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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., c1p. 1)

3mMeneH cbC:

Od¢unuaneH BECTHHK

Ne  crtpanuma naTta

»M1  Jlenerupan permament (EC) Ne 736/2013 na Komucusita or 17 maii 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

ITonpaBeH chC:

»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 IMOJIE U OIIPEJEJIEHHUS

Ynen 1

Ien n npeamer

1. Ilenra Ha HacTOALIMS pErjJaMeHT € Ja ce Moao0pu (yHKII-
HOHHMPAHETO HA BBTPCUIHMS [a3ap 4Ype3 XapMOHM3MPAaHETO Ha
npaBWilaTa OTHOCHO MPEAOCTaBSIHETO Ha Ia3apa M ymorpebara Ha
Owouuay, KaTo CBHIIEBPEMEHHO C€ TapaHTHpa BHCOKAa CTENEeH Ha
3allUTa Ha 3APAaBETO HA XOpaTa M JKUBOTHUTE M Ha OKOJHATA Cpeja.
Pasnopenbure Ha HACTOSINWS PETNIAMEHT CE OCHOBABaT Ha IPHUHIIMIIA
Ha TPEAIa3INBOCT, YUATO IEJ € Ja Ce 3alIUTH 3JPaBeTO Ha XOpara,
30paBeTO Ha JKMBOTHUTE, KAaKTO M OKoimHaTa cpena. Crennaino
BHUMaHHE ce O0pbIIa Ha 3aIIUTaTa Ha YSA3BUMHUTE TPYIIH.

2. C HacTosAmus PETJIIaMCHT C€ YCTAHOBSABAT IMpaBUjla OTHOCHO:

a) HU3rOTBAHETO HAa PABHUIICTO Ha Cpbl03a Ha CIHCHK Ha AaKTHUBHUTE
BCIICCTBA, KOUTO MOrar Ja C€ HU3II0JI3BaT B ChCTaBa Ha 61/IOL[I/I,£[I/I;

0) paspeliaBaHeTO Ha OHOIMIH;
B) B3aMMHOTO NpH3HaBaHe Ha paspemeHus B Cpio3a;

F) MNpeaoCTaBsAHETO Ha Ila3apa U ynorpe6aTa Ha 6I/IOIII/II[I/I B €aHa MK
IMOBCYC ObpPKAaBU-YICHKU WUIIN B C’b}03a;

J1) MYCKaHEeTO Ha Ia3apa Ha TPETHUPaHW M3JENHs.

Ynen 2

Ipnaoxkno moJe

1. Hacrosust PEriIaMEeHT C€ Ipujiara 3a 6I/IOHI/I,HI/I " 3a TPpETUPAHU
m3aenus. B IMPUIIOXKCHUE V ce ChbAbpiKa CIIMCHK HAa THITIOBETE 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 O0OpaTHOTO,
HACTOAIIMAT pErlaMeHT He ce Ipwiara 3a Te3d OHOUMAN WM
TPETHPaHU M3JENHs, KOMTO IONajaT B oOXBaTa Ha CICAHUTE HPABHU
HHCTPYMEHTH:

a) JupextuBa 90/167/EMO Ha CwBera ot 26 mapT 1990 T. OTHOCHO
OIIpe/ieNIsiHe Ha YCIOBUATA, PETyJIMpAIy IOATOTOBKATa, IIyCKAaHETO Ha
nasapa u ymnorpebara Ha MeauKaMeHTo3Hu (ypaxu B Obmmocrra (1);

(') OB L 92, 7.4.1990 r., ctp. 42.
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6) HdupektuBa 90/385/EVO, HupexktuBa 93/42/EMIO wu JlupekruBa
98/79/EQ;

B) JdupextuBa 2001/82/EO Ha EBpomnefickus mapnament u Ha CbBeTa OT
6 nHoemBpu 2001 r. oTHOCHO KoAeKkca Ha OOIIHOCTTA 32 BETEPUHAPHUTE
nekapcrBenn npoaykru (1), Jupextusa 2001/83/EO na EBpometickus
napiaameHT U Ha CebBera oT 6 HoemBpu 2001 r. 3a yTIBBpKIaBaHe Ha
Kofekc Ha OOIIHOCTTa OTHOCHO JIEKapCTBEHM NPOAYKTH 3a XyMaHHA
ymotpeba (?) u Permament (EO) Ne 726/2004 wa Espometickust
napiaamMeHT U Ha CwBera oT 31 mapt 2004 r. 3a ycTaHOBsBaHE Ha
npouenypu Ha OOIIHOCTTa 32 pa3pelnIaBaHe 1 KOHTPOJ Ha JIEKapCTBEHH
IOPOJYKTU 3a XyMaHHa U BeTepUHApHA ynoTpeda U 3a Ch3AaBaHE Ha
EBporneiicka 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 (4) u
Pernmament (EO) Ne 853/2004 na EBpomelickus mapiaMeHT U Ha
CoBera ot 29 ampun 2004 T. OTHOCHO ompefeisHe Ha crenuduaHn
XUTHEHHH TPaBHJIa 33 XPaHUTE OT KUBOTHHCKH Mpousxon (°);

e) Pernmament (EO) Ne 1333/2008;

x) Pernament (EO) Ne 1334/2008 na EBpomeiickusi mapiaMeHT U Ha
CoBera ot 16 nekemBpum 2008 T. OTHOCHO apoOMaTH3aHTHUTE H
ONpEICIeH! XPaHUTEIHU CbCTaBKU C AapoOMaTH4YHU CBOMCTBA 3a
BIaraHe BbB WK BbpXy xpanu (°);

3) Permament (EO) Ne 767/2009 na EBpomeiickus mnapiaMeHT U Ha
CeBera or 13 tomm 2009 1. OTHOCHO ITyCKaHETO Ha Iazapa H
ymorpebara Ha dypaxu (7);

n) Pernament (EO) Ne 1107/2009 na EBpomeiickusi 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 napnament u Ha CbBeTa OT
18 torn 2009 r. oTHOCHO Ge30mMacHOCTTa Ha AETCKUTE HMrpadku (°).

HesaBucumo ot pasmopenduTe Ha MbpPBa ATMHES, KOTaTo NajgeH OMOIH[

nomnajga B 00XBaTa Ha HAKOW OT TOPECIIOMEHATHUTE TIPABHU WHCTPYMEHTH

W € TMpeJHa3Ha4YeH 3a ynorpeba 3a IeNd, KOMUTO He ca OOXBaHATH OT

MMOCOYCHUTE TPAaBHU MHCTPYMEHTH, HACTOSIIMSAT PErJIaMEHT Ce Mpuiara

U 3a TO3W OHWOIM[I, MOKOIKOTO TE3M Ieid He ca OOXBaHATH B

MTOCOYEHUTE WHCTPYMEHTH.

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

(*) OB L 139, 30.4.2004 r., 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 HACTOSIIMA PErJIAMEHT WIH APYro
3akoHonatenctBo Ha Cbhl03a M3PHYHO HE € MOCOYEHO OOpaTHOTO,
HACTOSIIMAT PErJIAMEHT HE 3acsra CJICTHUTE IPAaBHH WHCTPYMEHTH:

a) JupextuBa 67/548/EMO Ha CwBeta ot 27 toHu 1967 r. 3a cOmmxa-
BAHETO Ha 3aKOHOBHTE, IOJ3aKOHOBUTE M aJMHUHHCTPaTHBHHTE
pasmope0M OTHOCHO KJacH(pHKalMsATa, ONAKOBAHETO W ETHK-
€TUPAHETO Ha omacHu Beuiectsa (1);

6) HdupektuBa 89/391/EMMO Ha CoBera ot 12 wHu 1989 1. 3a
BBBEXK/AHE HAa MEPKH 3a HachbpuaBaHe I0J00OpsiBaHETO Ha Oe3omac-
HOCTTa W 3/paBeTo Ha PabOTHHIMTE Ha PaGOTHOTO MsICTO (%);

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

r) JdupekrtuBa 98/83/EO nHa CobBera or 3 HoemBpu 1998 r. OTHOCHO
KaueCTBOTO Ha BOJWTE, TMpPEJAHA3HAYCHU 32 KOHCyMalus OT
yoBeka (4);

n) HupektuBa 1999/45/EO na EBponeiickus napnament u Ha CbBeTa OT
31 maii 1999 r. 3a cOmmkaBaHe Ha 3aKOHOBHUTE, ITOA3aKOHOBHTE H
aJMUHUCTPATUBHUTE pa3nopeaOu Ha JIbpKABUTE-YICHKH OTHOCHO
KiIacu(UIMpPAHETO, OMAKOBAHETO W ETHKETUPAHETO Ha OINACHH
npenapari (°);

e) Hupextusa 2000/54/EO na EBponetickus mapaameHT n Ha ChBeTa OT
18 centemBpu 2000 T. OTHOCHO 3alIUTa HAa pPa0OTHHLUTE OT
pUCKOBETe, CBBP3aHU C EKCHO3WIHUATa Ha OMOJIOTHMYHM areHTU IIPH
pabora (°);

x) dupekrusa 2000/60/EO na EBponeiickus napnament u Ha CbBeTa OT
23 oxtoMBpHu 2000 r. 3a ycTaHOBsIBaHE Ha paMKa 3a JCHCTBHITA Ha
O6rmmHocTTa B obiacTTa Ha monuTHKaTa 3a Bomute (7);

3) Hupextusa 2004/37/EO na EBponetickns mapaameHT n Ha ChBeTa OT
29 ampun 2004 r. OTHOCHO 3aIUTaTa Ha PAOOTHULIUTE OT PHUCKOBE,
CBBP3aHU C SKCHO3WIUATA Ha KaHIIEPOTCHH MM MYTareHH 110 Bpeme
Ha pabora (%);

n) Pernament (EO) Ne 850/2004 na EBpomeiickus mnapiaMeHT U Ha
CoBera ot 29 ampun 2004 1. OTHOCHO YCTOMUMBHUTE OPTraHUYHH
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) HupextuBa 2006/114/EO na EBpomnelickus mapiaameHT u Ha CbBeTa
ot 12 nexemBpu 2006 r. OTHOCHO 3a0Jy>/1aBallaTa ¥ CpaBHUTEIHATA
pexiama (1);

n) Pernament (EO) Ne 689/2008 Ha EBporeiickus mapiaMeHT W Ha
CoBera ot 17 toHum 2008 r. OTHOCHO M3HOCa M BHOCA Ha OIACHH
XuUMHUKaIH (2);

M) Pernmament (EO) Ne 1272/2008 nHa EBpormeiickus mnapiaMeHT U Ha
CsBera ot 16 nekemBpu 2008 T. OTHOCHO KJIaCH(HIUPAHETO, STHK-
€THUPAHETO W OMAaKOBAaHETO Ha BemiecTBa U cMmecH (3);

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

o) Pernament (EO) Ne 1005/2009 na EBpomeiickusi mapiaMeHT W Ha
CoBera or 16 centemBpu 2009 T. OTHOCHO BEIIECTBA, KOUTO
HapyIaBar 030HOBUs CJoii (°);

) Jupektusa 2010/63/EC na EBpomnetickus mapaameHT U Ha CbBeTa OT
22 centemBpu 2010 r. OTHOCHO 3alUTaTa Ha >KUBOTHHUTE,
M3M0JI3BaHK 3a HaydHH 1en (6);

p) Hupexrusa 2010/75/EC na EBponeiickus napiameHT u Ha CbBeTa OT
24 noemBpu 2010 r. otHOCHO emucuute OT mpomunurieHoctTa (7).

4.  UYnen 69 He ce mpuiara 3a NpeBo3a Ha OHOLUAM upe3 JKene3o-
IIbTEH, ABTOMOOWIICH, MOPCKM WM BB3IYIIEH TPaHCIOPT WIH O
BBTPCIIHU BOJHHU IIbTHUILA.

5. Hacrosust pEeriIaMEHT HE C€ Ipujiara 3a:

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

0) OMOLMIM, M3MOJI3BAHU KATO CIIOMAraTelHH BEIecTBAa MO CMHUCHIA HA
Pernament (EO) Ne 1831/2003 u Pernament (EO) Ne 1333/2008.

6.  buormmau, KOUTO ca MOJTYYHIH OKOHYATEIHO ONOOPEHUE CBHITACHO
MexmyHapoJHaTa KOHBEHINS 32 KOHTPOJI U yIpaBJieHHe Ha OalacTHHUTE
BOJIM U yTaKuTe OT KOopalu, ce CMsTaT 3a pa3pelieHd B ChOTBETCTBHE C
rnaBa VIII ot Hactosimus permameHT. CHOTBETHO C€ MpHUJIArar WiCHOBE
47 u 68.

7.  Humo ot pasmopeaduTe Ha HACTOSIIHS PErJIaMEHT HE TPEMsITCTBA
IbPKABUTC-WICHKM Jla OrpaHWYaT WK 3a0paHsAT yrnorpebara 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., ctp. 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 MOraT J1a M3KJIIOYaT OT
o0XBaTa Ha HACTOAIIWS PErJIaMeHT ONpeNeNieHH OWOLMIN, B CaMOCTO-
ATENICH BUJ WIM B TPETUPAHO M3JIENIHE, KOraro ToBa € HEoOXOAUMO 3a
WHTEpECUTEe Ha OTOpaHaTa.

9.  OO0e3BpekaaHETO Ha aKTHMBHU BELIECTBA U OMOIMION CE€ M3BHPILIBA
B CBOTBETCTBHE C JEHMCTBAIIOTO 3aKoHojareiacTBO Ha Crwro3a M Ha
JbPYKABUTE-WICHKH OTHOCHO OTIAIbIIUTE.

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

— BENIECTBO WJIM CMeC BBbB (hopmaTa, B KOSATO C€ IOCTaBs Ha
moTpeduTeNnTe, KOETO € CBCTaBEHO OT, CBHABPXKA WIU
reHepUpa €IHO WM II0BeYe AaKTUBHH BEUIECTBA, YHETO
IpeAHa3HaYeHHe € YHUIO)KaBaHe, BB3MUpaHe, 00e3BpekKIaHe,
MpeOTBpaTsIBaHE Ha JCHCTBUETO WM OKa3BaHEe IO Jpyr
Ha4YMH Ha KOHTPOJHPAIIO BB3HeﬁCTBHe BBpPXY BCAKaKBU
BpPEJHH OPraHW3MH 4Ype3 CpEICTBa, pAa3IUYHH OT YHCTO
(U3MYECKUTE WM MEXaHUYHU JICHCTBHS,

— BELIECTBO WM CMEC, T€HEPHPAHO OT BEIIeCTBA WM CMECH,
KOWTO HE Tmomagar B 00XBara Ha MBPBO THPE U YHETO
IpefHa3HAaueHNEe € YHHIIO)KaBaHe, Bb3NUpaHe, 00e3BpexkKIaHe,
MPEeNOTBpaTsIBaHE Ha JEHCTBUETO WM OKa3BaHEe IO Jpyr
Ha4YMH Ha KOHTPOJHpaIio B’b3}ICI>'ICTBI/IC BBpPXY BCSAKaKBU
BpEJHH OPraHU3MH 4Ype3 CPENCTBa, pPAa3NUYHH OT YHCTO
(U3MYECKUTE WM MEXaHUYHH JICHCTBUSL.

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

6) ,,MHKPOOpPraHU3bM" O3Ha4aBa BCSIKO MHUKPOOHOJIOTUYHO
o0pa3yBaHHe, KICTHYHO WJIHM HEKJICTHYHO, KOETO MOXKE Jia Ce
BB3IPOM3BEXIA WIM Ja IpeJaBa TEHEeTHYEeH MaTepHajl, BKIIOY-
WUTEITHO HHUCIIKW T'bOW, BHPYCH, OaKTEpPHH, IPOXKIM, IJICCECHH,
BOJIOPACIIM, IPOTO30M M MHKPOCKOIMYHHM Napa3sUTHU XEJIMHHTH;

B) ,,aKTHBHO BEUIECTBO O3HA4YaBa BEUICCTBO MM MHUKPOOPTaHU3bM,
OKa3Balll Bb3/ICHCTBUE BBPXY WM Cpelly BpeAHU OPraHU3MU;

r) ,,ChIIECTBYBAaIlO aKTHBHO BEIECTBO' 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
U3CIIEIBAaHUS WM HayYHOU3CIIEA0BaTeNCKaTa U pa3BoiiHa IeHHOCT,
CBBP3aHA C MPOAYKTH H IPOLECH;
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)

e)

,HOBO AaKTMBHO BEIIECCTBO* O3HAauaBa BEIIECTBO, KOETO KbM
14 maii 2000 r. He ¢ OWJIO TpeAsaraHO Ha IMa3apa KaTo aKTUBHO
BEIIECTBO B ChCTaBa Ha OMOLUJ 3a IENH, Pa3IMYHU OT HAYYHUTE
M3CIEBaHMS WIM HayYyHOU3CIE0BaTeICcKaTa U pa3BoifHa AeHHOCT,
CBBbp3aHa C MPOIYKTH U IPOLECH;

,,DFICKOBO BEHIECTBO'* O3HAauaBa BCSKO BEIIECTBO, PA3IUYHO OT
AaKTHBHOTO BE€IICCTBO, KOCTO HMa CBOﬁCTBOTO aa HpI/I‘II/IHﬂBa,
He3a0aBHO WM B TO-Jal€YHO OBbJClIe, BPEIHO Bb3JCHCTBHE
BBPXY XOpaTa, OCOOCHO BBPXY VSI3BUMHTE TPYIH, BBPXY
JKUBOTHHUTE MJIM OKOJIHATA Cpefia, U KOETO Ce HaMupa B ChCTaBa
Ha Omouua wim ce o0pasyBa B HEro B KOHIIEHTpAIHsl, JOCTaThbuHA
3a CBIIECTBYBAHETO HAa PUCK OT TaKOBA BB3IACHUCTBHE.

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

— BEIIECTBO, KJIacH(UIMPAHO KATO OMACHO WJIM OTrOBapsIlo Ha
KpUTEpUUTE 3a Kiacu(UIMpaHe KaTo OMacHO MO CHiaTa Ha
HMupektuBa 67/548/EO, KkoeTo ce chabpka B Ouoluaa B
TakaBa KOHICHTpPALMs, Y€ Ce Hajlara MpOJYKTHT Jia CE CUUTa
3a OmMaceH MO0 CMHUCHIA Ha wWwieHoBe 5, 6 u 7 or [upekrtuBa
1999/45/EO, unu

— BEIIECTBO, KJIacH(UIMPAHO KATO ONACHO WJIM OTrOBapsIlo Ha
KpUTEpHUTE 32 KiIacu(HULIUpaHe KaTo OMAcHO IO CHjaTa Ha
Permament (EO) Ne 1272/2008, m xoeTo ce ChIbpXa B
OuonMaa B TakaBa KOHIIGHTpAalMs, Y€ C€ Hajara HpOIyKTHT
Jla ce CUMTa 3a ONACeH II0 CMHCHJA Ha MOCOYEHHS PErJIaMeHT;

— BeIECTBO, KOETO OTrOBaps Ha KPUTEPHUTE 3a YCTOWYHUB
opraamueH 3ambpcuren (YO3) cwermacHo Permament (EO)
Ne 850/2004, mnu Koero OTroBaps Ha KPUTEPUMTE 3a YCTO-
H4nBO, OWoOakyMynupaimo W TOkcuyHO BemectBo (PBT
BEIIECTBO) WJIM 332 MHOTO YCTONYMBO WM MHOTO OHOAaKyM-
ynupamio BemectBo (VPVB BemecTBa) ChriIacCHO MPHIIOKEHUE
XII kM Permament (EO) Ne 1907/2006;

,»BPEIHH OpraHM3MU* O3HAa4aBa OPraHU3bM, BKIIIOYUTEIHO H
[NATOTEHHM areHTU, YHeTO IPHCBHCTBUE € HEXENATeIHO WU
KOMTO UMaT BpEIHO BBb3JCHCTBUE BBPXY XOpaTa, TEXHUTE
JIEIHOCTH WJIM TIPOAYKTUTE, KOUTO W3IOJ3BAT WIHM IPOU3BEXKAAT,
BBPXY JKUBOTHUTE WIH BBPXY OKOJHATa Cpena;

,,OCTaTBYHO BEIIECTBO O3HA4YaBa BELIECTBO, HAMHpANIO C€ B
CbCTaBa HA NPOAYKTH OT PACTUTENICH WIH JKUBOTHHCKH
NPOU3XOJ WM BBPXY TAX, BbB BOXHHTE PECYPCH, B NHUTEiHATa
BOJa, B XpaHH, (ypakH WIM Ipyraje B OKOJHATA Cpela, KOeTo
ocTaBa B pe3ysTaT Ha ymorpebara Ha OWMOLHK, BKIFOYHTEIHO OT
METa0OJMUTUTE Ha TOBa BEINECTBO, KAKTO W OT MPOJIYKTHTE OT
pasmajga WM B3aUMOJCHCTBHETO MY;

,,[IPEIOCTaBsHEe Ha Ma3apa’ O3HauaBa BCSKA JOCTaBKa Ha OHOIMI
WM Ha TPETHPAHO HM3JEITHe 3a TUCTPUOYINS WK yIoTpeba B Xo1a
Ha THProOBCKa JEWHOCT, HE3aBUCHMO i CpeIly 3arialiaHe Win
0€e3BB3ME3/IHO;

,IIyCKaHe Ha Ia3apa‘ O3HauaBa IPEJOCTaBSIHETO Ha Maszapa 3a
BPBH ITBT HA OMOLUJ WM HA TPETHUPAHO H3JEIHE;
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)

p)

y)

)

,,ylnoTpeba“ o3HadaBa BCHYKH ONEpAIMU, M3BBPIIBAHU C AaTeH
Onomy, BKIIOYUTETHO ChXPaHCHHE, MAHUITyIHpaHe, CMECBAaHE H
npugaraHe, ¢ U3KIIOYEHHE Ha OHE3M ONepaluH, KOUTO Ce
U3BBPIIBAT C e HU3HOC Ha OHONMIAa HIM HAa TPETHPAHOTO
uzgenve u3BbH Cbhro3a;

,,TPETUPAHO u3AeNue” O3HayaBa BCSAKO BEIIECTBO, CMEC WU
U3JeNne, KOeTo € OMIIO TPEeTHpPaHO C €IWH WM TOoBe4e OMOUUAH
W B KOETO [EJIEHACOYCHO Ca BKIOYCHH €IWH WM ITIOBEYC OT
TSX;

,,HAIIMOHAJHO pa3pelieHre” O3HayaBa aJMUHHUCTPAaTHBEH aKT, C
KOWTO KOMIIETEHTHHAT OpraH Ha JbpKaBa-wiIeHKa H3/aBa
paspelieHie 3a TNPEAOCTaBIHETO Ha TMasapa W ymoTpedata Ha
OMOIMI WM Ha Tpyna OMOLMIM Ha HEiHaTa TEPUTOpHS WU Ha
9acT OT Hes,

,»paspemenne Ha Cproza“ o3Ha4YaBa agMUHHCTPATHBEH aKT, C
koiito Komucusara msgaBa paspelleHHe 3a NPEAOCTaBIHETO Ha
nazapa u ymnorpebaTa Ha OWOLMI WJIM Ha Tpyna OWOUMAM Ha
Tepuropusita Ha Cblo3a WM Ha 4acT OT Hes;

,paspelnreHne” O3HaYaBa HAI[OHAIHO pa3pelleHHe, pa3pelIeHue
Ha Cbl03a miu paspelieHHe B ChOTBETCTBUE C wieH 26;

,IIPUTEXKATENT Ha pa3pelieHHe’ O03HavaBa JIHMIETO, YCTAHOBEHO Ha
Teputopusta Ha Cbl03a, KOSTO € OTFOBOPHO 3a IIyCKaHETO Ha
OuolM Ha Tasapa B OIpEJCIiCHA IbpKAaBa-wWICHKA WIH B
Cpbi03a, M [IOCOYCHO B Pa3pELICHUETO;

LIPOIYKTOB THUN O3HAa4aBa €IUH OT IPOAYKTOBUTE THIIOBE,
MIOCOYEHH B MPUIOKEHHE V;

,»CIMHUYEH OMOIMI o3HauaBa OWOIMA 0€3 MPEABHICHU Pa3IHKH
B MPOLEHTHOTO CBHIbPXKAHHUE HA AKTUBHHUTEC WIH HEaKTHBHUTE
BEILlECTBA B CHCTABA,;

~Ipyna Ououmuau™ o3HauaBa CBBKYNHOCT OT OHOIMIH, KOUTO
HMar:

i) cxomHa ymnoTpeda;
il) €HU U CHIIM AKTUBHH BEILECTBA;
iil) CXOJIEeH ChCTaB C MOCOYCHH PA3JIHUKH; U

iV) CXONHM paBHHMINA HA PUCK M e(EKTHBHOCT;

5, [IMCMO 3a ,Z[OCTT)H“ O3Ha4aBa OpPUTHHAJICH AOKYMCHT, IOAINHNCAH
OT MNPUTEKATEIIA HA JAHHUTE UJIK OT HECTOB IPEACTAaBUTEII, B KOUTO
CC€ IIOCOYBA, Y€ NAHHUTC MOrar Aa C€ M3IO0J3BAT B I1OJI3a Ha TPETa
CTpaHa OT KOMIICTCHTHUTE OpraHu, OT AFeHL[I/IﬂTa HJiIn OT
Komucusra 3a LOEINTE Ha HACTOAIINA PETIIAMCHT,

»XpaHu" " ,,pypaxu’ 03Ha4aBa XpaHU ChIIIACHO ONPEICICHUETO B
yied 2 ot Permament (EO) Ne 178/2002 u ¢dypaxu cwriaacHo
ompeneneHueTo B wieH 3, maparpad 4 OT HOCOYCHHUS PEraMeHT;
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1)

q)

1)

aa)

a0)

aB)

ar)

am)

,,TEXHHYECKa pPAaBHOCTOMHOCT O3HayaBa CXOJCTBO B XUMHYHUS
ChCTAaB M PUCKOBHS MPOGHI Ha BEIIECCTBO, MPOU3BEACHO WJIH OT
W3TOYHMK, pa3lM4eH OT peQepeHTHUs, Wi OT pedepeHTHHs
W3TOYHMK, HO CJIeJ] MPOMsHA B MPOU3BOJICTBCHHUS IPOIEC H/HUIH
MACTOTO Ha IPOM3BOJACTBO, B CPAaBHEHUE C BEIIECTBOTO OT
pedepeHTHUS. U3TOYHHUK, TI0 OTHOLICHHE HAa KOETO € OChIIECTBEHA
ITbpPBOHAYANTHATA OIIEHKA HA PHUCKA, Taka KaKTO € YCTAaHOBEHO B
ujeH 54;

LATeHIHs o3HauaBa EBpomeiickara areHIusi MO XUMHUKaJIH,
cwp3nanena ¢ Permament (EO) Ne 1907/2006;

,.peKimamMa“ o3HayaBa CpEICTBO 3a HachpuaBaHE Ha Mpomaxdara
WK ynoTpebara Ha OMOLUAN TOCPESICTBOM MEYATHH, SICKTPOHHU
WIN APYTH MEAnH;

,,HaHOMaTepuan" 03HayaBa €CTECTBEHO WJIH MPOU3BEACHO aKTHBHO
WIM HEAaKTHBHO BEIIECTBO, CHIBPIKAIIO YaCTHLIM B HEOOBBP3aHO
CBhCTOSIHME WIIM TOA (opMaTa Ha arperat WIM arjoMepar, MpH
KOETO BBHIIHHUAT pa3Mep B €IHO WM TIOBEYE H3MEPEHHUS Ha
noHe 50 % ot oOwmus Opoii yactuuu e B ob6xBara 1—100 nm.

OynepeHute, rpaQ)eHOBUTE JINCTA U E€IHOCIOWHHUTE BBIVIEPOJAHU
HAaHOTPBOM C BBHIIEH pa3Mep B €OHO MM IOBEYEe H3MEPEHUS
mox 1 nm ce cuuraT 3a HAaHOMATEPUAIIH.

3a 1enuTe Ha OMNpENeNIEHHEeTO 3a HaHOMaTrepual, ,49acTHua‘,
,,arioMepaT u ,,arperar’ ce ONpeaemsIT, KaKToO CJelBa:

— ,,4acTHIa‘ 03Ha4aBa MHOI'O Majlka 4acT OT Marepuall ¢ Jo00pe
onpejesicHH (HU3NUECKH TPAHHUIIH;

— ,,arn0MepaT“ O3Ha4daBa CBBKYIIHOCT OT c1abo CBBbpP3aHU
YacTUIM WJIM arperatyd, KaTro IIOoJydY€HaTa BBHIIHA BBbHIIHA
IJjiony Ha TOBBPXHOCTTaA HpI/I6J'II/IBI/ITeJ'IHO CbOTBCTCTBa Ha
cymMaTta OT IOBBPXHOCTUTEC HA OTACIHUTC KOMIIOHCHTH;

— ,,anCFaT“ O3HayaBa 4YacTula, KOATO C€ CbBCTOU OT CHUIIHO
CBBpP3aHU WIIN CJICTU YaCTHULH;

,,AIMUHUCTPATUBHO  W3MCHEHHE™  O3HayaBa W3MCHCHHE Ha
CBILECTBYBAII0  pa3pelleHHe OT YHUCTO  aJAMUHHCTPATUBEH
XapakTep, KOCTO HE BKJIIOYBA W3MCHCHHE Ha CBOMCTBaTa WM
e(uKacHOCTTa Ha OMOLMJAa WM Ha TrpynaTa OMOUUAM;

,HE3HAYMTEIHO  H3MEHeHHe  O3HayaBa  HM3MEHEHHME  Ha
CHIUIECTBYBAILO pa3pelieHHe, KOSITO He € OT 4YHCTO aJMHH-
HCTPAaTHBEH XapaKTep M M3HMCKBA CaMO OTPAHWYEHO TPEOoIlleHsIBaHE
Ha CBoiicTBaTa WM e(pUKACHOCTTAa Ha OMOLMAA WIM Ha rpymnara
OMOIUIN;

5, 3HAYUTCITHO W3MEHEHHe " 03HayaBa U3MCHCHHE HA ChIICCTBYBAIIO
pa3peIeHnue, KOsATO HE € OT a/IMUHUCTPATUBCH XapaKTCp, HUTO €
HC3HAYUTCITHO,

»YSA3BUMU TIpynu* oO3Ha4yaBa JMLA, KOUTO C€ HYXIasaT OT
CIEUaJHO BHUMaHUE NPH H3BBPIIBAHETO HA OLEHKAa Ha OCTPHUTE
U XPOHMYHUTE BB3ACHCTBUS Ha OMOLMAUTE BBPXY 3ApaBeTo. Te
BKIIIOYBAT OPEMEHHHU M KbPMEIIIH JKEHH, HEpoieHH, OebeTa U jela,
BB3PACTHU XOpa U, MPU MPOIBIDKUTENHA SKCIIO3UIMS Ha OUOIUAN
BBB BHCOKAa KOHIIEHTPALWS, PAOOTHUIM W YKUTEIH;

,»MaJKu U cpeanu npeanpustus’ uinu ,,MCII“ o3rauaBa mManku u
CpeqHM TpEeAnpusATHs, KakTo ca onpeaeideHn B IIpenopbka
2003/361/EO na Komucusata or 6 wmaili 2003 1. OTHOCHO
OIPEeNICNICHUETO 38 MUKPO-, MaJKi U cpeanu mpeanpustas (1).

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

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

r) ,Hay4YHOU3CJIEJOBAaTeJICKa W pa3BOMHA JEHHOCT, CBBp3aHa C
MPOAYKTH U TPOLIECH";

I) ,,HAyYHOM3CJIEIOBATEIICKA U pa3BOWHA JAEHHOCT.

3. Ilo uckaHe Ha nIbpkaBa-wieHKka Kowmwmcusra Moxke ga pemd
MIOCPE/ICTBOM aKTOBE 33 M3I'BIHEHME JalM JAJCHO BELIECTBO € HaHOM-
aTepual, KaTo B3ema mpensua mo-creruaino [Ipemopbka 2011/696/EC
Ha Komucusita or 18 oxromBpu 2011 I. OTHOCHO OIpENENICHUETO 3a
HaHoMmaTepuain ('), KakTo W Jand OnpeleieH NPOLYKT HJIM Ipyma
MPONYKTH € OWOIMI WM TPETHPaHO H3JAENHe, WIX HHUTO E€IHO OT
nBere. Te3u akTOBE 3a M3NBIHEHHE CE€ NPHUEMAT B CHOTBETCTBHE C
mpolelypaTa Ha pasriexkiaaHe, ocoueHa B wieH 82, maparpad 3.

4. Ha Kommucusita ce mnpeiocTaBsAT IpaBOMOLIMATa Ja IpHUeMa
JICNIeTUPaHU aKTOBE B CBHOTBETCTBHME C WieH 83 C Ien Ja ajantupa
OIIPEAEIEHUETO 3a HaHOMAaTepual, ChbIbpXKalmlo ce B mnaparpad 1,
OykBa 0I) OT HACTOSIIMS WIEH, C OMNIEA Ha HAayYHO-TEXHHYECKHUS
mporpec M karo ce B3ema mnpensun I[Ipemoppka 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-
aeasr 0T 10 ToaMHM, ako MOXKE Ja C€ OuyakKBa, 4e IIOHE €IWH OT
OouonuauTe, CHIBPKALIM TOBA AaKTHBHO BEIECTBO, OTroBaps Ha
KpUTepHUuTe, NpenBuieHn B wieH 19, maparpad 1, OykBa 0), xato ce
B3eMar npenBui GakropuTe, mocoueHu B wieH 19, maparpadu 2 u 5.
AKTHBHHTE BEIICCTBA, MOMAJalyd B 00XBaTa Ha WICH 5, Morar ga Obaat
0100peHu caMo 3a MMbPBOHAYANICH CPOK, HE MO-ABJIBI OT 5 TOIUHH.

2. O)IO6p$IBaH€TO Ha AaKTUBHO BCHICCTBO C€ OrpaHu4aBa A0 TE3U
IMPOAYKTOBHU THIIOBE, 3a KOWUTO Ca NOAAACHU CBHOTBETHUTC JTaHHU B

CHOTBETCTBHE C YjeH 6.

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

a) MHHHMaJIHA CTCIICH HAa 4YKWCTOTAa Ha aKTHBHOTO BCIICCTBO,
0) ecTeCcTBO M MaKCUMAaJHO ChIbPKAHUE HA OIpEJeNICHH IPUMECH;
B) MPOIYKTOB THII,

r) HauMH ® oOmactT Ha ynorpeba, BKIIOYMTENHO, CHOpen Clrydas,
ynorpeba B TPEeTHUPaHU U3JENus;

II) ompeJesHe HAa KaTerOpUH IOTPEOUTEIH;

(') OB L 275, 20.10.2011 r., ctp. 38.
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€) 1O LEeNechoOpa3HOCT, XapaKTEPUCTHKA HA XUMHYHATA HJCHTUYIHOCT C
OrJe[] Ha CTEPEOM30MEPHTE;

X) Ipyrd CcHeUU(UYHU YCIOBUS BB3 OCHOBAa Ha OLEHKara Ha
uH(MOpMAINATA, CBBP3aHA C TOBAa aKTUBHO BEIECTBO;

3) Jarata Ha 01106p${BaHe U J[araTa Ha MW3TUYaHE Ha CpOKa Ha
O,I[06pCHI/ICTO Ha aKTHBHOTO BCIICCTBO.

4. O,Z[O6p$IBaH€TO Ha JaaCHO aKTUBHO BCHICCTBO HC BKJIIIOYBA HAHOM-
aTeépuajii, OCBCH KOraTto ToBa € HU3PpUYHO YIIOMCEHATO.

Ynen 5

Kputepun 3a m3xkiiouBaHe

1. Tlpum cmna3zBaHe Ha pasnopeaOuTe Ha mnaparpad 2, CcIeTHHTE
aKTHBHH BELIECTBAa HE CE 0J00psBAT:

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

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

B) aKTHMBHU BEILIECTBA, KOUTO B ChoTBeTcTBHE ¢ Permament (EQO)
Ne 1272/2008 ca xnacudunupaHd KaTo TOKCUYHU 3a PEHIpPOLYKIHATA
ot kateropust 1A unu 1B unm oTroBapsAT Ha KpuTepuuTe Aa ObaaT
KIacU(pHUIHPaHU KaTO TaKHBa,

I) aKTHBHM BEILIECTBA, 334 KOHTO BB3 OCHOBA Ha KPUTECPUHTE,
ONpeielieHH ChIIacHO maparpad 3, mppBa aiwWHes, WIH — JI0
[IPUEMAHETO Ha Te3U KPUTEPUM — Bb3 OCHOBAa Ha maparpad 3,
BTOpa ¥ TpeTa aliHes, Ce CYMTa, UYe TMpPUTEeKaBaT CBOUCTBA,
HapyIIaBall¥ SHIOKPUHHATA CHCTEMa M €BEHTYATHO MPEAU3BUKBAIH
BpPEIHU BB3AEHCTBHA BBPXY XOpaTa, WIM KOUTO B CHOTBETCTBUE C
yineH 57, OykBa e) u wieH 59, maparpad 1 or Pernament (EO)
Ne 1907/2006 ca ompeneneHH KaTO BeEUIECTBA ChC CBOICTBA,
HapyIIaBalld SHIOKPUHHATA CHCTEMA,;

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

2.  be3 nma ce 3acsra uwieH 4, maparpad 1, aKTHBHUTE BEILECTBA,
nocoueHn B maparpad 1 OT HACTOSIMIMSA WICH, MoraT aa Obaar
0JI00peHH, aKo € JOKa3aHO 4Ye € CMa3eHO IIOHE EIHO OT CJICIHHTE
YCIIOBHSL:

a) PUCKBT OT EKCIO3MILMS Ha XOpaTa, )KUBOTHUTE WM OKOJHATa cpeja
Ha BB3JCHCTBUETO HAa aKTUBHOTO BEIIECTBO B ChCTaBa Ha OWOLU
NpU PEaMCTHYHO Hail-HeONarompusTHH YCIOBHS Ha ynoTpeba e
HE3HAUUTEJIeH, IO-CIEHAIHO B CIIy4auTe, KOraTo HpPOIYKTHT Ce
U3I03Ba B 3aTBOPEHM CHCTEMM WM IPU APYTH YCJIOBUS, YHATO
el € Ja TpefoTBpaTAT KOHTaKTa € XOpa U M3IyCKaHEeTo B
OKOJIHATa Cpefa;

0) HaiHIle ca J0Ka3aTeJICTBa, Ye aKTHBHOTO BEUIECTBO € OT CHIIECTBEHO
3HAYCHUE 32 MPEAOTBpPATIBAHE MM KOHTPOJ HA CEpHO3HA 3aruiaxa 3a
3IpaBeTO Ha XOpara, 3[ApaBeTO Ha >KUBOTHUTE WM 3a OKOJHATa
cpena; wiu

B) HEOJ00PSIBAHETO Ha aKTHBHOTO BELIECTBO OM MMAaJI0 HECHpPazMEpPHO
OTPHILIATEITHO BB3/CHCTBHE BBHPXY OOIIECTBOTO B CPABHEHHE C PUCKA
3a 37paBeTO Ha XOpaTa, 3[PAaBETO HA JKMBOTHHUTE HJIM 32 OKOJIHATA
cpena, OPOM3THYANI OT ymoTpebara Ha BEIIECTBOTO.
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Koraro ce B3ema peuieHuC Oajnu JaJJ€HO AaKTUBHO BEIICCTBO MOXKE Oa
6’[)2[0 OHOGPGHO B CBOTBETCTBHEC C IIbpBa QaJWHCA, HAJIAYUCTO Ha
noaXoAsdamu W AOCTAaTbYHH AJTCPHATHBHHU BEIICCTBA WM TEXHOJIOTMHU
€ OT KJIIOYOBO 3HAUYCHHC.

