a, NPH KOSTO ce HabiroJaBa HEOJIArompHITEH
epexr (LOAEL). Cnopen ciny4as kato pedepeHTHa CTOMHOCT MOraTt aa
ce M3MOJI3BAT U JIPYrd AECKPHUIITOPH 103a—Bb3ACHCTBHE.

3a ocTpa TOKCHYHOCT, KOPO3HBHOCT 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 TOKCHYHOCT C€ M3BEeXKJIa CTOWHOCTTa Ha
LDs, (cpemna neramxa no3a) wmm LCsy (cpemHa neraqHa KOHIICHTpAIWs)
WM JApYr MHOAXOJI AECKPUITOP J03a—Bb3JACHCTBHE. 3a OCTaHAIIUTE
BB3JEHCTBHS € JOCTaThYHO Ja C€ ONpeNeNH JAIH aKTUBHOTO BEIECTBO
WIM PHCKOBOTO BEIIECTBO HMMAT IIPHUCHINO CBOMCTBO [a HPHYMHSBAT
TaKkuBa BB3ICHCTBUS 10 BpeMe Ha ymorpeba Ha Ouormma.
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29.

30.

31

32.

33.

34.

3a MYTAar¢éHHOCT M KaHIEPOTCHHOCT CJICIBa Ja C€ H3BBPIIM HEIIparoBa
OL€HKa, aKO AaKTHBHOTO BEIIECTBO MK PHUCKOBOTO BELIECTBO € I'CHO-
TOKCHUYHO W KaHIEPOI'CHHO. AKO aKTHBHOTO BCIICCTBO HJIM PUCKOBOTO
BEHICCTBO HEC € I'CHOTOKCUYHO, C€ MU3BBHPIIBA MparoBa OLCHKA.

ITo oTHOIIEHWE HA KOXHATA W PECIHUPATOPHATA CEHCHOWIM3ALMS €
JOCTaThYHO Ja C€ OLEHH [ajd AKTHBHOTO BEIIECTBO HJIM PHUCKOBOTO
BCIIECCTBO HMAT l'lpl/lC”bU_[O CBOﬁCTBO aa l'lp]/l‘{I/IHﬂBaT TaKHUBa B'bS}IeﬁCTBHﬂ
B pe3yjirar Ha ynorpebaTa Ha OWOLMIA, JOKOJKOTO HSIMa KOHCEHCYC
OTHOCHO BB3MOXKHOCTTA 3a WICHTH(HIMPAHE HA 103a/KOHLEHTPALHs, MO
KOATO HsiAMA BepOﬂTHOCT Ja BB3HHKHAT Bpem-m BLSﬂeﬁCTBHﬂ, 0CO6CHO l'lpl/l
CyOeKT, KOWTO Bede € CCHCHOMIM3MPaH KbM JaJICHO BELIECTBO.

HpI/I U3BBPIIBAHC HAa OLCHKA Ha pHUCKa C€ OTACJI CIICIHAJIHO BHUMAaHUE Ha
JaHHU 3a TOKCUYHOCTTA, MOJIY4YCHHU OT HaGHIOI[CHI/ISI Ha CKCIIO3uIusiATa Ha
X0pa, Korato Te€3u AaHHU Ca HAJIMYHU, HAIIPHUMEP HH(bOpMaI_II/Iﬂ, ToJIy4ycHa
IIpu MPOU3BOACTBOTO, OT TOKCHUKOJOIMYHU LEHTPOBE HJIU OT CIHUAEMHO-
JIOTMYHU ITPOYYBAHUSA.

OueHKa Ha CGKCIO3MIMATA CC M3BBPIIBA 3a BCSKA IPyMa OT HACENCHHETO
(mpodecronanHn morpeduTenn, HenpopeCHOHATHH MOTPEOUTENH U XOpa,
M3II0KECHH TPSKO WM HEMPSIKO Ype3 OKOJHATa Cpefia), KOSATO € M3JI0KEHA
Ha OMOLHI WITH 32 KOSTO TaKaBa SKCIIO3UIMs OCHOBATEIHO MOXe Ia Obae
NpEABHICHA, KAaTO C€ OTACHs OCOOCHO BHHMAHHE HA NBTHINATA 32
eKCIO3MUMs NP ys3BUMH rpymd. Llenra Ha OleHKara € Aa ce HampaBd
KOJIMYECTBCHA WIIM Ka4eCTBEHA OIICHKA Ha 03aTa/KOHLCHTpALHsATa 3a
BCSKO AKTHBHO BEIIECTBO WM PHCKOBO BELIECTBO, BKIIOYHMTENHO CBHOT-
BETHUTE META0ONUTH U MPOIYKTH OT PasrpakiaHe, Ha KOUTO HACEICHHUETO
€ WM MoXxe Ja ObJe M3JI0XKEHO MO BpeMe Ha yrnorpeba Ha Ououuzaa M Ha
W3IENHsI, TPETHPAHU C HETO.

OreHKkaTa Ha EKCIO3WIMATa CE OCHOBaBa Ha WH(QOpManusira B TEXHHU-
YECKOTO JIOCHE, MPEAOCTaBeHa B CHOTBETCTBHE C wWwieHOBE 6 M 21, win Ha
BCsAKa Jpyra HajguyHa M 3HaunMa uH(popMmamusa. B wacTtHoCcT, ako e
YMECTHO, c€ B3eMaT HpEIBUI:

— aJeKBaTHO U3MEPEHH JaHHHU 3a CKCIIO3MIHATA,

— dQopmara, o KOATO ce mpeajara Ha nasapa OHOLMABT,

— THNBT OUOLMI,

— METOABT HA MpHUIIATAHE U JTO03UPOBKATA,

— (U3MKOXMMHUYHHTE CBOICTBA Ha OHoUMA,

— BB3MOXHHTE HAYMHH HA CKCIIO3MIMsS M IOTCHIMAIBT 3a abcopOiws,
— YecToTara U HPOABIDKHTEIHOCTTa HAa KCIIO3UIIMATA,

— MAakKCHUMAaJIHOTO KOJUYCCTBO HA OCTATBHYHHUTC BCIICCTBA,

— TUIOBT U PasMEPHT Ha HU3JIOKCHUTEC KOHKPETHU I'PyNU OT HACCJICHUECTO,
KOrato TakaBa HH(iJOpMaI_II/IH € HaJIM4Ha.

[Ipu wu3BBpIIBaHE Ha OINEHKA HA EKCIO3WIHATA CE OTAENS CIIEIHaTHO
BHAMaHHE Ha aJICKBATHO M3MEPEHH W TPEICTABHTEIHH TAaHHU 32 €KCIIO-
3UIMATA, KOTaTO TE3M JaHHM ca HaiuuyHU. Korarto 3a oleHKaTa Ha HUBaTa
Ha eKCIIO3UIHA C€ W3MON3BaT W3YHCIUTEIHH METOIHW, C€ Ipuiiarar
TTOAXOASIIN MOJICIIH.