VYnorpebara Ha OHOIMI, ChABPXKAIl AKTHBHU BEIIECTBA, OJOOpPCHH B
CHOTBETCTBHE C HACTOSIIMS TNaparpad, TIOUISKH Ha ITOIXOISIIN
MEPKH 3a HaMalsBaHE Ha PHUCKa, 3a Jja CC rapaHTHpa, 4e eKCIIO3HLUITa
Ha XOpaTa, )KUBOTHUTE M OKOJHATA Cpella HA Te3W aKTUBHU BEUIECTBA €
CBEJICHa 70 MHMHUMYM. Ymorpebarta Ha OHOIMINM CbC CHOTBETHUTE
aKTHBHH BEIIECTBa 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 nprema aeferupaiu
aKTOBE B CHOTBETCTBHE C WIEH 83, KONTO YCTAHOBSABAT HAYIHN KPUTEPUH 32
OIpEEIHETO Ha CBOMCTBATA, HApyIIaBallll €HIOKPUHHATA CUCTEMA.

Jlo mpuemaHeTO Ha Te3HM KPHUTEPUH AKTUBHUTE BEIECTBA, KOHTO B
cporBercTBUE ¢ Permament (EO) Ne 1272/2008 ca kinacuduiupanu
KaTo KaHIEPOTEHHM OT KaTeropus 2 WM KaTO TOKCHYHM 3a Pempoj-
YKLUATA OT KaTeropus 2 WM OTroBapsAT Ha KPUTEpUMTE Ja ObAaT Kiac-
upuIupaHd KaTo TaKWBa, C€ CUYMTAT 3a IpPUTEKABAIlH CBONCTBA,
HapyIIaBalll €HJOKPHHHATA CHCTEMA.

BemiectBa, kouto B chorBercTBHe ¢ Pernmament (EO) Ne 1272/2008 ca
KIacH(UIMPaHU KaTO TOKCHYHH 32 PEHPOAYKIHATA OT KATEropus 2 WU
OTrOBapsIT Ha KPUTEpHUTE Oa ObAaT KiacHUIMpaHH KaTto TaKWBa, W
KOMTO HMAaT TOKCHYHO BB3/CHCTBAC BBPXY CHIOKPHHHUTE OpTaHH,
MOTaT Ja Ce CYMTaT 3a MPUTEXKABalld CBOWCTBA, HApyIIaBaIld
CHIOKPHHHATA CHCTEMA.

Ynen 6

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

1. 3asBieHHETO 32 OI[O6p5[BaHe Ha Jaac€HO AaKTUBHO BCLICCTBO
ChbAbpiKa Hal-MajKO CIICTHUTE CJIEMEHTH:

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

0) mocue, KOETO OTroBapsi HAa M3MCKBAHUSITA, MOCOYEHH B NPHIIOKCHUE
III, 3a moHe eouH TpPENCTAaBUTEIICH OWOIHI, KOWTO CBhIBpKA
aKTHBHOTO BEIIECTBO; U

B) aKO aKTHBHOTO BEI[ECTBO OTTOBaps Ha MOHE €IWH OT KPUTCPHHUTE 32
M3KIIOYBaHe, U30poeHu B wieH 5, maparpad 1, nokaszarencTBo, 4e
wieH 5, maparpad 2 e mpuIIokKIM.

2. HesaBucumo oT pasnopendute Ha maparpad 1, 3asBUTENSIT HE €
JUIBKECH Jla MPEJOCTaBsl NaHHUTE, KaTO 4YacT OT JOCHETaTa, M3MCKBaHU
cbriiacHo maparpad 1, OykBu a) u 0), KOoraro ce mHpwiiara HSIKOe OT
CIICTHUTE YCIIOBHS:

a) TaHHUTE HE ca HEeoOXOIWMH MOpagyl ECTECTBOTO HA EKCIO3HUIHS,
CBBP3aHO C IpeJIaraHuTe BHIOBE yHnorpeda;

6) oT HayyHa TJeIHa TOYKAa HE Ce Hajara JaHHUTE Ja ObJar mpeno-
CTaBEHHU; WU

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

IpenocraBsaT ce obaue AOCTATBYHO JAHHHM, KOMTO Ja IIO3BOIAT Ja ce
ONpeneNd Jain JaJeHO AaKTUBHO BELIECTBO OTrOBapsi HAa KPUTEPHHTE,
HOCcOYeHH B wieH 5, maparpad 1 wm unen 10, maparpag 1, ako ToBa ce
M3HCKBA OT OLCHSIBALMS KOMIIETEHTEH OpraH ChIVIAaCHO wWieH 8, maparpad 2.
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3.  Bcexu 3asgBuTENn MOXE JAa MNPEUIOKU aJalTUPAaHE HAa JaHHUTE,
KaTo 4YacT OT JOocHeTaTa, M3MCKBaHU CBIIAcHO maparpad 1, Oyksu a)
u 0), B cworBercTBue c mnpuiaoxenue IV. OcHoBaHusATa 3a TNpem-
OXXEHHTE aJaNTallii Ha W3UCKBAHHUATA 3a NPEIOCTaBiHE Ha JaHHU Ce
[I0COYBAT SICHO B 3asBJICHUETO C II030BaBaHE HA KOHKPETHUTE IIpaBUIla B
npunoxenue V.

4. Ha Komucusara ce mnpenocTaBAT IpaBOMOLIMS Ja IpHEeMa
JeJIETHPaHy aKTOBE B CHOTBETCTBUE € WiIeH 83, ¢ KOUTO [a yCTaHOBSBA
KPUTEPUUTE 3a OINpENENITHE HAa TOBA, KAKBO IPEACTaBIIsABA AOCTATbYHO
OCHOBAaHHUE 32 aJalTUPaHE Ha M3UCKBAHUATA 33 NIPEJOCTABsHE Ha JaHHU
mo maparpag 1 OT HacTOSIMS UWIEH, BB3 OCHOBA HA IIOCOYCHHTE
OCHOBaHHUs B maparpad 2, OykBa a) OT HACTOSIIMS YJICH.

Ynen 7

IMonaBane u BajlvMIvpaHe Ha 3asiBJCHUATA

1. 3asBuTensT mojasa 3asBICHNUE 3a 0NOOpsSBAaHE HA JAJCHO aKTHBHO
BEILIECTBO MM 32 MOCJICABAIM U3MECHCHHS Ha YCIIOBHATA 32 000psIBaHEe
Ha JIaJICHO0 aKTWBHO BEUIECTBO Mpea ATeHIHATAa, KaTo s YBEIOMsBA 3a
HAanMCHOBAaHUCTO Ha KOMIICTCHTHH OpPraH Ha AbprKaBaTa-4JICHKaA, KOWTO
M0 HETOBO MPEJIOKEHHE CIIE/BA J1a OLCHHU 3asBICHUETO, M MPEIOCTaBs
OMCMEHO MOTBBPIXKICHHE, Y€ TO3M KOMIICTCHTEH OpraH Impuema ga ro
HampaBd. TO3M KOMIICTCHTEH OpraH € OICHSBALIMAT KOMIIETEHTCH
opras.

2. AreHuusTa yBeAOMsBa 3asBUTENS 38 TAKCUTE, JBIDKHUMHU CHIIIACHO
uieH 80, maparpad 1 U OTXBBpIIS 3asBJICHUETO, B CIIy4ail 4e 3asSBUTEIIST
He IUIaTH TakcuTe B pamkute Ha 30 muu. Ts yBenmomsBa 3asBHTENS U
OLICHSIBAILIUSI KOMIIETEHTEH OpraH 3a TOBa.

Cnen mony4yaBaHe Ha Takcure no wieH 80, maparpad 1 Arennusra
npreMa 3asBICHHETO M YBEIOMSBA 3asBUTENS W OLICHSIBAIIUS KOMII-
eTeHTEH OpraH 3a TOBa, Karo II0COYBa JaTaTta Ha MpUeMaHe Ha
3asiBICHUETO W HETOBUS YHHUKAJICH MJCHTU(PHUKAIIMOHEH KOJ.

3. B pamkure Ha 30 AHM clel IpHeMaHe HAa 3asBICHHETO OT
AreHUHATa OLCHSBAIIMAT KOMIICTCHTCH OpPraH BajHAWpa 3asBICHUETO,
aKo ca OWIM MOJaJeH! JaHHUTE, HEOOXOJUMH B CHOTBETCTBUE C WIEH 6,
naparpad 1, OykBu a) u 0) u, copexn ciay4vas, OykBa B), U IOCOYCHHU
OCHOBaHMS 32 a[JalTHPaHE Ha W3MCKBAHUATA 33 NPEIOCTaBSIHE HA JAHHH.

BeB BpB3Ka C BamMIMpaHETO, IIOCOYEHO B IbpBaTa ajuHes,
OLICHSBAILMUAT KOMIIETEHTEH OpraH He IpaBU OIEHKa Ha KadecTBOTO
WIA Ha CHOTBETCTBHETO HAa MpPEJCTAaBEHHTE MAHHH MU TOIKPEISIIN
JIOKYMEHTH.

BbB BB3MOXKHO Hal-KpaThK CPOK el KaTo ATEHIUATA IpHUeMe AaJIeHO
3asBJICHUE OIICHABAIIMAT KOMIIETEHTEH OpraH yBeIOMsBa 3asBUTENS 3a
TakCuTe, ABIKAMH cbrilacHo wieH 80, maparpad 2, U OTXBBpJIAL
3as8BJICHUETO, aKO TaKCUTe He ObJaT IulaTeHd B cpok oT 30 naHWU.
OLleHﬂBaHll/lﬂT KOMIIETEHTCH OpraH YBCIOMsBa 3asBUTECJIA 3a TOBA.

4. B caywall d4e OIEHABalIMAT KOMIIETEHTEH OpraH CMETHE, 4e
3asBIICHMETO € HEMBJIHO, TOW YyBEIOMSBa 3asBUTENS KaKBa JIOIIBJIH-
WTeliHa WHPOPMAIUS € HeoOXOorMa 3a BaJIMIUpPAHE Ha 3asBICHUCTO W
ompenelis pasyMeH CpOK 3a MojaBaHe Ha Ta3u uHpopmanmsa. To3u cpok
00OMKHOBEHO He Hajasumasa 90 gHU.
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B pamxure na 30 paHM ciex nonydaBaHe Ha  JIONBIHUTENHATa
nH(QOPMANHs OIEHABAIIUAT KOMIICTCHTEH OpraH BaIUAUPA 3asBICHUETO,
aKo CMETHe, 4e MOJaJieHaTa AONBbJIHUTENHA HH(OpMaLus € J0oCTaTbyHa
3a Cra3BaHEe HAa M3MCKBAHETO, TIOCOYEHO B maparpad 3.

AKO 3asBHTEIAT HE MOAaAe W3WUCKBaHaTa HH(GOpMALMS B CPOK,
OLICHSABAIIMIT  KOMIICTEHTEH OpraH OTXBBPJS  3asBJICHHUETO U
yBEIOMsIBa 3asBUTEIsI M ATreHUusTa 3a TOBa. B TakpB cilyyail 4acT ot
TakcaTa, IjlareHa B choTBeTcTBHE ¢ wieH 80, maparpadu 1 u 2, ce
BB3CTaHOBSIBA.

5. Cnen BanmoupaHe Ha 3asBIICHHE B CHOTBETCTBUE C maparpad 3
wii 4 OUEeHSBAUIMAT KOMIIETEHTEH OpraH He3a0aBHO yBeIOMsBa 3a
TOBAa 3asABUTENS, ATEHUUATa W JPYyruTe KOMIIETEHTHH OpraHu H
1I0COYBa JlaTaTa Ha BaJIMAMpPAHE.

6. PemeHusita Ha ATEHIMATa ChIVIACHO maparpad 2 OT HACTOSIIUS
4yjeH MoraT Ja ObJaT o0KajJiBaHM B CHOTBETCTBHE C 4ieH 77.

Ynen 8

OneHka Ha 3asiBJIEHHATA

1. B pamkute Ha 365 AHU clief BaIUIMPAHETO HA JAJAEHO 3asBJIICHUE
OLICHABAILMAT KOMIICTEHTEH OpraH IO OLEHSBAa B CHOTBETCTBHE C
4iieHoBe 4 W 5, BKIIIOUUTEIHO, aKO € MPHIOKUMO, BCSKO NPEIIOKEHHIEe
3a aJjanTUpaHe Ha U3UCKBAHMATA 3a IPENOCTaBSHE HA JaHHU, MOJAJACHO
B CHOTBETCTBHE C WieH 6, maparpad 3, ¥ W3mpaiia JOKJIaja 3a OleHKaTa
U 3aKIIOYEHUSTAa OT Hesl Ha AreHuusTa.

Ilpenu na mpencTaBu 3aKIIOYCHMATA CH Ha ATCHIMATA, OLCHABALIUST
KOMIICTCHTEH OpraH MpeAOCTaBs Ha 3asBUTENS BB3MOXHOCT 12
npencraBy, B paMkuTe Ha 30 IHU, NHCMEHH OCNIeKKH IO JOKIaja 3a
OIIEHKaTa M MO 3aKJIOYeHusTa OT Hes. [Ipu M3roTBSHETO HAa OKOHYAT-
e/HaTa OLEHKA OLEHSBALIMAT KOMIIETCHTEH OpraH Ha/UIeKHO B3eMa
IpEeIBUI TE3H OCNEKKH.

2. Koraro ce okaxke, 4e 3a W3BBPIIBAHETO HAa OIICHKATa € HEOO-
XOAUMa JIONBbIHUTEIHA UH(OpPMAIMs, OLEHABAIUAT KOMIETCHTEH
OpraH HCKa OT 3asBUTENS Ja MpeAocTaBH Ta3W uHpopMamus B
paMKHUTe Ha yCTAHOBEH CPOK M yBelOMsBa AreHuusATa 3a ToBa. KakTo
€ TIOCOYCHO B WiieH 6, maparpad 2, BTopa ajuHes, OLUCHSIBALIUAT KOMII-
€TeHTEH OpraH MOXX€ Jla M3UCKa, KOraro € YMECTHO, 3asBHUTENIAT Ja
IpefoCTaBU JOCTaThYHO JAHHU, KOUTO Ja IO3BOJAT Ja CE€ OHpenesd
JaJld JIaJICHO aKTUBHO BEILIECTBO OTroBapsi Ha KPUTEPHUHTE, MOCOUYCHH
B wieH 5, maparpap | wmm umen 10, maparpad 1. ITocouenmsr B
naparpad | OT HacTOAIMS WIEH CPOK OT 365 IHU BPEMEHHO chupa
Jla Te4ye OT JaTara Ha M3JaBaHe Ha MCKAHETO JO JaraTa Ha IoJIyuyaBaHe
Ha uHQopManusaTa. BpeMeHHOTO cripaHe He HaAXBbpIs ooumo 180 nHw,
OCBEH aKO TOBa HE € OINPaBJaHO OT €CTECTBOTO Ha M3UCKAHWUTE JaHHU
WM OT U3KJIIOUMTENIHH OOCTOSTENCTBA.

3. B cuyyail ye ONEHABAIIMAT KOMIIETGHTCH OpraH CMETHE, 4e
CBUIECTBYBAT OIIACEHUS 110 OTHONIGHHE Ha 3IpaBeTo Ha XopaTta,
3[paBeTO Ha )KUBOTHHUTE HJIM IO OTHOLICHHE Ha OKOJIHATA Cpejia BCie-
JNCTBHE Ha KyMyJlaTtuBHH edektu or ynorpebara Ha OHOLMIH,
CBABPIKAIIN C€HO M CHIO AKTHBHO BEIIECTBO WM PA3IMYHU AKTHBHH
BEILIECTBA, TOH JOKyMEHTHpA ONACcEeHHATa CH B CHOTBETCTBHE C M3UCKBa-
HUSTA, TIOCOYSHN B CHOTBETHHTE 4YacTH Ha pasnen 11.3 oT mpmioxeHue
XV xbM Pernament (EO) Ne 1907/2006, u ru BKIIOYBA B 3aKJIIOUEHUATA
CH.
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4. B pamkute Ha 270 OHM ciiel NOJydyaBaHE Ha 3aK/IIOYCHHATA OT
oLeHKaTa AreHuusTra M3roTBl U IpeactaBd 1npen Komwucusra
CTAHOBHUILE OTHOCHO OJOOPABAHETO HA AKTUBHOTO BEIIECTBO, KATO
B3€Ma IIPEABUJ 3aK/IIOUEHMATA HA OLECHSBAIMA KOMIIETCHTEH OpraH.

Ynen 9

OnoOpsiBaHe HA AKTHBHO BelIECTBO

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

a) npueMa periiaMeHT 3a U3MBbJIHCHUC, KOWTO nopeaBrxKaa O,HO6p}IBaHeTO
Ha OaJICHO aKTHBHO BCUICCTBO M IIPU KaKBU YCJIOBHA CTaBa TOBa,
BKJIIOYMTCIIHO TAaTUTC Ha 0,[[06peHI/Ie " Ha U3THYAaHC Ha 0,[[06peHI/IeTO;
nin

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

Te3u akTOBE 32 U3MBJIHEHUE CE IPUEMAaT B CHOTBETCTBHE C IPOLEeAyparTa
Ha pasrjexaaHe, mocoveHa B wieH 82, maparpad 3.

2. OnoOpeHuTe aKTHBHHU BEILECTBA CE BKJIIOYBAT B CIUCHK Ha Chlo3a
Ha OJ0OpEHHMTE aKTHBHHU BellecTBa. KOMHCHsITa PEIOBHO aKTyalu3upa
CIHMChKAa M TPEJOCTaBs Ha OOIICCTBEHOCTTA CJICKTPOHEH JOCTBII JI0
HETO.

Ynen 10

AKTHBHH BelIeCTBa, KAaHAUAATH 3a 3aMsiHa

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

a) aKTUBHOTO BEIECTBO OTroBaps Ha IIOHE €JWH OT KPHUTEPUHUTE 3a
U3KIIIOYBaHe, M30poeHn B wieH 5, maparpad 1, HO Moxe ma Obae
000peHO B CHOTBETCTBHE C WieH 5, maparpad 2;

0) oTroBapsi Ha KpUTEpUHTE A ObJe KIaCH(PUIUPAHO, B CHOTBETCTBHE C
Permament (EO) Ne 1272/2008, kato pecnupaTopeH CEHCHO-
WIIA3aTOpP;

B) NpHEMIMBaTa My JAHEBHA 1033, KpUTHYHATA pe)epeHTHA 103a HIIH
MPUEMIIMBOTO PAaBHUILE HA M3JaraHe Ha OmepaTropa, Cropen] Ciydas,
ca 3HAYUTENIHO [IO-HHUCKH OT XapaKTEPHHUTE 3a MO-TOJSIMAaTa 4acT OT
0JI0OpEHUTE AaKTHBHH BEIIECTBA 3a CBINUS MNPOAYKTOB THI H
BB3MOXHA ynorpeoa;

I') OTroBaps Ha JBa OT KpuTepuute 3a PBT BeliecTBO B ChOTBETCTBHUE C
npuioxenue XIII xem Permament (EO) Ne 1907/2006;

) HAIWIE Ca MPUYMHH 34 OIMACEHHS OTHOCHO €CTECTBOTO HAa KPHUT-
HYHOTO BB3ZCHCTBHE, KOCTO B ChUCTAHHUE C MOJICIHTE Ha yrmoTpeOa
€ PaBHOCTOMHO Ha yIOTpeba, KOATO BCE OIIE MOXKE Ja HOPOAU
3arpHXKCHOCT, HAMMPUMEP BUCOK MOTEHIHAICH PHCK 33 MOMOYBEHUTE
BOJIM, JIOPH ¥ CIIeJl MpUiiaraHe Ha MHOTO OTPaHHYHMTETHH MEPKH 3a
yIpaBlicHHE Ha PHCKa;

€) ChbIbp)Ka 3HAYMTENEH IPOLEHT HEAKTUBHHM H30MEPU WIIHM IPUMECH.
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2. Ilpm W3roTBSHETO Ha CTAHOBHUIIETO CH 3a OJOOpsBaHE WU
MOJHOBSIBAHE HA OJOOPEHMETO Ha [JaJeHO aKTHBHO BEIIECTBO,
ATeHIMATa TIpPOy4YBa Jald BEIIECTBOTO OTTOBAaps Ha HAKOH OT
Kputepuute, u3bpoeHn B maparpad 1, W pasriexna TO3M BBIPOC B
CTAQHOBHUIIETO CH.

3. Ilpemn na mnpexacraBu Ha Komucusra CTaHOBMIIETO CH 3a
0JI00psiBaHE WM ITOJHOBSABaHE HAa ONOOPEHHETO Ha JaJCHO aKTHBHO
BEIIECTBO, 0e3 Ja ce 3acsArar pasnopeaOuTe Ha wWieHoBe 66 u 67,
ATeHIuATa OCHTYpsiBa IyONMYEH NOCTBI 10 HWH(OpMamusITa OTHOCHO
HNOTCHLHATHATE KaHIUIATH 32 3aMsiHA 3a CPOK, HE IMO-IBIBr OT 60
IHH, B paMKHTE Ha KOWTO 3aMHTEPECOBAHHUTE TPETH CTPaHU MOrar naa
HOJaBaT CHOTBETHAaTa MH(OpPMaNus, BKIFOYHTEITHO OTHOCHO HAINYHHTE
3aMECTUTENH. ATEHLIUMATAa HaJISKHO B3eMa NPEeIBHI MONydYeHaTa
nH(OPMANU TIPH U3TOTBSHE HA OKOHYATEHOTO CH CTaHOBWIIE.

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

5. AKTUBHHUTE BELIECTBA, KOUTO C€ CMATAT 3a KaHAWIATH 32 3aMsHa B
CHOTBETCTBHE ¢ maparpad 1, ce 0003HauaBaT KaTo TaKUBa B CHOTBETHUS
periamMeHT, KOMTO ce mpuemMa ChIJIaCHO 4iieH 9.

Ynen 11

TexHuveckn YKazaHusi

Komucusita M3roTBs TEXHUYECKH YyKa3aHHs, 32 Ja CE YJIECHH MpHUII-
araHeTo Ha HACTOSIATA TJaBa, MO-KOHKPETHO Ha 4jeH S5, maparpad 2
u uied 10, maparpad 1.

I'JTABA 111

NOAHOBSABAHE M IIPEPA3IVIEXXJAHE HA OJOBPEHUETO HA
AKTHBHO BEHIECTBO

Ynen 12

YcaoBus 3a nMoaHOBsSIBaHE

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

2. Karo B3eMa mpeiBu HayyHO-TeXHHMYecKus mnporpec, Komucusra
mpepasriexzia M ako € YMECTHO, M3MEHs YCJIOBMATA, IIOCOYEHH 3a
AKTUBHOTO BELIECTBO ChINIacHO uieH 4, maparpad 3.

3. TlomHOBsiBaHETO Ha OJOOPEHHETO HA JAJICHO AKTHBHO BEILECTBO €
3a 15-roguileH CpPOK 3a BCHUYKU HPOJYKTOBU THUIIOBE, 3a KOUTO C€
mpuiara OJ0OpEHHETO, OCBEH aKo B perjaMeHTa 3a H3IBJIHEHHE,
IpUeT B CHOTBETCTBHE ¢ wieH 14, maparpad 4, OykBa a), ¢ KOHTO ce
MOZHOBSABA TOBA OJOOpEHHE, € ONpeleeH MO-KpaTbK CPOK.

Ynen 13

ITonaBane u npueMaHe Ha 3asiBJICHUA

1. 3asBurenuTe, KOMTO HCKAaT NOAHOBSBaHE Ha OAOOpEHHETO HA
JaJEHO aKTHBHO BEIIECTBO 3a €AUH WIM IOBeUe NPOAYKTOBH THUIIOBE,
MoJiaBart 3asiBJIeHHE 10 ATeHuusTa Hail-manko 550 nHu mpeau n3ThyaHe
Ha onoOpenuero. Koraro CpoKbT 3a pa3iMYHUTE MPOJYKTOBH THIIOBE
W3THYa Ha pa3IM4YHU [aTH, 3asBJIEHUETO ce IMojaBa Haii-mManko 550
IHU TIpeAd Hal-paHHaTa JaTa Ha W3THUAHE.
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2. Ilpu nonmaBane Ha 3asBJIEHHE 3a IIOJHOBSIBAHE Ha ONOOPEHUETO HA
aKTHBHOTO BEILECTBO 3asBUTENAT IPEICTaBS:

a) 6e3 nma ce 3acsra wieH 21, maparpad 1, ChOTBETHHTE IaHHH,
M3MCKBaHU ChITacHO wieH 20 U chOpaHU B mepHona Ciel ITbPBOH-
aQ4aTHOTO ~ OJOOpeHHMEe WM, CIOpelN  CiIydas, I[PEIUIIHOTO
MOZIHOBSIBAHE; U

0) oIeHKa Jany 3aKIIOYECHHUSITA OT MbPBOHAYATIHATA WM MPEAMIIHATA
OLIEHKa Ha aKTUBHOTO BELIECTBO OCTaBaT BaJlUAHHM, KAKTO MU
BCsIKakBa MH(OpManus B MOJKpPENa HA TOBA.

3. 3asBUTEIAT npeacraBgd W HAMMEHOBAHHWETO Ha KOMIICTCHTHHA
OpraH Ha Abp)KaBaTa-dJICHKA, KOWTO 1O HEroBO MpEAJIOKCHHUC CJICABaA
Ja OHOCHH 3adBJICHHUETO 3a IIOAHOBABAHEC, W TIIPECOOCTaBA ITMCMEHO
NOTBBPIKACHHUC, Y€ TO3HM KOMIICTCHTCH OpraH HnpueMa Ja ro HallpaBH.
To3u KOMITETEHTEH OopraH € OLCHABAIIUAT KOMIICTCHTCH OpraH.

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

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

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

Ynen 14

OuneHka Ha 3asiBJIEeHUATA 32 MOJHOBSIBaHe

1. Bb3 ocHOBa Ha OIlCHKa Ha HaJM4YHATA WHQOpMAIMs W HA HEOO-
XOAMMOCTTa OT MpepasriiekaaHe Ha 3aKIIOYCHHATa OT IbPBOHAYAIHATA
OlLICHKa Ha 3ajBJICHHETO 3a OJOOpsSBaHE WIH, CIOpPEA Cliydas, Ha
MPEIUIIHOTO MOAHOBsBaHEe, B pamkuTe Ha 90 IHH cieq  Karo
ATeHIUATa TIpHEME 3asBICHHETO B CHOTBETCTBHE C wWieH 13,
naparpad 3, OUCHSABAIIMIT KOMICTCHTECH OpraH pelaBa Jaid IPEABU
CBHBPEMCHHHUTE HAayYHW TMO3HAHWS € HEoOXOoIMMa IThJIHA OLICHKAa Ha
3asBJICHUETO 3a MMOJHOBSIBAHE, KATO B3eMa MPEIBUI BCHYKU MPOLYKTOBH
THITOBE, 338 KOUTO € [TOMCKAHO IIOJHOBSBAHE.

2. Koraro oneHsBalMAT KOMIIETCHTEH OpraH pelId, 4e € Heoo-
XOIMMa IIBIHA OIEHKAa Ha 3asBICHHETO, OIEHKAaTa Ce HU3BBpIIBA B
CBOTBETCTBHE ¢ uieH §, maparpadu 1, 2 u 3.

B cnydaii ue oueHsBaIMAT KOMIIETEHTEH OpraH pelld, 4e He € Heoo-
XOJIMMa ThJIHA OLIEHKAa Ha 3asfBIIEHHETO, B paMmkute Ha 180 mHuU, cren
Karo AreHUUMSTa INpHEME 3asBJICHUETO B CHOTBETCTBHE C wWieH 13,
naparpad 3, TOW H3roTBS W TOJaBa 10 ATCHLHUATA Ipernopbka 3a
MMOJHOBSIBAHE HA OJOOPEHHETO Ha AKTUBHOTO BemiecTBO. OpraHpr
MPEZIOCTaBS Ha 3asABUTENS KOIMUE OT CBOSATA IPETopbhKa.

BBB BB3MOXKHO Hal-KpaThK CPOK Ciel KaTo ATEHIHATA MpHeMe Aa/IeHO
3asBJICHHE OLICHABAIIMAT KOMIETEHTEH OpraH yBeIOMsBa 3asBUTENS 3a
TakCuTe, ABDKUMH cbriaacHo wieH 80, maparpad 2. OueHsBalmmsar
KOMIIETEHTEH OpraH OTXBBpPJS 3asABICHHETO, aKO 3asBUTENAT HE
3aIy1aTé TakcuTe B cpok OoT 30 OHM OT yBEJOMIJIEHHUETO, U yBEIOMsBa
3asBUTENS 32 TOBA.
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3. B pamkute Ha 270 nHM ciel HodydaBaHE Ha Ipenopbkara Ha
OIICHSABAIINS KOMIIETEHTEH OpraH, aKo € HalpaBeHa IThJIHA OIEHKa Ha
3as8BIEHUETO, WIM B paMkuTe Ha 90 1THM B NPOTHBEH Ciyuaif,
AreHnuATa W3TOTBSI M mpenctaBd npen Kommcusara craHOBHINE
OTHOCHO IIOJIHOBSIBAHETO HAa OJO0OPEHHETO Ha aKTUBHOTO BEILECTBO.

4. Cnen mojdydaBaHe Ha CTaHOBHUIETO Ha AreHimsta Komucusra
nprema:

a) peryJiaMeHT 3a W3IIBJIHEHHE, KOWTO MpeIBIKAA, Ye ONOOPEHHEeTO Ha
JIaJICHO aKTHBHO BEIIECTBO CE IOJHOBSBA 32 €IMH WJIM MOBEYE HpOJI-
YKTOBU THIIOBE M YCJIOBHSTA 32 TOBA; WU

0) pelieHHe 3a M3MBJIHEHHE, Y€ OJOOPEHHMETO Ha MAaJCHO AKTUBHO
BEIIIECTBO HE Ce IOJHOBSBA.

Te3u akTOBE 3a M3MBJIHCHHIE CE MPUEMAT B CHOTBETCTBHE C IPOLIEAYpaTa
Ha pasriexaHe, mocoueHa B wieH 82, maparpad 3.

[Mpunarar ce paznopendute Ha uieH 9, naparpad 2.

5. Koraro mnopaau mnpuuvMHH, HE3aBUCEIIM OT 3asBUTENS, HMa
BEPOSITHOCT CPOKBT, 33 KONTO aKTHBHOTO BEIIECTBO € OWJIO 0JOOPEHO,
Ja u3Tedye Ipeau Aa ObAe B3€TO pelleHHe 3a HErOBOTO IOJHOBSBAHE,
Komucusara mprema pemieHre 3a OTjlaraHe Ha JaTaTa Ha M3THYaHE Ha
0J100pEHHETO 3a CPOK, KOMTO ¥ NO3BOJIABA Jla pasriela 3asBICHHUETO.
Te3n akTOBE 32 U3MBJIHEHUE CE IIpHUEMaT B CHOTBETCTBHE C IPOLEAyparTa
10 KOHCYJITHpaHe, MpeaBuacHa B wieH 82, maparpad 2.

6. B cmywaii ye Kommcusta pemm na He MOJHOBH WM PEIN Jia
U3MEHH OJ00pEHHETO Ha [aJeHO AaKTHBHO BEHIECTBO 3a COHH WK
rmoBeYe TPOAYKTOBH THIIOBE, IbP)KABUTE-WIEHKH WM, B CIlydaid Ha
paspenienne Ha Cphio3a, KOMUCHATa OTMEHAT WIH MO 11€1eChOOPa3HOCT
WU3MEHAT paspelieHusTa 3a ChbOTBETHUA(TE) THI(OBE) MPOMYKTH, KOUTO
CBIBPXKAT TOBA aKTUBHO BellecTBO. CHOTBETHO CE MPHJIArar WwieHoBe 48
u 52.

Ynen 15

Ipepa3rie:xaane Ha 0100PEHHETO HA AKTHBHO BeEIECTBO

1. Kowmucusra Moxe Jnga mnpepasriiena OJ0OpPEHHETO Ha JaJICHO
aKTHBHO BEIIECTBO 32 €IMH WIM NOBeYe MPOIYKTOBU THIIOBE II0
BCAKO BPEME, KOTraTo Ca HaJUIE CBIICCTBECHH IPU3HAIIU, Y€ TO BCUC
HE OTroBaps Ha YCJIOBHATA, IOCOYEHH B wieH 4, maparpad 1 wm,
Cropex ciydas, Ha ycioBusita B wieH 5, maparpad 2. Komwucusara
MOXE CBIIO Taka Ja Ipepasriiefia omoOpeHHeTo Ha MalIeHO aKTHBHO
BCUIECTBO 3a €AWH WK TIOBCYC IIPOAYKTOBHU THUIIOBEC II0 HMCKaHC Ha
IbpKaBa-wIEHKa, ako MMa IPH3HAIM, Y€ M3IIOJI3BAHETO Ha AaKTHBHOTO
BEIIECTBO B OHMOLUIU WM TPETUPAHH H3IENHs BOAU N0 CHIISCTBEHU
omaceHHuss 3a 0e30macHOCTTa Ha Te3W OWOLUAM WM TpPETHPAHU
n3genus. Komucusara omoBecTsiBa WHGOpPMAIMATa, Y€ IMPOBEKAA
npepasriexIaHe W HPeJOoCTaBs BBb3MOXKHOCT Ha 3asBUTENS 32
mpeacTaBsHe Ha Oenexku. Komucusara HaJUIe)XKHO B3eMa NMPEIBHI TE3H
0eNeXKM B paMKUTE Ha CBOETO IPEpasINIexk[aHe.

Axo Te3u mpusHaNU OBJAT MOTBBPAcHH, KOMUCHATA TIpHeMa perjaMeHT
3a M3MBJIHEHHE, C KOWTO M3MEHS YCIIOBHSATA 3a OA00psIBaHE HA JAICHO
aKTHBHO BEINECTBO WM 33 OTMsIHA Ha 0j00peHHeTo My. ITocoueHHAT
periaMeHT 3a M3IBIHCHHE Ce NMpPHEMa B CHOTBETCTBHE C MPOILEAypara
HAa pasriexaaHe, mocoueHa B wieH 82, maparpad 3. Ilpmiarar ce
pasnopenoure Ha wieH 9, mnaparpad 2. Kommucusta ChOTBETHO
yBEIOMSBA [TbPBOHAYATHUTE 3asBUTEIH 33 OJOOPEHHUETO.
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Koraro ca Hanuue HamIe)KHO OOOCHOBAHM HEOTJIOXKHH OCHOBAHHUS
Komucusita mpuema He3a0aBHO NPHIOKHUMH aKTOBE 32 M3IBIHCHHE B
CBOTBETCTBHE C IpoleNypaTa, IocoueHa B wieH 82, maparpad 4.

2. Komucusta Moxxe Ja ce KOHCyITHpa C ATreHIMATa MO BCUYKU
BBIPOCH OT HAY4YHO WIJIM TEXHHYECKO €CTECTBO, OTHACAIIUA CE [0
mperiiefia Ha OAO0OpEeHHEeTO Ha JaJIeHO aKTHBHO BelIecTBO. B pamkure
ga 270 pgum cienq momaBaHe Ha MCKAaHETO ATEHIMSITa H3TOTBS
CTaHOBHIIE U To mnpencras Ha Komucusra.

3. B cnywait ue Komucusita pemm 1ga OTMEHH WIM HW3MEHU
0J100pPEHHETO Ha JaJeHO aKTUBHO BEIIECTBO 3a €IUH WM MOBEYE MPOJ-
YKTOBU THIIOBE, IbP>KaBUTE-WICHKHU WJIH, B CIydall Ha pa3pelleHue Ha
Cewio3a, Kommucusata OTMEHSAT WIH 1O LENEChOOPA3HOCT HW3MEHST
paspeuieHusiTa 3a ChOTBETHHUs(Te) THUI(OBE) MPOAYKTH, KOUTO
CBIBPXKAT TOBa aKTUBHO BemlecTBO. CHOTBETHO CE IMpHiIaraT WIEHOBE
48 u 52.

Ynen 16
Mepku 3a U3NbJIHEHHE
Komucusita Moke 5a mpuemMe IMOCPEICTBOM aKTOBE 3a H3IIBJIHEHHE
MOAPOOHM MEpKH 3a MpHIAraHeTo Ha uieHoBe 12—15, kato IOmbJiH-
UTEITHO YTOYHH IPOLENYypUTE 3a IOJHOBSBAHETO M IPEpasriIeKIaHeTO
Ha 00OpeHHeTO Ha JaJeHO aKTUBHO BEIECTBO. Te3M aKkToBE 3a H3IIb-

JHEHHWE Ce MpUeMaT B CHOTBETCTBHE C IPOLEAypara Ha pasriiexaaHe,
nocoueHa 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 HC€ Ca pa3p€mi€HU B CBOTBETCTBUC C HACTOAIIUA PETIIAMCHT.

2. 3asBIICHHETO 3a pa3pemieHue C€ mpasu OT 6’[:,[[61111/15[ MPUTECIKATECIT
Ha pa3pClICHUCTO WK OT HETOBO HME.

3asBICHHUATA 32 HALMOHAJIHO Pa3pelICHHE B Ja/CHA AbpIKaBa-uICHKA CE
MOAaBaT 1O KOMIICTCHTHHS OpraH Ha CHOTBETHATa JIbp)KaBa-4JICHKA
(,,iprEeMAIUAT KOMIIETCHTEH OpraH®).

3asBIEHUATA 32 paspCuIiCHUC Ha Cpro3a ce mojaBar A0 ATCHIUATA.

3. Paspemenuero Moxke Ja ce MPEAOCTaBH 32 OTICICH OHOIMI WA
3a Tpyna OHOLMIH.

4.  Pa3zpemeHHeTO ce IpeaocTaBs 3a MaKCUMalieH cpok oT 10 romuHu.

5.  buonuaure ce ynorpeOsBaT IpH Clla3BaHe Ha pelia U yCJIOBUSATA HA
Pa3pelIeHNueTo, yCTAaHOBEHH B CHOTBETCTBUE C WileH 22, maparpad 1, u Ha
U3UCKBAHUATA 33 €THKETUPAHE U OIIAKOBaHE, NPEABUJICHU B 4ieH 69.
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IMpaBunHata ymoTpeba BKIJIIOYBA PAIMOHAIHOTO IIpWJIaraHe Ha
KOMOMHAIMs OT (u3nMuHH, OHOJNOTHMYHM, XUMHYHH WIM APYTH
HOAXOAAIIM MEPKH B 3aBUCHMOCT OT Cilydas, C KOMTO ymnorpebara Ha
Ononuau ce orpaHnYaBa 0 HEOOXOAWMHS MUHHMYM H C€ MpEINpHeMar
NOJXOJSIIY NPEANa3H MEPKHU.

II”I:p)KaBI/ITe-tUIeHKI/I npeanpueMar HEOOXOUMHUTE MCpKH, 3a Oa IIpeao-
CTaBIT Ha OOIIECTBEHOCTTA noaxoasiia I/IH(i)OpMaLII/Iﬂ 3a IOJ3UTEC U
PUCKOBETE, CBLpP3aHU C 61/IOL[I/I,£(I/IT6, KaKTO M 3a BB3MOXHOCTUTE 3a
CBCXKXJaHE 1O MMHUMYM Ha TAXHaTa yl'[OTp€6a.

6. IlpurexarensT Ha pa3pelICHUETO YBEIOMSBAa BCEKH KOMIIETEHTEH
opraH, KOHTO € TMpeJoCTaBWJ HAIlMOHAJIHO pa3pelieHhe 3a rpymna
OWOIMIN, OTHOCHO BCEKH OWolHMi OT Trpymnara, Haii-manko 30 aHH
npead Ja To IyCHE Ha Ia3apa, OCBEH KOraTo OIpEICNeH NpPOIYKT €
WU3PUYHO TIOCOYCH B pa3pelICHUETO WM pPAa3JIMKUTe B ChCTaBa Ce
OTHACST CaMO JI0 TMHUIMEHTH, apOMAaTH3aHTH M OLBETHTEIN B PaMKHTE
Ha pa3pelicHUTE pa3IHKH. B YBEJIOMIICHHETO CE€ IMOCOYBAT TOYHHSAT
ChCTaB, ThPrOBCKOTO HAaMMEHOBAHWE U IOCIEIHATAa 4acT OT HOMepa Ha
paspemenuero. B ciydwaif ye craBa gyma 3a paspernenue Ha Cpbrosa,
MPUTEKATEIAT HAa pa3pelIeHUETO yBeaomsiBa AreHnusta U Komwucusra.

7.  Upe3 akt 3a m3meiaHeHne Komucusita ompeznens mpoueaypuTe 3a
paspeliaBaHe Ha €IHM W ChIIM OHOLUIM OT €IHO M ChIO0 WM OT
Pa3NMYHM IPEANPUSTHS IPU €AHAKBB pelq U yciuoBusa. To3m akT 3a
W3MBJIHEHHE ce IpueMa B CHOTBETCTBHE C HpoOLenypaTta Ha pasr-
JeKaaHe, ocoyeHa 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
ONIUT TIPpM NPHIATaHETO HA HACTOSIIWSA pETJIAMEHT, MpeJCcTaBs Ha
EBporneiickust mapiaamenT U Ha CpbBeTa JOKJIaJ OTHOCHO HadMHA, IO
KOHTO HACTOSIIIMAT DPETaMeHT JONpHHACSA 3a yCTOWYMBaTa ymoTpeba
Ha OMOLMAM, BKIIOUUTEIHO OTHOCHO HEOOXOIUMOCTTAa OT BbBEXKIAHE
Ha JONBJIHHUTCIHM MEpKH, MO-CHEIMAIHO 3a HpodheCHOHAIHUTE
MOTpeOHTENN, 32 HaMalsBaHE Ha pPUCKOBETEe, HAa KOUTO OHMOLUIHTE
u3jnaraT 3ApaBeTO Ha XOpaTa, 3JApaBeTO Ha >KUBOTHUTE, KakTO U
okonHaTa cpena. To3nm mOKIam, Hapex ¢ APYTOTO, pasTIIeikKIa:

a) HAaChpYaBaHETO HA Hal-IOOpPH MPAKTHKU KAaTO HAYMH 3a CBEXKIAHE IO
MUHMMYM Ha ynorpebara Ha OMOIMIN;

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

B) pa3pa0OTBaHETO M IpPWIATaHETO Ha MPHHLUUIM 32 HWHTETPHPAHO
yIpaBieHHE Ha BPEAMTENIHTE C Orjie] ynorpebara Ha OWMOLMIN;

I) PUCKOBETE, CBBP3aHM C ymoTrpebara Ha OHOIMAM B CHELU(DUIHU
MecTa KaTo YYMININA, paOOTHH MECTa, NeTCKH TPaJUHH, 00IMEeCTBEHH
MecTa, LIEHTPOBE 3a TepUATPUUYHU TIPIKM WIX B OIM30CT 10
TNOBBPXHOCTHH WM TIOA3€MHM BOJHM, M Jald ca HEeoOXOZuMHU
JIOI'bJIHUTEIHU MEPKH 10 OTHOLLEHUE Ha TE3U PUCKOBE;

II) poJIsTa, KOATO MOBUINABAHETO Ha €(DEKTHBHOCTTA Ha 0OOPYABaHETO,
W3ION3BAaHO 3a TpWIaraHe Ha OWonMAM OM MOIJIO Ja MMa [0
OTHOIIIEHHE Ha yCTOWYMBAaTa ymorpeda.
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Bb3 ocHoBa Ha TO3u noknan Komucusta npeacrass, 10 ULEICCh-
O6p33HOCT, OPCIIOKECHUE, KOCTO Ja Obae IIpUECTO B CHOTBCTCTBUE C
OOMKHOBEHATA 3aKOHOZATEJHa mpoucaypa.

Ynen 19

YcaoBusi 3a u31aBane Ha pa3penieHue

1.  buommn, pasziauyeH OT Te3H, 32 KOWTO € JOIyCTHMa ONpOCTeHaTa
npolenypa o U3aBaHe Ha pa3pellieHHe B CbOTBETCTBUE C WieH 25, ce
pasperaBa, ako ca M3IBJIHEHU CIEIHHUTE YCIOBUS:

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

0) B CHOTBETCTBHE C OOIIMTE NPHHIMIHN 32 OICHKa Ha JOoCHeTa 3a
OWoIMIM, TOCOYEHH B TpwiokeHue VI, e ycTaHoBeHO, de
OMOLMABT TPU ynoTpebara My ChIIACHO Pa3peIeHUETO U C OTJIel
Ha (aKTOpPUTE, MOCOYCHH B maparpad 2 OT HACTOAMIMSA 4YIICH,
OTroBapsi Ha CJICIHUTE KPUTEPHU:

1) OMOIMIBT € IOCTAaThYHO EPEKTHBEH;

ii) OMOIMIBT HSIMa HEMPUEMIIMBO BB3ACHCTBHE BBHPXY ICICBUTE
OpraHv3MH, TO-CHECHUATHO HENPHEMIINBA PE3UCTEHTHOCT WIIH
KPpBCTOCAaHa PE3UCTCHTHOCT, WU HCHYXXHO CTpaJaHUC WJIHU
Oomnka mpu rpbOHAYHUTE KUBOTHH;

iii) OuouuabT HAMA He3a0aBHO WM 3a0aBEHO HEMPUEMIIUBO
COOCTBEHO BB3ACHUCTBHE WM BB3JCHCTBUE B pe3yiraT Ha
OCTaThYHHUTE BEIIECTBA BBPXY 3IpaBETO Ha XOpara, BKIOY-
UTEITHO BBPXY 3lpaBeTO Ha YSI3BUMUTE TIpPyNu, WIH Ha
JKUBOTHHTE, TPSIKO WJIM Ype3 MUTedHaTa BOJa, XpaHaTa,
(bypaxute, Bb3AyXa WIM Ype3 JIPYr BHUJ HENPAKO BB3JEHCTBHE;

iv) OMOLMABT HAMA HENPHEMIIMBO BB3JICHCTBUE CaM 110 cebe CH, WM
B Pe3yNTaT Ha OCTATHYHHUTE BEIIECTBA, BBPXY OKOJHATA Cpena,
KaTo ce o0pbIa 0COOCHO BHUMAHHUE HA CIEAHHUTE (HaKTOPH:

— JKM3HEH IMKBJ M PasNpoCTpaHeHHe Ha OMOIMa B OKOJHATA
cpena;

— 3apa3sBaHE Ha IOBBPXHOCTHHTE BOIM (BKIIOYHUTEIHO B
yCTHATA M MOpPETO), MOJINOYBEHHUTE BOAM W NHTEHHATa
BOJIa, BB3[yXxa M I0YBATa, KaTo ce B3eMaT MOJ BHHUMaHHE
MeCTa, OTJaJledeHH OT MsCTOTO Ha ynorpeba, ciep
[IpeHacsiHe B OKOJHATa Cpela 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 HIEHTHYHOCT, KOJHYECTBOTO M TEXHMYECKaTa PaBHO-
CTOWHOCT Ha aKTUBHHTE BEIIECTBA B ChCTaBa Ha Ououuaa W,
KOTaTo € YMECTHO, TOKCHKOJOTHYHO WIH EeKOTOKCHKOJIOTHIHO
BaXHUTE M 3HAYMMU IPUMECH U HEAaKTHBHU CBCTaBKH, KAaKTO H
HETOBUTE OCTAaThYHH BEUIECTBA ¢ TOKCHKOJIOTWYHO WM E€KOJIOTMYHO
3HAYeHHE, IPOU3THYAIIN OT BUIOBETE YNOTpeda, KOUTO MPEICTOU N
MOJTy4aT paspelieHue, Morar Jia ObIaT oNnpeeiIeHH ChIVIACHO ChOTB-
eTHUTe M3nckBaHus B npwiokenus I u III;
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r) ¢u3nuyHUTE U XMMUYHHUTE CBOMCTBA Ha OMOLUAA ca ONpeleeHd U ce
CMATAT 3a TIPUEMIIMBH 3a L[ENWTe HAa MOAXOAAIMATa yrmorpeda H
TPaHCIOPT HAa HPOJIYKTa;

II) KOTaTo € I[elechoOpa3Ho, ca YCTAaHOBEHHM MAaKCHMalHU HHBa Ha
OCTaTb4YHUTEC BCUICCTBA 3a XPAaHHUTC U (bypa)KI/lTe II0 OTHOLICHHE Ha
AKTHBHUTE BEILECTBA, CHIBPKAIIA ce B OHOIMIA, B CHOTBETCTBUE C
Permament (EMO) Ne 315/93 mwa Cosera ('), Permament (EO)
Ne 396/2005 ma Espomneiickuss mapiamenT u Ha Cbsera (3),
Permament (EO) No 470/2009 na EBpomeiickusi mapiaMeHT W Ha
CoBera (?) wnm  [upektuBa 2002/32/EO  wa  Espormeiickus
mapnamenT ¥ Ha CobBeta (*), WM ca yCTAaHOBEHHM TPAHHUIA Ha CIIEIl-
upuYHA MHUTpAlMS WIM TPAHUIM 33 OCTATBYHOTO ChIbpPKAHUE B
MaTepuaianTe, NMpeaHa3HaYeHH 32 KOHTAKT C XPaHW IO OTHOLICHHUE
HAa TakWBa aKTUBHU BelIeCTBa B choTBeTcTBUE ¢ Periament (EO)
Ne 1935/2004 na Espomeiickust mapiaament u Ha CobBeta (5);

e) aKO B TO3M HNPOAYKT Ca HU3MNOJ3BAHW HaHOMATCpHUaAId, € U3BBbPIICHA
OTACIHA OLICHKa Ha pHCKa 3a 3JpaBC€TO Ha Xopara, 34paBE€TO Ha
JKXUBOTHUTC U 3a OKOJIHaTa cpelaa.

2. Tlpu oneHkara Jand JajeH OHOIMI OTroBaps KPHUTEPUUTE,
nocoueHu B mnaparpad 1, Oyksa 0), ce B3eMaT NpPEABUA CIEAHUTE
(dhakropu:

a) PEATUCTUYHO Hail-HeOIarompusITHH YCIIOBUS, NPH KOUTO OUOIUIBT
MOXe Ja Objie ynoTpeOsiBaH;

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

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

3. Janmen Ouomun Moxe na Oble paspellieH €JUHCTBEHO 3a Te3U
BHIOBE yHOTpeba, 3a KOMTO € IOJaJieHa CHhOTBETHATa WHpopManus B
cbhoTBEeTCTBHE ¢ wieH 20.

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

HOBsSIBaHE Ha OOLIHOCTHH MPOLEIYPH OTHOCHO 3aMBPCUTENIUTE B XPAaHHUTE
(OB L 37, 13.2.1993 r., c1p. 1).

(® Pernament (EO) Ne 396/2005 na Esponeiickus napiament u Ha CbBera OT
23 despyapu 2005 rogmHa OTHOCHO MaKCHMaHO JONMYCTHMHUTE I'PaHULN Ha
OCTaThUHM BEIIECTBA OT MECTHUIMAU BBB M BBPXY XPaHU WIH (Qypaku OT
pPACTUTENICH WM JKUBOTMHCKM IIPOM3XOJ M 3a H3MeHeHHe Ha JlupexTuna
91/414/EO na CsBera (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 JIONMYCTHMHTE CTOHHOCTM Ha OCTaThbYHU KOJHMYECTBA OT
(hapMaKoJIOTMYHOAKTUBHU CYOCTAaHIIMM B XPaHH OT JKUBOTHHCKH IPOU3XO/,
3a orMsaHa Ha Permament (EMO) Ne 2377/90 na CobBeTa u 3a M3MEHEHHE Ha
JupextuBa 2001/82/EO wua Espomeiickusi mapnmament u Ha ChBeTa W Ha
Pernament (EO) Ne 726/2004 na Espomeiickusi mapiameHT u Ha ChbBera
(OB L 152, 16.6.2009 r., ctp. 11).

(*) Hupextusa 2002/32/EO ua Espomelickus mapnament u Ha ChBeTa OT 7 Maii
2002 r. 3a HexeNaTeIHUTE BemlecTBa B xpaHurte 3a xuBotHH (OB L 140,
30.5.2002 r., ctp. 10).

(°) Pernament (EO) Ne 1935/2004 ua Epormeiickusi mapiament u Ha CbBera OT
27 oxromBpu 2004 r. OTHOCHO MaTepuaIuTe U NPEAMETHTE, NpeIHa3HAuUSHH
3a KOHTAKT C XpaHH, U 3a ormsaHa Ha upextusu 80/590/EMO u 89/109/EMO
(OB L 338, 13.11.2004 r., ctp. 4).
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4. He ce mpenocraBsi paspelicHUE NajeH Ouonua aa Obae mpenuo-
CTaBEeH Ha Masapa 3a ymorpeba OT MacoOBHs MOTPEOUTEN, aKo:

a) oTromapsi Ha kputepuurte cbriacHo Jupexkrtua 1999/45/EO 3a kiac-
uduLupane Karo:

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

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

0) orroBapsi Ha kputepunte chriaacHo Permament (EO) Ne 1272/2008 3a
K1acu(pHIUPaHe KaTo:

— 0OCTpa OpaJlHa TOKCHMYHOCT OT Kareropus 1, 2 wumm 3,
— ocTpa JaepMaliHa TOKCUYHOCT OT Kareropus 1, 2 wim 3,

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

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

— CHCHI/I(‘JpI/IqHa TOKCHUYHOCT 3a OIIpeaACICHU Opranu npu
€AHOKpaTHa WM IOBTapsa CC CKCIIO3ULHsA OT KaTeropus 1,

— KaHIIEPOr'eHHO BEIECTBO OT Kareropus 1A mnm 1B,
— MYTareHHo BeulecTBO OT Karteropus 1A umu 1B, umm
— BEILECTBO, TOKCUYHO 33 PENPOAYKLUHUATA, OT Kareropusa 1A umm 1B;

B) C€ ChCTOU OT, ChABP)KA WM F€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) NpUTeXkaBa CBOWCTBA, HApyIIABallld €HIOKPHHHATA CHCTEMa; WJIH

) IMa HEBPOTOKCHYHO WJIM MMYHOTOKCHMYHO BB3JCHCTBHE 32
Pa3BUTHETO.

5. HesaBucumo ot pasnopenoute Ha nmaparpadu 1 u 4, najeH ouomms
MoXe na ObJe paspelleH, KoraTo ycTaHOBeHHWTe B maparpad 1, Oyksa
0), MOATOYKH 1ii) M 1V) yCIIOBUS HE Ca HAMTBJIIHO M3IBJIHCHH, WIH MOXE
Ia ObJe paspelleH 3a MpelocTaBsHe Ha Masapa 3a ynorpeda OT MacoBUS
MoTpeOuTeN, KOraro mocoyeHute B maparpad 4, OykBa B) KpHUTEpPHH ca
W3IBIIHEHU, aKo B Cilydail ye OuMouunbT He Oble paspelleH, ToBa Ou
OKa3alo0 HeChPa3MEPHO OTPHIATENIHO BB3ACHCTBHE 3a OOIIECTBOTO B
CpaBHEHHE C pHUCKOBETE 3a 3[paBeTO Ha XOpara, 3ApaBeTo Ha
JKMUBOTHUTE WJIM 32 OKOJIHATa Cpela, MPOM3THYAIIM OT yHmoTpebaTa Ha
OnonuIa NpH OINpPEACIEHUTE B Pa3pEIICHHETO YCIOBHSI.

VYrorpebara Ha OMOLUIHN, pa3pelIeHH CHIIACHO HAcTOSIIHs maparpad,
MOJUIC)KH Ha TOAXOSIIM MEPKH 3a HaMallsiBaHE Ha pHUCKa, 3a Ja ce
rapaHTvpa, 4e eKCIIO3MLMATa Ha XOopara M OKOJIHaTa cpela Ha Te3H
OuonuMauM € CcBelAeHAa J0 MHHUMYM. Yrnorpebara Ha Ououumaw,
paspellieHn ChIJIAaCHO HacTosAmus maparpad, ce orpaHuyaBa [0
I'bpP)KaBU-WIEHKH, B KOUTO € M3IIBJIHEHO YCIOBUETO II0 IIbpBaTa aJnHes.

6. Ouenkara Ha rpymnara OHOLMIYM, M3BbpIIEHA CHIVIACHO OOIIHUTE
NPUHIMIIK, TOCOYCHH B NpwiokeHue VI, BKIIOYBA MaKCHMAJIHUTE
PHCKOBE 3a 3IpaBeTO Ha XopaTa, 3/[pPaBeTO Ha JKUBOTHHTE WM 32
OKOJIHATa cpella U MUHHMMaJIHaTa €(PUKACHOCT Ha IsylaTa MOTEHIMAIHA
cepusi OT MPOJAYKTH B PaMKUTE Ha rpyrnara OHOIHIH.
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3a mazneHa rpyna OMOLMAM Ce JaBa paspelIeHHE caMo aKo:

a) B 3ajABJICHHETO HM3PHYHO CE I[IOCOYBAT MAKCHMAIHHTEC PHCKOBE 3a
3[paBEeTO Ha XOpara, 3[pPaBeT0 Ha JKMBOTHUTE WM 38 OKOJIHATA
cpera ¥ MHMHHMMajJHara e(QHKacHOCT, Ha KOHTO C€ OCHOBaBa
OLICHKATa, KAKTO M Pa3peLICHUTE Pa3iHK{d B ChCTaBa W ymortpebara,
nocoueHu B wieH 3, maparpad 1, OykBa T), 3a€IHO CbC CHOTBETHATA
UM KIacu(UKALs, TIPEeIyIPEKICHAS 3a OMACHOCT U IPEIOPHKUTE 33
0€30MacHOCT ¥ MOAXOMASANIM MEPKU 33 HAMaJsBaHE HA PUCKA; U

0) BB3 OCHOBa Ha OLICHKATA, [T0OCOYCHA B IIbpPBATa AMHES] OT HACTOSIINS
naparpad, Moxe Ia ObIC YCTaHOBEHO, Y€ BCHYKHA OHOIUAN OT
rpymara OTroBapsT Ha YCIOBHATA, MOCOYECHH B maparpad .

7.  Koraro e nenecbo0pa3Ho, OBbACHIMAT NpUTEXKATET Ha Pa3peLIUT-
€JIHOTO WJIM HETOBHAT IPEICTaBHTEN II0JaBaT 3asBICHHE 3a YCTa-
HOBSBaHE HAa MAaKCHMaJHUTE HHBAa Ha OCTaThbYHH BEIIECTBA IO
OTHOIIICHWE Ha aKTHBHUTE BEIIECTBA, CHIBbPXKALIM Ce B JaACH OHOLU,
B cwotBercTBHe ¢ Permament (EMO) Ne 315/93, Permament (EO)
Ne  396/2005, Pernmament (EO) No 470/2009 wmm Jupexrua
2002/32/EO, wnu 3a yCTAaHOBSBAaHETO Ha TpaHHMIM Ha crenuduvHa
MUTpalusi WIA Ha TpaHUIM 32 OCTATBUYHOTO ChABPXKAHUE B
MaTepuaInTe, NpeJHa3HauYeHN 3a KOHTAKT C XpaHHW, [0 OTHOIICHHE Ha
TaKuBa BellecTBa B choTBeTCcTBHE ¢ Permament (EO) Ne 1935/2004.

8. Koraro, B ciyyast Ha akTHBHH BEIIECTBA, 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
MaKCHUMAaJHO JOIyCTMMaTa CTOMHOCT Ha OCTaTbYHU KOJIUYECTBA B
CHOTBETCTBHE C WIEH 9 OT MOCOYEHHS DPErIaMeHT WM KOraro € HeoO-
XOAUMO MaKCHMAJHO JOIyCTHMa CTOMHOCT, yCTaHOBEHA B ChOTBETCTBUE
C wieH 9 OT ChIIMS peraMeHT, na Oble H3MEHEeHa, MaKCHMAalHO
JOMyCTUMAaTa CTOMHOCT HA OCTAaThYHHM KOJMYECTBA CE YCTAHOBSBA MM
W3MEHS, B CBOTBETCTBME C Ipoleaypara, mocouyeHa B wieH 10,
naparpad 1, OykBa 0) OT MOCOYCHHS PErJIaMEHT.

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

Ynen 20

HN3uckBaHus 3a 3asiBJIeHUsITA 32 pa3peumieHue

1. 3agBHUTEIAT 3a pa3peuieHue 1mnojaBa CJICAHUTE NOKYMCHTH 3aCHO
CBhC 3adABJICHUCTO:

a) 3a OMOIMAM, Pa3IHIHU OT TE3H, KOUTO OTTOBAapsT Ha YCTaHOBEHUTE B
qieH 25 yclaoBus:

1) JOCHE MM MUCMO 3a JIOCTBII 32 OMOIMJIA, KOSTO OTroBaps Ha
HU3UCKBAHUATA, IOCOUYCHU B mpuioxeHue Il

ii) mpuMepHO 0000IIEHHE HAa XapaKTEpPUCTHKUTE Ha OWoIH[a,
BKJIIOYMTENTHO MH(pOpMaluATa, MOCOYeHa B wieH 22, maparpad
2, OykBu a), 0) U Ja)—p) cropen ciaydas;

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

0) 3a OmomuAM, 32 KOHTO 3asBUTCNAT CYMTA, Y€ OTrOBapsAT Ha ycTa-
HOBEHUTE B WiIEH 25 YyCJIOBHUS:

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

iil) BCAKakBa Jpyra ChIIeCTBeHa HWH(pOpPMANWs B TMOJKpena Ha
3aKITIOYCHUETO, 4e OMOLMIBT OTrOBaps HA ONPEEICHUTE B WIeH 25
YCIIOBUSL

2. HpI/ICMaLLlI/IHT KOMIICTCHTCH OpraH MOXE Ja U3HCKBa 3asBJICHUATA
3a HAOUOHAJHO PaspCIICHUC Oa 6’b,I[aT IIOoJaBaHW Ha €IWH MWW ITOBCUC
oT 0(1)I/IIII/IaJ'IHI/ITe €31UIHU Ha AbpiKaBaTa-4JICHKA, B KOATO C€ HaMHUpa TO3U
KOMIICTCHTCH OpraH.

3. 3a3asBieHus 3a paspemenus Ha Cpro3a, MOJaICHH CHIVIACHO WICH
43, 3asBUTENAT TPEICTABS PE3IOME HAa XapaKTEPHCTHKUTE Ha OWOIMia,
mocoueHu B maparpad 1, OykBa a), HOATOYKA ii) OT HACTOSIIIKS WICH, Ha
enuH oT oduimanHute e3unud Ha CbhI03a, MPUEMaH OT OLCHSBAIIUS
KOMIIETCHTEH OpraH KbM MOMEHTa Ha IO/IaBaHEe Ha 3asBJICHUETO, U Ha
BCUYKH opuimaiHy e3nur Ha Cpro3a npean ono0psiBaHeTo Ha Ououuaa.

Ynen 21

OcBo0osk1aBaHe OT U3MCKBAHUS 32 NMpeJ0CTaBsIHE HA JAaHHH

1. Upes pmeporamust or wieH 20 3asgBUTENAT HE € JUTBXKEH Ja
IpefocTaBs JaHHUTE, KOMTO C€ M3UCKBAT CBIVIACHO TO3M WIEH, aKo €
BAJIMTHO HSKOE OT CIEAHHUTE O00CTOSATEIICTBA:

a) MTAaHHUTE HE Cca HEOOXOAUMH MOpaadl EeCTECTBOTO HAa CKCIIO3MIIHS,
CBBP3aHO C IPE/IaraHuTe BHAOBE yMOTPeOa;

6) OT HAay4Ha TIJI€JHa TOYKa HE€ CC Hajlara HaHHUTC Oa 6T:,HaT mnpeno-
CTaBCHU, HJIN

B) OT TCXHHUYCCKA I'VICAHA TOYKA HE € BE3MOXKHO JAaHHUTC Ja 6T>,H3.T CT>6paHI/I.

2. 3asdBUTENAT MOXE 1A NPEJIOKH aJaNTHPaHE HAa M3UCKBAHUATA 3a
IIPENOCTaBsIHE HAa JaHHU 110 wieH 20 B CbOTBETCTBHE C IpuUiokeHue IV.
OcHoBaHMATa 3a MpPENIOKEHOTO aJaNTUpaHe Ha W3MCKBAHUATA 3a
IIPENOCTaBsSIHE HA JIaHHU CE II0COYBAT SICHO B 3asBJICHUETO C II030BAaBaHE
Ha KOHKPETHUTE IIpaBUia B HpuiioxeHue IV.

3. 3a &a ce oCHTypH XapMOHHM3HMPAHOTO Npuiarane Ha mnaparpad 1,
OykBa a) OT HacTosIus wieH, Ha Komucusara ce MpeaocTaBsAT MpaBo-
MOIIMATA Ja TpHUeMa JeJIeTHPaHd aKTOBE B CHOTBETCTBUE C wWieH 83,
KOHUTO YCTaHOBSIBAT KPUTEPHUH, ONPEIACIISIIIN B KAKBH CIy4ad €CTECTBOTO
Ha EKCHO3MIMS, CBBP3aHO C MpeJUlaraHuTe BHIOBE Yyrorpeba, Ou
OlpaBAaIO AaJaNTHPAaHETO Ha W3UCKBAaHUATA 32 TPEJOCTaBSHE Ha
Ia”HHU cbritacHo 4ieH 20.

Ynen 22

CbabpikaHue HA pa3pelIeHHeTO

1. B pa3pemeHneTro ce MOCOYBAT YCIOBHATA 3a INPEJOCTaBSHE Ha
nasapa ¥ ynorpeda Ha €JMHUYHHUS OMOLMJ WJIM Ha rpyrnara OWOUWAH,
M ce BKIIOYBa 000OIICHNE HA XapaKTEPHCTHUKUTE Ha OHOIHIA.

2. bes pma ce 3acsarat pasnopenOute Ha wieHoBe 66 u 67,
0000IIEHHEeTO Ha XapaKTEePUCTUKUTE Ha OWOIMAa 3a CIUHUYCH
Owouun Wik, B cilydYail Ha rpyma OMOLMIM, HA OMOLMIUTE OT Ta3u
rpyna OMOLWAM, BKIIKOYBA ClieHATA MH(POPMALIUS:

a) THPrOBCKO HaMMEHOBAaHHE Ha OHOLHMIA;
0) UMe U aJapec Ha MPUTEXKATENs Ha pPa3pelIeHHETO;

B) JlaTa Ha M3/1aBaHE Ha pa3pelIeHUeTO U JaTaTa Ha U3TUYaHe Ha Balu-
HOCTTa MY;

r) HOMEp Ha pa3pelieHHueTo Ha OHMOIMIA, 3ae[JHO C, B CIydas Ha Tpymna
OUOIM/M, TOCTEAHUTE YacTH, KOUTO C€ OTHACAT JO OT/CITHHUTE
OHMOLIMN OT IpymaTa;
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}1) Ka4eCTBCH M KOJIMYECCTBCH CHCTAB Ha AKTHUBHUTC M HCAKTHBHHUTC
BELIECTBA, IT03HABAHETO Ha KOWTO € OT CBIIECTBEHO 3HAYCHHE 32
OpaBUiHaTa ymnorpeba Ha Ououuaure, a B Clydas Ha TIpyna
OuoLMIM, KOJMYECTBEHUAT CHCTaB COYM MUHHUMAIHOTO M MaKCHM-
QTHOTO TIPOLEHTHO CHIBPXKAHHME 3a BCAKO AKTHBHO M HEAKTHBHO
BCUICCTBO, KAaTO MHUHHUMAJIHOTO IOCOYEHO IPOLHCHTHO CbHABbPIKAHUEC
3a OmIpeJeleHn BemecTBa Moxe 1aa 0pxe 0 %;

€) MPOM3BOAWTENH Ha OHoOnMAa (HAMMEHOBAaHHS M aJPECH, BKIIOY-
UTEITHO MECTOHAXOX/ICHHE Ha MPOU3BOJICTBEHUTE OOEKTH);

)K) MMPOU3BOAUTEIM HAa AKTUBHUTEC BEIIECTBA (HaI/IMeHOBaHI/Iﬂ Hu aapecu,
BKJIFOYUTEIIHO MECTOHAXOXKICHHUC Ha MPOU3BOACTBCHUTE O6CKTI/I);

3) BHI (popMyranus Ha OHOIMAA;
1) TPEAYNPEKICHUS 32 OMACHOCT M MPENOPHKU 3a 0E30IacHOCT;

i) IPOAYKTOB THUII ¥, CIIOPE] CIIy4asi, TOYHO ONMHCAHUE Ha pa3pelieHaTa
ynotpeba;

K) IeTeBH BPEIHU OPTaHU3MH;
1) JO3MPOBKA M MHCTPYKIMH 3a yIoTpeba;
M) KaTeropuu NoTpeOuTeny;

H) JAaHHU 3a BCPOATHU NPCEKU HWJIM KOCBCHU BPCIAHU BB3JICUCTBUS U
YKa3zaHud 3a II'bpBa IIOMOIIl, KaKTO MW CIICIHHW MEPKH 3a OITa3BaHC
Ha OKOJIHaTa Cpenaa,

0) yKkasaHus 3a Oe3omacHO O0e3BpeXIaHe Ha IPOAYKTa M HeroBara
OIaKOBKa;

H) YCIIOBHUA Ha CBXpaHCHUE M CpPOK Ha TI'OJHOCT Ha 61/10111/11121 npu
HOpMaJIHU YCJIOBHS Ha CbXPAaHCHUC,

p) cnopen ciydas, Apyra HMH(popMamus 3a Ouomuua.

Ynen 23

CpaBHHTE/IHA OIIEHKA HAa OGHONMIUTE

1. TIlpueMamusrT KOMIIETEHTEH OpraH WM, aKo0 CTaBa BBIPOC 3a
OLlCHKAa Ha 3asBICHHE 3a uH3JaBaHe Ha paspemieHne Ha Cpio3a,
OLICHSBAIIUAT KOMIIETEHTEH OpraH W3BbPIIBA CPABHHUTEIHA OICHKA
KaTo 4YacT OT OLIGHKaTa Ha 3asBJICHHC 3a paspelleHHe WIH 3a
MOAHOBSIBAHE HA pa3pelICHHC 3a MaJeH OWONHWA, ChABPKALI AKTHBHO
BEIIECTBO — KaHAWAAT 3a 3aMsHa, B CBHOTBETCTBUE ¢ wieH 10,
naparpad 1.

2.  PesynraTuTe OT cpaBHUTENHATa OLIEHKA Ce MpeaaBaT He3a0aBHO Ha
KOMIIETEHTHUTE OPraHU Ha JAPYIUTE IbP:KaBU-WICHKH U Ha ATEHIMATA,
a B Clly4yail 4e cTaBa BBIIPOC 3a OLICHKA Ha 3asBJICHHE 3a Pa3pelleHUE Ha
Cpro3a — u Ha Komucusra.

3. IlpueMamusaT KOMOETEHTEH OpraH — WM, IIPU PEIIEHHE OTHOCHO

3ajBJICHUC 3a pPa3pClICHUC Ha C’b}OBa, Komucusata — 336paHHBa nin
orpaHu4aBa TIIp€AOCTaBAHETO Ha IIa3apa WU yHOTpe6aTa Ha
OnpeaciicH 61/10].[1/1,[[, CbAbpiKalll AKTUBHO BCIICCTBO — KaHAWZAAT 3a

3aMsfHA, aKO B pAaMKHUTE Ha CpaBHHUTEIHATa OLIEHKA CBIJIACHO TEXH-
WYECKUTE YyKa3aHWsd, IIOCOYeHHM B wieH 24, ce YyCTaHOBHU, Y€
€IHOBPEMECHHO Ca W3IBJIHECHHU CIICIHUTE JBAa KPUTCPHS:

a) 3a ymorpeOuTe, IMOCOYEHH B 3asBICHHETO, BEUe CBILECTBYBA IPYT
paspenieH OWOIMJ WJIM HEXMMHYEH METOJ 3a KOHTPOJI MU
MPEBEHIMS, KOMTO NpeAcTaBisABa 3HAYUTEIHO IO-MabK OOII PHCK
3a 37paBeTo Ha XOpara, 3[paBeTO Ha KUBOTHUTE M OKOJIHATA Cpefa U
KONTO € J0CTaThbuHO e(EKTHBEH W HE BOIU 10 JPYrd 3HAYHUTEITHH
UKOHOMHMYECKH WM MPAKTHYECKU 3aTPyAHEHHS;
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6) XMMHYECKOTO pa3HOoOOpa3ue Ha aKTHBHHUTE BEIECTBA € afeKBaTHO 3a
CBeXJAaHE OO0 MHHHMYyM Ha (OPMHpPAHETO Ha PE3UCTEHTHOCT B
LENEBUSL BPEJEH OPTaHU3bM.

4. UYpes geporanus ot maparpad 1 B U3KIIOYUTEIHU CIy4ad OUOLIUI,
ChIbpIKAIl aKTUBHO BELIECTBO — KaHIWIAT 3a 3aMsHA, MOXe Ja Objae
paspelleH 3a CPOK A0 YETHPH TOAMHM 0e3 CpaBHUTENHA OLIEHKA, KOraTo
€ HeoOXOoAMMO IIbPBO Ja C€ NpPUAOOHE ONHT 4Ype3 IpaKTHYecKa
ynorpeba Ha TO3U HPOIYKT.

5. AKO cpaBHHTENHaTa OIIEHKAa BKJIIOYBA BBIIPOC, KOWTO IMOpagu
Mamaba WM MOCIENCTBUATA CH MOXe Ja Ob/e pelleH MOo-YCHElIHO Ha
paBHumero Ha Cpbi03a, 0COOEHO KOTaTo 3acsra JBa WM IOBEYe KOMII-
€TeHTHH OpraHd, NpUEMAlIUiAT KOMIIETEHTEH OpraH MOXe Jla OTHece
Berpoca 1o Komucusra, kosito na B3eme pemenue. Komucusra
IpreMa pELICHHeTO IIOCPEJICTBOM aKTOBE 3a M3IBIHEHHE B CHOTB-
eTCTBUE C IpoLeAypaTa Ha pasriexJaHe, I0coueHa B wieH §2,
naparpad 3.

Ha Komucwusra ce nmpenocraBaT npaBOMOLIUATA Aa IIpUeMa JielerupaHu
AaKTOBE B CHOTBETCTBHE C WieH 83, ¢ KOUTO C€ YTOUHSIBAT KPUTEPUUTE 3a
OIpElIelsiHe Ha CIlydyauTe, KOrar0 CpaBHUTEIIHUTE OLICHKU 3acarar
BBIIPOCH, KOUTO MOraT jga ObJaT pelieHH IO-yCIIEIIHO Ha PaBHUILETO
Ha Cplo3a, KakTo M TMpOLEAypUTEe 3a U3BBPIIBAHE HA TaKHUBa
CPaBHUTEIIHU OLICHKHU.

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

7.  Koraro nma pelrenne a He ce u3aBa paspeuicHne 3a ynorpedara
Ha JajJeH OWOLMJ WIH TS Ja Ce OTpaHHYd ChIIAcHO maparpad 3,
OTMsIHATA WJIM H3MCHCHHETO Ha pa3peLICHUETO IMOPaXIa ICHCTBHE
YeTHpU TOMMHHU CIe]] B3CMAHETO HAa CHOTBETHOTO pellcHHe. Bbmpexu
TOBa, B Cly4ail 4e OHOOPSBAHETO HAa AKTHBHOTO BELIECTBO, KOETO €
KaHIUIAaT 3a 3aMsiHa, W3THYa Ha [0-paHHA JaTa, OTMSIHATA Ha
pa3pelIeHNeTo Mopax/a JeHCTBHE Ha ChOTBETHATA MO-paHHA JaTa.

Ynen 24
TexHUYeCKH YKa3aHHUS
Komucusta M3rorBs TEeXHHYECKH yKa3aHMA, 3a Ja C€ YJIECHH MpUII-

araHeTo Ha HAcTOsINATa TIJiaBa, W IO-KOHKPETHO Ha wWieH 22,
naparpad 2 u unen 23, maparpad 3.

I'JTABA V

ONPOCTEHA NPOLEAYPA 3A U3JJABAHE HA PA3PEIIEHUE

Ynen 25

JomycTuMocT 3a ONpOCTeHATa MpoleAypa 3a H3IaBaHe Ha
paspenieHne

3a pmomycTtMUTE OWOIMIM 3asBICHUETO 32 HM3JaBaHe Ha pa3pelleHre
MOXe Ja ObJle HalpaBEeHO IO ONpPOCTEHaTa MpolLedypa 3a U3JlaBaHe Ha
paspemenue. JlageH OWOIMI € IOIMYCTHM, aKO OTroBaps Ha BCSKO OT
CIICZIHUTE YCIJIOBHSL:

a) BCUYKHN aKTUBHHU BCIIECTBA, KOUTO CC CBHABPXKAT B 6I/IOI_[I/IZ[a, ca
BKJIFOYC€HU B IPUIIOKECHUEC In OTTOBApAT HAa BCHUYKHU OI'paHUYCHHA,
TMOCOYCHU B TOBA MPUIIOKCHHC,

0) OMOLMIBT HE ChIbPKA HUKAKBH PUCKOBU BEIECTBA;
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B) OMOLMABT HE ChIBpIKa HAaHOMATEPHAJIH;
r) OMOLMABT € JOCTaThUHO €(PEKTUBEH, KAKTO W

n) bopaBeHeTo ¢ OMoLuzAa U NpeaBHCHATa My ynorpeba He H3MCKBAT
JIMYHU 3alUTHH CPE/ICTBA.