Te3u monenu:

— [OpaBAT BB3MOKHO Haix’[-ao6paTa OL€HKa Ha BCHYKHW 3HAa4YUMMH NpoLeCH,
KaTo B3e€MaT IpeABUJ PCAIMCTUYHU IapaMCTpU U JOITYyCKaHUs,

— ce moJyraraT Ha aHalu3, KOWTO OTYMTA BH3MOXKHHUTE €IEMEHTH Ha HECH-
TYPHOCT,

— Ca HAaJIC)KHO BaJlMJUPaHU, KaTO H3MEpPBaHUATA C€ MU3BBPIIBAT B
yCJIOBUATA, KOUTO Ca MOAXOAALIN 3a IpUJIaraHe Ha Mojeia,

— ca MOJXOJSIIM 3a YCIOBHATA B o0iacTra Ha ymnorpeoda.
Bsemar ce mpenBua W MPWIOKHMH JaHHA OT HAOJIOJICHHE HAa BEIECTBA C

aHaJornyHa ymorpebda W MOAENM Ha eKCIO3WIMS WM C aHaJIOTHYHH
CBOMCTBA.
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35. Koraro e uneHtuduiupana pedepeHTHa CTOHHOCT 3a KOETO M Ja € OT
BB3ACHCTBUATA, IIOCOUYCHM B TOYKa 23, XapaKTepH3MPaHETO Ha pHUCKa
BKJIIOYBA CpaBHEHHE Ha pe()epeHTHATa CTOMHOCT C OLICHKaTa Ha Jo03ara/
KOHIICHTpAIUATa, HAa KOATO IIEe OBAE M3I0KEHO HACEIEHHETO. AKO He
MOXe Ja ObJie yCTaHOBeHa pedepeHTHa CTOMHOCT, ce IpHiIara KauecTBEH
MIOJIXO/.

Koeduimenture Ha oOLEHKa NPeACTABIISBAT EKCTpAMoyiallds OT TOKCHY-
HOCTTa TPH JKUBOTHUTE BBPXY H3JIOKEHUTE IPYIH OT HACEICHHETO. YCTa-
HOBSIBAHETO Ha IPUIOCTEH KOE(HUIMEHT Ha OICHKAa OTYMTA CTEleHTa Ha
HECUTYPHOCT IIPH EKCTPAaIojalys MEXIy BUJIOBETC M IIPU COUH M ChII
BuaA. [Ipu OTCHCTBHETO Ha TOAXOMSINM JAaHHU 32 KOHKPETHH XHMHKAaIH
KbM CBOTBETHaTa pedepeHTHa CTOWHOCT ce TIpwiara CTaHIapTeH
koedurment Ha ounenka or 100. Karo xoepuuueHTH Ha OIEHKA Morar Ja
OBJaT PasIIISKAAHH U JONBIHUTEIHN E€IEMEHTH, BKIFOUYHTEIHO TOKCUKOKH-
HETHKAa ¥ TOKCHKOJIMHAMMKA, €CTECTBO M CHJIa Ha BB3ICHCTBUETO, TPYIH
(moarpynu) OT HACENEHHETO, OTKJIOHEHUS B EKCIIO3ULHUATAa MEXIY pesyl-
TaTUTE OT W3CJICIBAHETO M EKCIO3WIMATAa IPH Xopara 10 OTHOLICHHE Ha
YEeCTOTa U NPONBIDKUTEIHOCT, SKCTPAoNAMs Ha HMPOIBIDKUTEIHOCTTa Ha
M3CIIEIBAHETO (HAmp. OT CyOXpOHMYHAa KbM XPOHHYHA), CHOTHOLICHUE
J03a—peaKs M IUIOCTCH KAauyeCTBEH aHalM3 Ha IakeTa OT JaHHH 3a
TOKCHYHOCTTA.

Br3peiicTBue BBpXy 3ApaBeTO Ha KUBOTHHUTE

36. Karo usnonssa CBHIIUTE TPUIJIOKUMHU ITPUHIUIIA KAaTO OIIMCAHUTE B pasaeciia
OTHOCHO BB3/IEHCTBHETO BBpPXY XoparTa, OLCHABAUIUAT OpraH OT4YUTa
PHUCKOBECTE, 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
BBbB BCEKH OT TPHTE KOMIIOHEHTA Ha OKOJHATa CpPefla — I0YBa, BB3AYX W
BoJa (BKJIIOYHTENIHO CEJUMEHTH) - U B OMOTaTa CJEA H3IMOJI3BAaHETO Ha
ouomnmaa.

38. HWnentudunupaHeTo Ha OMACHOCTUTE CE MpaBH C OrJe] Ha CBOWCTBATa U
MTOTCHI[MATHATE BPEIHH BB3JCHCTBUS OT aKTHBHOTO BEHIECTBO U OT BCHYKH
PHUCKOBH BELIECTBA, MPHCHCTBALIM B OHOIH/A.

39. OueHkaTa Ha CBOTHOLICHMETO [03a (KOHLEHTpalus) -— peaxuus
(BB3mEHCTBHE) Ce M3BBPIIBA C LN Jla CE NPEABUIN KOHIEHTPALUATA, OJ
KOSTO HE CEe OYaKBa Ja BB3HUKHAT BPEIHU BB3JCHCTBHS B CHOTBETHHSA
KOMIIOHGHT Ha OKOJIHaTta cpeja. Ta3um OLEHKa ce INpaBH 3a aKTUBHOTO
BEIIECTBO M 3a BCSKO PHUCKOBO BEIIECTBO, IPHCHCTBAIIO B Ononua. Tasu
KOHIeHTparms ¢ mno3Hara karo PNEC. Bwmpekn ToBa B HAKOHM Cilydaw
MOXeE Ja € HeBBb3MOXHO na ce ompenenu PNEC, mopamm xoero TpsOBa
Ja Ce HampaBM KayeCTBEHA OIEHKAa Ha CHOTHOIICHHETO [J03a (KOHIIEH-
Tpawyst) — peaknus (Bb3ACHCTBHE).

40. PNEC ce ompeznenst OT JaHHUTE 3a BB3ACUCTBHETO BBPXY OPraHU3MUTE U
N3CIEBAHUATA 32 €KOTOKCHYHOCT, NPEJICTABEHH B CHOTBETCTBHE C H3HCK-
BaHMsATa Ha wieHoBe 6 u 20. T ce wu3uMcnsIBa 4Ype3 MpHIaraHe Ha
KOe(UIMEHT Ha OLIEHKAa KbM pe(pEepeHTHHTE CTOMHOCTHTE B pE3YJTaT OT
H3IUTBAHETO BBPXY OpraHusmu, Hanpumep LDs, (cpenna neranHa nosa),
LCs, (cpenna neranna xonuentpauus), ECsy (cpeaHa edekTHBHA KOHIEH-
Tpauus), 1Csy (xoHueHtpauus, npeausBukBama 50 % wuHXUOMpaHe Ha
naneH mapamersp, Hamp. pactex), NOEL(C) (uuBo (koHueHTparms) 0e3
HaOmoznaBan edexr) wi LOEL(C) (Haii-HMCKO HHMBO (KOHLIEHTpaLus),
mpu Koeto ce HaOmogaBa edekr). Cropen ciydas kaTo pedepeHTHa
CTOHHOCT ~ Morar Ja C€ H3MOJI3BaT W JPYTH  ACCKPHUITOPU
J103a—BB3/IeHCTBHE.