Ynen 26

[Ipuioxuma nmpouenypa

1. 3asgBurenure 3a pa3pelmiaBaHe Ha OHOLMA, KOWTO OTroBaps Ha
ycioBusiTa B wWieH 25, TojaBaT 3asBIEHHE A0 ATEHIHATa H S
yYBEIOMSBAT 32 HAWMEHOBAaHMETO Ha KOMIIETEHTHHS OpraH Ha
Jbp)KaBaTa-4JICHKA, KOWTO IO TAXHO TNPEAJIOKEHUE CJeBa Jla OLCHU
3asBICHHETO, ¥ TPEIOCTABAT MUCMEHO MOTBBPKACHUE, Y€ TO3U KOMII-
€TCHTEH OpraH INpuema Ja To HarpaBd. TO3M KOMIIETEHTEH OpraH e
OLICHSBAIUAT KOMIICTCHTEH OpTraH.

2. OueHsABamMAT KOMIIETEHTEH OpraH YyBeJOMsBa 3asBUTENL 3a
TaKCUTe, ABDKUMH cbriaacHo wieH 80, maparpad 2, W OTXBBpIA
3asBJICHUETO, B CIIydail uye 3asBUTENIAT HE IUIATH TAKCUTE B PaMKUTE
Ha 30 nuu. Toil yBemoMsiBa 3asiBUTENS 3a TOBA.

Crnen moslyyaBaHe Ha TAaKCUTE, IBJIDKMMH chritacHO wieH 80, maparpad
2, OLIEHSBALIUAT KOMIIETCHTEH OpraH npueMa 3asBJICHUETO U yBEeIOMsBa
3asBUTENS 32 TOBA, KaToO IOCOYBA JaTaTa Ha IpHEMaHe.

3. B pavmxure mHa 90 nHEM crex mnpueMaHe Ha 3asABICHUETO
OLICHSBAIMAT KOMIIETEHTEH OpraH H3JaBa paspelleHue 3a Ououuaa,
ako Ce yBepH, 4e TMPOAYKTHT OTTOBaps HAa IOCOYCHUTE B UieH 25
yCIIOBUSL.

4. AKO OIICHSIBAIlUAT KOMIIETEHTEH OpTaH CMETHE, 4Ye 3asBJICHHUETO €
HEI'BbJIHO, TOW yBEIOMsBA 3asBUTENS KaKBa JOIBIHUTEIHA HH(OpMAIIHS
e HeoOXoguMa W ompenens pa3yMeH CpOK 3a IIOJaBaHe Ha Tasu
uHpopmanus. To3u cpok OOMKHOBEHO He HaaBumaBa 90 mHU.

B pamkure nHa 90 paHM crnex modyd4aBaHE Ha JIOIBJIHMTENHATa
UHOpMAIU OICHSABAIIMUAT KOMIETEHTCH OpraH H3JaBa pa3pelicHHe
3a OWommma, ako BB3 OCHOBa HAa TMOAAZeHAaTa JOIBJIHHUTEIHA
UHPOpPMaIUs Ce YBEpU, Y€ MPOAYKTHT OTroBaps Ha MOCOYCHHTE B
qieH 25 ycrioBusl.

AKO 3asgBUTENAT HE TNOAaNe HW3UCKBaHata HHQpOpManus B CpPOK,
OLICHSIBAIUAT ~ KOMIICTCHTEH OpraH  OTXBBPIS  3afBICHHUETO U
YBEIOMSIBA 3asBUTEIS 3a TOBA. B TakbB Cly4aid, aKO TaKCHTE Beue ca
OWIM IJIaTeHH, YacT OT TakcaTa, IUIaTeHa B ChOTBeTCTBHE ¢ wieH 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 € W3AaIEHO pa3penieHe B ChOTBETCTBUE C WICH
26, Moxe na Oble IpeAocTaBeH Ha I1a3apa BbB BCHYKU JbpIKaBU-
4YIeHKH, 0e3 Ja € HeoOXOAMMO B3aMMHO NpH3HaBaHe. [IpuTexaremsrt
Ha paspelieHueTo obaue yBeJOMsBa BCSKa Abp)KaBa-uJeHKAa HE MO-
KbCcHO OT 30 AHUM, mpeau Ja IycHe OMoLuza Ha Maszapa HA TEPUTOPHSTA
Ha Ta3d JbplKaBa-wieHKa, M HW3M0J3Ba oduiuanHus(Te) e3uk(Iy) Ha
Tasy Abp)KaBa-4JICHKAa NPU ETHKETHPAHETO Ha INPOAYKTa, OCBEH aKo
IbpKaBaTa-wWwieHKa He € MpeABUANIA JPYTO.
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2. B cnyuail ye nbppkaBa-uieHKa, pa3idiyHa OT JbprKaBaTa-d4JieHKa Ha
OLICHSBAILS KOMIIETEHTEH OpraH, CMETHe, 4e JaJleH OMOIMI, pa3penieH
B CBHOTBETCTBHE C WieH 26, He € OWJI HOTU(QHUUIUPAH WIH HEe € O
eTHKETHpaH B CHOTBETCTBHE ¢ maparpad | OT HAcTOAMMS WIEH WIN
HE OTroBaps Ha M3HCKBAHUATa 1O 4WIEH 25, T MOXE Ja OTHece
BBIPOCa A0 KOOPAMHAIMOHHATA TPYIA, Ch3JaJicHa B CHOTBETCTBHE C
wieH 35, maparpad 1. Unen 35, maparpad 3 u wien 36 ce mpuarar
mutatis mutandis.

Koraro nppkaBa-uwiIeHKa WMa OCHOBATEIHH TNPHYMHH Ja CMsATa, Ue
Ouonun, paspelieH B ChOTBETCTBHE C WiICH 26, HE OTroBaps Ha ycTa-
HOBEHHTE B WiIEH 25 KPUTEPHU W OlIe HE € B3ETO PEIICHHE CHITAcHO
uneHoBe 35 u 36, Ta3u OBpKaBa-wWICHKA MOXE BPEMEHHO Ja OTPaHIYH

WM 3a0paHd NPEfOCTaBIHETO My Ha Masapa WIM ymorpebaTa My Ha
CBOSI TEPUTOPHUSL.

Ynen 28

HN3menenne Ha nmpuio:kenue I

1. Ha Komucusita ce mnpenocrtaBiT MpaBOMOIIMS Ja MpHEMa
JIeJIETUPAaHN aKTOBE B CHOTBETCTBHE C WICH 83 3a M3MEHEHWE Ha IPHII-
oxxeHue I, cien monmyyaBaHe Ha CTAHOBMILETO Ha ATEHIMATA, 3a Ja
BKJIIOYM B HETO aKTHBHH BEIECTBA, aKO MMa JOKa3aTelICTBa, Ye Te He
MOpaKAAT OMaceHHe ChIIAacHO maparpad 2 OT HACTOSIIHS YJIeH.

2.  AKTHBHHTE BEIIECTBAa MOPaXJAT OMAceHHe, KOTaTo:

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

— EKCIUIO3MBHO/CUJIHO BB3IUIAMEHSEMO BELIECTBO;

— OpraHuYeH NEPOKCHUI;

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

— KOpO3HMBHO BeriecTBo oT kareropus 1A, 1B umu 1C;

— pecIHpaTopeH CeHCHOMIN3aTop;

— KOXXE€H CEHCHOMJIM3ATOp;

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

— BEILECTBO, TOKCUYHO 32 PENpOAYKIHUATa Ha XOpaTa, OT KaTeropus
1 wiu 2 uiaM ¢ BB3ICHCTBUE BHPXY JIAKTALMATA WM 4pe3 Hes;

— BCEIICCTBO, TOKCHYHO CIHECOHUATIHO 3a ONPEACIICH OpraH IIpH
€AHOKpaTHa WJIHW MNOBTapslia C€ CKCIIO3ULUA; WIN

— BEIIECTBO, OCTPO TOKCHMYHO 32 BOJHHUS XUBOT, OT Karteropus 1;

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

B) HMaT HEBPOTOKCUYHO WJIM MMYHOTOKCHYHO BBSHCﬁCTBHe.

AKTHBHM BelLIECTBa IOpPaXJaT OIACEHHUE JOPH M KOraTto HHMKOH OT
CNeLHAIHUTE KPUTEPUH IO OyKBH a)—B) HE € H3IBIHEH, aKO Bb3
OCHOBAa Ha HaJeXIHA MHpOpMaLus MOXe Na Oble pasyMHO IOKa3aHo,
Yye CTeleHTa Ha OINACeHHETO ¢ CKBHBAJICHTHA Ha Ta3u 10 OYKBH a)—B).
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3.  Ha KomucusTta cblI0 Taka ce NPEAOCTaBAT I[PaBOMOLIMA Ja
IpHeMa JeNeTHPAHH aKTOBE B CHOTBETCTBHE C WiIEH §3 3a M3MEHEHHE
Ha npunoxeHue I, cies monyyaBaHe Ha CTaHOBHUIIETO Ha ATEHLUATA, 32
Jla OTPAaHWYH WM 3aIMYH BIIMCAHO aKTUBHO BEIIECTBO, aKO MMa JOKa-
3aTENCTBA, Y€ ChIAbPXKALIUTE TOBA BELIECTBO OUOLMIM IPU OIpEACICHU
00CTOATENICTBA HE OTrOBAapsIT Ha YCJIOBUATA, YCTAHOBEHM B maparpad 1
OT HACTOSAIIMS WICH WX B wieH 25. Koraro mMmepaTuBHM OCHOBAHHS
3a CIEITHOCT M3MCKBAT TOBa, NpolielypaTa, NpeaBujeHa B dieH 84, ce
IpHUiIara 3a JeNeTHPAaHH aKTOBE CHITTACHO HACTOSIIMS Taparpad.

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

Koraro Kommucusita wu3MeHs IMPUIIO0XKCHUEC I, T OpueMa OTACIICH
ACJICTUPpaH aKT IO OTHOIICHHWE Ha BCAKO BEHICCTBO.

5. Komwucusra Moxxe J1a IpHeMe aKTOBE 332 U3IMBIHEHHUE, YTOYHSBAIIH
JOIIBJIHUTEIHO NPOLEIYPUTE, KOUTO TPsOBaA /1a ce CileqBaT BbB BPb3Ka C
W3MeHeHneTo Ha npmiokeHue [. Te3u akToBe 3a M3MBIHEHHE C€
npreMaT B ChOTBETCTBHE C MpOIeaypaTa Ha pasriiexkIaHe, MOCoueHa B
unen 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 WieH 17, ToAaBaT 3asBICHHE [0
rpueMaIusl KOMIIeTeHTeH opraH. [lpuemamusr KOMIETEHTeH OpraH
YBEIOMsIBA 3asBUTENIl 3a TAaKCUTE, IBDKAMH cbriaacHo wieH 80,
naparpad 2, ¥ OTXBBPI 3asBICHHETO, B CIydall 4e 3asABUTENAT HE
miatu takcure B pamkute Ha 30 nuu. Toll yBemomsBa 3asBUTENS 3a
toBa. Cren monydaBaHe Ha TAaKCHTE, IBJDKAMH CbriaacHo wieH 80,
naparpag 2, npueMaliusAT KOMIIETEHTEH OpraH NnpueMa 3asBICHUETO U
yBEIOMsBa 3asBUTENS 3a TOBA, KaTo I0COYBA JaTaTa Ha IIPUEMaHe.

2. B pamxure Ha 30 gHM ciel NOIy4aBaHETO NPHEMAILUAT KOMII-
STeHTCH OpraH BalWAupa 3asBICHUETO, IIPH YCIOBHE Y€ TO OTrOBaps
Ha CIEJHUTE W3UCKBAHUSL:

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

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

BeB BpB3Ka C BamMIMpaHETO, IIOCOYEHO B IbpBaTa ajuHed,
MpUeMaIlUsAT KOMIETEHTEH OpraH He NpaBU OLEHKa Ha KayeCTBOTO
WIA Ha CHOTBETCTBMETO HA IPEJCTaBEHUTE AAHHU WM MOIKPEISILN
JIOKYMEHTH.

3. B caywaii uye mnpueMaluAT KOMIIETEHTEH OpraH CMETHe, ue
3asIBIICHHETO € HEMBJIHO, TOW yBEIOMsBA 3asBUTENS 32 JOIMBIHUTEIHATA
uHpopManus, HeoOXoauMa 3a BAIUAUPAHE HA 3asABJICHUETO, U OMPEIeIs
pa3yMeH CpOK 3a mnojaBaHe Ha Ta3u uWHpopmanus. To3u CpPoK OOMK-
HOBeHO He Haasuiasa 90 mguu.
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B pamxure na 30 paHM ciex nonydaBaHe Ha  JIONBIHUTENHATa
nH(OpPMaNH MPHEMAIIUAT KOMIICTCHTEH OpTaH BalHWAWpa 3asBICHUETO,
aKo CMETHe, 4e MOJaJieHaTa AONBbJIHUTENHA HH(OpMaLus € J0oCTaTbyHa
3a Cra3BaHEe HAa M3MCKBAaHMATA, IOCOYCHM B maparpad 2.

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

4.  Koraro B Perucrbpa 3a Ouonuau, mocoueH B wieH 71, uma AaHHH,
Yye KOMIIETEHTEH OpraH, pa3jIMueH OT IpHeMallus KOMIIETEHTEH OpraH,
pasriexia 3asBlICHHE, CBbP3aHO ChC CHIUIMS OWOIM, WM Beue € Jall
paspelieHue 3a ChIMs OHOILUA, MPHUEMAIUSIT KOMIICTCHTCH OpraH
OTKa3Ba Jla OLIEHU 3asBJIEHHETO. B To3u cilyyail mpuemamusaTr KOoMII-
CTCHTEH OpraH yBEIOMsBa 3asBUTENS OTHOCHO BB3MOXHOCTTA J1a
MIOWCKAa B3aMMHO INpH3HAaBaHE B CHOTBETCTBHE ¢ wiieH 33 wiu wieH 34.

5. Axko maparpad 3 He ce mpwiara U NPUEMAIIUIT KOMIICTCHTEH
OpraH CMETHE, Y€ 3asBJICHHUETO € ITBJIHO, TOH BaJHIUpa 3asBICHUETO
u He3abaBHO yBeJOMsIBa 3asBUTENS 3a TOBA, KAaTO [OCOYBA JaraTa Ha
BaJlUJMpaHe.

Ynen 30

Onenka Ha 3asiBJICHHATA

1. B pamkute Ha 365 nHU ciief BaluIMPAHETO HA JAJAEHO 3asBICHUE
B CBHOTBETCTBUE C WICH 29 NpuUeMallUsIT KOMIIETEHTEH OpraH pellaBa
Janyu Ja u3aane paspemieHre cweriacHo wied 19. Toit Blema mpensup
pe3yiTaTUTe OT CpaBHHUTEIHATa OIEHKA, M3BBPIIEHA B CHOTBETCTBUE C
4iieH 23, ako € MPHIIOKUMO.

2. Ako ce okaxe, ue 3a U3BBPIIBAHETO Ha OLEHKATa € HeoOXoquMa
JOIBJIHUTENHA HH(OPMALHS, TPHEMALHAT KOMIIETEHTEH OpraH HCKa OT
3asBUTEIIS J1a MPEJOCTaBH Ta3u MH(OpMaIMs B paMKUTE HAa YCTaHOBEH
cpok. ITocouenusT B maparpad 1 cpok ot 365 mHM BpEMEHHO CIUpa Ja
Te4e OT JaraTa Ha HCKaHeTO JO Jarara Ha I[IoJy4YaBaHe Ha
uHpopmaiusaTa. BpeMeHHOTO crniMpaHe He HaaxBbpiisi obmo 180 nHw,
OCBEH aKO TOBa HE € OIPABIAHO OT €CTECTBOTO Ha M3HCKAHHUTE JAHHU
WIN OT U3KIIOUUTEIIHH OOCTOSATENCTBA.

AKO 3asgBUTENAT HE TOoAaZe U3UMCKBaHaTa I/IH(i)OpMaIlI/ISI B CpPOK,
IMpueMalIAT KOMIIETCHTCH OpPraH OTXBBPJIA 3asABJICHUETO U YBCOOMsBA
3adBUTCIIA 3a TOBA.

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

a) M3rOTBsI JOKJIAJ, B KOMTO 0000IaBa 3aKIIOYCHUITA OT OLICHKATa CU
W OCHOBAaHWSTA 32 HM3JaBaHe HA paspelleHre 3a OHOIMAA WU 3a
OTKa3a Jia u3janue paspeuieHue (,,JI0KJIaj 3a OlleHKaTa™);

0) W3Mmpaia Ha 3asBUTENS €JIEKTPOHHO KOMHE OT MPOEKTa 3a JAOKJIAd 3a
OIlEHKaTa U My JiaBa BB3MOKHOCT JIa MIPEACTaBU OEIEKKH B PAMKHTE
Ha 30 OHM; KaKTO U

B) HA/UIKHO B3e€Ma MpEIBUA Te3W OEJEeKKH NpPU H3TOTBIHETO Ha
OKOHYATeJIHATa OICHKA.
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Ynen 31

ITonHOBsIBaHE HA HALIMOHAJIHO paspelmeHue

1.  3asgBneHHeTO 3a IOJHOBSIBAHE HA HAIMOHAIHO pas3pelleHHe 3a
€IMH WJIM TI0BEYe NPOJYKTOBH THUIIOBE C€ IOJaBa OT MpPUTEXaTens Ha
pa3pelIeHNeTo WM OT HETOBO MME JI0 IpUEMAIlUs KOMIIETEHTEH OpraH
mone 550 nHM TpeaM W3THYAHETO Ha Cpoka Ha BaJHIHOCT Ha
paspemenuero. Korato ce mWcka TOMHOBSBaHE 3a IMOBEYE OT CIHH
IPOAYKTOB THII, 3asABJICHUETO Ce MojaBa Hal-manko 550 nHU npenu
Hali-paHHaTa JaTa Ha U3THYAHE.

2.  llpuemamuaT KOMIIETEHTEH OpraH IIOJHOBSBA HAIMOHAJIHOTO
paspelieHre, Npu TOJOXKEHHE Ye YCIOBHUATA, MOCOYEHH B wWieH 19,
MpoABIDKABaT Jia ca Cla3eHd. ToW B3eMa IpeABUJ pE3yITaTUTE OT
CpaBHMUTEIHATa OLIEHKA, U3BBPIIEHA B CHOTBETCTBUE C WieH 23, aKko €
TIPUIIOIKIMO.

3. Ilpu mnonaBaHe Ha 3asBICHUE 3a IOJAHOBABAHE 3asBUTEIAT
IPe/ICTaBs:

a) 6e3 ma ce 3acsra wien 21, maparpad 1, ChOTBETHHMTE [aHHH,
W3UCKBaHHU ChriacHo wieH 20 U ChOpaHH B Mepuoja Cliell MbPBOH-
QUaJlHOTO  paspelieHHe WM, CIOPEA  Ciyd4as, MPEAUIIHOTO
MO/IHOBSIBAHE; KAKTO H

6) olleHKa Janu 3aKIIOYEHUsSTa OT I'bPBOHAYATIHATA WM IIPEAMIIHATA
OllcHKa Ha OWOIHMAAa OCTaBaT BANIMAHHM, KAaKTO M BCAKaKBa
uH(opMalys B NOJKpENa Ha TOBA.

4. IlpuemamusT KOMIIETEHTEH OpraH YBEAOMsiBa 3asBHTENSA 32
TaKCUTe, ABDKUMH cbriaacHo wieH 80, maparpad 2, W OTXBBPIA
3asBJICHUETO, B CIIy4ail ue 3asBUTENAT HE IUIATH TAKCUTE B PaMKHUTE
Ha 30 gau. Toit yBemomsBa 3asBHUTENS 3a TOBa.

Cren moiydaBaHe Ha TaKCHTe, TBDKHMMHU cbriacHo wieH 80, maparpad
2, IpUeMaIlUsAT KOMIETEHTEH OpraH IpHeMa 3asBICHHUETO U yBEIOMsBa
3asBUTENS 3a TOBA, KaTO MOCOYBA JaraTa Ha IpHEMaHe.

5. Bwb3 ocHOBa Ha OLEHKa Ha HaJMYHATa WH(OpMaWs M Ha HEoO-
XOAUMOCTTa Jla ce€ HpepasriiefaT 3aKIodeHHATa OT II'bPBOHAYAIHATA
OLICHKAa Ha 3asdBJICHHETO 3a paspelleHrne WIH, CIopelx Ccilydas, Ha
NPEJUIIHOTO TOAHOBSIBaHE, B pamMKkuTe Ha 90 IHU clleJ NMpPUEMaHETO
Ha 3asBJICHHETO B CHOTBETCTBHE C maparpad 4, NmpHeMamuirT KOMII-
€TeHTEH OpraH pellaBa Jajld B CBETJIMHATa Ha ChbBPEMEHHHUTE HAay4HHU
NO3HaHMS € HeoOXoAWMa WbJIHA OIEHKa Ha 3asABICHHETO 32
MOJTHOBSABaHE, KaTO B3eéMa IPEeABMJ BCHYKH IPOJIYKTOBH THUIIOBE, 32
KOMTO CE€ UCKAa NOIHOBSIBAHE.

6.  Koraro npuemamusaT KOMIETCHTEH OpraH pelld, 4e € HeoOXxoauma
bJIHA OLEHKa HAa 3asABJIICHHETO, TOW B3e€Ma pelmIeHHe OTHOCHO
MOJHOBSABAHETO Ha PAa3peICHUETO, CJIeA KaTO H3BBPLIM OLIEHKAa Ha
3asBJIICHHETO B ChoTBeTCTBHE ¢ wieH 30, maparpadum 1, 2 m 3.

Koraro nmpuemamusr KOMIETEHTEH OpraH peud, 4e He € HeoOxoauma
IbJIHA OLEHKAa Ha 3asABICHUETO, TOH B3eMa peUIeHHEe OTHOCHO
MIOJJHOBSIBAHETO Ha paspelleHneTo B pamkuTe Ha 180 mHU ciex
NpreMaHe Ha 3asBJICHUETO B CBHOTBETCTBHE ¢ maparpadp 4 or
HACTOSIIUS YJICH.

7. Koraro mo mnpu4YMHH, HE3aBUCELIM OT NpUTEekKaTeds Ha
HAI[MOHAJIHO pa3pellieHue, He € B3eTO PEeIIeHHe OTHOCHO MOJHOBSIBAHETO
Ha CHOTBETHOTO pa3pelleHre Mpear M3THYaHe Ha HEeroBaTa BaJIMIHOCT,
MpUEMAIUIT KOMIIETEHTEH OpraH MOJHOBSBA Pa3pELICHUETO 3a CPOKa,
HE00XO/IUM 3a MPHKIIIOYBAHE HA OICHKATA.
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I'TABA VII
NPOLEAYPU 3A B3AUMHO ITPU3HABAHE

Ynen 32

Pa3pemnenne ype3 B3aMMHO NpHU3HABaHe

1.  3asBieHusTa 32 B3aMMHO NPH3HABAHE HA HAIIMOHAIHO Pa3pEIICHHE
ce MoJaBaT B CBHOTBETCTBUE C IpOIEaypaTa, MOCOYeHa B wieH 33
(mocnenBamio B3aMMHO TpU3HaBaHe) WM wieH 34 (mapajienHo
B3aMMHO [IPU3HABAHE).

2. be3 pma ce 3acsara uwieH 37, BCHUKH IbpPXKABU-UICHKH, KOUTO
MoJiyyaBaT 3asBJICHHS 32 B3aMMHO TIPU3HABAHE HA HAIMOHAIIHO
paspeuieHue 3a OMOIMJ, W3JaBaT pa3pelieHHe 3a AajJeH OWouui IMpu
€[HH W CBIIH YCIOBHUS, B CHOTBETCTBHE C IMPOICIYPHUTE, WU3I0KECHU B
HacTosIIaTa TiaBa.

Ynen 33

IlocneaBamo B3aMMHO NpU3HaBaHe

1.  3agBuTenure, KOMTO MCKAT Ja MOJy4aT IIOCIENBAIIO0 B3aWMHO
MPU3HABAHE B €/HA WJIM MOBEYE IbPKABU-YICHKH (,,3aHHTEPECOBAHUTE
IbPYKaBU-WICHKH ‘) HA HAIMOHATHO pa3pelIeHre 3a ONonu, KOWTo Beue
€ paspelieH B Jpyra Abp)KaBa-WwieHKa B CHOTBETCTBHE C wieH 17
(,,pedepenTHaTa ABpKABa-wICHKA™), MOJABAT JO BCEKH OT KOMIIETE-
HTHUTEC OpraHd Ha 3aWHTEPECOBAHUTE IBbPKABU-WICHKU 3asBICHUE,
KOETO CBHABp)KA MPEBOJ Ha HAIMOHATHOTO paspellieHue, U3JaJeHO OT
pedepeHTHaTa ABpKAaBa-WICHKa, Ha IMOCOYCHUTE OT 3aMHTEPECOBaHATa
I'bp)KaBa-uwiIeHKa OQHUIHUAIHU €3UIH.

KoMmeTeHTHHTE OpraHM Ha 3aWHTEPECOBAHUTE  JIbPIKABU-WIEHKH
YBEIOMSIBAT 3asBUTENS 3a TaKCHTE, IBDKUMH CbrylacHO wieH 80, u
OTXBBPJIAT 3asBJICHHETO, B CIIydyail ue 3asBUTENAT HE IUIATH TaKCHTE B
pamkute Ha 30 qHU. Te yBeqOMSIBAT 3asBUTEINS U JPYTHTE KOMICTCHTHH
opranu 3a ToBa. Cien TmoiydaBaHe Ha TaKCHTE, IBDKMMH ChIIACHO
yieH 80, KOMIIETGHTHHTE OpraHH Ha 3aHMHTEPECOBAHHUTE JIbPIKABH-
YJICHKH TpUeMaT 3asABICHACTO W YBEAOMSBAT 3asBUTENsI, KaTo
[OCOYBAT JaTaTa Ha MpHEMaHe.

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

B pamkure Ha 90 aHM cien BanuOUpaHe Ha 3asBICHUETO U IPU
cria3BaHe Ha pasnopendute Ha wieHoBe 35, 36 u 37, 3aMHTEpeCOBaHUTE
IbPKABU-WICHKH OROOpSABAaT OOOOIIEHHETO Ha XapaKTEPHCTHKUTE Ha
Ouonuna, MocoyeHu B uieH 22, maparpad 2, U BIUCBAT ORO0OPEHUETO
cu B Perucrbpa 3a GHOIMIH.

3. B pamkure Ha 30 qHH Clie[ MOCTHTAHETO HA CIIOpPa3yMEHHE BCSKa
OT 3aWHTEPECOBAHUTE IbPKaBHU-UWICHKH M3[aBa paspelieHne 3a Onomnuaa
B CBOTBETCTBHE C OJOOPEHOTO OOOOLICHHE HAa XapaKTePUCTUKHTE Ha
ouormaa.

4.  be3 nma ce 3acarar wieHoBe 35, 36 u 37, ako He ObJe MOCTHUIHATO
CIIOpa3yMeHHE B paMKUTe Ha cpoka oT 90 nHM, mocoyeH B maparpad 2,
BTOpa aJMHes, BCAKA AbPXKaBa-wICHKa, KOATO € 0J00puiia 0000IIeHHEeTO
Ha XapaKTePUCTUKUTE Ha OWOLWAa, MOCOYEHH B maparpad 2, Moxe
CBHOTBETHO J1a Pa3peliy HNpOIyKTa.



02012R0528 — BG — 25.04.2014 — 002.011 — 34

Ynen 34

Hapa.ﬂemlo B3aMMHO NPpU3HaABaHe

1. 3asgBuTenure, KOUTO HCKAaT Ja IMOJy4yaT Iapalie;IJHO B3aUMHO
MpU3HaBaHe 3a OHMOIMI, KOWTO OIIe HE € pa3pelieH B ChOTBETCTBHE C
yneH 17 B HHUTO €[HA Ibp)KaBa-wiCHKA, IMOJaBaT JO KOMICTCHTHHS
opraH Ha wu30bpaHata OT TIX JbpKaBa-wieHKa (,,pedepeHTHara
I'bpKaBa-wICHKA ) 3asBJICHHUE, ChIBPIKAIIO:

a) uHdopmarmsra, nocouena B wieH 20;

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

Pe(l)epeHTHaTa AbpiKaBa-4JICHKAa OTTroBaps 3a OILICHKATa Ha 3asBJICHUCTO.

2. EnHOBpeMEHHO C IMOJaBaHETO Ha 3asBICHHUETO 1O pedepeHTHaTa
JbprKaBa-wWICHKA CHITacHO maparpad 1 3asBHTENAT moxaBa 10 KOMIIETe-
HTHUTE OpraHd HA BCAKAa OT 3aWHTEPECOBAHUTE AbP)KABU-YICHKU
3asBJICHHE 3a B3aMMHO NpPU3HABaHE Ha pa3peIIeHHETO, 33 KOETO €
KaHIUIATCTBal Ipel pedepeHTHaTa ObpikaBa-wieHka. ToBa 3asBieHUE
ChIbpIKa:

a) UMEHaTa Ha peepeHTHaTa IbpKaBa-wWwiIeHKa U Ha 3aUHTCPECOBAHUTE
JUbPIKaBU-UICHKH;

0) 00o0IIEeHNe Ha XapaKTepUCTUKUTE Ha Ououuaa cbriacHo wieH 20,
nmaparpad 1, OykBa a), MOATOUYKA ii) HA MOCOYCHHUTE OT 3aUHTEPEC-
OBaHHTE JBPKABU-WICHKH O(HUIMATHH C3HIIH.

3.  KomnereHTHHTEe OpraHdM Ha pedepeHTHATa IbpiKaBa-4JicHKa W Ha
3aMHTEPECOBAHUTE IbPKABU-UJICHKH YBEJOMSBAT 3asBUTENS 33 TAKCHTE,
IBIDKUMH cbritacHO wieH 80, U OTXBBPIAT 3asBIEHUETO, B CIydald 4e
3asgBUTENIAT HE IJIaTH Takcute B pamkute Ha 30 nuu. Te yBemomsBar
3asBUTEJIS U JIPYTUTE KOMIIETEHTHH opraHu 3a topa. Ciiesl mosyuyaBaHe
Ha TaKCHTE, ABDKUMH ChIiacHO wieH 80, KOMIIETEHTHHUTE OpraHd Ha
pedepeHTHaTa ABpKABa-4JIEHKA M Ha 3aWHTEPECOBAHMUTE JbP)KaBH-
YJICHKU TPHEMAT 3asBIICHHETO W YBEIOMSBAT 3asBUTEINS 3a TOBA, KATO
[I0COYBAT JaTaTa Ha MpHUEMaHe.

4.  PecdepenTnara gppXKaBa-dwICHKA BaIHANpA 3aABICHHETO B CHOTB-
erctBue ¢ uieH 29, maparpadu 2 u 3 u yBemoMsBa 3asBUTEII U
3aMHTEPECOBAHNUTE IHP)KABHU-WICHKH 33 TOBA.

B pamkxure Ha 365 1HM clel BaluAupaHe Ha JaJeHO 3asBJICHUE
pedepeHTHaTa IbpKaBa UIEHKA OLEHABA 3asBICHHETO U U3TOTBS
JOKJIaJ 32 OLCHKaTa B CHOTBETCTBHE ¢ wieH 30, clem KoeTo H3Iparia
JOKJITaZa CH 3a OLeHKara M OOOOLIEHHEeTO Ha XapaKTepHCTHKUTE Ha
Ouormaa Ha 3aMHTEPECOBAHHUTE JbPKABH WICHKH W Ha 3asBUTEILL

5. B pamkure Ha 90 mHM crex moilydyaBaHEe Ha IIOCOYEHUTE B
maparpad 4 TOKyMEHTH U IPH CHa3BaHE Ha pasNopenOUTe Ha WICHOBE
35, 36 u 37 3auHTepecoBaHUTE ABbPXKABU-WICHKH 0J00psBaT
0000IIeHNEeTO Ha XapaKkTepUCTHKUTe Ha OWonMga W BIMCBAT
ogobpenuero cu B Peructspa 3a Ouonuau. PedepentHara nbpskaba-
YJIeHKa BIHCBAa OJOOpPEHOTO OO0OOIIECHHE HAa XapaKTEPUCTHKUTE Ha
Ouormaa ¥ OKOHYATENHHAT [OKJIAJ 3a OLeHKa B Perucrepa 3a
OuoIMIN, 3a€THO C BCUYKH OJOOPEHH YCJIOBHSI HEOOXOIMMH 3a MpeJo-
CTaBSHETO Ha Ta3apa WIW 3a ymorpedaTa Ha OHOLUIH.

6. B pamkure wHa 30 gHHM ciexg TMOCTHraHe Ha CIOpa3yMeHHe
pedepeHTHaTa IbpKaBa-WIEHKA M BCSAKAa OT 3aWHTEPECOBAHUTE
JIbP)KABU-WICHKH H371aBa paspelicHHe 3a Ouonuaa B CHOTBETCTBUE C
0100peHoTO 0000IIeHHe Ha XapaKTePUCTUKUTE Ha OHMOLHUA.
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7. be3 ma ce 3acsarar uineHoBe 35, 36 u 37, ako He ObJe MOCTHUTHATO
CrIopa3yMeHHe B paMKHTe Ha cpoka oT 90 aHH, HocodeH B maparpad 5, Besika
JIbp)KaBa-wICHKA, KOSATO € 07100pHia 0000IICHUETO Ha XapaKTEPUCTHKUTE Ha
Ouolyaa, mocoyeHu B nmaparpad 5, MOKe ChOTBETHO Jia pa3pelid MPOIyKTa.

Ynen 35

OTHacsiHe Ha Bb3pasKeHUs] 10 KOOPIAMHALMOHHATA rpyna

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

Benuku abppxkaBu-unenkn v KoMmucusita MMmar mpaBo @ ydacTBaT B
paboTata Ha KOOpAWHALMOHHATa Tpyma. ATEHIHMATa OCHIYpsBa
CeKpeTapuara Ha KOOpAWHALMOHHATA TpyIma.

KOOpHI/IHaHI/IOHHaTa rpyna mnpuema CBOM NIpOUCAYpPECH IpaBUITHUK.

2. AKo HJKOS OT 3aHHTEPECOBAHHTE AbPKABU-YICHKH NMPELEHH, Ue
Ouonun, KOWTO € OLIEHEH OT pedepeHTHaTa IbpKaBa-wieHKa, He
OTroBapsi Ha MOCOYEHUTE B WieH 19 ycioBus, T H3Mpaiia HOIpOOHO
00sICHEHHe Ha CIIOPHUTE BBIIPOCH M HA OCHOBAHHMSATA 32 CBOSTA ITO3HIIHS
Ha pedepeHTHaTa Ibp)KaBa-wieHKa, Ha JPYTUTE 3aMHTEPECOBaHU
IbPKABU-WICHKH, Ha 3asABHTENS M, CIIOPEA CIydas, Ha HpPHTEKATEIS
Ha pasperiennero. CHOPHUTE BBIIPOCH HE3a0aBHO Ce OTHACAT 3a pasr-
JexaaHe 10 KOOPAWHAIOHHATA TpyIa.

3. B paMmkuTe Ha KOOpIMHALMOHHATA I'PyIa BCHUKU IbP)KABH HWICHKHU,
MOCOYEHH B naparpad 2 OT HaCTOSILIMSA YJIeH, IIPaBAT BCHYKO BB3MOXKHO 32
[IOCTUraHE Ha CIOpa3yMEHHE OTHOCHO JEWUCTBUATA, KOMTO Ja ce
npeanpuemar. Te IMpeocTaBsIT Ha 3asBUTENS BB3MOXKHOCT Aa H3pa3H
CBOSITA TJIefHA TOYKAa. AKO IOCTMIHAT CIOpasyMeHue B paMmkute Ha 60
JTHA OT OTHACSIHETO 3a pasrJIeKIaHe Ha CIIOPHUTE BBIIPOCH, MIOCOYEHO B
naparpag 2 OT HaCTOSIIMS 4WIeH, pe)epeHTHATa AbpXKaBa YWICHKA BIHCBA
onooOpennero B Perucrepa 3a Ononumy. Ciex ToBa MpoueaypaTa ce CunuTa
3a 3aKpHTa U pehepeHTHaTa AbpXKaBa WICHKA U BCSKa OT 3aMHTEPECOBAHUTE
IbPKaBH WICHKU M3/1aBa pa3pelleHue 3a OMoLuIa B ChOTBETCTBUE C WICH
33, maparpad 3 i unen 34, naparpad 6 criopes ciaydas.

Ynen 36

OTHacsiHe HA HEPCIICHN BB3PAKEHHUSA 10 Komucusita

1.  Ako ABbpXKaBHTe-WICHKH, IIOCOYCHM B WieH 35, maparpad 2, He
MIOCTUTHAT CIIOpa3yMeHHEe B paMKUTE Ha IOCOYEHHs B WieH 35, maparpad
3 cpok ot 60 nHH, pedepeHTHaTa IbpiKaBa-dIeHKA He3a0aBHO HH(OPMHUpa
Komucusita, kato 1 IpesocTaBs MOJPOOHO M3I0KEHUE HA BBIPOCUTE, MO
KOUTO JBP’KaBUTE-IICHKH HE Ca MOTJIM Ja TOCTUTHAT CIOpasyMeHHe, 1 Ha
[IPUYUHUTE 3a pasHoriacuero. Ha 3auHTepecoBaHUTE AbpP)KaBU-WICHKH U
Ha 3asABHTENS, a CIIOpe] Clydas M Ha MpUTEeXKATeNs Ha pa3pelieHHeTo, ce
TIPEJIOCTaBsI KOIHE OT TOBA M3IIOJKCHHE.

2. Kowmmucusra Moxe aa MOUCKa OT ATEHIMATa CTAaHOBHUILE OTHOCHO
HAYYHUTE WM TEXHUYECKUTE BBIPOCH, IMOBIUTHATH OT bp)KaBUTE-
wieHku. Koraro Komucusta He ucka craHoBuIle OT ATeHIMATA, TS 1aBa
BB3MOXXHOCT Ha 3asBUTENS M, CHOpEN Cllydyas, Ha MpUTekKaTeds Ha
pa3penIeHneTo 1a NPeICTaBh MUCMEHH OeleKH B paMkure Ha 30 mHU.

3. Kowmmucusra nprueMa HOCpeACTBOM aKTOBE 3a M3IIBIHEHUE PELICHHE
II0 OTHECEHHUS JI0 Hes BBIPOC. Te3n akToBe 3a M3IMBIHCHHE CE IIpHeMat
B CHOTBETCTBUE C IPOLEAypaTa Ha pas3IiexkAaHe, I0COYEHa B 4WieH 82,
naparpad 3.
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4.  Pewmenuero, mocoueHo B maparpad 3, ce aapecupa A0 BCHYKH
ObP)KaBU-WICHKH W C€ W3mpama 3a uHpopMaumus A0 3asBHTENS H,
Cropen ciydasi, A0 HpUTexaTels Ha paspelieHuero. B pamkure Ha 30
IHU CIIel YBEIOMSBAHETO 32 PEIICHHETO 3aWHTEPECOBAHUTE JBbPIKABH-
4IIeHKH U pedepeHTHaTa AbpKaBa-WICHKA W31aBaT, OTKA3BaT Ja M31aaT
WJIN OTMEHAT Pa3pClICHUETO, UJIN IIPOMCHAT HCTOBUTC YCIIOBUS, KaKTO €
HEOOXO0ANMO, 32 Ja ce ChoOpas3sAT ¢ PEeHICeHUETO.

Ynen 37

I[eporauml OT B3aMMHOTO IIPpU3HABaHE

1.  Upes pmeporamust ot uieH 32, maparpad 2 BCsKa OT 3aMHTEpecC-
OBaHHUTE IBP)KABH-WICHKH MOXKE J1a TPEIJIOKU Ja OTKaXKe H3IaBaHETO
Ha paspelicHHe WM Jla aJalTHpa YCIOBHATA HA Pa3peIICHUETO, KOETO
IpeCToN J1a ObJe U31a/IeHO, IPH YCIOBHE Ye TaKaBa MsIpKa MOXKE 1a ce
000CHOBE ChC CHOOpaKEHHS 3a:

a) OIla3BaHETO Ha OKOJHATA CPE.a;
6) oOmecTBeHMs pel WIM OOLIECTBEHATa CUI'YPHOCT;

B) 3all[UTaTa Ha 3APaBETO M XXKMBOTA Ha XOpaTa, 0COOEHO HA YSI3BUMHUTE
IpyIy, UIM HA )KUBOTHUTE WM PACTCHUSTA;

F) OIIa3BaHCTO HAa  HAIMOHAJIHHUTC oorarctBa ¢ XYyA0XXECTBCHA,
HUCTOpUYECCKA HJIN apXCOJIOrnuccKa CTOﬁHOCT; W

) ¢akra, e LEeNeBUTe OPraHU3MH HE NPUCHCTBAT BBB BPEAHH KOIHY-
ecCTBa.

Bcesika 0T 3aMHTEPECOBAHHUTE ABPKABU-WICHKH MOXKeE, TO-CIEIUATHO, J1a
IPEUIOKN B CHOTBETCTBHE C IIbpPBa AIMHES Ja OTKaKE M3AaBaHETO HA
paspellieHHe WIH Ja aJanTHpa YCIOBUSATa Ha pa3pelIeHHueTo, KOeTO
npeicron Aa  ObAe M3AANCHO 3a OWOLMI, ChIbpXKAL] AKTUBHO
BEIIECTBO, 32 KOETO Ce Mpwiarat wieH S5, maparpad 2 wiau uien 10,
naparpad 1.

2.  3auHTepecoBaHaTa [bp)KaBa-wiIeHKa IPEJNCTaBs Ha 3asBUTEI
MoJPOOHO H3JIOKEHHWE Ha MOTHBHTE 32 HCKaHETO Ha Jeporamus Ha
OCHOBaHUATA 1o maparpad 1 u ce cTpeMu Ja MOCTUIHE CHOpa3yMeHUE
ChC 3asBUTENA 10 MPEJIOKEHATa JAeporaus.

AKo 3aUHTepecoBaHaTa AbPKaBa-wICHKA HE € B ChbCTOSIHUE Ja IIOCTHIHE
CIOpa3yMEHHE CbC 3afBUTENA WM HE IOJIy4Yd OTrOBOp OT HETO B
pamkuTe Ha 60 [OHM clel NOpPEACTaBIHETO HAa M3JI0XKEHHETO, Ts
unpopmupa Komucusra. B TaxeB ciryuait Komucusra:

a) MOXe Jia MOUCKa OT ATCHIHUATA CTAHOBMIIEC OTHOCHO HAYYHHTE WU
TEXHUYECKUTE BBIPOCH, MOBOUTHATH OT 3asBUTENS WIM OT
3aMHTEpPECOBaHaTa IbpKaBa-4ICHKA;

0) mpuema pelieHHE OTHOCHO Jeporanusra B CBOTBEICTBHE C
mpolieypara Ha pasriekaaHe, ocoueHa B wieH 82, maparpad 3.

Pemrennero Ha Komucusita ce aapecupa n0 3aMHTECPECOBaHaTa AbprKaBa-
yiaeHka 1 Komucusita yBCAOMsBa 3asBUTCIIA 3a TOBaA.

3auHTepecoBaHaTa bpKaBa-4JicHKa B3eMa HEOOXOAMMHUTE MEPKHU Ja ce
cpoOpa3u ¢ pemenuero Ha Komucusita B pamkure Ha 30 mgHHM ciex
MOJy4aBaHE HAa YBEIOMIICHHETO.

3. Axo Komwucusita He e mpuena pelieHHe chriacHo maparpad 2 B
cpok ot 90 mHH, ciex Karo e Owia yBeJOMEHa B CHOTBETCTBHE C
naparpad 2, BTOpa ajMHes, 3aUHTEpecOBaHATa Ibp)KaBa-u4JICHKA MOXKE
Ja TIPWIOKH AEporanusaTa, IpeuioskeHa ChrilacHo maparpad 1.
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Jlokaro Tede mpoleaypaTa 1Mo HACTOSIINS YJICH, CPOKBT OT TPU TOJUHH
ciell jatata Ha 0n00OpeHHeTo, Toco4yeH B wieH 89, maparpad 3, mbpsa
aIUHes, 32 U3IBJIHCHUE Ha 3aJb/DKCHUETO HAa JbpKaBaTa WICHKA Ja
u3/aje paspelieHue 3a OMouua, CIupa aa Tede.

4.  Upes pmeporauus or wieH 32, naparpad 2 Abp:kaBa-4JIeHKa MOXE
Jla OTKaKe J1a U3/aje pa3pelieHus 3a MpoayKToBu Tumose 15, 17 u 20
BB3 OCHOBA Ha CHOOpPAKEHMS, CBBP3aHU C XyMAaHHOTO OTHOIICHUE KBHM
JKUBOTHHUTE. JIbpKaBUTe-wIeHKH HHPOpMHpAT He3abaBHO JpyruTe
IbpKaBH-wIeHKH W KommucusTa 3a BCSKO peIleHHe, B3eTO BBB BPB3Ka
C TOBa, U 3a HEroBaTa 0OOCHOBKA.

Ynen 38

CraHoBHIIEe HA ATeHIHATA

1. Axko Komucusara oTmpaBu MCKaHe CBIVIACHO WieH 36, maparpad 2
wy uneH 37, naparpad 2, AreHnusaTa AaBa CTaHOBUIIE B PaMKUTE Ha
120 nHM OoT narata, Ha KOSATO CHOPHHUAT BBIPOC € OWJI OTHECEH JI0 Hesl.

2. [Ipenu ma mame cTaHOBHIETO cH, ATEHIMATA JaBa BE3MOXXHOCT HA
3as4BUTEIN M, CIOpEZ Cilyyas, Ha IpUTEXaTels Ha pa3peuicHUETO Ja
TIPE/ICTaBA MHCMEHU OENeXKU B OMpeeNieH CPOK, He MO-AbIbr oT 30
JTHU.

AreHIMsATa MOXE BPEMEHHO Jla NMPEKbCHE CpOKa, MOCOYEeH B maparpad
1, 3a 1a MO3BOJM Ha 3asBUTEN WM Ha NPUTEXKATes HAa pa3pelieHueTo
J1a TIOATOTBAT TE3U OEJIEKKHU.

Ynen 39

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

1. Koraro B nasena nbpskaBa-ujieHKa HE € MOCTBIIMIIO 3asBIIEHUE 3a

W3/laBaHe Ha HAIMOHAJTHO pa3pelieHne 3a Ououui, KONTO Beue e
paspelieH B Jpyra Abp)KaBa-4wieHKa, O(pUIMaTHU WIM HAyYHH OPraHH,
KOMTO C€ 3aHMMaBaT C KOHTPOJI Ha BpPEAUTEIIUTE WIM C ONa3BaHE Ha
OOIIECTBEHOTO 3JpaBe, MOraT CbIVIACHO IIpoleaypara 3a B3aUMHO
IpU3HaBaHe, MpeBUAEHA B 4jeH 33, ¥ CbC ChIIACHETO Ha MPHUTEXKATEIs
Ha paspelieHue OT JpyraTa JIbp)KaBa-wiIeHKa, Ja MoJanaT 3asBleHUE 32
HALlMOHAJHO pa3pellieHHe Ha ChIIus OHOIMJ, ChC chIaTa ynorpeda u
CBITIACHO CBHIIHUTE YCIOBHUS 3a yIoTpeda KaTo BbB BBIIPOCHATA IbpiKaBa-
YJIeHKa.

3asBUTENAT TPsAOBA Aa JOKaxe, 4e yrnorpebaTa Ha mogo0eH Ououua ¢ B
MHTEpeC Ha ChOTBETHATa IbpKaBa-uICHKA.

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

2. Koraro KOMIIETEGHTHHMAT OpraH Ha 3aMHTEPECOBaHATa JbprKaBa-
YJleHKa CMETHEe, 4e OWMOLUMABT OTroBaps Ha YCJIOBHUATA, MOCOYEHH B
wieH 19, ¥ 4Ye ycloBHsATA 1O HACTOSIIUS WIEH Cca HW3MBIHEHH, TOH
paspeliaBa NpenoCTaBsSHETO Ha Masapa W ynorpebara Ha Ouornuna. B
TO3M CIIy4yail OpraHbT, MMOJAN 3asBICHHETO, UMa CHIIUTE TpaBa U 3a1b-
JOKEHHSI KaTO OCTAaHAJIUTE MPHUTEXKATEIM Ha paspellicHue.

Ynen 40

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

Ha Komucwusra ce npenocraBaT npaBoMOLIUATA Aa IIpUeMa Jelerupanu
aKTOBE B CHOTBETCTBHE C WiICH 83, C KOMTO J1a C€ YCTaHOBSBAT JOI'bJIH-
WTEITHH TNIPaBUJIa 32 MOJHOBSBAHE HA Pa3peUICHUNTA, KOMTO Ca MPEIMET
Ha B3aMMHO INIPH3HABaHE.
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Komucusra CbIIO TakKa HU3roTBid TEXHUYCCKH YKazaHUs, 3a Jla C€ YJICCHU
IpUIaraHeTo Ha HaCTosdMaTa rjiaBa, U Io-CIICUaIHO 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 na Cproza, koeto e m3mameHo or Kommucusita B CHOTB-
€TCTBUE C paslopen0OuTe Ha HACTOALIMA pasliel, € BAIUIHO B LENUS
Cpl03, OCBEH aKO HE € MOCcOo4YeHo apyro. To maBa chIIMTE NpaBa U
Hajara ChIOIMTE 3aJABJDKEHHS BBB BCSKA IbPKAaBa-WICHKa, KaKTO
HAIIMOHAJIHOTO pa3pelieHue. 3a KaTeropuure OWOUUAM, IOCOYCHU B
wieH 42, maparpad 1, 3agBUTENAT MOXe Ja IOAaje 3asBICHHE 32
paszpemicnne Ha Cplo3a KaTo alTepHATHBA Ha IOJAaBaHETO Ha
3asBJICHHE 33 HAIIMOHAJHO pa3pelleHHe W B3aUMHO NPHU3HABaHE.

Unen 42

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

1. 3agBuTenuTe Morar Ja TOAABAT 3asBICHUS 3a pa3pelIeHus] Ha
Cepro3a 3a Ovouuau, NMpU KOWTO YCIIOBHATA 3a TIXHAaTa yrnorpeba ca
cxonuu B 1enust Cbrlo3, ¢ U3KIIOUCHHE HAa OWMOLMAM, KOMTO ChABpPKAT
aKTUBHHU BEIIECTBa, IMOMAJany B 00XBaTa Ha WICH 5, U C U3KIIOYCHHE
Ha Te3u OT mpoaykroBu Tumose 14, 15, 17, 20 u 21. Pa3pemenue Ha
Chro3a MOke Ja Objie MPeIoCTaBeHO:

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

6) ot 1 stHyapu 2017 r. 3a OGuouuau 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. Komwucusra HU3rorBs JOKyMEHTH C
HACOKH OTHOCHO OIIPENENICHHETO 3a ,,CXOJHHU YCIOBHA 3a ymoTpeba B
nenust Cproz®.

3. Komwucusara npencrass Ha EBpometickus mapmamenT u Ha CbBera
JIOKJIal OTHOCHO MpPUJIaraHeTO0 Ha HacTosmus wieH 1o 31 aekeMBpu
2017 r. JoxmagbT ChObpKa OIEHKAa Ha M3KIIOYBAHETO Ha MPOIYKTOBU
tunose 14, 15, 17, 20 u 21 or pa3spemenuero Ha Chro3a.

AKO e HeoOXOIUMO, JOKIaAbT Ce MPUAPYXKaBa M MOAXOMAIIM IPEI-
OXKCHUsI, KOUTO J1a ObJaT MPUETH B ChOTBETCTBUE C OOMKHOBEHATA 3aKO-
HOJATENHA MPOLEAypa.
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Ynen 43

IMonaBane u BaJIvMIHpaHe Ha 3asiBJCHUATA

1. 3asBuTrenuTe, KOUTO XKENaAT Ja KaHAMAATCTBAT 3a pa3pellcHUue Ha
Ch103a B CHOTBETCTBUE C WieH 42, maparpad 1, mogaBar 3asBiICHHE 10
AreHuusTa, BKJIIOUYUTEIHO IOTBBpXKJEHHE, ue OWOLMABT IIe KMa
CXOOHM YCIOBHS Ha ymoTpeba Ha Teputopusita Ha Cplo3a, KaTo
nHpopMHUpaT ATCHIHATA 32 HAaUMEHOBAHUETO Ha KOMIIETEHTHHS OpraH
Ha JbpXKaBaTa-wWIeHKa, KOUTO MO TAXHO NPEJIOKEHHE Cle/Ba [a OLECHU
3asBIICHHETO, U MPEJOCTaBAT MUCMEHO MOTBBP)KACHHUE, Y€ TO3HM KOMII-
€TCHTEH OpraH IpueMa Ja To HarpaBd. T03M KOMIIETEHTEH OpraH e
OLICHABAILMAT KOMIIETEHTEH OpTaH.

2. AreHuusra uHQOpMHUpA 3asABUTENS 32 TAKCUTE, IBIDKMMHU CHIIIACHO
uieH 80, maparpad 1 U OTXBBpIIS 3asBJICHHETO, B CIIydail Ye 3asBUTEIIST
He 1iaTh Takcure B pamkute Ha 30 nuu. Ts yBenomsiBa 3asBUTENS U
OLICHABAIIA KOMIIETCHTCH OpraH 3a TOBa.

Cren noiryyaBaHe Ha TaKCUTE, IBDKUMU cbriacHo wieH 80, maparpad
1, AreHnuara mpueMa 3asBICHHETO M YyBEAOMSABA 3asBUTEIS U
OIICHSABAIINS KOMIIETCHTEH OpraH 3a TOBa, KaTO ITOCOYBA jJaTaTa Ha
IPUEMaHETO.

3. B pavkure Ha 30 AHH chel NpHEeMaHE Ha 3asABICHHETO OT
ATEHIIMATA OLCHSBAIIUIT KOMIICTCHTEH OpraH BaluAWpa 3asBICHUETO,
aKko e mojajeHa HeoOxoauMaTa wH(OpManus, nmocouyeHa B wieH 20.

BnbB Bpb3Ka C BaJIUAUPAHCTO, IOCOYCHO B II'bpBaTa aJIMHEA,
OLCHABAIIMUAT KOMIICTCHTCH OpraH HE IPpaBH OICHKAa Ha KadYe€CTBOTO
WIN Ha CBHOTBCTCTBUETO HA MPCACTABCHUTC NJaHHWU WM NOAKPCIIAIIN
JOKYMCHTH.

Cnen kato AreHUUsATa NpHEME JAJCHO 3asBJICHHE, BbB BH3MOXHO Haii-
KpaTbK CPOK OLICHSBAIIMAT KOMIIETEHTEH OpraH MHGOpPMHpa 3asBUTEIIS
3a Takcara, IB/DKHMa cbriacHo wieH 80, maparpad 2, M OTXBBPIISL
3asBJICHHETO, B Cllyyail ue Takcata Ha ObJe IuiareHa B cpok oT 30
nau. Toil yBenmomsiBa 3asBUTENS 3a TOBA.

4.  Korato oOneHsSBamMAT KOMIIETEHTEH OpraH CMETHE, 4Ye
3asBIICHUETO € HEI'bJIHO, TOM yBeIOMsBa 3asBUTENS 3a JOIBIHUTEIHATA
uH(popMaIys, HeoOX0AUMa 3a OLCHSABAHE HA 3asABJICHUETO, U ONpeess
pasyMeH CpOK 3a TojaBaHe Ha Ta3u WHQpopmaius. To3u CpoKk OOHK-
HOBEHO He HajBHmIaBa 90 IHH.

B PpaMKHUTE Ha 30 JAHU CJICO TI0JIy4aBaHC Ha JOIBJIHHUTCIIHATA
I/IH(l)OpMaI_[I/ISI OLCHABAIIUAT KOMIICTCHTCH OpraH BaJiuaupa 3asBJICHUCTO,
aKO CMCTHEC, Y€ noJgaacHara JOIBJIHHUTCIIHA I/IH(t)OpMaI.II/IH € JocCTarTb4Ha
3a Clla3BaHC Ha HU3MCKBAHCTO, IIOCOYCHO B naparpa(b 3.

AKO 3agBHTENSAT HE TMOJajAe H3WCKBaHaTa HHGpOpPMamus B CPOK,
OLICHSBAILMAT  KOMIIETEHTEH OpraH OTXBBPIS  3aABJICHHETO U
yBeOOMsIBa 3asBUTENS 3a TOBa. B TakbB cilyyall 9acT OT Takcara,
miareHa B choTBeTcTBUE ¢ 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
3asdBUTCIIA, AFEHLII/IHTB. U JPpYIruTe€ KOMIIETCHTHU OpraHu MU I0COYBa
JaraTa Ha BaJMJUPAaHE.

6. Pemenusta Ha AreHIMATa CbIVIACHO Maparpad 2 OT HacTOAIIUS
9IeH Morar ga ObJaT 00XalnBaHM B CHOTBETCTBHE C 4IeH 77.
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Ynen 44

OueHka Ha 3asiBJICHHATA

1. B pamxkure Ha 365 nHM clell BaIMIUPAHETO Ha JAJCHO 3asBJICHUE
OLICHABAILUAT KOMIIETEHTEH OpPIaH IO OLIEHSIBAa B CHOTBETCTBUE C WIECH
19, BKIIOUMTENIHO, CIOpeA ClIydas, U BCAKO MpPENIOKEHUE 32
aJlafiTUpaHe Ha M3MCKBAaHMATA 3a NPEJOCTAaBIHE HA JAHHM, NOJAJECHO B
CBOTBETCTBHE C WwieH 21, maparpa¢ 2, n m3mpaia JOKIaj 3a OleHKaTa
3aKJIIOYCHUATA OT HCA Ha AFCHLll/lHTa.

Ipenn ma mpeACTaBH 3aKIIOYEHHUATA CH Ha ATEHIHUSTA, OICHIBALIUAT
KOMIICTEHTEH OpraH MpeloCTaBs Ha 3asBUTENS BB3MOXHOCT Jia
TPEe/ICTaBH, B paMkuTe Ha 30 JHHU, THCMEHHU OEIeXKH 10 3aKIIOUCHHUAITA
OoT oueHkara. [IpM H3rOTBAHETO HA OKOHYATEJIHATa OIICHKA
OLCHABALIUAT KOMIICTCHTCH opraH HAOJIC)KHO B3€Ma Hpe}lBl/l}l TE3U
OEIEKKH.

2. Koraro ce okaxe, 4e 3a HM3BBPIIBAHETO Ha OICHKAaTa € HEo0-
XOoJuMa JOOII'bJIHUTCIIHA I/lH(i)OpMaIJ,I/Iﬂ, OLCHABAIIUAT KOMIICTCHTCH
OpraH WCKa OT 3asBUTEN Ja MpPeAOoCTaBH Ta3uw HHpopMamus B
paMKUTE Ha YCTAaHOBEH CPOK M YBEIOMsBAa ATCHIHMATA 32 TOBA.
TTocouenust B maparpad 1 cpok oT 365 nHM BpeMEHHO cChUpa Ja
Teue OT JaraTa Ha MCKAaHETO [JO JaraTa Ha IIOJlyyaBaHe Ha
uHpopmaiusaTa. BpeMeHHOTO crnipaHe obauye He HaAXBBPIsA obOmo 180
JIHH, OCBCH B M3KJIOUHMTENHH CIy4aW W KOTaro TOBa € OINpPaBAaHO OT
€CTECTBOTO Ha MOWCKaHAaTa WH(OPMAITHS.

3. B pamkute Ha 180 nHM ciex moiydyaBaHE Ha 3aKIIOYEHHSITA OT
olleHKaTa AreHUusATa U3roTBI M mpencrass mpen Komucusra
CTaHOBHILE OTHOCHO pa3pelllaBaHeTO Ha Ououuja.

B ciyuaii ye AreHumsATa mnpenopbuBa CHOTBETHHUST OHWOIM[ Ja Oble
paspelieH, CTAaHOBUIIETO ChIbp)Ka HA-MaJIKO CIEIHUTE €JIEMEHTH:

a) JeKiapanys Ialy ca M3MBIHCHH YCJIOBHUSATA, YCTAaHOBEHH B WieH 19,
naparpad 1, ¥ TpoekT 3a 00OOIICHHWE HA XapaKTEPHCTHKUTE Ha
OGuonuzia CHIVIACHO MOCOYEHOTO B WwieH 22, maparpad 2;

0) cropex ciaydvas, NoJpOOHOCTH OTHOCHO YCJOBHUSTA, KOMTO Clie/iBa Ja
Ce HAOXKaT 3a MPEeJOCTaBsSHETO Ha Ia3apa WM 3a yrnorpebara Ha
ouonuaa;

B) OKOHUATENHHs JIOKJIAJ 3a OLICHKaTa Ha OWOLUa.

4. B cpok or 30 mHuM cieq mnpegaBaHe HA CTAHOBHIIETO CH Ha
Komucusra, AreHnusTa mnpeaaBa Ha KomucHsITa, Ha  BCHYKH
opunmanan  e3uum  Ha Cpro3a, TMPOEKT 3a 0000lIeHHE Ha
XapaKTepPUCTUKUTE Ha OHOLUANTE B CBOTBETCTBHE C wWieH 22,
naparpad 2 cropen ciryvas.

5. Cnex momy4yaBaHe Ha CTaHOBHIIETO Ha Arenmusta Komucusta
npreMa WM perjaMeHT 3a W3IbJIHEHHEe, C KOHTO ce TpenocTaBs
paspemenne Ha Cbro3a 3a OMOIMIA, WIM pPEIICHHWE 32 U3ITBJIHEHHE, C
KOETO C€ IOCTAaHOBSBA, Y€ HE ce MpelocTaBs pa3penieHue Ha Chio3a 3a
O6uonmna. Te3n akToBe 3a M3NBJIHEHHE C€ NpHEMaT B CHOTBETCTBHE C
mpolleypara Ha pasriexIaHe, IocoueHa B wieH 82, maparpad 3.

I[lo wuckane Ha JgbpkaBa-wieHKka KomwucusitTa B3eMa pelIeHHE Ja
ajianThpa ONpeeiCHn YCJIOBUs Ha paspelieHue Ha Cblo3a KOHKPETHO
3a TEPUTOpUATA Ha Ta3W Jbp)KaBa-wieHKAa WIM Jla pel, 4Ye TOoBa
paspemicnne Ha ChlO3a He ce MNpuWilara Ha TEPUTOPUATA Ha Ta3M
Jbp)KaBa-uJIeHKa, TIPU yCJIOBUE Y€ TaKOBa MCKaHE MOXe jJa Obae oboc-
HOBaHO C €HO WM IMOBEYE OT ChOOpaKEHHsTa, MOCOYECHH B wiieH 37,
naparpad 1.
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PA3NET 2

Iloonoeasane na paspewenusa na Cvioza

Ynen 45

IlonaBane u npueMaHe Ha 3asiBJICHUSA

1. 3asgBnenuwero 3a TONHOBsIBaHE Ha pa3pemenne Ha Cbioza ce
rmojaBa OT NpUTEkKATeds Ha pa3pelleHHeTO WIM OT HEeroBo HMe [0
Arennusita noHe 550 mHM mpeau U3THYAHETO HA CPOKa Ha BAIUIHOCT
Ha pa3pelIieHueTo.

2. Ilpu mnopmaBaHe Ha 3asfBIEHUE 3a [IOJHOBSIBAHE 3asIBUTEIAT
HPe/CTaBs:

a) 6e3 nma ce 3acara wied 21, maparpad 1, CbOTBETHUTE [aHHH,
U3HCKBAaHHU ChINacHO wieH 20 U chOpaHU B NepHoja ciel IbPBOH-
QuUaJTHOTO pa3pelleHHe WIH, CHOpex CciIydas, ClIel IPeAUIIHOTO
MOJHOBSABAHE; U

0) oleHKa Jand 3aKIIOYCHUSITA OT MBbPBOHAYATIHATA WM IPEAMIIHATA
OllCHKa Ha OuWomuga ocraBaT BaJMIHU, KaKTO W BCAKAaKBa
uH(opMaysl B MOAKpENa Ha TOBA.

3. 3asBUTENIAT npeacrtaBd W HAWMMCHOBAHHMCTO Ha KOMIICTCHTHHUSA
Oprad Ha IbpXXaBaTa-4JICHKA, KOWTO TI0 HETOBO OPEIUIOKCHUE CIICABa
Ja OLCHH 3asaBJICHUCTO 3a IIOJAHOBABAHC, U IPEAOCTaBsA IIUCMCHO
IMOTBBPKACHUEC, Y€ TO3W KOMICTCHTCH OpraH Inpueéma ga Io HallpaBH.
To3u KoMIleTeHTEH Opran € OUCHABAIIUAT KOMIICTCHTCH OpraH.

Arennusta nadopmupa 3asgBUTENS 32 TAKCUTE, BDKUMH CHITIACHO YIEH
80, maparpad 1 U OTXBBpPIS 3asABICHUETO, B CIydall 4de 3asiBUTEIAT HE
wiati Takcure B pamkute Ha 30 nHu. Ts yBemomsBa 3asBUTENs U
OLICHSBAILUS KOMIIETEHTEH OpraH 3a TOBa.

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

4.  PemeHusTa Ha AreHIusTa ChriacHo maparpad 3 OT HACTOSIIHS
YyjeH MoraT Ja ObJaT o0KaJBaHW B CHOTBETCTBHE C 4ieH 77.

Ynen 46

OuneHka Ha 3asiBJIEHUATA 32 NMOJHOBSIBaHe

1. Bb3 ocHOBa Ha OICHKAa HAa HaJlM4YHATA WHQOpPMaNMs W Ha HEOO-
XOMMOCTTa Jia ce TpepasriiefaT 3aKIoYeHHATa OT IIbPBOHAYAIHATA
OLICHKAa Ha 3asBICHUETO 3a paspelieHne Ha Cblo3a wim, cropeq
cilydasi, NPEIUIIHOTO IIOJHOBsBaHe, B pamkure Ha 30 OHU cuexn
NIpUEMaHEeTO Ha 3asBJICHHETO OT AreHuMsATa CbhIVIACHO uieH 45,
naparpad 3 OLCHSBAIIMAT KOMIIETEHTEH OpraH pellaBa Jlaid B CBET-
JMHAaTa Ha CHBPEMEHHUTE HAyYHH IIO3HAHHS € HeoOXOoAWMa IThIIHA
OLICHKA Ha 3asBJICHUETO 3a IOJHOBSIBAHE.

2. Koraro oneHsBammsAT KOMIIETEHTEH OpraH peld, 4e € Heoo-
XOJMMa IThJIHA OLEHKAa Ha 3asBJICHUETO, OIICHKAaTa CE W3BBpIIBA B
CHOTBETCTBHE ¢ wieH 44, maparpadu 1 u 2.
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Korato oneHsBauaT KOMIETEHTEH OpraH pellid, 4e He € HeoOXoauMa
MbIHA OIEHKa Ha 3asBIeHWEeTO, B pamkure Ha 180 mHmM cren
MPUEMAHETO Ha 3asBICHHETO OT AreHUHMsATA TOW W3rOTBS M IpPEICTaBs
Ha ArcHIHUATAa MPENopbhKa 3a MOJHOBsABaHE Ha paspelieHueto. OpraHbr
MPEeJOCTaBsl Ha 3asBUTENS KOMHE OT CBOSATA IPENophKa.

Cren xato AreHuusTa mpreMe IaJeHO 3asBICHUE, BHB Bh3MOXKHO Haii-
KpaTbK CPOK OLEHSBALIMAT KOMIIETEHTEH OpraH MH(OpMHpa 3asBUTEIIS
3a Takcara, ABDKMMa chkriacHo wieH 80, maparpad 2, U OTXBBpIIA
3asBJICHUETO, B Cly4ail 4e TakCUTe He ObJaT IuaTeHd B cpok or 30
gHU. OLeHABAIMAT KOMIICTEHTEH OpraH yBeIOMsBa 3asBUTENS 3a TOBA.

3. B pamkure Ha 180 aHM cien moilyyaBaHe Ha MpENopbKa OT
OLICHSIBAIIUSI KOMIIETCHTEH OpraH ATEHIMATa M3TOTBS W TIPEACTaBs Ha
Komucusita craHOBHUILE OTHOCHO IOAHOBSIBAHETO HAa pPa3pelICHUETO Ha
Cnbro3a.

4. Cnen monyyaBaHe Ha CTaHOBHIIETO Ha AreHuusra Komucusra
mpueMa WIM periaMeHT 3a U3IBJIHEHHWEe 32 TMOAHOBSBAaHE Ha
paspemiennero Ha Cbro3a 3a OMOIMIA, WM pCIICHUE 33 H3MIbIHCHHE
3a OTKa3 3a IOAHOBsBaHE Ha paspenieHnero Ha Cwro3a. Te3w akToBe
3a HM3IBJIHEHHE Ce TPHEeMAaT B CHOTBETCTBUE C TNPOIEAypaTa Ha pasr-
JeKAaHe, ocoyeHa B wieH 82, maparpad 3.

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

5. Koraro mo mnpu4yMHH, He3aBUCENIM OT NpUTEeKaTeds Ha
paspemienne Ha Cpbo3a, HE € B3€TO PEIICHHE OTHOCHO IMOIHOBSBAHETO
Ha pa3pellIeHueTo Mpeay U3THYaHe Ha HerosaTa BanugHocT, Komucusra
HOAHOBSABA paspemieHuero Ha Cpio3a 3a CpoKa, HEOOXOAMM 3a IIPUK-
JIOYBaHE Ha OILEHKaTa IIOCPEICTBOM aKTOBE 3a H3IbIHEeHHe. Te3n
aKTOBE 3a U3IBJIHEHUE CE NpPUEMaT B ChOTBETCTBUE C MpOleaypaTa 1o
KOHCYJITUpaHe, MpelBuieHa 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 CHABPXKAMIOTO(MTE) ce B HETO aKTUBHO(M) BemecTBO(a), KOSATO
MOXE Jia TIOBJHs€ Ha pPa3pelleHHeTO, NMPUTESKATEIAT Ha pa3pelicHHe
He3a0aBHO YBEIOMSBA KOMIETEHTHHS OpraH, NpPEeNOCTaBWJI HAIMOH-
QIHOTO pa3pelieHre, M AreHIMATa WM, aKo CTaBa BBIPOC 3a
paspemienue Ha Cproza — Komucusita m AreHuusita. YBenomsiBa ce
IO-CIIEIHATHO 33 CIEAHOTO:

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

0) maHHM, YKasBallM TOTCHLWala Ha aKTHUBHOTO BELIECTBO JIa
NPEN3BUKBA PE3UCTEHTHOCT;

B) HOBU JaHHM WM MH(OpMalHMs, YKa3Balld, 4Y¢ OUOLUABT HE € JOCT-
aThYHO €(EKTHBEH.

2. KowmmeTeHTHHAT oOpraH, W3Aajd HAIMOHAIHOTO pa3pelleHue, WU
aKko craBa BBIIpOC 3a paspeuieHue Ha Cprlo3a — AreHUMATa, MpOyyBa
JAJId CEe Hajara paspelieHHeTo Ja ObJe W3MEHEHO WM OTMECHEHO B
CBHOTBETCTBHE 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 BCHUKY TOJOOHN JaHHH MIIH WHPOPMAIIHS,
KOHTO I10JTy4aBa.

KoMmrieTeHTHHTE OpraHd Ha [bPKABUTE-WICHKH, W3IaIH HAIMOHAIHO
pa3pelieHre 3a ChIMs OHOLMI CHIVIACHO MPOILEAypaTa 3a B3aHMHO
NpU3HABaHe, MPOyYBaT [ald C€ Hajara paspelieHHeTo maa Obae
HU3MEHEHO MM OTMEHEHO B ChOTBETCTBHE C wWieH 48.

Ynen 48
OTMsiHA WM U3MEHeHHe Ha pa3pellieHue

1. Be3 nma ce 3acsrar pasnmopendute Ha 4ieH 23, KOMIETCHTHHSAT
Opran Ha JajJeHa Jbp)KaBa-WICHKAa WM, aKo CTaBa BBIPOC 3a
paspemenue Ha Cbroza — Komucusara, MoraT mo BCSIKO BpeMe Ja
OTMEHSAT WJIM M3MEHAT M3IAJCHO OT TIX paspelleHue, ako CueTaT, 4e:

a) yCIIOBHSTA, MOCOYCHH B WieH 19, Wik, KOraTto € MPHIOKHMO, B WICH
25, He ca W3IbIHEHH;

0) pa3pelIeHHeTo ¢ M34aJeHO Bb3 OCHOBA HA HEBSPHA MM MOJABSKAAIIA
UHpOPMALUS; WK

B) NPUTEKATCIIAT Ha Pa3pCHICHUETO HE € CIIasuJl CBOUTE 3aAbJIKCHUS
CBbIJIaCHO PAa3pCIICHUECTO WM HACTOAIIUA PETIIaMCHT.

2.  Koraro KOMNETEHTHHSAT OpraH WM, aKO CTaBa BBIPOC 32
paspeuienue Ha Cproza — Kommucusara, Bp3HamepsiBa Ja OTMEHU WIIH
M3MEHU MaZieHO pas3pellieHne, TOH/TS yBeIOoMsBa IpPHTEXaTesls Ha
paspelieHueTo 3a TOBa, KAaTO My HpPEAoCTaBi BB3MOXKHOCT J1a
NpEeACTaBU OCNEeKKH WM AONBIHWTENIHAa MHGOpPMAlMsi B PaMKHTE HA
ompezneneH cpok. [Ipu B3emMaHe Ha OKOHYATENHOTO CH pEIICHHE
OLICHSBAIIMAT KOMIIETEHTEH OpraH WIH, aKo cTaBa BBIpPOC 3a
paszpemenne Ha Cpioza — Komucusita, HaiexHO B3eMa MPEIBUI
Te3U OENEeXKH.

3.  Koraro KOMIETEHTHUST OpraH WIH, ako CTaBa BBIPOC 3a
paspemienne Ha Cpioza — Komucusita, OTMEHH WIM U3MEHHU
paspemieHMe B CHOTBETCTBHE C maparpad 1, Toi/Ta yBemomsBa
He3a0aBHO MpHUTEXATENsd Ha Pa3pelICHUETO, KOMIIETCHTHUTE OpraHd Ha
IpYTHTE JbpKaBU-WICHKH U, criopen ciydas, Kommucusra.

KoMnereHTHHTE OpraHu, M3Aajd paspelieHus ChIVIACHO Npoueaypara Ha
B3alMHO IIPU3HABaHE 3a OUOLIUAY, 32 KOUTO Pa3PELICHUETO € OTMEHEHO HIIH
U3MEHEHO, B paMKuTe Ha 120 1HU OT HOTU(UKAIUATA CHOTBETHO OTMEHST
WY U3MEHAT paspelleHus|Ta 1 yBegomsaBaT Komucusra 3a ToBa.

B cnydail Ha Hechriiacme MeXIy KOMIIETCHTHHUTE OpPTaHH Ha HIKOH
Ibp)KaBU-WIEHKH  OTHOCHO  HALIMOHAIHUTE  Pa3pelleHHs, KOWUTO
MoJJIe’KaT Ha B3aUMHO NpPH3HABaHE, MpPEABUACHNTE B wieHoBe 35 u 36
TIpOLIelypH C€ Tpuiarar mutatis mutandis.

Ynen 49

OrMsiHa Ha pa3pelieHHe M0 WCKAHE HA MOPHUTEXKATeNs] Ha
pa3penieHHeTo

[Tpu MOTHBHpPAHO UCKAaHE OT IPHUTEKATENS HA Pa3perieHNe KOMIIETSHTHUST
opraH, U3Jajl1 HallMOHAJIHOTO pa3pelleHue WK, B cIy4ail Ha pa3pellieHue Ha
Crio3a — Komucusita, oTMeHs1 paspenieaneTo. B cioywaii ye mckaneTo ce
oTHacs 3a paspeuieHue Ha Cbro3a, TO ce 1oAaBa 10 AreHuusTa.