41. Koe(pHUHEHTHT HA OLIEHKA U3pa3siBa CTENEHTA HA HECUTYPHOCT MPU €KCTpa-
MOJIAIMS HA PE3YJITATHTE OT W3NMTBAHHUATA, M3BBPLIEHH C OrPaHUYEH OpoOii
BHJIOBE, KbM JICHCTBUTENIHATA OKOJIHA cpefia. ETo 3a1o KaTo 1510 KOJIKOTO
ca Mo-OOIIMPHU JAHHUTE W € MO-TOJIIMa TPOIB/DKUTENHOCTTa HA W3IHUT-
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 Cpela Ce IpaBH OICHKAa Ha EeKCIO-
3UIUATa C IeJl NMPOTHO3MpAHE Ha BEPOSTHaTa KOHLEHTPAIMS OT BCSIKO
aKTHBHO BELIECTBO WJIM PUCKOBO BELIECTBO, MPUCHCTBAIIO B OWONHUA.
Ta3n KOHLEHTpaLMs € M3BECTHA KAaTo MperojaraeMa KOHLEHTpalus B
okonmHara cpena (PEC). Brempekum ToBa B HSKOM CiIlydal MOXKe 1a €
HEeBB3MOXHO na ce onpenenu PEC, mopanu koero TpsOBa na ce HampaBH
KauyecTBEHa OLICHKA Ha SKCHO3HLHATA.

PEC wmiu, koraro € HeoOXOAMMO, KayeCTBeHAaTa OLEHKAa Ha E€KCIIO3UIMATA
TpsiOBa Ja ce OMNpeleNsIT CaMO 3a KOMIIOHEHTHUTE Ha OKOJIHATA Cpeja, B
KOHMTO Ca YCTaHOBEHH HJIM OCHOBATEIHO MOTAar Ja Ce OYaKBaT E€MHCHH,
U3XBBPJsSHE, O00€3BpeXkIaHe WM Pa3lpPOCTPAHEHHE, BKIIOYHTEIHO U
BCEKU 3HAYUM MPUHOC OT M3JCJIMATA, TPETUPAHH C OHOLHIA.

PEC wnnm xauecTBeHaTa OIIEHKa Ha EKCIIO3UIMATA C€ OMpEAENsT, KaTo ce
B3eMa MpEBH[] MO-CIHECHUATHO H KOraTo € yMECTHO:

— aJIeKBAaTHO W3MEPEHHU JIAaHHH 33 eKCIIO3HIUATA,
— (opmara, IOZ KOATO ce IPOJaBa MPOAYKTHT,
— THIET OWOLIM,

— METOABT HA IpUJIAraHe U J03UpPOBKATa,

— (U3UKOXUMHYHHUTE CBOMCTBA,

— TPOAYKTHUTE OT pasmajaHe/TpaHcdopmariys,

— BB3MOXHHTE MBTHIIA KbM KOMIIOHCHTH Ha OKOJNHATa cpeaa M IOTEH-
LUATBT 32 aACcopOLust/mecopOIust 1 pa3rpaxaaHe,

— 4ecToTaTra U IPOABJDKUTECIHOCTTA Ha CKCIIO3UIIUsATA,
— NPCHACAHCTO B OKOJIHATA Cp€a Ha rojiiMO pasCTOAHHUE.

[lpu wu3BBpHIBAHE HA OICHKA HA EKCIIO3HIHUATA CE OTACNIS CIICI[HATHO
BHHMaHHE Ha aJeKBaTHO HM3MEPEHH M MPEICTABHTEIHH JAaHHU 3a EKCIIO-
3MIUATA, KOraTo TE3W HaHHU ca HanmdHd. Korato 3a oleHKaTa Ha HHBATa
HA eKCIO3WIMsI C€ W3MO0I3BAT W3YUCIMTENIHM METOMH, C€ [puiIaratr
MOJXOSIIM MOJETH. XapaKTepUCTHKATE Ha TE3W MOJENH Ca MOCOYEHH B
Touka 34. Koraro e moaxonsimo, 3a BCEKHM KOHKPETEH CIyJail cie/Ba Ja ce
B3eMarT MPEIBUI U MPUIOKHAMH [aHHH OT HAOJIOJEHHE Ha BEIIECTBA C
aHaJIoruyHa ymorpeba W MOAENH Ha eKCIO3WIMS WM C aHaJIOTHYHH
CBOWMCTBA.

3a BCEKM KOMIIOHEHT HAa OKOJIHATa CpPela XapaKTepU3UPAHETO Ha PUCKA I10
BB3MOXHOCT BKitouBa cpaBHeHue Ha PEC ¢ PNEC, Taka ue na moxe na
obe u3Beneno crorHomenue PEC/PNEC.

Axo He ¢ Bb3MOKHO na ce u3Bene crotHomenunero PEC/PNEC, xapakre-
PHU3MpAaHETO HAa pPUCKAa BKIIFOYBAa KadeCTBEHA OIEHKAa Ha BEPOSTHOCTTA 3a
BB3HMKBAaHE Ha BB3/CHCTBHE MNPU HACTOSIIUTE YCIOBHUS Ha EKCIIO3MIHS
WM TIPH OYaKBAaHWUTE YCJIOBUS Ha EKCHO3UIIMS.

OrneHsABaMAT OpTaH IPaBH 3aKIIOUCHHUETO, Y€ OMOLMIBT HE OTroBapst Ha
KpuTepuii iv) or OykBa 6) ma wien 19, maparpad 1, ako Toil chabpxa
PHCKOBO BELIECTBO HJIM CBOTBETHHTE META0ONMTH WIM TPOLYKTH OT
pasnajgaHe WM OT PEeaKkUWH, KOUTO OTTOBApSAT Ha KPUTEPUHTE 3a KIacu(pH-
nupane karo PBT nnmu vPvB BemectBa B chorBeTcTBHE ¢ npriioxenne XIII
kbM Permament (EO) Ne 1907/2006, wnm, ako WMma CBOWCTBaTa J1a
HapylllaBa €HJOKPHHHATA CUCTEMa, OCBEH aKo HE € HAay4YHO HOKA3aHo, 4e
IPU CHOTBETHHUTE IOJICBH YCJIOBHUS HSMa HEHPHEMIIHUB e(eKT.

Bn3nelictBue BBpPXY LCJICBUTE OpPraHU3MU

49.

C men jma ce JoKaxe, 4e OHOIMIBT HE MPHUUYHMHSIBA C BB3ACHCTBHETO CH
HEHY)KHO CTpaJaHWC Ha IIeJeBUTE TPHOHAYHH >KHUBOTHH, CE€ H3BBPIIBA
omeHka. Ta3uW OIIEHKa BKJIIOYBA OIEHKA HAa MEXaHW3Ma, 4pe3 KOHTO ce
MOCTUTA BB3JIEHCTBHE, W Ha HAONIOZABAHWUTE BB3ICHCTBHS BBPXY IOBE-
JCHHETO M 3[PaBeTO Ha LEJIEBUTE TIPHOHAYHU >KUBOTHH, KOTato IMpe[-
BH/ICHOTO BB3JCHCTBHE € Aa ce yOue IeNeBOTO IPhOHAYHO KHUBOTHO, CE
OIIEHSIBAT BPEMETO, HEOOXOIMMO 3a YMBPTBSBAHE HA IIEIEBOTO IPHOHAYHO
JKUBOTHO, W YCIIOBHSITA, IPU KOUTO HACTHIIBA CMBPTTA.
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50. Korato e OPUIIOKUMO, OLCHABAIIUAT OpraH NpaBH OLCHKAa Ha BB3MOXK-
HOCTTa 3a pa3BUBAHC OT LICJICBUSA OPraHU3bM Ha PE3UCTECHTHOCT WUJIN KPbC-
TOCaHAa PE3UCTCHTHOCT KbM AaKTHBHOTO BCLICCTBO B 61/10111«1/:[a.

Eduxacnoct

51.  JlaHHHUTe, mpeOoCTaBEHH OT 3asBUTEIs, Ca JOCTAaThUHH 32 00OOCHOBaBaHE Ha
TBBpACHUATA 332 e(pHKACHOCTTA HA MPOAYKTa. J[aHHUTE, MPEIOCTAaBEeHH OT
3asBUTENS WM ChXpaHsBaHH OT OLCHSBAIMS OpraH, TpsOBa Ja IOKa3BaT
epHuKacHOCTTA Ha OWOLMIA Cpelly IIEJIEeBUTE OPraHW3MH IPU HOpMaliHa
ynorpeba ChIIIaCHO YCIIOBUSTA HA Pa3pelICHHUETO.

52. H3nurBaHuATa cienBa Ja C€ W3BBPLIBAT B CHOTBETCTBHE C HACOKHTE Ha
Cplo3a, aKko ChINECTBYBaT TakWBa W ako ca npwiokumu. Korato e
YMECTHO, MOraT Ja Ce IpWiaraT M IPYyrd METOIH, OMHCAHH B CIIUCHKA
M0-/107y. AKO CHINECTBYBAT MPHJIOKHAMH M NPHUEMIIMBH TOJIEBH JaHHU, TE
CBIIO MOTaT Ja C€ M3I0JI3BAaT.

— craagaprer Meton Ha ISO, CEN wmu apyr MexayHapoIeH CTaHIapTeH
METOJ,

— HalUOHAJICH CTaHAApTEH METOX,
— [OPOMHIIICH CTaHAAPTEH METOX (aKO € IIpU3HAT OT OLCHSABAIIUA opraH),

— CTaHAApTEeH MCETOJ Ha OTACIHHSA ITPOU3BONUTCII (aKO € TIIpu3HaTt OT
OLCHsABAIIUA opraH),

— JIaHHU OT JEHCTBUTEIHOTO pazpaboTBaHe Ha OMouuIa (ako ca NMPU3HATH
OT OLICHSIBAIIMS OpTraH).

0O6o06menne

53. BsB Bcska OT 00JacTHTE, 32 KOUTO ¢ HAlpaBeHA OLCHKA Ha PHUCKA, OLCHS-
BAIMAIT OpraH OOCAHMHSBA PE3yITaTHTE 3a aKTHBHOTO BEIIECTBO C Pe3yi-
TAaTHUTE 3a BCSKO PHCKOBO BEIIECTBO, 32 Jid CE MOJIYYH IPUIOCTHA OLCHKA Ha
Guomyzaa. IlsuTocTHaTa OLEHKAa OTpa3sBa M KyMyJIATHBHHTE HIIH CHHEp-
THYHHUTE ©(EKTH.

54. 3a Owonmam, ChABPKAIIM MOBEYE OT E€IHO AKTHBHO BEHIECTBO, BCHYKU
BpPEIHU BB3JCHCTBUS CHIO CE pasriekIaT ChbBMECTHO, 32 Ja C€ IOyYd
[SUIOCTHA OLICHKA Ha OHOLHM[A.

3AKJIFOYEHUA
OO0y MPUHIKTH

55. llenra Ha OUEHKaTa € Jia Ce YCTAaHOBM JalM HPOAYKTHT H3IIbIHABA
kputepuute no wieH 19, maparpag 1, Oyksa 0). OueHsBamMAT Opra
cTHra J0 3aKIIOYeHHe, KaTo OOeAMHSIBAa PUCKOBETE OT BCSKO AKTHBHO
BEIIECTBO C PHUCKOBETE OT BCSKO PHCKOBO BELIECTBO, IPUCHCTBAILO B
Ouonnaa, Bb3 OCHOBAa HAa OLCHKATa, W3BBPIICHA CHITIACHO TOYKM 13—54
OT HACTOSIIOTO NPHIIOXKCHHUE.

56. Ilpu mpoBepkara Ha CIa3BaHETO Ha KpuTepuute no wieH 19, maparpad 1,
OykBa 0) OLICHSABALIMAT OpPraH CTHIa J0 €IHO OT CIETHHUTE 3aKJIFOUYCHUS 3a
BCEKH ITPOJIYKTOB THUI M 3a BCsika oOyacT Ha ynorpeba Ha Owouuna, 3a
KOATO € TOJAJCHO 3asBIICHHUE:

1) GMOUMABT M3MBIHABA KPUTEPHUTE;

2) mpu OmpenesieHd YCIOBHs/OrpaHHYCHUsT OMOLUABT MOXKE Ja H3ITBJIHH
KPUTEPUHTE;

3) 6e3 [MOMBIHUTEIHH MAaHHA € HEBB3MOXHO Ja Ce YCTaHOBH Jaju
OHOLIUABT M3MBIHIBA KPUTEPHUTE;

4) OHOLMIBT HE U3MBJIHABA KPUTCPHUHUTE.



02012R0528 — BG — 10.06.2021 — 005.001 — 155

57. Ilpu ycraHOBsIBaHE NAlH JaJeH OHOLMI H3IBIHABA KPHTEPHUTE IO WIEH
19, maparpad 1, OykBa 0) OLEHSBAIUAT OpPraH OTYMTA HECHI'YpHOCTTA,
IPOM3THYAA OT IPOMEHIMBOCTTA Ha NAHHWTE, U3MOJ3BAHU B Ipoleca
Ha OlCHSABAHE.

58.  AKO OIEHSBAaUIMAT OpraH CTHTHE 0 3aKJIIOUYCHHETO, Ye ca HEeoOXOIMMHU
JOITBJIHUTCIIHA VIH(l)OpMaLII/Iﬂ WX JaHHHW, TOoraBa OILCHABAIIUAT opraH
MPECTaBs OCHOBAaHMATA 3a TOBA. €3 MOMBIHUTECIHH WH(OOPMAIMS HIH
JaHHU ca HEOOXOAMMHAT MHUHHMYM 32 M3BBPIIBaHE Ha JOIBJIHUTEIHA
MOAXOAAIIA OLICHKA Ha PHCKa.

BesnelictBue BBpXY 3IpaBeTO Ha XOpaTa W XKMBOTHHTE
Br3neiicTBue BBpXy 3ApaBeTO Ha XopaTa

59. OueHsiBalIMAT OpraH aHAIU3MPa BH3MOKHOTO BB3/ICHCTBHE BHPXY BCHYKU
IPYNH OT HACEJIEHHEeTO, MO-CIELUATHO MPOo(EeCHOHATHUTE MOTpeduTeNy,
HenpoeCHOHATHUTE MOTPEOUTENH W XopaTa, H3JIOKEHH NPSKO WM
HETIPSIKO 4pe3 OKojHara cpena. Ilpy IOCTHUraHeTo 10 TEe3M H3BOAU Ce
OTJesl 0COOCHO BHMMAHME Ha YS3BUMHUTE IPYIU OT HACEICHHETO.