Ynen 50

H3veHeHne Ha pa3spelieHHe M0 HCKAHe HA MNPHUTEXATedsl Ha
pa3penieHHeTo

1.  V3MmeHeHHs B yCIOBHUSITA Ha Pa3pelIEHHETO CE BHACSAT SAUHCTBEHO OT
KOMITETEHTHHSI OpraH, KOWTO € U3/1aJl pa3pelIeHUETO 3a BBIPOCHUS OHOLIU,
WJIH, aKO CTaBa BBIPOC 3a pasperienne Ha Crio3a — ot Komucusra.
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2. Ilputexxaten Ha paspelieHue, KOWTO HCKa Ja IPOMEHHU
nHpopManus, mojaieHa BbB BPB3Ka C II'BPBOHAYAIHOTO 3asBICHHUE 32
paspeleHue Ha OHOIM/A, N10J1aBa 3asiBICHUE 10 KOMIETEHTHUTE OpraHu
Ha CBHOTBETHHUTE IHPKABU-WICHKH, KOHTO Ca DPa3pelIId BBIPOCHUS
Owornma wiIM, ako cTaBa BBIPOC 3a paspemieHne Ha Cpro3a — 70
Arennusta. Te3n KOMIIETEHTHM OpraHd pellaBaT, WM, aKo CTaBa
BBIIPOC 3a paspemienne Ha Cpro3a — AreHmousra mpoBepsBa, a
Komucusra pemaBa ganu yciaoBHATa ChINIACHO wieH 19 wmimM, xorato e
MIPUJIOKIMO, CBITIACHO WiIEH 25, MpOIbDKaBaT Jla ca CHa3eHd W Jajd
yCIIOBHSATa Ha pa3pelIeHueTo TpsaOBa Ja ObJaT U3MECHEHH.

3asBIEHHETO Ce MPUIPYKaBa OT TAKCUTE, IBIDKAUMHU ChriacHO wieH 80,
naparpapu 1 u 2.

3. H3menenue Ha CBIICCTBYBAIIO pa3pC€lICHUEC IIolaJga B €JHa OT
CJICAHUTE KaTCropmu NMPOMCHHU:

a) aIMMHHCTPaTHBHA MPOMSHA;
0) He3HauMTENHA MPOMSHA; WIH

B) 3HAYUTENHA MPOMSHA.

Ynen 51

IoapoOuu npasuia

C ormen ocurypsiBaHe Ha CbIJlacyBaH IIOJXOJ IO OTHOIICHHWE HA
OTMSHaTa M M3MEHEHMETO Ha paspemieHusta Komucusra ompenens
MOAPOOHU TIpaBWIIa 3a MpHJaraHeTo Ha 4wieHoBe 47—>50 mocpeacTBOM
aKTOBE 3a M3IbJIHEHHE. Te3M aKTOBe 3a M3IIBJIHEHHE C€ IpHeMaTr B
CBOTBETCTBUE C TIpoOIlelypaTa Ha pas3riexJIaHe, MMOcoYeHa B uieH §2,
naparpad 3.

[locouenure B mbpBaTa ajgMHEs OT HACTOSIIMS 4JIEH IIpaBUIa ce
OCHOBABAaT, Hapeja C APYroTO, HA CIEJHUTE MPUHIIMIIU:

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

6) 3a HC3HAYUTCIHHU IIPOMCEHU CC€ ONPEHACiid CBHKPATCH CPOK 3a OLICHKA;

B) B Cilyyall Ha 3HAUWTCIHU IIPOMEHHM CPOKBT 3a HW3BHPIIBAHE Ha
OLICHKa € MPOIOpPIHOHAJCH HA Mamiabda Ha HpejiaraHata IpOMsHA.

Ynen 52

IIpexonen mepmon

HesaBucumo ot pasmopendute Ha wieH 89, KOraro KOMIIETEHTHHST
OpraH WIH, aKO CTaBa BBIPOC 3a OMOLMJ, pa3pelleH Ha pPaBHHUILETO
Ha Cpioza — Kowmmcusara, OTMEHH WIH W3MEHH NaJeHO pa3pelleHue,
WJIM PeIH Ja He IO MOJHOBSBA, TOW/TS MPEJOCTaBs MPEXOJICH MEpUo/ 3a
MpefoCTaBsiHE Ha Ta3apa W ynoTpeba Ha CHINECTBYBAIIUTE 3aIlacH,
OCBEH aKo IPOJbIDKABALIOTO IPENOCTaBSHE Ha Iazapa WIM yHoTpeda
Ha Omomuaa OWxXa MpeICTaBIIBAIN HENPHEMIIMB PUCK 3a 3IpaBeTO HA
XOopara, 3JpaBeTo Ha XMBOTHHUTE WJIM 32 OKOJIHATa Ccpeja.

[Ipexoguusar nepuon He HaaxBbpysd 180 1mHM 3a mpenocTaBsSHETO Ha
nasapa M JONBJIHUTEICH MakcuMasieH cpok oT 180 aHu 3a ynorpebara
Ha CBIIECTBYBAIIUTE 3allaCh OT CHOTBETHUTE OMOLIUIN.
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vB
TJIABA X
IMAPAJIEJIHA ThPT'OBHUSL
Ynen 53
ITapanesHa Thpropus
M3
1.  Upes meporamus oT wieH 17, KOMIETEHTEH OpraH Ha Abp)KaBa
wieHka (,,Jbp)KaBa 4WIEHKa Ha BBbBEXAaHe) JaBa, [0 HCKaHE Ha
3asiBUTEJIS, Pa3pEIIUTEIHO 3a TapaliellHa THProBHA C JaJicH OWOLu,
KOHTO € paspelleH B JApyra JbpXaBa wwieHKa (,,Jbp)kaBa YiICHKa Ha
npousxon™), 3a na ObAe mpeniaraH Ha Tmaszapa W yHOTpeOsBaH B
Ibp)KaBaTa WICHKA Ha BBBEXKJAHE, aKO IPELEHH, B CHOTBETCTBHE C
naparpad 3, 4e OHMOLUMIBT € HUAEHTUYCH C OHOLMA, KOHTO Bede e
paspelieH B Abp)KaBaTa-wieHKa Ha BBBEXAAHE (,,pedepeHTHHAT HPOI-
yKT®).
VB

3asBUTENAT, KOHTO Bb3HaMepsBa Ja IyCHe OuouMIa Ha Maszapa B
I'bp)KaBaTa-4JeHKa Ha BBbBEXKIAHE, 110/1aBa 3asBJICHUE 32 Pa3pELIMTEHO
3a mapajesHa ThPrOBHs 10 KOMIIETEHTHHUS! OpraH Ha Jbp)KaBaTa-4JeHKa
Ha BBbBEKIAHE.

3asBlIEeHMETO ce IpujApyXaBa OT IocoyeHaTa B maparpad 4
uHpOpMaIMs W OT BCSKakBa apyra uH(popMmainus, HeoOXoauMa la ce
JOKaXxxe, dYe OWOIMIBT € WICHTHYCH C peepeHTHHS IIPOIYKT,
CBIJIACHO OIpe/eNICHHeTo B maparpad 3.

2.  Korato KOMIIETEHTHHAT OpraH Ha [Jbp)KaBaTa-wIeHKa Ha
BBBEXK/AHE IpELEeHH, Ye JaJieH OMouua € WACHTHYEH C pedepeHTHUs
HPOIYKT, TS JaBa Pa3pelliuTEeNHO 32 MapajieNiHa THProBUs B PaMKHUTE Ha
60 nHU crex Mody4yaBaHE Ha TaKCHTE, OBDKUMH cbriaacHo wieH 80,
naparpadg 2. KommnereHTHHSAT oOpraH Ha JbpKaBaTa-4iICHKAa Ha
BBBEXK/IAHE MOXKE J1a M3MCKA OT KOMIIETEHTHHS OpraH Ha JIbpKaBaTa-
YJieHKa Ha MPOU3XO0J JOIMbJIHUTENHA MH(OpMalus, HeoOXoauma na ce
ompeAeny Aand TPOAYKTHT € HICHTHYEH C pedepeHTHHUs IMPOIYyKT.
KomnereHTHUST OpraH Ha Jbp)kaBaTa-4JeHKa Ha MPOM3XOJ] MPEAOCTABS
u3ncKkBaHata MHGOpMalys B paMkuTe Ha 30 JHH cienl MojydaBaHe HA
HCKaHEeTO.

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

a) MNpous3BE€ACHN Ca OT ¢€JHa Hu Cbhbllla KOMIIaHHUA, OT acCOUHMHUPaAHO
NpEeANPUATUE WIN 110 JIMICH3 B CHbOTBETCTBUEC C CAMH U CBHUI IIPOU3-
BOACTBCH IIPOIICC,

0) UMaT WACHTHYHA crielM(UKAUS ¥ ChIAbPKAHHE MO OTHOIICHHE Ha
aKTHBHUTE BEIECTBA, KAKTO W Ha BHIA (POPMYIIAIHs;

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

F) COIHAKBH Ca WIM Ca CKBUBAJCHTHU II0 OTHOIICHHEC Ha pa3Mepa,
Marepuajia uin (1)opMaTa Ha OIIaKOBKarTa, C OrjicJy Ha IMOTCHIIMAJIHOTO
BpPCAHO BB3JICUCTBUE BBPXY 0e30IacHOCTTa Ha IpoAayKTa 3a 3ApaBETO
Ha Xopara, 34paB€TO Ha XMBOTHUTEC WUJIM 3a OKOJIHaTa Cpclaa.

4. 3asBICHHETO 3a HU3aBaHE Ha pa3pCIIMTCIIHO 3a IapajieiiHa
ThpProBusi CbAbpiKa CJICAHaTa I/IH(l)OpMaI_[I/IH " CIICMCHTH!

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

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

B) M€ M aJpec Ha MpHUTEXAaTelld Ha pa3pelIeHUETO B JIbp)KaBaTa-
YIEHKa Ha MPOM3XOL;
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I) OpUTHMHAJIEH €THUKEeT U YKa3aHMs 3a ynorpeba, ¢ KOUTO OMOLUABT ce
pasnpocTpaHsBa B AbpKaBaTa-wieHKa Ha IPOU3XOA, aKO TOBa Ce
CUMTa 3a HEOOXOAMMO 3a Da3rIekKIAaHETO OT KOMIETCHTHUS OpraH
Ha JbpiKaBaTa-4IeHKa Ha BbBEXKIAHE;

) UME U aJIpeCc Ha 3asiBUTEJIS;

€) HauMEHOBaHWe, KoeTo 1Ie ObJe JageHo Ha Ouomuza 3a
Pa3NpOCTPaHEHHETO My B AbpiKaBaTa-yJeHKa Ha BbBEXKIAHE;

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

3) MOCTpa Ha 61/10111/111a, KOUTO € NpE€aAHAa3HAYCH 3a BBBEXKIAHC, aKO
KOMIICTCHTHUAT OpraH Ha AbprKaBaTa-4JICHKa Ha BBBCKIAHC CHUTA
TOBa 3a H€06XOIII/IMO;

1) HAaMEHOBAaHWE Ha peepeHTHHUs NPOAYKT U HOMEp Ha pa3pelIeHHETO
B JIbpKaBaTa-4JIeHKa Ha BbBEXKIaHE.

KoMIEeTeHTHUAT OpraH Ha Ibp)KaBaTa-uwieHKa Ha BBBEKIAHE MOXE Ja
M3MCKAa NPEBOJ Ha CHOTBETHATA YacT OT OPUTHHAJIHUTE YKa3aHHS 3a
yrnotpeba, mocoueHu B OykBa T).

5. PaspemieHmero 3a mapajienHa THPrOBHUS IIOCTAHOBSIBA ChHIIUTE
YCIOBHS 3a NPEAOCTaBIHE Ha Masapa M 3a yHoTpeda KaTto Te3H OT
pa3peleHneTo Ha pedepeHTHHS NPOAYKT.

6.  Paspemenuero 3a mapajnenHa THProBHUs € BaJHIHO 3a CBHIIHS CPOK,
3a KOWTO € BaJHIHO pa3pelIeHueT0 Ha pe(epeHTHHs MpOIyKT B
J'bp)KaBaTa-4JICHKa Ha BBBEXKJAHE.

AKo mpuTeXaTelAT Ha paspelleHHe 3a peepeHTEH HPOILYKT I0Aaze
3asiBJICHUE 3a OTMsIHAa HA Pa3peLICHHETO B CHOTBETCTBHE C wWieH 49 n
aKO M3WCKBaHUATA Ha wWieH 19 mpommsinkaBaT ga ca CIA3eHH, BaIUI-
HOCTTa Ha pa3pelIMTENHOTO 3a [apajleliHa ThProBUs H3THYA Ha
JaTaTa, Ha KOSTO HOPMAIHO OM H3TEKBJl CPOKBT Ha Pa3pelICHHETO Ha
pedepeHTHUs IPOIYKT.

7. bes ma ce 3acsrar cnenUanHUTE Pa3NopeadM Ha HACTOSIIMS YJIEH,
wieHoBe 47—50 u rtmaBa XV ce mnpunarat mutatis mutandis 3a
Owonmay, mpeylaraHd Ha Ta3apa ChIJIACHO pa3pelleHHeTo 3a
rapajiejiHa ThProBus.

8. KomnerenTHusar OpraH Ha AbprKaBaTa-4JICHKAa Ha BbBCKIAHE MOXKE
Ja OTTerIM JaJeHO pa3pelieHHe 3a MapajeliHa ThProBUS, aKo
paspelieHneTo 3a BbBEACHHS OWOUNA ObAe OTTErJeHO B Abp)KaBaTa-
YJICHKa Ha MPOM3XO0J OT ChOOpaXKeHHUs 3a 0€30IaCHOCT WK e(hUKACHOCT.

I'IABA XI
TEXHUYECKA PABHOCTOMHOCT

Ynen 54

OueHsiBaHe Ha TeXHUYeCKaTa paBHOCTOﬁHOCT

1. Koraro e HeoOXOQMMO Ja ce YCTAHOBH TEXHHYECKAaTa pPaBHO-
CTOWHOCT Ha aKTHBHHTE BEIIECTBA, JIUIIETO, KOCTO JKEae Ja yCTaHOBH

TakaBa pPaBHOCTOWHOCT  (,,3asBUTENAT), TOJaBa 3asBJIIEHHE [0
Arennusra.
2. 3asBUTENAT MPENOCTaBs BCHUYKU JaHHU, U3MCKBAHU OT ATCHIMSTA

3a OIICHABAHC Ha TCXHHUYCCKaTa paBHOCTOﬁHOCT.
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3. ArecHuusTa yBEIOMSBA 3asBHUTEIIS 38 TAKCHTE, IBJDKUMHU ChIIIACHO
wiedH 80, maparpad 1, W OTXBBpIS 3asABJICHUETO, B CIOy4yaid de
3asBUTENIAT HE IUIaTH Takcute B paMmkurte Ha 30 nuu. Ts yBemomsiBa
3asBUTENS 32 TOBA.

4.  Cnem xato JnaZe BB3MOXXHOCT Ha 3asgBHTENS Ja MPEICTaBU
Oenexxku, AreHuusTa B3eMma peuleHHe B pamkuTe Ha 90 nHU cnen
npreMaHe Ha 3asBICHHETO, MocoueHo B maparpad 1, m ro cpoOuiaBa
Ha JIbp)KaBUTC-WICHKH M HA 3asSBUTEIIS.

5. Koraro cmnopen AreHmusra € HeoOXomuMa JOIBIHUTEIHA
uHdopmals 3a OLEHsBaHE Ha TEXHUYECKaTa PaBHOCTOHHOCT,
ATeHIHUATa WCKa OT 3asBUTENS Ja NPEeNOCTaBU TakaBa MHpOpManus B
CPOK, OIpenelieH OT ATEHIUATa. ATEHIMATAa OTXBBPJIS 3asBICHHETO,
aKo 3asgBUTEISIT HE TMpefaje MAONBbJIHMTENHAaTa WHGOpMamus B
onpenenenust cpok. Ilocouenusar B maparpad 4 cpox or 90 auu crmpa
Jla Tede OT JaTaTa Ha OTIPaBsIHE Ha MCKAHETO /0 JaTaTa Ha MOJy4aBaHe
Ha uH(popmarmara. CriupaneTo He HaAXBBPist 180 ITHH, OCBEH aKo HeE €
OIIPaBAaHO OT €CTECTBOTO Ha IIOMCKAHUTE NaHHM WIM IpPU HU3KII0Y-
UTETHU OOCTOSTEJICTBA.

6. TIpu HeoOXOAMMOCT ATEHIMITA MOXE Ja C€ KOHCYJITHpA C KOMII-
€TCHTHHS OpTaH Ha JbpXKaBaTa-4IeHKa, KOMTO € JeicTBal B KaueCTBOTO
Ha OIICHSBAII KOMIETCHTEH OpraH 3a OLEHKAaTa HAa aKTHBHOTO BEIECTBO.

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

8.  AreHnwmsara m3paboTBa TEXHHYECKH YKa3aHHS, 32 J1a YIECHH IPHUII-
araHeTo Ha HACTOSIIMS 4JICH.

TJIABA XII
JEPOTALIIH

Ynen 55

Jleporanusi 0T U3UCKBAHUATA

1.  Upes nmeporarus oT pasnopeadute Ha wieHoBe 17 u 19 kommere-
HTHUST OpraH MOXKE Ja pa3pelid 3a CPOK, He MOo-Ibiaer oT 180 mHw,
MPEJOCTaBSIHETO Ha Maszapa WM ynorpebara Ha OWOLUA, KOWTO He
W3MBJIHABA YCIOBHATA 3a H3JaBaHe Ha pa3pellieHHe, YCTaHOBEHH B
HACTOSIIMS PErJIAMEHT, 3a OrpaHMYeHa M KOHTPOJHMpaHa ymotpebda,
0] HaJ30pa Ha KOMIIETEHTHHS OpraH, ako TakaBa MspKa € HeoOXonmuma
TOpaJy OMACHOCT 32 OOLIECTBEHOTO 3/paBe, 37PABETO HA KMBOTHHUTE
WIM 3a OKOJHaTa cpela, KOATO He MOXKe Ja ObAe OorpaHuyeHa Io
IpyT Ha4HH.

KoMnereHTHUAT oOprad, IIOCOYEH B DIbpBa alMHes, He3a0aBHO
yBEOMsABAa JpPyruTe KOMIETEHTHM opraHu u Kommucusara 3a cBOeTO
JelicTBUE M 33 OCHOBaHMATa 3a Hero. KoMmmeTeHTHHAT opraH
He3a0aBHO YBeIOMsBa JPYIMTE KOMIIETEHTHH opraHu u Komucusara 3a
OTMSHaTa Ha TAaKOBA JICHCTBHE.

B3 ocHOBa Ha 00OCHOBAaHO HCKaHE OT KOMIIETEHTHHS OpraH
Komucusra pemiaBa He3a0aBHO U MOCPEACTBOM aKTOBE 3a M3IIBIHEHHE
Jaad W MpH KaKBU YCIOBHS NEWCTBHETO, MPEANPUETO OT TO3U KOMII-
eTeHTEH OpraH, MOXe Ja Oblie MPOIBIDKEHO 3a CPOK, HE MO-IBIBI OT
550 nuu. Te3u akToBE 3a M3MBJIHEHHE CE€ NMPHUEMAT B CHOTBETCTBHE C
mpolelypaTa Ha pasriexkIaHe, ocoueHa B wieH 82, maparpad 3.
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2. Upes peporamus oT pasnopeadbure Ha wieH 19, maparpad 1, Oyksa
a) W J0KAaTO NaJeHO aKTHBHO BEIIECTBO HE OBble 0J0OPEHO, KOMIeTe-
HTHUTE oprann W KomumcusTta MoraT Ja paspeliaBarT 3a CpOK, HE MO-
IOBIIBI OT TPH TOAMHH, IPEAOCTABSIHE OUOLMA, ChABPIKAIL HOBO AaKTHBHO
BEIECTBO.

TakoBa BpeMEHHO pa3pelleHHe MoXe 1a Ob/e M3JaJeHO CaMo aKo Clel
OLIEHKAa Ha JOCUETaTa B CHOTBETCTBUE C WIEH & OLEHABAILUAT KOMII-
€TeHTEH OpraH € MpeACTaBHI INpernopbka 3a OmoOpsBaHEe Ha HOBOTO
aKTHBHO BEIIECTBO M KOMIIETEHTHHUTE OPTaHH, IOJNYYHIH 3asBICHHETO
32 BPEMEHHOTO pa3pelleHue, WM, aKo CTaBa BBIPOC 33 BPEMEHHO
paspemenne Ha Cpio3a — ATeHNHATA, MPELEHST, Y€ Ce OYaKBa, 4e
OuoLuabT OTroBapsl Ha M3MCKBaHUATA o wieH 19, maparpad 1, 6ykBu
0), B) U I), KaTo ce B3eMaT NpE/BU]] MOCOYCHHUTE B WieH 19, maparpad 2
(hakropu.

Axo Komucusita pemmn 1a He 0100pu HOBOTO aKTHBHO BEIIECTBO, KOMII-
€TCHTHUTE OpraHd, IPEJOCTAaBWIIM BpPEMEHHOTO pa3pelleHue, WiIn
Komucusita oTmMeHsT TOBa paspelieHue.

Koraro npu ustnuane Ha tpuroaumzus cpok Komucusta Bce orie He €
npuena pemeHue 3a oJ00psBaHe Ha HOBOTO aKTHBHO BEIIECTBO, KOMII-
€TeHTHUTE OpraHH, M3Jajli BPEMEHHOTO paspelieHue, wiu Komucusra
MoraT J1a yIbJDKaT CPpOKa Ha BPEMEHHOTO pas3pelleHHe 3a MEepuoj, He
MOo-ABJBI OT €AHa roJAuvHa, MpU YCJIOBHUEC Y€ MMa CEPHUO3HU OCHOBAHUSA
Ja ce CMsTa, 4e aKTHUBHOTO BELIECTBO INE OTroBaps Ha YCIOBHUATA,
npeaBuieHn B wieH 4, maparpad 1, wim — crnopen ciydyas — Ha
ycioBuATa 1O uwieH S5, maparpad 2. KoOMIETGHTHHTE OpraHw,
VABIDKWIM CpOKa Ha BPEMEHHOTO pa3pellieHHe, YBEAOMsSBAT 3a TOBa
JpyTUTe KOMIIETEHTHHU opranu u Kommucwusra.

3. Upes meporaums ot wieH 19, maparpad 1, Oykea a) Komucusita
MOXK€ NIOCPEACTBOM aKTOBE 3a HM3IIBJIHEHHE J1a MO3BOJIM Ha IbpKaBa-
YIeHKa pa3pelIaBaHeTo Ha OHMONNI, CHIBpXKAI] AKTHBHO BEIIECTBO,
KOETO HE € Of00peHo, IpU YCJIOBUE Y€ TOBA AKTUBHO BELIECTBO € OT
BAKHO 3HAUCHHE 3a OIA3BaHETO HAa KyNTYpHOTO HACIEACTBO U HE
CBLIECTBYBAT MOJIXOIIM alTepHATUBU. Te3U aKTOBE 3a U3IbIHEHUE
ce TpueMaT B CBOTBETCTBHE C IHpolexypaTra IO KOHCYITHUpPaHE,
npeaBuieHa B wieH 82, maparpad 2. JIbprkaBa-dlIeHKa, KOATO >Kelae
Ja TONy4Yd TakaBa Jeporaius, HojaaBa 3asBieHHe 1o Kommucusara u
IIpeJIcTaBs HaJJIexkHa 00O0CHOBKA.

Ynen 56

HayunouscienoBaresicka u pa3BoiiHa JeifHOCT

1.  Upes neporanusi oT wieH 17 ONUT WIM U3MUTBAHE 3a IIEIUTE HA
HayYHUTE H3CIEABAaHHUS WIH HaydYHOHM3CJIEIOBaTelICKaTa W pa3BOiHA
NEHHOCT, CBBp3aHa C MPOAYKTH W TPOLECH, MPU KOUTO CE€ H3IOJI3BA
HepaspemieH  OMOIMI  HJIH  HEOJOOpPEHO  aKTHBHO  BEIIECTBO,
TpeHa3HAYeHO HM3KIIOUUTEHO 32 M3MOJ3BaHe B OHOIMA (,,OMUT" WK
»M3MUTBaHe "), MOraT Ja C€ MPOBESXKAAT E€JUHCTBEHO MNPHU YCIOBHATA,
MPEABUACHH B HACTOSIIHS YJICH.

Jlunara, KOUTO M3BBPIIBAT ONMUT WM H3IUTBAHE, CBCTABAT H
MOAABP/KAT NHCMEHA JOKyMEHTAalMsA, IOCOYBAlla HMICHTHUYHOCTTa Ha
Ouonuia MIM aKTUBHOTO BEIECTBO, JAHHUTE Ha ETHKETHTE, J0CTa-
BEHUTE KOJIMYECTBA M HMEHATa M aJpPECHTe Ha JMIATa, KOWTO
HojlyyaBaT OuoLUJa MIM AaKTUBHOTO BEIIECTBO, U U3LOTBAT JIOCHE,
ChABPIKALIO BCHYKH HATWYHH HAaHHH OTHOCHO BB3MOXHHTE e(eKTH
BBPXY 34paBeTO Ha XOpaTa MM Ha JKMBOTHHTE WIM OTHOCHO
BIIMSTHUETO BBPXY OKOJHATa cpena. Te mperocTaBAT Ta3u MHOpManus
Ha KOMIIETEHTHHUS OpPIaH IIPH IOMCKBaHE.
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2.  Bcesko nume, KOETO Bb3HaMepsBa Ja U3BBPIIM ONUT WIU
M3NHATBaHE, KOETO BKIIIOYBA WM MOXE fAa IOBeAe [0 OTACNSIHe Ha
OuoLu B OKOJIHATA Cpela, MPEIBAPUTENIHO YBEIOMSBA KOMIIETEHTHUS
OpraH Ha JbPXKaBaTa-WwICHKa, B KOATO I CE U3BBPIIN ONUTHT HIH
U3MUTBAHETO. YBEJOMIIEHUETO BKIIOUBA HIEHTUYHOCTTA Ha OHoLUAA
WIN aKTUBHOTO BEIIECTBO, JAHHHUTE 3a €TMKETHPAHETO U JOCTaBEHUTE
KOIMYECTBA M BCHYKH JAHHHM HA PA3IOJIOKEHHE OTHOCHO BB3MOXKHOTO
Bb3/IeiicTBHE BBPXY 3/ApaBETO Ha XOpaTa WJIM Ha >KUBOTHUTE, WIU
OTHOCHO BB3JCHCTBHETO BBPXY OKONHAaTa cpema. CHOTBETHOTO IHIIE
IpefocTaBs Ha PaA3MONOKCHUE HAa KOMIIETCGHTHUTE OpraHM BCsKa
MoKMcKaHa WHQPOPMAIHS.

[Ipn numca Ha cTaHOBHIIE OT KOMIETEHTHHS OpraH B paMKuTe Ha 45
JHU cJell IOCOYEHOTO B IbpBa allMHEs YBEIOMJICHHE OIMTHT WM
U3IHUTBAHETO, 32 KOUTO € YBEJIOMEHO, MOraT Ja ObJaT M3BBPIICHH.

3. AKO OIUTHT WIM HM3MUTBAHETO OM MOIJIO Jia MMa BPEIHO Bb3Je-
HCTBHE, HE3aBHCHMO Jald HENOCPEACTBEHO MM 3a0aBEHO, BBPXY
3/IpaBeTO Ha XOpara, 0COOEHO BBPXY YSI3BHUMHUTE T'PYNH, WU 3/IPABETO
Ha XKMBOTHHUTE, WJIM HEMPHUEMJIMBO BPEIHO BB3/CHCTBHE BBPXY XOpara,
JKUBOTHUTE WJIM OKOJHATa Cpeja, CbOTBETHHT KOMIIETEHTEH OpraH Ha
3auHTEpecCOBaHaTa Abp)KaBa-4jeHKa MOXe Ja ro 3abpaHu WIH Ja To
paspemi TOpU YCIOBHS, KOUTO TOW CMsTa 3a HEOOXOAWMH 3a
NpeZoTBpaTsBAaHE Ha Te3W Mmocienuid. KOMIETEeHTHHUST OpraH
He3abaBHO yBemomsBa Kommcusita M ApyruTe KOMIETEHTHH OpTaHH 3a
CBOETO DEILIECHHUE.

4, Ha Kowmwucusta ce NpeaoCTaBAT IIpaBOMOMIMATA Ja IIpueMa
ACJICTUPAHU aKTOBC B CBOTBETCTBUEC C YJICH 83 OTHOCHO ONpeACIIAHETO
Ha HOZIpO6HI/I ImpaBujia, AOII'bJIBAIIUM HACTOAIIUA YJICH.

Ynen 57

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

B 1onbiHeHHE KbM aKTUBHHTE BEIIECTBA, MOCOYCHH B wWieH 15,
naparpad 2 ot Permament (EO) Ne 1907/2006, akTHBHHTE BEILECTBA,
TPOU3BEICHH WM BHECCHH C IIe1 U3MOJI3BaHe B OHOLWAW, YHETO
MyCKaHe Ha Ia3apa € pa3pelieH0 B CHOTBETCTBHE C wWieHoBe 27, 55
i 56, ce CUMTAT 32 PETHCTPHPAHH, a PETUCTpalHiTa UM — KaTo
3aBbpINEHA, C 1€ MPOU3BOACTBO MM BHOC 32 W3MOJI3BAaHE B OHOIMIHM,
7 CIIEIOBATENHO CE PA3rIeKAaT KaTo OTTOBapsIIM Ha W3UCKBAHUATA Ha
nsu1 11, tmaBu 1 u 5 ot Permament (EO) Ne 1907/2006.

TJIABA XIII
TPETUPAHU U3JIEJIUSA

Ynen 58

IMyckaHe Ha ma3apa Ha TPETHPAHH W3EJHS

1. Hacrosmmar wieH ce Npwiara H3KIIOYUTENIHO 3a TPETHPAHU
u3zenus, Kouto He ca Owouunu. Toil He ce mpuiara 3a TpeTHpPaHU
U3JeNnus, TPU KOUTO EOUHCTBEHOTO WU3BBPLIEHO TpPETHpaHEe €
ONyIIBaHE WM AE3WH(EKIHs Ha IOMEIICHHATA WM KOHTEHHEpHUTe,
U3IOJI3BAaHU 32 CBhXPAaHEHHE MM TPAHCIOPT, U KOraTo HE CE O4YaKBa
ClIe]l TOBA TPETHpaHE /1a OCTAHAT OCTAaThbYHH BEILECTBA.
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2.  TperupaHo u3menue He ce Nycka Ha Ia3apa, OCBEH aKO BCHUYKU
aKTHBHH BEILlECTBA B CHhCTaBa HA OHOIMINTE, C KOMTO € TPETHPAHO WU
KOWUTO ChABPXKA, HE Ca BKIIOYCHH B CIHCHKA, CHCTABEH B CHOTBETCTBHE
¢ wieH 9, maparpad 2, 3a CbOTBETHHS IPOAYKTOB THUI U yHnoTpeba, Win
B TIPWIOKEHHE [, U BCHUKU YCIOBHS WJIM OTPAHUYCHUS, NPEIBUICHU
TaM, HE Ca CIa3eHU.

3. Jlumero, KoeTo OTroBaps 3a MyCKaHETO Ha Ma3apa Ha TPETUPAHOTO
n3enre, npaBu HeoOXoauMoTo WHQoOpMalusTa, MOCOYeHa BBB BTOPa
anuHes, 1a GuUrypupa Ha €TUKeTa, B CllyyauTe, KOraTo:

— TPOM3BOAMTENIAT HA JaJeHO TPETHPAHO W3JENIHe, ChABPXKAIIO
Owoumna, TmTpeTeHAMpa, dYe BBIPOCHOTO TPETUPAHO  H3CIHE
MIpUTEKaBa OMOIMIHU CBOMCTBA, WX

— BBB BpPbB3Ka ChC CHOTBETHOTO aKTHBHOTO(WMTE) BEIECTBO(a) TOBA CE
M3UCKBA OT YCIOBHUSTA, CBBP3aHH C OJOOPSIBaHETO HA aKTHB-
HOTO(MTE) BelecTBO(a), KaTo ce B3eMa NPEABH] IO-CIEIHATHO
BB3MOXKHOCTTAa OT KOHTAKT C XOpa WJIM H3MYCKAaHETO B OKOJHATA
cpena.

ETHKeTHT, MOCOYEH B MbpBa alMHes, TPIOBa a ChAbPXKA CICIHATA
UHPOPMAITHS:

a) TEKCT, KOWTO IT0COYBa, Y€ TPETHPAHOTO M3JENIUE ChIbpKa OHOLMAH;

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

B) 0e3 ma ce 3acsrar pasmopendoutre Ha wieH 24 ot Pernament (EQO)
Ne 1272/2008, HanMeHOBaHUATA Ha BCHYKH aKTHBHHM BEIIECTBA B
CHCTaBa Ha OMOIIMIUTE;

I) HAMMCHOBAaHHWATA HAa BCHYKM HAaHOMAaTepHAIM, CBIbpPXKAIIHM CE B
ouoruaa(ute), MOCiIeBaHU OT JAymara ,,HaHO* B CKOOW;

1) BCAKAKBM IIOOXOMSAIIM yKa3aHWs 3a ymnorpeba, BKIOYUTEIHO
MpeAnasHd MEpKH, KOUTO Ja Ce B3eMaT, BbB Bpb3Ka ¢ OHOLUIUTE,
C KOWTO € OO0pabOTeHO TPETHUPAHO M3JCIHETO HWJIH KOHUTO TO
ChIBpIKA.

Hacrosuust naparpa(]) HE CC Ipuiara, KOorato no cCujlara Ha ApYyro
CI'ICI.U/Iq)I/I‘{HO 3a CEKTOpa 3aKOHOHATCJICTBO BE€YC Ca HAJIMUIEC HaKl-MaJKo
paBHOCTOfIHPI HN3HUCKBAHUA 3a C€THUKCTUPAHEC Ha 6I/IOI.[I/IZ[I/I B TpETUpPAHU
MNPOAYKTH C OIJICA H3IBJIHCHUCTO Ha M3HUCKBAaHUATA 3a PIH(pOpMHpaHe
OTHOCHO TC3M AKTHBHHU BCIICCTBA.

4.  HeszaBHMcHMO OT 3aIBbJDKCHHUSTA 3a €THKETHpaHe mo mnaparpad 3,
JULETO, KOETO OTroBaps 3a IIyCKaHETO Ha I[asapa Ha JaJeHo
TPETUPAHO M3JEIHE, [OCOYBAa HAa ETHKETa MYy BCAKAKBH MMOJXOJSIIN
yKa3aHUs 3a yrnorpeda, BKIIOUUTENHO IPEINla3HH MEPKH, ako TOBa €
HEoOXOMUMO 3a 3allMTaTa Ha XOpaTa, >KUBOTHUTE M OKOJHATa Cpela.

5. HesaBucumo oT 3abiDKEHHMATA 3a €TUKETHpaHe 1o maparpad 3,
JOCTaBYMKBT Ha A3ACHO TPETHPAHO M3JeIHe IPEeNoCTaBs Ha HOTpeOuTen
IIPU TIOMCKBaHE OT CBINMS NOTpeOuTelN, B CPOK OT 45 nHU u Oe3IuIaTHo,
UHPOpPMAIMs. OTHOCHO OWOLMAHOTO TpPETHpPaHE Ha TPETHPAHOTO
n3JeTre.
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6. Ertuxerute ce BMXKIAT SCHO, YETaT C€ JECHO U ca C MOAXOZsIA
TpaitHoct. Koraro ToBa ce Hamara mopamy pa3Mepa MM
NpeHa3HAYeHUETO Ha TPETUPAHOTO HM3/EIHE, ETUKETUTE Ce OTIeYaTBatr
BBPXY OIIAKOBKATa, BbPXY YKa3aHHUATA 3a ymoTpeda WM BHPXY TapaHI-
MOHHATa KapTa Ha opHUIHATHUI(TEe) e3uK(IM) HA JTbp)KaBaTa-wWieHKa Ha
BBBEKJAHE, OCBEH aKO Ta3W [IbpXKaBa-4JCHKAa NpEABIKAa Apyro. B
cilydall Ha TPETHpaHH H3JEJHs, KOUTO HE Ce MPOM3BEXIAT KaTo YacT
OT cepusi, a ca NMPOCKTUPAaHH M MPOU3BEACHU 10 CIELUallHa MOPbUKa,
MIPOM3BOIUTEISAT MOXKE JIa Ce TOTOBOPH C KJIMEHTA 3a JPYTd METOAW Ha
IpefocTaBsHe Ha HeoOxoanmara MHGOpMAaIus.

7. Komucuara Moxke Ja TpueMe aKTOBE 3a H3IBJIHEHHE I10
mpuwiaraie Ha mnaparpad 2 OT HACTOSIIHMS WICH, BKIOYUTEIHO
OTHOCHO TOJXOJSIIM TMPOLEAYpH 32 HOTH(HKALHUSA, KOUTO Morar jaa
BKIIIOYBAT ATCHIMATA, KAaTO C€ YTOYHSIBAT M3UCKBAHUATA 33 CTHUK-
eTupaHe cbIiacHO maparpadu 3, 4 u 6 or Hacrosmus uieH. Te3u
aKTOBE 32 M3IBJIHEHHE Ce NPHEMAT B CHOTBETCTBHE C INpOLEAypara Ha
pasriexxaaHe, IocodeHa B wieH 82, maparpad 3.

8. Koraro uMa 3HaYMTEIHM OCHOBAHHA [Ja CE€ CMATa, Y€ JaJeHO
aKTHBHO BEIECTBO B CbCTaBa Ha Ououun, c Koiito e oOGpaboreHO
TPEeTHPAaHO M3JeNHe WIN KOWTO ce ChObp)Ka B HEro, He OTroBaps Ha
yCIIOBHATa, MOCOYCHM B uieH 4, maparpad 1, wien 5, maparpadp 2
win wieH 25, Komucuara mnpepasriexaa o0J0OpeHHETO Ha ToBa
aKTUBHO BEMIECTBO WIJIM BKIIOYBAHETO My B IpHIOXeHHE | B CHOTB-
ercTBHe ¢ wieH 15, maparpad 1 wm 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 na ce 3acsrar pasnopenduTe Ha 4ieHOBe 62 W 63, mpemocTa-
BeHuTe 3a uenure Ha JupexktuBa 98/8/EO wmnm Ha HacTosmus
perjaMeHT JaHHU HE Ce W3IOJI3BAT OT KOMIICTEHTHHTE OPTaHH HIIH OT
AreHIMATa B IOJI3a HA ITOCJIENBAIL 3asgBUTEN, OCBEH KOraro:

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

2. Koraro mpenocraBss naHHM Ha KOMIIETEHTEH OpraH WM Ha
AreHImITAa 33 MENUTE Ha HACTOSAIINS pEriiaMeHT, 3asBHTEISAT MTOCOYBA,
aKo e 1esecho0pa3sHo, UMETO U JaHHUTE 33 KOHTAKT Ha MPHUTEXATes Ha
JAHHUTE 32 BCUYKU MOJAJCHHU JAaHHH. 3asBUTENSAT YTOUHSBA CHIIO JATH
€ COOCTBEHHK Ha JaHHWUTE WU MPUTEKABa MHCMO 32 JOCTHIL.

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

4.  KoHCynTaTHMBHHTE HAy4YHH KOMHTETH, CB3JaJcHH C PelieHue
2004/210/EO nHa Komucusara ot 3 mapt 2004 r. OTHOCHO Ch3JIaBaHe
Ha HayYHH KOMHUTETH B 00JacTTa Ha MOTpeOHUTeNnckara Oe30MmacHOCT,
00IIeCTBEHOTO 31paBe W OKodHaTa cpena (!), ChII0 MMAT IOCTHII IO
JaHHUTE, TOCOYCHU B maparpad | oT HACTOSIIUS HWICH.