60. OueHsABaLIMAT OpraH pasriexia Bpb3KaTa MeXIy eKCIIO3ULUATa U Bb3JeH-
creuero. Ilpum pasriexnaHero Ha Ta3sM Bpb3Ka TpsOBa Ja ce B3eMaT
npensu peauna daxropu. Enqun or Hail-BakHHTE (HAaKTOpH € €CTECTBOTO
Ha BPEJHOTO Bb3JEHCTBHE OT aHAIM3UPAHOTO BemecTBo. ToBa Bb3/eicTBHE
BKJIIOYBA OCTPa TOKCHYHOCT, APa3HUMOCT, KOPO3UBHOCT, CEHCHOMIIM3ALIMS,
TOKCHYHOCT IIPU MHOTOKPATHO H3JlaraHe, MyTareHHOCT, KaHLEPOI€HHOCT,
HEBPOTOKCHYHOCT, ~ MMYHOTOKCUYHOCT,  PENPOAYKTUBHA  TOKCHUYHOCT,
HapylleHHe Ha (DYyHKIMOHHMPAHETO Ha CHIOKPHHHATA CHCTEMa, Hapex ¢
(GHU3MKOXMMHUYHM CBOMCTBA M BCAKaKBU JPYI'M BpeIHM CBOWCTBA Ha
aKTUBHOTO BEIIECTBO MIIM PUCKOBOTO BELIECTBO, MIIM CHOTBETHUTE UM
MeTa0ONUTH WK NPOAYKTH OT Pa3HafaHETo.

61. B Ttunuunug 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 TI0-
BHCOKAa CTOMHOCT CBIIO Ja € MOJAXOJsIla B 3aBUCHMOCT OT peaula APYrH
(axTopH, cpes KOUTO €CTECTBOTO HAa KPUTUYHHUTE BB3JCHCTBHS U YyBCT-
BHUTEJIHOCTTA HAa HACEJICHUETO.

62. AkO € MOAXOILIO, OLCHSABAIIMAT OpraH H3JIU3a CbC 3aK/IIOUCHHUE, ue
Kputepuil iii) mo wien 19, maparpad 1, OykBa 0) Moxe pna Obue
U3IBIIHEH CaMO 4pe3 NpHjIaraHe Ha MEPKM 3a NPEBEHLHs M 3allUTa, BKIIO-
YUTENHO pa3paboTBaHe Ha pPabOTHH NPOLECH, HHXKEHEPEH KOHTPOIL,
U3M03BaHE HAa IOAXOAAINO OOOpyaBaHE M MaTepHalld, HpHUIaraHe Ha
MEPKM 33 KOJIEKTHBHA 3alllUTa, a KOraTo EKCIIO3MIMATAa HE MOXKE Ja ce
IPEOTBPATU C APYTH CPEACTBA — dUpe3 IpUIaraHe Ha MEPKHU 33 MHIUBH-
IyallHa 3allluTa, BKIIOYHTEITHO HHIWBHUIyalHAa 3alllUTHA GKHIIHPOBKA KaTo
pecnupaTopu, MackM 3a JMIIAHE, 3alllUTHO OOJIEKIIO, PbKABUIM U OYMIIA C
e HaMaJlBaHe Ha EKCIO3MIUATA 32 NMPO(ECHOHAHHU OIEPAaTOPH.

63. AKOo HOCEHETO Ha WHAMBHIyalHa 3alllATHA EKHUIIUPOBKAa OT Hempode-
CHOHAIIHU HOTPEOUTENIN € SAMHCTBEHMSAT Bb3MOXEH METO] 3a HaMaisiBaHe
Ha EKCIIO3MIMATA 0 NMPUEMIIMBU HHBA 3a Ta3W Ipyna OT HACEIEHUETO, IO
MPaBUJIO CE TpHeMa, Ye MPOAYKTHT HE M3IBIHABA KPUTEPHil iii) MO 4ieH
19, maparpad 1, OykBa 0) 3a Ta3u rpyma OT HaceJICHHUETO.

BnanelictBue BBpPXY 34paBETO Ha JXKUBOTHUTC

64. TlocpeacTBOM ChHIINTE MPHIOKHMH KPUTEPHUH KaTO OIMCAHWUTE B paslena
OTHOCHO BB3ICHCTBHETO BBPXY 3IPaBETO Ha XOpaTa, OLCHABAIIMAT OpPraH
aHanM3Wpa Oamd Kputepuil iii) mo uwinen 19, maparpad 1, OGykBa 0) e
M3IBJIHEH [0 OTHOIICHWE HA 3APaBETO HA KUBOTHHUTE.
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Be3snelicTBue BBpXy OKOJNHATa cpezpa

65.

66.

Bona
67.

68.

OCHOBHUSAT MHCTPYMEHT, M3IMOJI3BAaH MPU B3EMAHETO HA pEIICHHE, € ChOT-
nvomrenreto PEC/PNEC winm, ako To He € Ha pa3ojioKeHne, KauecTBeHaTa
oneHka. Oco0eHO BHMMaHHE ce OOpbIIa Ha TOYHOCTTA Ha TOBAa CHOT-
HOLICHHE MOPaAXd MPOMEHIMBOCTTa HAa JAHHUTE, M3IOJ3BAHU MPH H3MeEp-
BaHHUATA HA KOHL[eHTpaL[I/IﬂTa u l'lplfl OILICHKAaTa.

IIpu ompenensae Ha PEC crienBa na ce M3mon3Ba Ha-MOIXOMSIIHAT MOJIEN,
KaTo ce B3eMe NpE/IBUJ JKU3HEHHUAT LUKBI M MOBEICHUETO Ha Owomunaa B
OKOJIHaTa cpena.

AKo 3a JaJieH KOMIIOHEHT Ha oKojHaTa cpena choTHomenuero PEC/PNEC
€ paBHO WIJIM IMO-MaJKO OT |, XapaKTepU3HpaHETO Ha PHUCKa €, Y€ HEe ¢
HEOOX0/AuMa JONBIHUTENIHA MH(pOPMALUs W/WIN HU3MUTBaHE. AKO CHOTHO-
menretro PEC/PNEC e mo-ronmsiMo ot 1, oleHsBalMsAT OpraH Ompees,
Bb3 OCHOBA Ha CTOMHOCTTa Ha TOBa CHOTHOLICHHWE M HA JPYrH 3HAYUMHU
(axTopH, AU ce W3KMCKBA JOIBIHUTENIHA WH(OPMALMs W/WIN W3MHTBAHE
3a M3ACHABAaHE HA PHUCKAa WIM JAJIM ca HEOOXOAMMH MEPKH 3a HaMaJlsiBaHe
Ha pUCKa, WIN Jajdu OMOLMIBT HE MOXKE J1a M3IIBIHA KPUTEPHUH 1V) HO 4ieH
19, maparpa¢ 1, Oyksa 0).

OLeHsABALIMAT OpraH M3JIU3a ChC 3aKIIIOUCHHE, Y€ OHOLMIBT HE U3IIbIHSABA
KpuTepuii iv) mo wien 19, naparpad 1, Gyka 0), ako Npu NPEATOKEHUTE
ycnoBus 3a ynorpeba npeJBUAMMAaTa KOHLUEHTPALMS HA aKTUBHO BEILECTBO
WJIK Ha BCSAKO APYro pUCKOBO BEILIECTBO UJIM HAa CHbOTBECTHUTE MeTa6OJ’[I/lTI/I,
MPOAYKTH OT pa3NajaHe WM peakuus BbB BoJa (WIM CEAUMEHTH) OKa3Ba
HENPUEMIIMBO BB3/ICHCTBHE BbPXY HELEIEBUTE OpPraHu3MU BbB BOJIHA,
MOpCKa MJIM €CTyapHa Cpejla, OCBEH aKk0 HE € Hay4yHO JOKa3aHO, 4ye IIpH
CHOTBETHUTE TIOJNEBUM YCIOBUS He ce Ha0mojaBa  HENPUEMIIUBO
Bb3JICHCTBHE. B 4acTHOCT, OLEHABAIIMAT OpraH M3JIM3a CbC 3aKIIIOYEHHE,
4ye OMOLMABT HE M3IBJIHIBA KpUTEpUil iv) mo uneH 19, naparpad 1, Gyksa
6), ako IpU NPEIIOKEHUTE YCIIOBUS 3a yrnoTpeba MpeBUIuMaTa KOHIIEH-
Tpalys Ha aKTHBHO BELECTBO MJIM Ha BCSAKO JIPYro PUCKOBO BELIECTBO MIIU
Ha ChOTBETHUTE META0OJIMTH MJIN MPOLYKTH OT pasNajlaHe WM OT Peaxuus
BBbB BOJa (WMIIM HEHHUTE CEeAMMEHTH) OU MONpeunsia Ha MOCTHI'AaHETO Ha
CbOTBETCTBHE CbC CTaHJAPTHTE, YCTAHOBEHU BbB:

— Jupexrusa 2000/60/EO,
— Jupexrusa 2006/118/EO,

— Jupextua 2008/56/EO ua EBpomneiickus mapnameHT U Ha CbBeTa OT
17 roum 2008 r. 32 ch3naBaHe Ha pamKka 3a aelictBue Ha OOIIHOCTTA B
obJsiacTra Ha moJjMTHKara 3a Mopcka cpexa (1),

— Jupexrusa 2008/105/EO, wun

— MEKyHapOIHU CIIOpa3syMEHMs B 00NACTTa Ha ONA3BAHETO HA PEYHHTE
CHCTEMH WM MOPCKHMTE BOJHU OT 3aMbpCSBaHE.

OLeHABAIIMAT OPraH U3IM3a ChC 3aKIIOYCHUE, Y€ OMOLMIBT He M3IbIHABA
KpuTepuii iv) mo wieH 19, naparpad 1, Oyksa 0), ako IpH IpPEATOKECHATE
YCIIOBHS 3a yrnoTpeOa IpeABHINMAaTa KOHIEHTpAlHsA Ha aKTHBHO BEIIECTBO
WM HAa BCAKO JIPYTO PHCKOBO BEHIECTBO HIIM Ha ChOTBETHHTE METaOOIUTH,
HPOAYKTH OT pa3lajiaHe MM OT peaKiys B MOJ3eMHH BOIU HAJIBHIIABA II0-
HHCKAaTa OT CICIHHUTE KOHICHTPAIINH:

— MAaKCHMAJIHO JIONMyCTHMaTa KOHLCHTpalusi, onpejelieHa B JlMpeKkTHBa
98/83/EO; wmu

— MaKCHUMaJHaTa KOHIIEHTpALHs, IMOCOYCHA CIIe/l Mpoleaypara 3a 0700-
psiBaHEe HAa aKTHBHOTO BEIIECTBO IO HACTOSINIHUS PETJIAMEHT BH3 OCHOBA
Ha MOJXOMASIIN JAaHHH, MO-CIEIHUATHO TOKCHKOJOTUYHM IaHHH,

OCBC€H aKO HC € Hay4HO JOKa3aHO, Y€ IPpU CHOTBETHUTC IIOJICBU YCJIOBUS
II0-HHUCKaTa KOHLUCHTpalUs HE € NPEBUIICHA.

(') OB L 164, 25.6.2008 r., c1p. 19.
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69. OueHABAIMAT OPTaH H3/IM3a ChC 3aKIIOUCHHE, Ye OHOLUHUIBT HE M3IBIHABA
Kputepuil iv) no wiren 19, maparpad 1, OykBa 6), ako mpeaBHIMMATa
KOHICHTpAlUs Ha aKTHBHOTO BEIIECTBO MM PHCKOBOTO BEIIECTBO MU
CHOTBETHUTE META0OIMTH, HPOXYKTH HAa paslNafaHe MM OT PEakius B
HOBBPXHOCTHU BOAM WM CEJUMEHTH Clel ymoTpeba Ha Ouonmpa Ipu
HPEIIOKEHUTE YCIOBHSA HAa yroTpeda:

— 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, wiu

— OKa3Ba HCIIPUEMIIUBO BB3JICHCTBHE BBbpPXY HCLCICBU OPraHU3MHU,

OCBCH aKO HE€ € Hay4YHO [JO0Ka3aHO, Y€ IpPHU CHOTBETHUTE IMOJICBU YCJIOBUA
Ta3h KOHLOEHTpalusa HE € MPEBUIICHA.

70. IlpennoxeHUTe HHCTPYKLMHM 3a ymoTpeba Ha OWOLMIA, BKIFOYUTEIHO
MpOLEypUTE 3a TOYMCTBAHE HA OOOPYJIBAHETO 3a IMpHUIaraHe, TpsOBa Ja
ca TaKuBa, Y€ TPU M3IOJI3BAHETO UM Jla CE CBEXJA JO MHHHMYM BEPOST-
HOCTTa 3a CIIy4alHO 3apa3sBaHe Ha BOAUTE WJIM CEIMMEHTHUTE.

ITouBa

71. OueHABAIMAT OpTaH HM3/IU3a ChC 3aKIIOUCHHE, Ye OHOLUMIBT HE H3IBIHABA
KpuTepuii iv) mo wien 19, maparpag 1, Oyka 6), ako Ipu NPeATOKEHHTE
yclnoBHs 3a ymorpeba IpeiBUAMMATa KOHIGHTpPAIMsS Ha aKTHBHOTO
BEIIECTBO MJIHM Ha BCAKO JIPYrO PUCKOBO BEIIECTBO M HA CHOTBETHHTE
MeTa0ONUTH WX NPOIYKTH OT paslajJaHe WM OT Peaknus B Io4yBaTa MMa
HEIPHUEMIIMBO BB3JCHCTBHE BBPXY HEIENCBH BHIOBE, OCBCH aKO HE €
Hay4yHO JOKa3aHO, Ye IPH CHOTBETHUTE IOJICBH YCIOBHSA HAMA HEIPH-
eMIIUBO BB3ICHCTBHE.