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

CpOKOBe 3a 3aluTa HAa JaHHUTE

1.  Jlannute, npenocraBeHu 3a uenure Ha Jupextusa 98/8/EO wmun Ha
HACTOSIIMS PEIJIaMEHT, Ce II0J3BaT ChC 3alWTa IPH YCJIOBHUSITA,
TpenBUicHH B HacTosimus wieH. CpOKbT 3a 3allUTa Ha TE3U JAHHU
3all0YBa [a TeYe OT MOMCHTa Ha IMPEIOCTABSIHETO MM 3a MBPBU IIBT.

I[aHHI/ITe, KOHUTO Ca 3alllUTCHU CBhITIACHO HACTOAIIHA 4YJICH, WK 3a KOUTO
CPOKBT 3a 3aluTa € HU3TCKBJI ChIVIACHO HACTOAIUA WICH, HE CC
3amuyTaBaT OTHOBO.

2.  CpokbT 3a 3allUTa Ha JaHHWTE, MPEJIOCTABEHH C OIVIeA Ha
0ZI00psIBAHETO Ha CBINECTBYBAIO AKTHBHO BEIIECTBO, mM3Th4a ciex 10
TOAMHM, CYUTAHO OT MBPBHS JCH HA Mecella, CIeABall Jarara Ha
OpHeMaHe Ha PEIICHHE B CHOTBETCTBHE C WieH 9 3a 0J00psiBaHe Ha
CHOTBETHOTO aKTHBHO BEHIECTBO 32 OIPEACICHHS MPOIYKTOB THIIL.

CpokbT 3a 3allUTa Ha JaHHUTE, MPEAOCTaBEeHH C OINIeA Ha
000psIBAHETO Ha HOBO AaKTUBHO BEIECTBO, W3THYa cien 15 roauHw,
CUUTAHO OT IIbPBUS JICH Ha Mecella, CleJBall] JaTaTa Ha IpHeMaHe Ha
pelieHre B CHOTBETCTBHE C WieH 9 3a omoOpsiBaHe Ha CHOTBETHOTO
AKTHUBHO BELIECTBO 3a OIPENENICHUS NMPOJYKTOB THIL.

CpokbT 3a 3amMra Ha HOBUTE IAaHHM, IPEAOCTaBEHH C OIVIex Ha
MOJHOBSABAHE WM TIpepasriieXJaHe Ha OJOOpEeHHEeTO Ha aKTUBHO
BEILIECTBO, HM3THYa CJIEA 5 TONMHH, CUUTAHO OT IBPBHSA JeH Ha
Mecena, cielBall JaTarta Ha IpHEeMaHe Ha PEeNIeHHEeTO B ChOTBETCTBHUE
¢ wieH 14, mnaparpad 4 OTHOCHO TOJHOBSBAHETO WU Ipepasr-
JIeKTAHETO.

3.  CpoxbT 3a 3ammra Ha [aHHHUTE, OPENOCTABEHH C OLNIed Ha
pa3pelaBaHeTo Ha OHOLHI, ChIBPIKAIL CaMO CHIICCTBYBAILM AKTHBHU
BEIEeCTBa, M3THYa ciex 10 ToauHM, CYUTAHO OT BPBUS JICH HA Mecela,
CIIe[BAIll IBPBOTO DEIICHHE 3a pa3pellaBaHe Ha MPOJYKTa, B3ETO B
CBHOTBETCTBHE C uieH 26, maparpad 3, wieH 30, maparpad 1, wien 33,
naparpadu 3 u 4, unen 34, naparpagu 6 u 7, unen 36, naparpad 4,
wieH 37, naparpadu 2 u 3, unu uwien 44, naparpad 5.

CpokbT 3a 3amuTa Ha JaHHUTE, MPEJAOCTABEHH C OINIeAd Ha
paspemaBaHeTo Ha OWOLMI, CHIbPXKAll HOBO AaKTHBHO BELIECTBO,
n3t4a ciex 15 roIMHW, CYMTaHO OT IIBPBUSL JIeH Ha Mecela,
cliefiBalll IIBPBOTO pEIIEHHE 3a pa3pellaBaHe Ha IPOIYKTa, B3E€TO B
CBHOTBETCTBHE C ujeH 26, maparpad 3, wieH 30, maparpad 1, wren 33,
naparpadu 3 u 4, unen 34, nmaparpadgu 6 u 7, uien 36, naparpad 4,
uwieH 37, naparpadu 2 u 3, unu unen 44, naparpad 5.

CpOK’LT 3a 3alluTa HAa HOBU [HaHHU, IPEAOCTAaBCHU C OIJIed Ha
IMIOAHOBABAHC WJIM HM3MCHCHHUEC Ha PaspCuICHHUCTO 3a 6I/IOLII/I,I[, n3TH4a
cinen 5 roavuHu, CYUTAaHO OT MObBpPBHA AC€H Ha MeEcCla, CJeABall
PCHICHUCTO 3a MOAHOBABAHEC WJIM M3MCHCHHC Ha PaspClICHHUCTO.

Ynen 61
IIncmo 3a pocTbn
1.  TIucMoTo 3a JOCTBI ChIbpPXKA HAW-MAJKO CleaHaTa WHPOPMAIUS:

a) UMe W JIaHHHM 32 KOHTaKT Ha COOCTBEHHKa HAa JaHHUTE M Ha OcHed-
UImepa;

0) HaMMEHOBaHHE HAa AKTUBHOTO BEIIECTBO WJIM OMOLKAA, 3a KOHTO ce
paspemaBa JOCTBII IO JaHHHTE,
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B) JlaTa, OT KOSITO MHCMOTO 32 JIOCTBII MOpPaXKJaa JCHCTBUE;

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

2. OrMsgHaTta Ha IHCMO 3a JOCTBhII HE 3acsira BajJUJHOCTTa Ha
pa3pelieHrueTo, U3AaCHO Bb3 OCHOBA HA BBHIIPOCHOTO MHCMO 3a JIOCTBIIL.

Ynen 62

O0MeH Ha JaHHHU

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

2.  Bcako mwmie, KOeTO Bb3HaMepsiBa Ja U3BBPINBA M3MUTBAHHS WIIH
uscnenBanus (,,0bJCHIUAT 3aIBUTET ),

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

0) 10 KeNaHWe, B Ciy4aldl Ha [aHHH, KOUTO HE C€ OTHAcAT 3a
W3MUTBAHUS BBPXY IPbOHAYHU JKUBOTHH,

IPEACTaBs MHUCMEHO HCKaHe OO0 ATEHIMATAa Ja ONpEAesd Jaau TaKuBa
V3MUTBAHMS WM W3CIEIBAHUS ca TPEICTaBsIHA Ha ATCHIHATA WIA Ha
KOMIIETEHTEH OpPraH BbB BpPb3Ka C MPEIXOAHO 3asBJICHUE 10 CHJIaTa Ha
HacTosmus pernameHT win Ha [upektuBa 98/8/EO. Arenuusra
NpoBepsiBa Jajld Beue ca NpPEeACTaBIHM TaKWBa W3MUTBAHUS WIN
U3CIICIBAHHUSI.

Korato pesynrature OT Te€3M H3MUTBAHUS WM HM3CICABAaHUS Beue ca
NpeJCTaBeHH Ha ATEHIMsATa WIM Ha KOMIIETEHTEH OpraH BbB Bpb3Ka C
MPEIXOMHO 3asBJICHHE IO CHJjaTa HAa HACTOSIIMS PErIaMeHT WM Ha
HupextuBa 98/8/EO, Arenuusita He3ab0aBHO choOLIaBa Ha ObaelIUA
3asBUTEJI MMETO M JaHHUTE 3a KOHTAaKT Ha JIMIETO MPEIOCTaBHIIO
JTAHHATE M Ha COOCTBEHHWKA Ha TE3W JaHHU.

JIunero NnpeaoCTaBUiIO NaHHUTC ChJICKCTBA, KOraro e HEOOXOAMMO 3a
OCBIICCTBABAHETO HA  KOHTAKT MEXKAY ObIeIMs  3asABUTET U
COOCTBCHUKA HA JaHHHTE.

Koraro JaHHUTEC, MOJYYCHU OT TE3W M3INHUTBAHUA WINW HU3CIICABAHHA, Ca
BCE OII€ 3alIUMTCHU CBIJIACHO YJICH 60, 6’]),H6H.[I/I}IT 3as4BUTCII:

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

0) 10 JKelaHWe, B Ciy4aldl Ha [aHHH, KOUTO HE C€ OTHACAT 3a
U3IUTBAHUS BBbPXY IPbOHAUHM KUBOTHH,

OTIpaBsA HCKaHE OO0 coOCTBEHHMKA Ha JaHHUTC 3a BCUYKHW HAYYHHU H
TEXHUYCCKHU JaHHHU, CBbp3aHU C BBIIPOCHUTE HU3IUTBaHUA u
H3CJIC/IBaHUA, KaKTO M 3a IIOJIy4YaBaHC Ha IPaBOTO Ja CC IMO30BaBa Ha
TE€3U JaHHH, KOTraTO IMoJgaBa 3asBJICHUA 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 NAHHHUTE IOJNATAT BCHYKH
yCUNIMSL 32 TOCTUTaHe Ha CIOpa3yMEHHE OTHOCHO OOMeHa Ha
pe3yaTaTUTe OT W3NHUTBAHMATA WIM HW3CICABAHMATA, I[IOUCKAHH OT
Obmemusi 3asBUTE]. BMeCTo MOCTHraHe Ha TaKoOBa CIIOpa3yMEHHE,
BBIIPOCHT MOXE Ja ObJEe OTHECEH N0 apOMTpaKeH OpraH, Kato Obiae
[OeT aHTAXMUMEHT 3a IPHEMaHe Ha apOUTPaKHOTO PEILICHHE.
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2. Koraro ce mocTturHe TakoBa CIOpa3yMeHHE, COOCTBEHHKBT Ha
JAHHUTE TPENOCTaBs Ha OBACIINS 3afBHTET BCUYKH HAYYHH U TEXH-
UUYECKU JaHHH, CBBP3aHU ChC CHOTBETHUTE M3NUTBAHHS U U3CIICIBAHUSL
UIH My JaBa pa3pelleHre Aa ce I030Be Ha JaHHHUTE OT NPOBEACHUTE OT
HEro M3MNUTBAaHMA WIM U3CIEABAaHUA, KOraTo I0JaBa 3asBJICHUS
CBITTACHO HACTOSIIMS PEraMeHT.

3. B ciyuaii ue He ObJE NOCTHIHATO CIIOPa3yMEHHE IO OTHOLICHUE
Ha M3MUTBaHHUS WIM HM3CIEIBAHUS C TPHOHAYHM S>KMBOTHH, OBICIIUSAT
3asBHTE] YyBEIOMsABA ATEHIHATA M COOCTBEHHKA Ha JaHHUTE 32 TOBA
HE MO-PaHO OT €AMH MECEl, CJie[l KaTo MOJIy4d OT ATrCHIHMATA HMETO
W ajpeca Ha JIMLETO, MPEIOCTABUIO JaHHHUTE.

B pamxure Ha 60 OHM OT MOMEHTa Ha yBEIOMsBAHETO ATreHIMATa 1aBa
Ha OBIEmus 3afBHTEN pa3pelleHHe [a ce I1030BaBa HA ITOMCKAHHUTE
U3NMTBAHUSL WU U3CIEIBAHUS BbPXY TIpPbOHAUHM JKUBOTHU, IpHU
ycioBue dYe OBICIIMAT 3asgBHTEN IOKaXe, 4e ca OWIM IONOXKEHH
BCUUKU YCHIMA 3a IIOCTUTaHE Ha CHOpa3yMEHHMEe, KAaKTO U 4e
ObIemMAT 3asBUTENl € IIATHI Ha COOCTBEHWKAa HA JaHHHTE 4YacT OT
HanpaseHuTe pasxonu. Korato Obaemusar 3asBuUTel U COOCTBEHUKBT
Ha JJaHHUTE HE MOraT Ja IOCTHTHAaT CIOpa3yMeHue, HalMOHAJHHUTE
CBHIWIMINA B3e€MAaT pELICHUE OTHOCHO HPONOPLUOHAIHUSA ISl Ha
pasxonure, KOHTO OBbJeIMAT 3asgBUTEN TpsAOBa Ja 3alulaTH Ha
COOCTBEHMKA Ha JAHHUTE.

CoOCTBEHHKBT Ha JaHHUTE HE MOXE JIa OTKaXe Jia MpUeMe IUIaliaHeTo,
OPEUIOKEHO CBINIACHO BTOpa anuHes. [IpremMaHeTo He 3acsra MpaBOTO
My Ha TPOMOPLUUOHATEH JSUT OT Pa3XxOIHTe, ONPENeNeH 0T HAMOHAJICH
ChJl, B ChOTBETCTBHE C BTOpa aIHHESI.

4. OOe3wmereHnero mnpu OOMEH Ha JaHHM Ce€ OIpenens Mo
CIpaBeANMB, IPO3PAaueH U HEIUCKPHIMHUHAIMOHEH HAa4yWH, KaTo ce
B3eMaT Ipe[BUja onpezneneHure ot AreHmusra ykasasus (1). Ot
Obaemst 3asBUTEN C€ M3MCKBA Ja IUIATH EIWHCTBEHO [T OT
pazxoauTe 3a MH(OpPMAHATA, KOATO Ce W3UCKBA Ja ObJe MpeAcTaBeHa
3a IEeJMTE HA HACTOSIIUS PErJIAMEHT.

5.  PemieHusita Ha AreHUUATa ChrUIACHO maparpad 3 OT HACTOSIIUS
YyjeH MoraT Ja ObJaT oOkaJlBaHH B CHOTBETCTBHE C 4iieH 77.

Ynen 64

HN3nmos13BaHe HA JaHHM 32 MOCJIeBAIM 3asiBJIeHUS

1.  Koraro chOTBETHHAT CPOK 3a 3alllTa HAa JAHHWTE CHIIIACHO HWICH
60 e U3TeKb1 0 OTHOIICHUE Ha JaJICHO aKTHBHO BEILECTBO, IPUEMAIUSIT
KOMIIETCHTEH OpraH WM ATEHIUSITa MOTaT Jla ce ChIJIACAT MOCIEIBAIIl
3asBUTEN 3a pa3pelieHHe Ja Ce M030B€ Ha JAaHHUTE, NMPEIOCTAaBEHH OT
OBPBHS  3asBUTEN, JIOKOJIKOTO TIIOCICIABALIMAT 3asBUTEN MOXE Jia
TIPEZICTaBU JIOKA3aTENICTBO, Y€ aKTUBHOTO BEILECTBO € TEXHUYECKH PaBHO-
CTOIHO Ha aKTUBHOTO BEILECTBO, 33 YHUHMTO JIaHHH € M3TEKbJI CPOKBT Ha
3aIIMTa, BKIFOYMTEIIHO IT0 OTHOIIEHME Ha CTENEHTa Ha YHCTOTa M
€CTECTBOTO Ha EBEHTYAIHHTE HMPUMECH.

Korato chOoTBETHHAT CPOK 3a 3alMTa HA JAHHHUTE CHIVIACHO wiieH 60 e
W3TEKbBJI 10 OTHOIICHHE Ha JajeH OWOIMI, MPUEMAIIUAT KOMIETCHTCH
OpraH WM ATEHIHsATa MOTaT Jia Ce CBIVIACAT IOCIenBall 3asBUTEN 32
paspellieHde Jla ce II030BE Ha [JaHHWUTE, NPEAOCTaBEeHU OT IbPBUS
3asBUTEN, JOKOJKOTO IIOCTEIBALIMAT 3asBUTEN MOXE [a IPEACTaBH
JIOKa3aTeJICTBO, Y€ OMOLMIBT € CHINUAT KaTo Be4e pa3pellieHus, WIH
4Ye pasIMKUTE MEXKAY TAX Ca HE3HAYUTEJIHM [0 OTHOIIECHHE Ha
OIICHKaTa Ha PHUCKa M Y€ aKTHBHOTO(MTE) BemlecTBO(a) B Onouuaa e/ca
TEXHUYECKH pABHOCTOMHO(M) Ha TOBA/T€3M BHB BEYE pa3peIICHHS
Ononua, BKIIOYMTETHO IO OTHOLIEHHE Ha CTENeHTa Ha YHCTOTa M
€CTECTBOTO Ha €BEHTYAIIHUTE IPHMECH.

(') Vkasaumst 3a oOMeH Ha [aHHH, ompeneneHH chriacHo Permament (EO)
Ne 1907/2006.
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Pemenusra Ha AFCHHI/IﬂTa CbIjlaCHO IIbpBa M BTOpa ajJuHEAd OT
HacTosIus maparpad) Morar jna ObaaT o0XajaBaHH B CHOTBETCTBHE C
uineHn 77.

2. HesaBucumo oOT pasmopenbutre Ha mnaparpad 1 mnocnenBamure
3asBUTENU MPEAOCTABAT CJICIHUTE IAHHH CHOTBETHO HA TMpHEMaIIHs
KOMITETEHTEH OpraH WM Ha ATEHIMATA, CIOpeN Ciydast:

a) BCMYKH HEOOXOAMMH JaHHM 3a WICHTUQHIMpaHE Ha OuouuAa,
BKJIFOUMTEITHO HETOBUSI CHCTaB;

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

B) JaHHHWTE, HEOOXOAWMH 3a JIOKa3BaHE Ha CPAaBHMUMOCTTA HAa PHCKA U
Ha e(UKaCHOCTTa Ha OMOLHKIA C Beue paspelicHHUs] OMOIM/L.

I'IABA XV
NHO®OPMAIIUA 1 KOMYHUKAIIUA

PA3JIEJI 1

Habniwoenue u ooxnaoeane

Ynen 65

Cna3BaHe Ha M3HCKBaHHATA

1.  JIbpaBUTE-WICHKH YCTaHOBSBAT HEOOXOAUMUTE Pl U YCIOBHA 32
HaOJIfoieHNe HAa OMOLMANTE M TPETUPAaHUTE U3AENUs, KOUTO ca IyCHATH
Ha rasapa, 3a Jla YCTAHOBAT JaJli CHhOTBETCTBAT HAa M3MCKBAHUATA HA
Hacrosius pernameHt. Pernmament (EO) Ne 765/2008 na EBpomnelickus
mapimaMeHT U Ha CoBeta or 9 ronmm 2008 r. 3a ompenernsiHe Ha W3HC-
KBaHUATA 32 aKpeOuTalus M HaJ30p Ha Iazapa BbB Bpb3Ka C Ipel-
araHeTo Ha masapa Ha mpoAykTd (') ChOTBETHO ce mpuiara.

2. I[T:p)l(aBI/ITe-tUIeHKI/I YCTaHOBABAT HeO6XO,HI/IMI/ITe pea u ycioBus 3a
IMPOBEKAAHETO HA O(i)I/IHl/IaJ'lHI/I IIPOBEPKU 3a OCUT'YPsAABAHE CIIa3BAaHCTO Ha
HaCTOAIMUA PEriIaMCHT.

3a ;ma ce yJecHH KOHTPOIBT HaJ CIA3BaHETO Ha PErjaMeHTa, MPOU3-
BOJIUTENNTE HAa OMOIMIOM, TyCHATH Ha ma3apa B Cblo3a, MOIABPKAT 1O
OTHOIIICHUE Ha MPOWU3BOJICTBCHHUS TIPOLIEC MOIXOAAIIA JOKYMEHTAIINS Ha
XapTHEH HOCUTEJ WM B €JeKTpOHEH QopMaT, OTHacsIa ce [0
KayecTBOTO W 0e30MacHOCTTa Ha OWoIMIa 3a MyCKaHe Ha Masapa u
ChXpaHSBaT MapTUAHU TIPOOM OT mpoayKuusTa. JloKymMeHTanusTa
BKJIIOYBA HaK-MaJKoO:

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

0) CIMCHK Ha PA3NTUYHUTE M3BBPIICHH IPOU3BOJICTBEHH OIEpAINH;
B) pe3yJITaTd OT BBTPEUIHHU MPOBEPKH Ha KAa4eCTBOTO;
I) uaeHTH(UKALUS Ha MPOM3BOACTBEHUTE MapTUAU.

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

(') OB L 218, 13.8.2008 r., crp. 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-UWICHKH.

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

a) uHbOpMayA 3a pPE3YyNTATHTE OT O(UIMATHUTE IIPOBEPKH, OCBHII-
€CTBEHM B CHOTBETCTBUE C maparpad 2;

0) mHpOpMaNUs OTHOCHO BCHYKH CIyYad Ha OTpPaBsSHE M, KOraTo MMa
TaKkMBa, Ha MpopecHOHATHH 3a00JsABaHUS, CBBP3aHH C OHOIMIH,
0CO0OCHO 10 OTHOLIEHHE Ha YSI3BHUMHU TPYIH, ¥ BCUYKH KOHKPETHHTE
MEpKH, TMPEIIpUEeTH 3a HaMalsgBaHE HA PHUCKa OT OBJCIIM Cllydaw;

B) BCSKaKBa HAIMYHA MH(OPMALHS OTHOCHO HEONIArONpPUATHATE e(eKTH
BBPXY OKOJHATa cpena, HaOmoqaBaHU NpH ynoTpebara Ha OHOLUIA,

r) uHGopManys OTHOCHO M3IIOJI3BAHETO Ha HAHOMATepuald B
OMOIMIUTE W CBEHTYaJHUTE OMACHOCTH OT TOBA.

Joknanute ce BHacaT 1o 30 OHU IIpe3 ChOTBETHATA rOAKMHA U 00XBalar
nepuoaa a0 31 nekeMBpW Ha roauHaTa, MPEANIEeCTBAIla MPEACTaBIHETO
UM

JloknaauTe ce myOJaMKyBaT Ha ChOTBETHHs yeOcalT Ha Komucusra.

4.  Bwb3 0cHOBa Ha JIOKJIAJUTE, TIOJIY4YE€HH B CHOTBETCTBUE C maparpad
3 u B cpok or 12 Mecema OT garaTta, IMOCOYEHA BHB BTOpA ajluHes] Ha
cpuys maparpag, Komucusita u3rorss oOur JI0KiIaa 3a MpujaraHeTo Ha
HACTOSILIMSL pEerjlaMeHT, To-KOHKpeTHOo Ha uineH 58. Komwucwusra
npeacrass Jokinana Ha EBponelickus mapiameHT M Ha CbBera.

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 mapmament, nHa CwBera w Ha Komwmcusra (1) u
IpaBWilaTa Ha YIPaBUTEIHUS CHBET Ha ATEHIUATA, NPUETH B CHOTB-
erctBue ¢ wieH 118, maparpad 3 or Permament (EO) Ne 1907/2006,
ce mpuiiaraT 3a JOKYMEHTH, NPUTSKaBaHU OT ATEHIUTa, 3a [eNUTe Ha
HacToOsAIUA PEriIaMCHT.

2.  AreHuusara M KOMIETEHTHUTE OpraHM OTKa3BaT JOCTbIA JO
uH(popMaIys, KOraTo pasKpUBaHETO I OM HAaKBPHWIO 3aluTaTta Ha
TBPrOBCKUTE HMHTEPECH WM JMYHATa HENPHKOCHOBEHOCT WIH Oe30Il-
4CHOCT Ha 3aMHTEPECOBAHHTE JIMIA.

OmnoBecTsIBaHETO Ha cleqHaTa WHpOpManus OOMKHOBEHO CE CYHTa 32
MOCEraTeJICTBO BbPXY 3alllUTaTa HAa ThPrOBCKUTE MHTEPECH WM BBPXY
JMYHATa HENPUKOCHOBEHOCT WJIM OE30IacHOCT Ha 3aWHTEPECOBAHHUTE
uua:

a) moapoOHa MHpOpManus 3a MBIHUS CHhCTaB Ha OMOINIA;

0) TOYEH TOHAaX HA aKTUBHOTO BEIIECTBOTO MJIM OMOLMAA, MPOU3BEICHU
WITH TIPEIOCTABCHU HA I1a3apa;

(') OB L 145, 31.5.2001 r., ctp. 43.
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B) BPB3KU MEXAY NPOU3BOAMUTENS Ha aKTHBHO BEINECTBO M JIUIIETO,
OTrOBOPHO 3a IIyCKaHeTO Ha OWOIMI Ha TWa3apa, WIH MEXIy
JMLETO, OTTOBOPHO 3a IIyCKaHeTO Ha OWoluA Ha Has3apa, U
JTUCTPUOYTOPHUTE HA MPOIYKTa,

T) IMEHA M aApecd Ha JIMIaTa, y4acTBald B H3MUTBAHHUATA BBPXY
rpbOHAYHU KUBOTHH.

Korarto obaue ce Hamarar creliHH ACHCTBUS 3a 3allMTa HA 3[PaBETO Ha
Xopara, 3[paBeTo Ha XKUBOTHHUTE, 0E30MacHOCTTA WM 3a Ola3BaHe Ha
OKOJIHATa Cpefia, I 110 JAPYTH IPUYHHU OT IIbPBOCTEIEHEH OOIIECTBEH
HUHTCPEC, AFCHL[I/IﬂTa nin KOMIICTCHTHHUTC opraHu OIIOBECTSBAT
nHpOpMALIUATA, OCOYCHA B HACTOANIMS maparpad.

3. HesaBucumo ot maparpad 2, ciex Kato ObAe HU3AaACHO
paspelnieHue, B HUKAaKbB CIIydail HE MOXE Ja Ce OTKa3Ba JOCTBI IO
cienaHara MH(popMarys:

a) UMe M aJpec Ha MPUTeKATENsI Ha Pa3pelICHUETO;
0) UMETO M ajpeca Ha MPOM3BOJMTENS Ha OMOLUAA;
B) MMETO M ajJpeca Ha MPOU3BOIMTEIS] HA aKTHBHOTO BEUICCTBO,

F) CbABbPIKAHUETO Ha aKTUBHOTO BCIICCTBO WJIM BELICCTBATa B 61/10111/1):[3.
U HAUMCHOBAHHCTO Ha 61/10u1/ma;

1) (U3NYHUTE M XMMUYHUTE JaHHH 32 OMOLHKIA;

€) BCAKAKBH METOAM 3a 00e3BpEXAaHe HAa aKTHBHOTO BEINECTBO HIIH
ouonuaa;

) 0000IIEHNEeT0 HAa PEe3yNTaTHTE OT W3IMHUTBAHHUATA, W3HCKBAHH IIO
cuinara Ha wieH 20 3a ycTaHOBSBaHEe Ha e(UKAaCHOCTTAa U Bb3Je-
HCTBHETO HAa MpPOAYKTa BBPXY XOpaTa, >XUBOTHHTE M OKOJIHATA
cpela W, KOraTo € TPMIIOKHMMO, CIOCOOHOCTTAa Ha MPOAYKTa Ja
NpEeIU3BUKBA PE3UCTEHTHOCT;

3) NMpenopbYBAHUTE METOAM W TPEINIa3Hd MEpPKH 3a HamalsiBaHe Ha
OMACHOCTHTE TMpH MAaHMIyJalMsd, TPAHCIOPT U yHoTpeba Ha
MPOAYKTa, KAKTO M 332 HaMallsiBaHE Ha OMACHOCTUTE OT IOXKap WIIH
JIPyTH PHUCKOBE;

1) UH)OPMAIIMOHHUTE JIMCTOBE 32 0E30IaCHOCT;
W) MeTomuTe 3a aHalu3, MmocovyeHu B uieH 19, maparpad 1, Oyksa B);
K) MeroauTe 3a 00e3BpekIaHe Ha NPOAYKTAa M Ha HEroBara OMAKOBKA;

JI) TpOILIEIYPHUTE, KOUTO TPsAOBa a ObJaT CileJBaHH, U MEPKHUTE, KOUTO
TpsaOBa na ObIAT MPEANPUETH NPU Pa3CHIBAHE WM W3THYAHE;

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

4.  Besko mMIle, KOETO TPENOCTaBs Ha ATCHIUATA WM Ha KOMIIe-
TEHTHHUsI OpraH HH(GOPMAIHs, CBbP3aHa C JAJCHO AaKTHBHO BEIICCTBO
Wi OMOLUJ, 32 LENUTE Ha HACTOSINUS PErJIaMeHT, MOXE Jia TOHCKa
Ja He ObAe NpeAoCTaBSH AOCThI N0 HHpOpMaluUsATa B wWieH 67,
maparpadu 3 u 4, Karo BKIOYM OOOCHOBKA 3aIll0 OMOBECTSBAHETO Ha
uHopMaIaTa MOXKE J1a HAaBPeIU Ha ThPrOBCKM HHTEPECH HA TOBA JIHIIE
WM HA TE3W Ha Apyra 3aWHTEpPEeCOBAHA CTPAHA.
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Ynen 67

EnexTponen nmy0/ju4eH I0CThI

M3
1.  Cuwurano oT matarta, Ha KoaTO0 KOMHUCHATA € MpueNa 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 AaKTUBHO BCLICCTBO, CbXpaHsABaHA B
Arenimsita win  Komwmcusita, crnensa nga  Ople  mpeqocraBeHa

nyOin4HO, OE3IIaTHO U MO JOCThIICH HAYWH:

a) Koraro MMa TakuWBa, HauMeHoBaHue 1o ISO W HauMMeHOBaHHE IO
HOMEHKJIaTypata Ha MEeXIyHapoJHUS CbhIO3 10 TEOpETHYHA H
npunoxkHa xumusi (IUPAC);

0) ako MMa TaKoBa, HAMMECHOBaHUE B EBpoOINCiiCKKs HHBEHTapU3AIlIMOHEH
CIHCBHK Ha CHIIECTBYBAIIUTE THPrOBCKA XUMHYHM BEILECTBA;

B) KJIaCI/ICbI/IKaIII/ISI U CTUKCTUPAHC, BKJIOYUTCIIHO KOIraTo aKTUBHOTO
BCUICCTBO OTroBaps Ha HSIKOH OT KPUTECPUUTE, TOCOUYCHU B YJICH 5,

naparpad 1;

r) QU3MKOXMMHYHM KpailHW TOYKM ¥ JaHHM 3a IbTUINATa HA
pa3NpoCTpaHEeHWE W KU3HEHUS IMKBI M IIOBEJACHHE B OKOJIHATa
cpena;

II) pe3yjiTaTd OT BCAKO TOKCHKOJIOTHYHO M EKOTOKCHKOJIOTHYHO
U3CIIEBAHE;

€) JIOIMyCTHMO HHMBO Ha EKCIIO3WLMS WM HpeAroiaraeMa HeJeicrpaiia
KOHIIEHTpAlHs, YCTAaHOBEHU B CHOTBETCTBHE C IpUiIoxkeHue VI;

XK) yKa3aHus 3a Oe3omacHa ynorpeda, IpefoCTaBeHH B ChOTBETCTBUE C
mpunoxkenus 11 u III;

3) aHAJMTUYHU METOJH, TOCOYeHH B pasgenu 5.2 m 53 or g1 1 m
pasgen 4.2 ot man 2 ot mpminoxenue Il

2. CudraHo OT Jjartarta, Ha KOSTO € pa3pelieH AajaeH OHOIuI,
AreHuusTa mnpenocTaBst Oe3lUlaTeH W JE€CeH IyOJMYeH JIOCTBII JI0
ClIeJIHATA aKTyaJM3upaHa UHPOPMAIHs:

a) YCJIOBHUSATA Ha Pa3pelICHUETO;
0) pe3roMe Ha XapaKTEPUCTUKUTE Ha OWOIM[IA; KAKTO W

B) aHAIMTUYHA METOIH, MOCOYeHH B pazfgenu 5.2 u 5.3 or g | m
paszen 5.2 ot aan 2 ot mpuioxenue IIIL

3. Cunrano oT jmarata, Ha KosATo KommcusTa e mpuena periaMeHT 3a
U3IIBITHEHUE, KaKTO € MOCOYeHO B uieH 9, maparpad 1, OykBa a), npu
yCIIOBHE 4Ye IaJleH0 AKTHBHO BEUIECTBO € OJOOpPEHO — OCBEH aKo
MOJATeNAT Ha JIaHHUTE NpPEeACTaBd OOOCHOBKAa B CHOTBETCTBUE C UJIEH
66, maparpad 4, KOATO ce IMpuUeMa 3a BaJHHA OT KOMIETCHTHHS OpraH
Wi AreHnusATa, OTHOCHO IPUYMHUTE, I[OpaJd KOMTO TakaBa IyOi-
MKanus € MOTEHLUATHO BpelHA 3a THPTOBCKUTE My HHTEPECH WIH 32
Te3W Ha Jpyra 3aWHTepecoBaHa CTpaHa — ATreHUUATa MNpPeAOoCTaBs
Oe3mnaTeH mMyOJIMUeH DOCTBII 0 CJIEAHATA aKTyalu3upaHa HUHGopManus
OTHOCHO CBIIOTO aKTUBHO BEIIECTBO:

a) aKk0o € OT ChIIECTBEHO 3HAYCHHE 3a KIACU(PHUKALUATA U ETHK-
€TUPAHETO — CTEIEHTAa Ha YHCTOTA HA BEIIECTBOTO M HICHTHY-
HOCTTa Ha IPUMECUTE I/I/I/IJ'II/I ZlO6aBKI/ITC Ha AaKTUBHH BCUICCTBA,
KOUTO Ca WU3BECTHH KaTO OIACHU,;
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0) pe3roMeTa Ha U3CIEJBAHETO MIM INOAPOOHM pe3loMeTa Ha
U3CIeBaHMs, MpPEJCTABEeHH B MOJKpena Ha OJOOpEeHHeTO Ha
AKTUBHOTO BEIECTBO;

B) uH(OpMaIMs, pa3iuyHa OT OnucaHarta B maparpad 1 oT HacTosmIus
4IICH, ChIbpXKAIa ce B WH(GOPMAIMOHHUS JUCT 3a OE30IacHOCT;

I') ThpProBcKO(M) HaMEHOBaHHUE(s1) Ha BEILECTBOTO;
1) JOKJIaabT 3a OLEHKA.

4.  CuuraHO OT JlaTara, Ha KOSITO € pa3peuieH NajeH OWOLUI, OCBEH
KOTaTO JOCTaBUYMKBT HA JTAHHUTE MPEACTaBH 0OOCHOBKA B CHOTBETCTBHUE
¢ wieH 66, naparpad 4, K0ATO ce npuema 3a BaIUIHA OT KOMIETEHTHHUS
OpraH WiIH OT ATEHHUSATa, OTHOCHO MPUYMHHTE, NMOPagd KOUTO TaKOBa
MyOJIMKYBaHe € TIOTEHIMATHO BPEIHO 32 ThPTOBCKUTE My WHTEPECH HIIH
3a TEe3M Ha Jpyra 3auHTEpEcOBaHa CTpaHa, AreHIMATa NpPEAOCTaBs
Oe3miaTeH myOJIMYeH JOCTHII JI0 CIeIHATa aKTyalu3upaHa HHPOpMaIus:

a) pe3roMe Ha M3CIICIBAHETO WM MOJPOOHU pe3loMeTa Ha M3CICIBaHUs,
NpPEICTaBEeHN B MOJAKpPENa Ha pa3pellaBaHEeTO Ha OMOLMIA; KAKTO W

0) JoKNIaga 3a OLCHKA

Ynen 68

OTYEeTHOCT M JOKJIaJABaHe

1. Ilpurexarenurte Ha pa3pelICHHE CHXpPaHSIBAT JOKyMEHTAIUATa 3a
OuonMaNTe, KOUTO MyCKaT Ha MMa3apa, B NMPOJB/DKEHHE Ha TOHE JIECeT
TOJVHU CJlel MyCKaHeTO MM Ha Ia3zapa, WU JIeCeT TOAMHM Cle] J1aTara,
Ha KOATO pa3pelIeHUEeTO € OMJI0 OTMEHEHO WIIM € H3TEKJIO, Karo ce
npuiara no-paHHaTa aara. [Ipy nouckBaHe Te NperocTaBsAT CbOTBETHATA
rHGOpManus, ChAbpPKAIIA CE B Ta3d JOKYMEHTALUs, HA KOMIECTCHTHHS
Opras.

2. 3a Jga ocuUTypuM €IHAKBOTO TpwiaraHe Ha mnaparpad 1 or
Hacrosmus wieH, Komucusara mprema akToBe 3a H3MBIHEHHE C IEl
yTouHsBaHe Ha (popmara M ChABPKAHMETO HAa MH(POPMAIHUATA B JOKyMe-
HTanusTa. Te3u akToBe 3a M3IBIHEHHE Ce IpHeMaT 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 OHOLMAWTE Ja ce
KIacHpUIMpaT, OMAaKoBaT W CTHUKETHpAT ChHIJIACHO OJ0OPEHOTO
0000IIeHHEe HAa XapaKTEePUCTUKUTE HAa OHOLUAA, MO-CIICIHATHO
TpeNyNpeKICHUsITa 32 OMACHOCT W TPEMOPBKUTE 3a OEe30MacHOCT,
nocoueHu B wieH 22, maparpad 2, OykBa H), U CbIiIacHO JlMpeKTHBa
1999/45/EO wu, cmopen ciuy4as, cbriacio Permament (EO)
Ne 1272/2008.