Br3nyx

72.  OueHsABAIMAT OPTraH H3JIU3a ChC 3aKIIOYCHUE, Y¢ OHOLUIBT HE U3MBIHABA
kpurepui iv) no unen 19, maparpad 1, Oyksa 0), ako Moxe Ja ce
NpPEeABUIM HENPUEMIMBO BB3JCHCTBHE BBPXY KOMIIOHEHTA ,,BB3IYX",
OCBEH aKO HE ¢ Hay4HO I0Ka3aHO, 4e NPU CHOTBCTHUTC IIOJICBU YCIIOBHS
He ce HaOMoJaBa HEIPHEMIIMBO Bb3/ICHCTBHE.

Heuenesu OpraHusMu

73.  OueHsIBaIIUAT OpPraH M3JM3a ChC 3aKIFOUYCHHE, Y€ OMOILMIBT HE M3ITBIIHIBA
KpHuTepuii iv) mo uieH 19, maparpad 1, OGykBa 6), ako OCHOBAaTEIHO MOXeE
Jla ce OYaKBa HEIeJIeBH OPraHM3MH Ja ObJaT M3JI0KEHH Ha Ououuza, mpu
MOJIOKEHUE Y€ 3a BCSKO aKTHBHO BELIECTBO MM PUCKOBO BEIIECTBO:

— cootHorrennero PEC/PNEC e nan 1, wiun

— KOHLEHTpalusaTa Ha aKTUBHOTO BEILIECTBO MJIUM Ha BCSAKO APYro pruCKOBO
BCIICCTBO MHJIM Ha CBOTBCTHUTC METa0OJUTH WU IpOAYKTH OT
pasniagane Wil OT peakiusl OKa3Ba HCEIIPUEMIIMBO BB3JICHCTBUE BBpPXY
HELECJICBUTC BUJOBE, OCBCH aKO HE€ € Hay4HO J0Ka3aHO, Y€ IpU CbOT-
BCTHUTE IIOJIEBU YCJIOBUS HE CE Ha6n}oz[aBa HCETIPUEMIIUBO BB3/ICHCTBHE.

74. OueHsBaLIMAT OpraH M3JIM3a ChC 3AKIIOYCHHE, Y€ OHOLMIBT HE W3IIBIHSABA
KpuTepuii iv) mo wieH 19, maparpad 1, 6GykBa 6), aKO OCHOBATEIIHO MOXeE
Jla ce OYaKBa MHKPOOPTaHM3MHUTE B MPEUUCTBATEIIHU CTAHIMH 33 OTHAIHH
BOJM JIa Ca U3JIOKEHU Ha OWOIMMA, NPHU IOJIOKEHHE Y€ 3a BCSKO aKTUBHO
BEIIECTBO, PUCKOBO BELIECTBO, CHOTBETHH META0OJIMTH W HPOAYKTH OT
pasmagane win ot peakuus chotHomennero PEC/PNEC e manm 1, ocBen
aKo He € SICHO YCTaHOBEHO MpH OIEHKATa Ha PHUCKA, Y€ NPHU IOJICBH
YCIOBHSI HSIMa TNPEKH WIM HENPEKd HENPUEMIIMBH BB3ICHCTBHS BBPXY
JKU3HEHOCTTA Ha Te3U MUKPOOPTaHM3MH.
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Be3aelictBue BBpXy LENEBHTE OPraHU3MHA

75. Axo mMa BEpOSTHOCT na ObJe pa3BUTa PE3UCTCHTHOCT WJIM KPBCTOCAHA
PE3UCTEHTHOCT KbM aKTHBHOTO BEIIECTBO B OWOIWAA, OLCHSIBAIIUAT
opraH OOMMCIISI AEHCTBUS 3a CBEXJAaHE J0 MUHUMYM HA IMOCIECIHUIMTE OT
Ta3d PE3UCTEHTHOCT. Te3u meicTBUS Morar Ja BKIIOYBAT IPOMSHA Ha
yCIOBUsITa, TPU KOUTO C€ W3/aBa pa3pelleHHueTo. Bbhpeku ToBa, ako
Pa3BUBAHETO Ha PE3UCTEHTHOCT MM KPBHCTOCAHA PE3UCTEHTHOCT HE MOXKE
na Ob/ie OrpaHHYeHO B JOCTAThYHA CTENECH, OLEHSBAIMAT OpraH M3Jn3a
ChC 3aKIIOYEHHE, 4e OMOLMIBT HE M3IBJIHABA KpUTEpHil ii) mo wien 19,
naparpad 1, Oyksa 0).

76. Tlo mpaBmino Ouonman, npeaHa3HaueHH 3a 6opba ¢ TppOHAYHM KHUBOTHH, HE
ce CMATAT 3a M3MBJIHSABAIM KpuTepuil ii) mo wieH 19, maparpad 1, Oyksa
0), OCBEH aKo:

— CMBPTTAa HACThIIBAa €IHOBPEMEHHO C M3YE€3BAHETO HA CB3HAHUETO, WA
— CMbpPTTa HACTBIIBA HC3363BHO, U

— XH3HCHUTC (byHKIII/II/I HaMaJIIBaT TIOCTENEHHO 0e3 Ipu3sHanu 3a
O4YCBUIHO CTpaJlaHuC.

Ilpu peneneHTuTe NpEIBHACHOTO BB3JCHCTBHE ce mocTHra 6e3 IeNeBOTO
rpbOHAYHO )KUBOTHO J1a M3MUTBA HEHYXKHO CTpaJaHue U OoJiKa.

EduxacHocrt

77. PaBHUILIETO, IOCIEAOBATEIHOCTTa W IPOJNBDKUTEIHOCTTA HA 3aIlNTATa,
KOHTpOJIa WM JpYTH NpPEABUICHM BB3ACHCTBUS TpsiOBa nga ca Hail-
MaJIKOTO TIOJOOHM Ha TE3M OT IOAXOMAIIO TOoAOpaHu pedepeHTHH
MIPOJIYKTH, KOraToO CBINECTBYBAaT TaKWBA, WIA OT JAPYTHM CpeiCTBA 3a
koHTpos. Korato He chmiecTByBaT pedepeHTHH MpPOIYKTH, OHOIUABT
TpsiOBa J1a MpPENOCTaBsi ONpENEJCHO PaBHHIIE Ha 3allUTa WM KOHTPON B
obnacTuTe Ha IpeaoXeHa ynorpeba. M3Bomute 3a pe3yiTraTHTe OT YIOT-
pebara Ha Onorga TpsiOBa a ca BaJIMJHM 32 BCHUKH IPEUIOKEHN 00acTu
Ha ymnotpe6a M BCHYKM pallOHM B Jbp)KaBaTa-wieHKa WIH, aKo ¢
npuioxkuMo — B Cblo3a, OCBEH ako OMOIMIBT HE € IIpeAHa3HAa4eH 3a
ynotpeba mpu ompezaeneHu ycinous. OLeHSBAIIUAT OpraH IPaBH OIEHKa
Ha JAHHHUTE 3a J033a—pPEeaKUus, MONYYeHH OT MOAXOSIIA OIMHTH (KOUTO
TpsiOBa Ja BKIIOYBAT HETPETHPaHA KOHTPOJIHA TPyMa) C JO3H, MO-HHUCKU
OT NPENOPHUYUTEIHUTE, 3a Ja C€ INPEeHeHH Iald IPEernopbUHuTeIHATa
JO3MPOBKAa € MHHHMalHaTa HeoOXOJMMa 3a IOJy4YaBaHE Ha JKEITaHOTO
BB3IEHCTBUE.

O06o01IeHHE

78. BbB Bpb3Ka ¢ KpuTepuuTe, M3I0KeHH B wieH 19, maparpad 1, 6yksa 0),
MOATOYKU 1ii) ® 1v), OUEHABAIIMIT OpraH OOCIUHSBA HAMPABEHUTE
3aKJIFOYCHUS] 32 aKTUBHOTO(MTE) BellecTBO(a) M 32 PUCKOBUTE BEIIECTBA,
3a Ja ce mony4u 0000LIeHO 3akiaroueHHe 3a Ouonmma. M3roTes ce ChIno
1 0000IIeHHEe Ha 3aKJIIOYCHHUSTA BBB BPH3KA C KPUTEPUHTE, TIOCOUYCHU B
unen 19, maparpad 1, 6yksa 0), moaTouku i) u ii).

LIAJIOCTHO OBOBIIEHME HA 3AKJIIOYUEHUATA

Bb3 ocHOBa Ha OICHKATa, W3BBPIICHA CBHIVIACHO YCTAHOBCHHTE B HACTOSIIOTO
INPUIIOKCHUE TPUHLMIIN, OLECHABAIIMUAT OpraH H3ju3a CbC 3aKIIOYCHUE MOaJIu
OMOLMIBT M3MBJIHSABA KpUTepuuTe mo uwieH 19, maparpad 1, Oyksa 0).
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IIPUJIOJKEHUE VII

TABJIMLHA HA CBOTBETCTBUSATA

Jupextusa 98/8/EO Hacrosiuust pernamMeHt
— Yien 1
Unen 1 Unen 2
Ynen 2 Unen 3
Ynen 10 Yien 4
Unen 10 Unen 5
— UYnen 6
Unen 11, maparpa¢ 1, Oyksa a) Ynen 6, nmaparpad 1

Unen 11, nmaparpad 1, OykBa a), noarouku i) u | Ynen 6, maparpad 2

ii)
_ Ynen 6, maparpad 3
— Unen 6, maparpad 4
_ Ynen 7

Unen 11, naparpad 1, Oyxsa a) Unen 7, maparpad 1
— Unen 7, maparpad 2
— Unen 7, naparpad 3
_ Unen 7, maparpad 4
— Unen 7, maparpad 5

— Unen 7, naparpad 6

_ Unen 8

Unen 11, maparpad 2, nmbpBa anuHes Unen 8, maparpad 1
Unen 11, naparpad 2, BTOpa anuHes Unen 8, maparpad 2
Unen 10, maparpad 1, mepBa anunes Unen 8, maparpa¢ 3

— Unen 8, maparpa¢ 4
— Usnen 9
Unen 11, naparpad 4 Unen 9, maparpad 1

_ Usen 9, maparpad 2

_ Uien 10
Unen 33 Urnen 11
Unen 10, nmaparpad 4 Unen 12

— Unen 12, maparpad 1

— Unen 12, maparpad 2
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Jupextusa 98/8/EO Hacrostuusit pernamMeHt

_ Ynen 12, maparpad 3
— Unen 13
_ Unen 14
_ UYnen 15
— Unen 16
_ Uinen 17
Unen 3, maparpad 1 Unen 17, nmaparpad 1
Unen 8, maparpad 1 Unen 17, maparpad 2
_ Unen 17, naparpad 3
Unen 3, maparpad 6 Uien 17, maparpad 4
UYnen 3, maparpad 7 Unen 17, maparpad 5

_ Usen 17, maparpad 6

— Ynen 18
— Unen 19
Unen 5, maparpa¢ 1 Unen 19, naparpad 1
Unen 5, maparpa¢ 1, Oyksa 0) Unen 19, maparpad 2

_ Unen 19, naparpad 3
Unen 5, maparpag 2 Unen 19, naparpad 4
_ Unen 19, nmaparpad 5
Unen 2, maparpad 1, Oyksa i) Unen 19, nmaparpad 6
_ Unen 19, naparpad 7
— Uiren 19, maparpad 8

_ Usen 19, maparpad 9

_ Unen 20
Ynen 8, maparpag 2 Unen 20, naparpad 1
Unen 8, maparpad 12 Unen 20, nmaparpad 2

_ Usen 20, maparpad 3
— Unen 21
— Unen 22
Unen 5, naparpad 3 UYnen 22, naparpad 1
_ Unen 22, maparpad 2

— Unen 23
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Jupextusa 98/8/EO

HacrosiuusaT pernameHT

Unen 10, maparpad 5, Oyksa n)

Unen 4, naparpad 4

Unen 7
Unen 7

Ynen 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
UYnen 24
Ynen 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
UYien 42
Unen 43
Unen 44
Unen 45
Unen 46
Unen 47
Unen 48
Unen 49

Unen 50
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Jupextusa 98/8/EO Hacrostuusit pernamMeHt

— Ynen 51

— Unen 52

_ Unen 53

_ Unen 54

Unen 15 Unen 55

Unen 17 Uien 56

_ Unen 57

— Unen 58

Unen 12 Uien 59

_ Unen 60

_ Unen 60, maparpad 1
Unen 12, maparpad 1, Oyksa B), moxrouka ii) u | Unen 60, maparpad 2
naparpad 1, 6ykBa 6) u maparpad 1, Oyksa r),
MoATOYKA ii)

Unen 12, nmaparpad 2, 6yxsa B), noarouku i) u | Ynen 60, maparpad 3

i)
— Unen 61
— Unen 62
_ Unen 63
Unen 13, maparpad 2 Unen 63, maparpad 1
_ Unen 63, maparpad 2

_ Usnen 63, maparpad 3

Unen 13, maparpa¢ 1 Unen 64
— Unen 65
Unen 24 Unen 65, naparpad 1

_ UYnen 65, naparpad 2
Unen 24 Unen 65, maparpad 3
_ Unen 65, naparpad 4
_ Ynen 66

_ Unen 66, maparpad 1
_ Unen 66, naparpad 2
_ UseH 66, naparpad 3
Ynen 19, maparpad 1 Unen 66, maparpad 4

— Unen 67
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Jupextusa 98/8/EO

HacrosiuusaT pernameHT

Unen 20, maparpad 1 u unen 20, maparpad 2
Unen 20, naparpad 3
UYnen 20, maparpag 6

Unen 21, BTopa anuHes

Unen 22, maparpad 1, mbppBa 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, nmaparpad 3
Ynen 81
Unen 82
Unen 83
Unen 84
Unen 85
Unen 86
Unen 87
Unen 88

Unen 89



02012R0528 — BG — 10.06.2021 — 005.001 — 164

Jupextusa 98/8/EO

HacrosiuusaT pernameHT

IIpunoxenne 1A
Ipunoxenus 11 A, Il A u IV A

IIpunoxenus 11 b, Il b u IV b

IIpunoxxenue V

IIpunoxenne VI

Unen 90

Unen 91

Unen 92

Unen 93

Unen 94

Unen 95

Ynen 96

Unen 97
IIpunoxenne I
ITpunoxenne 11
[punoxenne 111
[Tpunoxenune 1V
[Ipunoxenune V

[Tpunoxenne VI
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