OcBeH TOBa MPOAYKTH, KOMTO MOraT Ja ObJaT B3eTH IOTPENIHO 32
XpaHa, BKIIOYHTEITHO HAIMKWTKA, WM 32 (ypax, ce OMaKkoBaT Taka, e
Ja ce CBele IO MUHHMMYM BEPOSTHOCTTA 3a TakaBa Ipemka. Ako ca
JNOCTBITHM 32 MAacoBUSI TOTPEOHTEN, Te€ CHIBPKAT CHCTABKH, KOHTO
BB3MUPAT KOHCYMHPAHETO WM, W TMO-KOHKPETHO HE Ca MPHUBJICKATEIHU
3a jgemara.
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2. OcBeH 3a cma3BaHeTo Ha maparpad 1 mpuTexarenure Ha
paspelieHrue B3eMaT MEPKH ETHKETUTE Ja HE ca MOABSKAANIM [0
OTHOILICHHE HA PHCKOBETE OT IMpPOAYKTa 3a 3JpaBeTO Ha Xopara,
3/IpaBETO Ha JKMBOTHUTE WJIM 32 OKOJIHATA Cpeja, WIH MO OTHOIICHHE
Ha HeroBaTa e(h)UKacHOCT M B HUKAKbB CIy4all HE ce I10COYBAT yKa3aHHS
Karto ,HUCKOPUCKOB Owouupa”, ,HETOKCHYEH, ,0e3BpelneH”, ,.C
€CTEeCTBeH IPOMU3X0[ ", ,,0€30MaceH 3a OKOJHATa cpema’, ,,0e30maceH 3a
JKUBOTHHTE wiau momoOHH. OCBEH ToOBa Ha CTHKETAa II0 SICCH H
HE3aJIMYMM HAa4YMH € MOCOoYeHa cieqHata HH(opMarms:

a) UACHTUYHOCT Ha BCIKO AaKTHBHO BEIICCTBO M HEroBaTa KOHIIC-
HTpauysa B METPUYHHU COUHHUIIU,

0) ChIOBpKAIIUTE CE B MPOJIYKTa HaHOMATEpHAIHM, aKO MMa TaKHBa, U
BCUYKH CBBpP3aHH C TAX CHEU(PUYHM PHUCKOBE, KAaKTO M JymMaTa
,»HaHO* B CKOOM cjell BCAKO MOCOYBAHE Ha HAHOMATEPHAIIH;

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

r) UMe M ajpec Ha MPUTEXKATesl Ha pa3pelieHUeTo;
1) BUA (GopMyJianus;
e) BuOBe ynorpeba, 3a KOUTO € pa3pelieH OHOIMIbBT;

) yKa3aHusi 3a ymnoTpeOa, 4YecToTa Ha TMpuWiaraHe W JO3MPOBKA,
W3pa3eHa B METPHYHU CIAWHHIM, IO MOKa3aTeJieH W pa3dupaeM 3a
MOTpeOuTeNsT HA4YWH, 3a BCsKa ymorpeba, MpeIBHICHA CHIVIACHO
yCJIOBUSTA Ha Pa3pelCHHETO;

3) AHHW 32 BEPOSTHH NPEKH WM KOCBEHH BPEIHU CTPAaHHYHU €(PEKTH
U yKa3aHMs 3a I'bpBa IOMOLL;

M) aK0O € CBIOPOBOJEH OT Opourypa, wu3pedeHuero ,Ilpoyern
MHCTPYKIUUTE  Opead  ymorpeba™“ W,  cOoopex  cliydas,
OpeayIpeKICHHE 32 YSI3BUMHUTE IPYIIH;

1) yka3aHus 3a 0e30macHO o00e3BpexJaHe Ha OHOIMIa W Heromara
OMAaKOBKa, BKJIIOYHMTENHO, CIIOpE] Ciydas, 3a0paHa 3a IMOBTOPHO
M3II0J3BaHE HAa OIAKOBKATa,

K) TapTHACH HOMep WiM 00O3Ha4YeHHWe Ha (OPMyNalUsaTa U CPOK Ha
TOAHOCT TPH HOPMAJIHU YCJIOBHS Ha ChXpaHEHHE;

1) criope] cilydas, BpeMe, He0OXOAUMO 3a MOopaxJaHe Ha OMOLUIHOTO
JieficTBUe, MHTEpBaJl, KOWTO Jia ce cla3Ba MEXIy NpWIaraHusATa Ha
omonuza WIM MEXAy TNpHiIaraHeTo W clienBamara yrnotpeda Ha
TPETUpaHUsl TPOAYKT, WJIM CIeIBalids JOCThII Ha XOpa HIU
JKHBOTHH JI0 MSICTOTO, KBJIETO € M3IIOJI3BaH OMOLMIBT, BKIIOUHTEITHO
JAaHHY 3a CpeJcTBaTa M MEpKHUTEe 3a o0e33apa3siBaHe U IPOJBIDKUT-
€JIHOCT Ha HEOOXOAMMOTO HPOBETPsIBaHE HA TPETUPAHHTE 00NacTy;
JAHHM 3a aJeKBaTHO IIOYHMCTBaHE Ha O0O0OpYyJBaHETO; JaHHH 3a
IpeAna3sHd MepKH NpH yrnoTpeda U TPaHCIOPT;

M) CIIOpeA Ciiydas, 10 KOW KaTeropuH TIOTPEOMTENd € OrpaHuveH
OMOLIUIBT;

H) cropexn ciydas, MH(OpMaius 3a BesKa clenupHuyHa ONAcHOCT 3a
OKOJIHATa Cpefa M II0-CHELMaHO 3a 3allMTaTa Ha HeLeNeBr
OpraHuM3MH M U30srBaHE Ha 3apa3sBaHE Ha BOJATA;

0) 3a OMoLUAU, CHIBPXKAIIYM MHUKPOOPIaHM3MH, M3UCKBAHUS 3a €THUK-
etupane B choTBeTcTBHE ¢ Jupektusa 2000/54/EO.
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Upes meporaiisi OT pa3nopenOUTe Ha MbpBa alnHes, ako TOBa € HeoO-
XOIMMO TIOpaan pasMepa Win (YHKIHATa Ha OHONKIa, MHPOPMAIHATA,
nocoueHa B OyKBH ), X), 3), i), K), JI) ¥ H), MOoxe Ja Obae 0003HaYeHa
BBPXY OIAaKOBKAaTa WM B IPHAPY’KaBaIia Oporrypa, KOsSTO € HepasaeaHa
4acT OT ONaKOBKATa.

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

a) MPeJOCTaBIHETO HA MOJENH WM MPOEKTH Ha OIIAKOBKATa, CTUKETHTE
u Opolrypure;

0) OmonManTe, KOUTO CE MPEJOCTaBAT Ha Ia3apa Ha TAXHA TEPUTOPHS,
Ja ObJaT eTUKETHPAHW HA TeXHHUS OpUIMAlieH €3UK WM C3HIIH.

Ynen 70

Nndopmanuonnn jgucroBe 3a 0e30MacCHOCT

WudopmamoHHUTE JTHCTOBE 3a 0€30MaCHOCT 3a aKTUBHM BEIIECTBA U
OrouIM ce MOATOTBAT M TPEIOCTaBAT B CHOTBETCTBHE C wWieH 31 or
Pernament (EO) Ne 1907/2006, korato € mpuiIoKHUMO.

Ynen 71

Perucrsp 3a Ouonuan

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

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

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

4. Ilpu nonaBaHeTO Ha 3asBICHUATA W JAaHHUTE OT 3asABUTEIIHTE,
ATreHIUATa TPOBEpsiBa Jal ca IMOJAJCHW B TNpaBWIHHA (opMaT Hu
yBEIOMsIBa HE3a0aBHO CHOTBETHHUS KOMIIETEHTEH OpraH.

AKko AreHnusATa IpeleHH, Y€ 3asBICHUETO HE OTroBaps Ha W3UCKBAHHS
¢dopMaT 3a momaBaHe, TA OTXBBPJIA 3aSABICHHETO U YBEAOMSBA
CHOTBETHO 3asBUTEI.

5. Cnmex kaTto CHOTBETHHAT KOMIIETCHTCH OpraH BallUAUpa HIU
rnpueMe JaJeHO 3asBJIEHHWE, TO CTaBa JOCTBIHO IIOCPEACTBOM
Perucrbpa 3a OMOLMIM 32 BCHYKM JPYT'M KOMIIETCHTHH OpPraHU M 3a
Arenuusra.

6. Kowmnerentnute oprann u Komwcusita msmomsBar Peructbpa 3a
OvonMIM 3a BIMCBAaHE M CHOOIIABaHE Ha PEIICHHTa, KOUTO Ca B3ENH
MO0 OTHOUICHHWE Ha pa3pellaBaHeTO Ha OWOIMOW, W aKTyalu3Hupar
nHpopMmanusaTa B Permcrbpa mpu B3eMaHe Ha TakuBa pelleHHs. B
Perucrbpa 3a OHOIMIM KOMIIETEHTHUTE OpPraHU IO-CHELUAIHO AaKTy-
anu3upar MHGOpPMaNHATa OTHOCHO OMOLMAM, KOUTO Ca pa3pelleHH Ha
TAXHA TEPUTOPHS, WIM TaKHBa, 32 KOUTO € OMJIO OTKa3aHO, W3MEHEHO,
MTOJHOBEHO WJIM OTMEHEHO HAIMOHAHO Pa3pelleHHe, WIH 3a KOHTO €
JaJieHO, OTKAa3aHO MWJIM OTMEHEHO pa3peliuTeNHO 3a IapajieiHa
Teproeusi. KomucusaTa axTyanusumpa IO-CIIEUAIHO HHpOpManusTa
OTHOCHO OMOLMIHN, 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 BbBEXkAa B Perucrbpa 3a OHOIM/IH, BKIIOYBA,
B 3aBUCHMOCT OT CiIyyas:

a) yCIIOBHsITA Ha Pa3peLIMTEIHOTO;

6) 00o01EeHne Ha XapaKTepUCTUKUTE Ha OMOLMAa ChIJIACHO wWieH 22,
naparpad 2;

B) JOKJIaJa 3a OlleHKa Ha OWOIUAa.

I/IH(bOpMaHI/IS[Ta, Ioco4Y€Ha B HACTOAIIUA naparpa(b, CC mpeaocTaBsa
ChbIIO TaKa Ha 3asdBUTCIIA 4YpE3 PCFI/ICT'Lpa 3a 61/101.11/1211/1.

7. B cayuail ue PeructspbT 3a OMOLMAM HE € HANBIHO (PYHKI-
uonupamy 10 1 cenremBpu 2013 1. miam mpecraHe ga (QyHKIHOHHpa
clie[] Ta3W Jara, BCHUKH CBBP3aHH C IOJAaBAHETO Ha WH(OpManus H
KOMYHUKALUATA 3a1bJKEHUS, KOUTO MMaT AbPKABUTE-WIEHKH, KOMII-
eTeHTHUTe opranu, Komucusira u 3asBUTENUTE CHITIACHO HACTOSIIUS
periaMeHT, NpoAb/DKaBaT Aa ce mpwiaraT. C el ocurypsiBaHe Ha
€IHAKBO MpHJIAaraHe Ha HACTOAmMMS maparpad, NO-CIENHaTHO MO
OTHOIIEHHE Ha ¢dopMara, B KOITO MOXKe Ja ce MpelocTaBs U OOMEHs
uadopmarmsa, Komucusta mprmemMa HEOOXOIUMHTE MEPKH B CHOTB-
€TCTBHE C IpoleAypaTra IO pasriexaaHe, IIOCOYeHa B wieH &2,
naparpag 3. CpokbT Ha TE3M MEpKH C€ OrpaHM4YaBa [0 BPEMETO,
CTPUKTHO HEOOXOIHMMO, 3a Ja CTaHe PeTHCTBPBT 3a OMOIMAM HAITBIHO
(byHKLIHOHMpaI.

8. Kowmmucusata MOXe [Oa mpHemMa akTOBE 3a H3IIBIHEHHE, C KOUTO
yCTaHOBSIBA TNOAPOOHHM TpaBWJia 3a BUAOBETe HH(pOpMAILUs, KOSATO
TpsiOBa /1a ce BbBeXkIa B Peructopa 3a Ouonmau. Te3u akToBE 3a M3Ib-
JHEHHE Ce TMpHeMaT B ChOTBETCTBUE C IMpOIEAypara Mo KOHCYITHpaHe,
npeaBuieHa B wieH 82, maparpad 2.

9. Ha Komucusara ce NpeaocTaBAT IIpaBOMOLIMATA Ja IIpucMa
JOCJICTUPAHU aKTOBE B CHbOTBETCTBUC C WICH 83 oTtHOCHO YCTaHOBABAHETO
Ha JOI'BJIHUTCIIHU MpaBuja 3a MU3IIOJI3BAHETO Ha PErucThpa.

Ynen 72

Pexama

1. Bceska pexiamMa Ha OMOLMIM, OCBEH Y€ CIa3Ba pa3lopeadure Ha
Pernament (EO) Ne 1272/2008, ce mpuapyxasa oT u3pedeHusra ,,M3m-
om3Baiite Omommmure mpexmasnmuBo. [Ipemn ymorpeba BHHArW dYeTeTe
eTHKeTa U wuHpoOpManuATa 3a HpoAykra™“. I3peueHusita ca SACHO
Pa3IMYNMHU M YEeTJIHBU B IAIaTa peKiaMa.

2. B 3agpmxuTenHuTe U3pEUYEHMs aBTOPUTE HA peKiaMara Morar jaa
3aMecTAT Iymara ,,OMOUUIN C SICHO TO030BaBaHE Ha pEeKIaMUpPAHHS
MPOAYKTOB THII.

3. Tlpu pekiamara Ha OMOIMIN MPOAYKTHT HE MOXKE Jla Ce TPEICTaBs
M0 HAa4yMH, KOWTO € TOABEXJall 10 OTHOIIEHHE Ha PHUCKOBETE 3a
3IpaBETO Ha XOparta, 3/[paBeTO Ha KMBOTHUTE WJIM 32 OKOJHATA Cpeia,
WIM 110 OTHOIIEHHE Ha HeroBaTa edukacHocT. Pexiamara Ha OGuouns B
HUKaKbB CIIlydail HE CBABpXKA HW3pa3H KaTo ,,HUCKOPHCKOB OWMOLUA™,
,,HETOKCHYeH", ,,0e3BpeaeH", ,,c €CTECTBEH NpOU3XoJ ", ,,0e30maceH 3a
OKOJIHaTa cpeaa“, ,,0e30maceH 3a KHBOTHHUTE WM MOJOOHH.

Ynen 73

bop6a cpemy oTrpaBsiHMATA

3a menuTe Ha HACTOAIIMS PErsIaMeHT ce mpunara wied 45 ot Permament
(EO) Ne 1272/2008.
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I''TABA XVI
ATEHIUA

Ynen 74
Poast Ha AreHuuaTa

1. Arenuusara H3IBIHABA 3aJaydTe, KOUTO Ca M BB3JIOKEHH IIO
CUJIaTa Ha HACTOSIIUS PErJIaMeHT.

2. Unenoee 78—84, 89 u 90 ot Permament (EO) Ne 1907/2006 ce
npuinarat mutatis mutandis, Kato ce B3eMa IPEABHI poJsiTa Ha
AFGHLII/I?{Ta IO OTHOIICHHC Ha HACTOALIUA PETJIaMCHT.

Ynen 75

Komurer nmo omouuaurte

1. KoM Arennusra ce ydpeasa Komurer mo Ouonmaure.

KomurersT 10 6I/IOI_II/I,JII/IT6 OTroBaps 3a M3rOTBSIHETO Ha CTAaHOBUILICTO
Ha ATCHIUATA MO CJICTHHUTE BBIIPOCH:

a) 3agBJICHUS 3a OMOOpsIBAaHE M TOJHOBSBaHE Ha OMOOPEHHETO Ha
AKTHBHU BEICCTBA;

6

=

npepasriexaaHe Ha OJ00pPCHHETO Ha aKTHBHH BELICCTBA;

B) 3asBJICHUS 3a BKJIIOYBAHE B INpUJIOXKeHHE | Ha aKTUBHHM BEILECTBA,
KOHMTO OTrOBapsAT Ha yCIOBHUATA, YCTAHOBEHU B wieH 28, U Ipepasr-
NeXaHe Ha BKJIIOYBAHETO HA TaKWBa aKTUBHU BEIIECTBA B IIPHII-
oxeHue I;

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

H) 3ad4BJICHUA 3a Pa3pCUICHUA Ha Crro3a 3a 6I/IOHI/I,III/I HiIM 3a
MOAHOBsABAHC, OTMsAHA W H3MCHCHUS Ha pa3pClICHHs Ha C"I)I'O3a,
OCBC€H KOraTto 3asBJICHHATA Ca 3a aIMUHUCTPATUBHU IIPOMCHHU,

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

’K) Ipy uckaHe oT Komwucusara Wi OT KOMIETCHTHHTE OpraHM Ha
JbPKABUTE-YICHKH, 110 BCHUYKM JPYTH BBIPOCH, IOPOAEHU OT
JIEICTBUETO HA HACTOSAIIMUA PETIAMEHT, KOMTO C€ OTHACAT IO TEXH-
MYECKH YKa3aHWsg WIM JO0 PHCKOBETE 3a 3[pPAaBETO Ha XOpaTa,
3/IPaBETO Ha JKUBOTHWUTE MJIM 3a OKOJIHATa CPena.

2. Besika nppxkaBa-uieHKa MMa IpaBO Ja HAa3HA4YM €IUH WIEH Ha
Komurera no Ouornumure. IbpkaBUTE-4ICHKM MOTraT Ja Ha3HayaT |
3aMECTHUK-UJICH.

3a na ce ynecHu paborara Ha Komurera, Toli Moxxe na Obae pa3ziescH
Ha [IBa WJIM TIOBEYE TMapajie)IHd KOMHUTETA C PEIIeHne Ha YIPaBHTEITHHS
ChBET Ha ATeHIUATa, B3eTO B chriacue ¢ Komucusra. Beexu napanesnen
KOMHTET OTroBaps 3a 3ajaunte Ha Komurera 1o OHMOIUAMTE, KOUTO ca
My BB3IIOKEeHH. Besika mbprkaBa-uwiIeHKa MMa MPaBO J1a HAa3HAYW €IUH
4jieH BbB BCEKH OT MapalieIHUTE KOMUTETH. ETHO M ChUIO JIMIIE MOXeE
na ObJie HA3HAYEHO B MOBEYE OT CIHMH MapajielicH KOMHUTET.
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3.  Unenosere Ha Komwurera ce HazHayaBar Ha 0a3ara Ha OIUTA UM
MpH U3MBJHSIBAHE HA MOCOYEeHUTE B maparpad 1 3amaun ¥ Morar jaa
paboTAT B HSAKOW KOMIETEHTEH OpraH. Te ce Mmoi3BaT OT HOJAKpenara
Ha HAYYHUTE U TEXHHUYCCKUTE PECYpPCH, C KOUTO pa3mojarar IbpKaBUTE-
WiIeHKH. 3a Ta3d LeJl AbPXKAaBUTE-WICHKU IPENOCTaBAT MOIXOMSAIIN
Hay‘{HI/I U TCXHHUYCCKHU pecypcn Ha HA3HAYCHUTEC OT TAX YJICHOBEC Ha
Komurera.

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

Ynen 76

Cexperapuat Ha AreHIUSATA

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

a) cb3laBaHe M MOJAIbpKaHe Ha Perucrwpa 3a Ouounaw;

6) H3IIBJIHCHUC Ha 3aJa4YUTE, CBbpP3aHHU C MNPHUEMAHC Ha 3asBJICHUATA,
00XBaHATH OT HacTOsAIUA PETJIaMCHT,

B) YCTaHOBSIBaHE HAa TEXHUYECKA PaBHOCTOWHOCT;

F) NpeaoCTaBsAHEC Ha TCXHUYCCKHM H HAYYHHU YKa3aHUS W HHCTPyMC-
HTapuyM 3a IpujaraHe Ha HaCTOSAIIHUSA PETrIIaMCHT OT Komucusra u
OT KOMIETCHTHHUTC OpPraHd Ha ABPKABUTC-YJICHKH W IIPCOOCTABAHEC
Ha MOAKpeTia Ha HAllMOHAJTHUTE I/IH(l)OpMaI_[I/IOHHI/I 6}0pa,

II) IpeJoCcTaBsiHe Ha MH(pOpManus U ChACHCTBHE Ha 3asBUTENUTE, I10-
cnenuanno Ha MCII, 3a onoOpsiBaHEeTO Ha aKTHBHHU BEILECTBA WM
BKJIFOUYBAHETO MM B NPHIIOKEHHE | OT HACTOSAIIMS PETJIAMEHT, WM 32
MoJTyYaBaHETO Ha paspemeHue Ha Chro3a;

€) M3rOTBsSIHE Ha OOsCHHUTENHAa MHGpOPMAanUs 332 HACTOALIMS PErjaMeHT;

) Ch3llaBaHe W MOJAbpKaHe Ha 0Oa3a(u) NaHHM ¢ WHPOpPMAIUS 32
AKTHBHU BELICCTBA U OMOLUAM;

3) mpu ToHCckBaHe OT KoOMHCHATA, TPENOCTaBsHE Ha TEXHHYECKa H
HayYHa TOJAKpena 3a I0oA00psABaHE Ha CHTPYIHHIECTBOTO MEXKITY
KOMITETEHTHHTE opraHd Ha Cbio3a, MEXKIyHAPOTHHUTE OPraHU3alUH
W TPETH IbpKaBH M0 HAYYHH M TEXHUYECKH BBIPOCH, CBBP3AHH C
OHOLIMINTE;

1) cboOIlaBaHe Ha B3€TUTE OT ATEHNUATA PELICHUS;

i) ompenensine Ha opmaTHTe U COPTYepHHUTE MAKEeTH 32 MOJaBaHE HA
uH(opMaIys B ATCHLUSATA;

K) OCHIypsIBAHC HA IIOMOILI U CBHACHCTBHC MEKIY ABP)KABUTC-UICHKH C
1en u30sArBaHe Ha MapajelHO OLCHSIBAHE Ha 3asSBICHUATA, CBbP3aHH
C CAHAKBH WIM MOJOOHM OHOIMAM B CHOTBETCTBHE C wWieH 29,
naparpad 4;

JI) IpeJOCTaBsIHE Ha MOJKpeNna W ChIACHCTBHE HA ABPKABUTE HJICHKH
BBB BpPb3Ka C JIEHHOCTUTE 1O KOHTPOJ M IpaBOIIpUJIaraHe.

2. CexperapuaThT IpegoCTaBs Ha OOLIECTBEHOCTTa Oe3IUIaTeH
JIOCTBII B MHTEPHET 1O WHQOpMAIMATA, MOCOYCHA B 4WiIeH 67, OCBEH
Koraro Objie CYETEHO 3a OCHOBATEIHO MCKaHE, OTIPABEHO ChIJIACHO
yieH 66, maparpad 4. AreHumsTa NpeAOCTaBs JOCTBII [0 Jpyra
uH(bOpMAaLUs MPH TIOMCKBAHE B CHOTBETCTBHE C 4WICH 60.



02012R0528 — BG — 25.04.2014 — 002.011 — 65

Ynen 77

Oo0kasBaHe

M3
" 1. C obxanBaHe Ha pelICHHS HA ATCHIIIATA, B3CTH CHIIACHO WICH 7,
naparpad 2, unen 13, maparpad 3, wien 43, naparpad 2, wieH 45,
naparpa¢ 3, wien 54, maparpadu 3, 4 u 5, wien 63, maparpad 3 u
uieH 64, naparpad 1, ce 3aHMMaBa ANEIaTUBHUSAT CHBET, Ch3JAJCH B
cpoTBeTcTBHE ¢ Permament (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 oOxkanBaHe, o0Opa3yBaHH
CBITIACHO HACTOSIIUS PErJaMeHT.

Corinacio wieH 80, maparpad 1 OT HACTOAIIMSA pPErJIaMEHT MOXKE Ja
ObAe AbIKMMA Takca OT JIMIATa, MOJABally >Kanoa.

2. XanGa, momageHa B CbOTBETCTBHE C mHaparpad 1, croupa u3mb-
JTHEHHUETO.

Ynen 78

Brog:xker Ha AreHumsTa

1.  3a menmuTe Ha HACTOSIIMS PETIAMEHT MPUXOJIUTE HAa ATEHIUATA ce
CBCTOST OT:

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

0) TakcuTe, TUIATeHW Ha ATCHIMATA MO CHJAaTa Ha HACTOSIIMS Peri-
aMEHT;

B) BCHUKH IUIAIIaHUA KbM ATEHLUATA 33 YCIYyTH, KOUTO IPEAOCTaBs IO
HACTOSIIUS PETJIAMEHT;

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

2.  Ilpuxoaute W pa3xoJHUTEe BbB BPb3Ka C JEHHOCTUTE IO HACTOSIIUS
pernamenT u 1o Pernament (EO) Ne 1907/2006 ca mocoueHH OTAEIHO B
OromKeTa Ha ATCHIHMATA M 3a TAX C€ BOOM OTHACIHA OFO/DKCTHA H
CUCTOBOJIHA OTYETHOCT.

[Mpuxoaure Ha AreHinmara, nmocoyeHn B uwieH 96, maparpap 1 or
Pernament (EO) Ne 1907/2006, He ce W3MON3BaT 3a W3IIBIHSIBAHE HA
3aJa4d MO HACTOSIIMS PErJaMEHT, OCBCH IpU HaM4YKe Ha o0Ia el
WIM B pPaMKUTE Ha BpPEMEHHO IPEXBHPISHE HA CPEICTBAa C Lel
ocUrypsiBaHE HAa TPABWIHOTO (YHKIMOHUpaHE Ha ATCHIHMATA.
IIpuxomure Ha AreHiusaTa, IocodeHH B maparpad | oT Hacrosmus
4lieH, He Ce H3MO0JN3BaT 3a W3NBIHABAaHE Ha 3ajaud 1o PermameHt
(EO) Ne 1907/2006, ocBeHn mpu Haimuuue Ha OOIIa Lel WM B paMKHTE
Ha BpPEMEHHO NPEXBBPISHE Ha CPEACTBA C IEJN OCHIypsBaHE Ha
MIPaBUIHOTO (YHKIMOHUpAHE Ha ATCHIUSITA.
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Ynen 79

®opmatu u codTyep 3a moagaBaHe Ha MHGopManus A0 ATreHUHMATA

Arennusita ompenens (opmaté W copTyepHH MaKeTdH W TH U TH
npeaocTaBs Oe3MIaTHO Ha yeOcaiiTa cu ¢ 1iel mojaBaHe Ha uHpOopMaIus
10 Arennusita. KOMIETEHTHUTE OpraHd W 3asBUTEIUTE M3MON3BAT TE3H
dopMaTh W TaKkeTH TNpPU TOAaBaHE Ha WHQOpMAIMA CHIVIACHO
HACTOSIIIMS PETJIAMEHT.

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

I'TIABA XVII
SAKUIIOYUTEJHU PA3IIOPEJIBH

Ynen 80

Taken u miamaHus

1. B®B3 ocHOBa Ha YycTaHOBeHHTe B maparpad 3 OPUHIMIIN
Komucusita npuema perjgaMeHT 3a M3IMbJIHEHHE, ¢ KOWTO C€ YyTOYHSBAT:

a) TaKCWUTe, JbDKMMHU Ha ATEHNUATA, BKIIOYUTEIHO TOJUIIHA Takca 3a
HPOAYKTH, MONYYHIN paspemeHne Ha Chio3a B CHOTBETCTBHE C TIIaBa
VIII, u Takca 3a 3asBJieHHs 32 B3aMMHO IIPU3HABAaHE B CbOTBETCTBUE
¢ rnasa VII;

0) mpaBmiiaTa, 1O KOWUTO CE OIpPENENIAT YCIOBHS 332 HaMaJIeHH TaKCH,
OTMsIHA HAa TAKCH M BH3CTAHOBSBAHE HAa pPAa3XOJUTE Ha WieHa Ha
Komurera mno OwomuauTe, KOWTO JeWCTBA B KayeCTBOTO Ha
JOKJIATUHK; KaKTO U

B) YCIIOBHSTA 3a TUIAIIAHE.

ITocOUeHHUAT perjaMeHT 3a M3IBJIHEHHE Ce NpUeMa B ChOTBETCTBHE C
mpoleypara o pasriiexaaHe, mocodeHa B wieH §2, maparpad 3. Toit
ce mpujara camo IO OTHOIICHHWE Ha TAKCHTE, IUIATeHH Ha ATCHLUATA.

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

TakcuTe, OBKMMU Ha ATEHIMATA, CE€ ONpENENAT B TAaKbB pa3Mep,
KOWTO TrapaHTHpa, Ye MPOM3TUYAILUAT OT TSIX NPHUXOA, KOMOMHHpaH C
JIpYTUTe M3TOYHUIM HA NPUXOAUM HAa ATrEHIMATA CHIVIACHO HACTOALIMA
pernaMeHTt, € NOCTaThYeH Ja IOKPUE Pa3XOAMTE IO MHPEAOCTABIHUTE
ycayru. JBIDKUMHTE TaKCH ce MyOJIHMKyBaT OT ATEHIHUSTA.

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

B®3 ocHoBa Ha u3noxkenure B maparpad 3 mpunmunu Komucusara nasa
HACOKHM OTHOCHO XapMOHHU3HMpaHA CTPYKTypa Ha TAaKCUTE.

ﬂ’bp)KaBI/ITe-‘IHGHKI/I Mmorar aga C'b6I/IpaT TOAWIIHU TaKCU BBB BPB3Ka C
MNpeAOCTaBEHUTEC Ha TCXHUTEC I1a3dapu 6I/IOI_[I/IZ[I/I.

JIbpKaBUTE-4JICHKM MOraT Ja CchOUpaT IUlallaHus 3a JApYrH Tpe-
JIOCTaBSIHA OT TAX YCIIyTH.

JIbpKaBUTE-YIICHKH ONpEAesIT M MyOJIMKyBaT pa3Mepa Ha TaKCHTE,
JBIDKAMH Ha TEXHUTE KOMIIETEHTHH OPIaHH.
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3. Kakro mocoueHusT B maparpad 1 periameHT 3a U3IIbIIHEHHE, TaKa
U COOCTBEHHTE IpaBWIa HAa JbP)KaBUTE-WICHKH IO OTHOLICHHE Ha
TAKCUTE CIa3BaT CIICAHUTE NPUHLIUIIH:

a) TaKCHUTE Ce OMpeNeNiT Ha TaKOBa PaBHUINE, KOETO J1a TapaHTHpa, ue
MOJIYYCHUSAT OT TAX MPHUXOJ MO NPUHIHMII € JIOCTAaTh4YCH Jia TOKpHE
pa3xXoIMTe IO MPEJOCTABEHHTE YCIYTW M HE HAAXBBPISL HE0O-
XOAUMOTO 3a IOKPHUBAaHE Ha TE3U Pa3XOAH;

6) TakCcaTa C€ BB3CTaHOBJABA YAaCTHYHO, KOraro 3asgBUTCIAT HEC IIOAAIC
HU3HCKBaHaTa I/IH(i)OpMaHI/Iﬂ B OIIPEACIICHUA CPOK;

B) B3emar ce npeasuj creruduuante Hyxkau Ha MCII, cnopen ciaydvas,
BKJIIOYHUTEIIHO BB3MOXKHOCTTa 3a pasJelisHe Ha IUIalaHusATa Ha
Pa3IMYHM BHOCKU U €TaIld;

I) B CTpyKTypaTa U pa3Mepa Ha TaKCUTE C€ OTUUTa Aanu uH(opmanusTa
e Omia mpefocTaBeHa ChbBMECTHO MIIH TTOOTAEINHO;

Z[) Ipu  HaJJICKHO 000CHOBaHH OOCTOSTEIICTBA U nopu ChIjacue oOT
CTpaHa Ha AreHIMsSTa WM Ha KOMIIETEHTHUS opran, ngjiata Takca
WM YacT OT Hes MOXKe Ja Obae OTMCHCHA, KaKTO U

e) KpaﬁHI/ITC CPOKOBC 3a IUIallaHC Ha TaKCUTE CC ONPCACIIAT, KaToO CE
OTYUTAT HAMJIC)KHO CPOKOBETEC Ha HNpOUCAYPHUTE, IMPCABUACHU B
HaCTOAIUA PErJIaMEHT.

Ynen 81

KomnerenTHun OpraHu

1. IIT:p)KaBI/ITe-‘IJ'IeHKI/I ONpEACIAT KOMIICTCHTCH OpraH HWINW KOMII-
€TCHTHU OpPraHd, KOUTO OTTOBApAT 3a IPUJIAraHCTO Ha HACTOSAIIUA PCTII-
AMCHT.

JIbp)kaBUTE-WICHKH CICIIT 32 TOBa KOMIICTCHTHHTE OpraHH [a pasii-
oJjaraT ¢ JOCTaTb4eH Ha Opoil MOAXOAANO KBATH(HIUpPAH U OMUTEH
MEpCoOHAJI, Taka Y€ 3aAbJDKCHUATA, NPCABUACHU B HACTOSAIUA PCTII-
aMCHT, Jla MOTaT Jla Ce M3MBJIHABAT e(PUKACHO U e(PEKTHBHO.

2. KOMIETeHTHHTE OpraHd HPEAOCTAaBAT Ha 3asBUTENNTE, I10-
crienranao Ha MCII, ¥ Ha BCHUKH IPYTH 3aMHTEPECOBAHM CTPAHH KOHC-
yATallMd OTHOCHO CBOTBETHHUTE MM OTFOBOPHOCTH U 3aJBIDKCHHUS 110
HacTosIys pernameHt. ToBa BKIIOYBA MPEAOCTABSIHETO HA KOHCYJITALUN
3a BB3MOXHOCTTA Jla CC aJaNTUpaT M3UCKBAHMATA 33 MPEAOCTABSIHE Ha
JIaHHM ChIJIacHO uieHoBe 6 m 20, 3a OCHOBaHHUATA, Ha KOWUTO TaKOBa
aJanTupaHe MoXe Ja ObJe HalpaBeHO, U 3a HAYMHWTE 3a H3rOTBSHE HA
npeasoxkeHne. Te3u KOHCYNTAal[MM Ce MPEJOCTaBIT B JONBJIHECHHEC KbM
KOHCYJITALMUTE M ChASHCTBHETO, KOMTO CEKpeTapuarhT Ha ATreHIusTa
IpeocTaBs B CHOTBETICTBUE ¢ wieH 76, maparpad 1, Oyksa r).

KoMIleTeHTHHTE OpraHy IO-CHELHaIHO MOraT Ja HPEOCTaBST KOHC-
yATaUK NOCPEACTBOM HH(OpMAMOHHU Oropa. Ch3laleHUTe ChITIACHO
Pernament (EO) Ne 1907/2006 wunpopmannoHHH Oropa MoraT maa
JeiicTBaT KaTo HHGOPMAIMOHHH OI0pa CHINIACHO HACTOSIINS PETJIaMEHT.

3.  JIppkaBuTe-wieHKH CcboOIIaBaT Ha KomucHsTa HANMEHOBAHUATA U
aJ[pecuTe Ha OIPENENICHUTE KOMIICTCHTHH OPraHH M HH(OPMAIMOHHU
Oropa, Kkoraro MMa TakuBa, B cpok na0 1 cenrempu 2013 T.
JbpxaBuTe-wieHKH He3abaBHO chboOmaBar Ha Komucusra 3a BCHYKH
IPOMEHU B HAUMEHOBAHMATA M aJPECUTE Ha KOMIIETEHTHUTE OPraHU U
UHPOPMAIMOHHHUTE OrOpa.

Komucusita ny6m/11<yBa CIIMCBK Ha KOMIICTCHTHUTC OpraHu MW Ha
nH(POPMALIMOHHUTE Oropa.
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Ynen 82

IIponexypa Ha KOMHTET

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

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

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

Korarto xomuteThT He maje craHoBuile, KoMucusaTa He mpueMa mpoeKTa
Ha aKTa 3a M3IIBJIHCHUE U Ce MpHiiara 4ieH 5, maparpad 4, Tpera anuHes
ot Pernament (EC) Ne 182/2011.

4., Korato ce mnpaBW TI030BaBaHE Ha HACTOAIIUS maparpad, ce
npuiara uiaeH 8 ot Pernmament (EC) Ne 182/2011.

Ynen 83

Henerupane

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

2. IlpaBomommero ga mpuema JeNeTUPaHd aKTOBE, IIOCOYEHO B WICH
3, naparpa¢ 4, wien 5, maparpad 3, uneH 6, maparpad 4, unen 21,
naparpad 3, uien 23, maparpad 5, unen 28, nmaparpadu 1 u 3, uwien
40, unen 56, maparpad 4, wien 71, nmaparpad 9, uien 85 u wien 89,
naparpad 1, ce mpenoctaBs Ha Komucusara 3a CpoK OT MET TOJUHH,
cuutano oT 17 romu 2012 r. Komwmcusita M3roTBs OKIAa] OTHOCHO
JICJIETUPAHETO Ha IMPAaBOMOIIMS HE TO-KbCHO OT JIEBET Mecela Npeau
M3THYaHETO Ha TETTOJUIIHUS CPOK. JlenmernpaHeTo Ha NPaBOMOLIHS Ce
MOJTHOBSIBA MBJIYAJIMBO 32 CPOKOBE C €HAKBA MPOIBIDKUTEIHOCT, OCBEH
ako Eppomeiickusatr mapmamedT win CBBETHT HE BB3PA3IT CpPEULy
1o100HO MOIHOBSIBAHE HE MO-KHCHO OT TPHU MEcCela Mpeaud U3THYAHETO
Ha BCEKU CPOK.

3. JlemerupaHeTo Ha MPaBOMOIIMS, TOCOYEHO B wieH 3, maparpad 4,
unieH 5, maparpad 3, uieH 6, naparpad 4, uiex 21, naparpad 3, dieH
23, maparpa¢d S, unen 28, maparpadu 1 u 3, umen 40, unen 56,
naparpad 4, wien 71, naparpad 9, wien 85 u unen 89, maparpad 1,
MOXe 1a ObAe OTTErJIeHO MO BCSKO BpeMe oT EBpormeiickust mapiaaMeHt
nmu oT CoBera. C pemIeHneTo 3a OTTErIIHE ce MPEKpaTsIBa MOCOYEHOTO
B HETo Jiefierupane Ha npasoMomus. To nopaxna neiicTBue B IEHS el
myOJIMKyBaHeTO Ha pemenuero B Oguyuanen eecmuux na Egponetickus
Cvi03 WIN Ha MO-KbCHA, IIOCOYEHA B pEIICHUETO jAaTa. To He 3acsra
BAIMIHOCTTA Ha JEJETHPAHUTE aKTOBE, KOMTO BEUe ca B CHIIA.

4.  Bepgnara mom mpueMme JelerupaH akT, Kommcusita yBemomsiBa 3a
Hero enHoBpeMeHHO EBpormeiickus napnament u CobBera.

5. JlemerupaH axT, NpUET ChINIaCHO 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 EBponeiickusar mapiameHT, HUTO CBHBETHT ca
MIPEACTaBIIN BB3PAKEHUS B CPOK OT JIBa Mecela ciel HOTU(DHIUPAHETO
Ha akta Ha EBpomeiickus mnapmameHT W ChbBeTa WIM ako Mpead
W3TUYAHETO Ha TO3U CPOK M EBpomeickusT mapnameHT, 1 CbBETHT ca
yBenommwin Kommcusra, ye HsIMa Ja MPEACTABAT BB3paXKeHUs. To3n
CpPOK ce yAb/DKaBa C JiBa Mecella Mo MHHIMaTuBa Ha EBpomeiickus
mapiaMeHT wim Ha ChBera.
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Ynen 84

IIponenypa mo creurHocT

1. JlemerupaHuTe aKTOBE, IPHETH CBHIIACHO HACTOSIIHS YICH, BIM3AT
B cuja 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 33 M3MOJI3BAHETO HA MPOIEAypaTa IO CHENIHOCT.

2. EBpomeiickust nmapiameHT Wik ChBETHT MOTAT Jia Bb3Pa3AT CPELLy
JeJleTHpaH aKT B CHOTBETCTBHE C IIpolieAypara, II0COYeHa B wieH &3,
naparpad 5. B taxbs ciyuail Komucusta oTMeHsl akTa He3a0aBHO Clel
HOTU(HIMPAHETO HA pEIIeHHeTo Ha EBpomeiickus mapnaMeHT WM Ha
CnbBeTa, ¢ KOETO c€ MPEACTABAT Bb3PaXKEHUS.

Ynen 85

ApnanTupane KbM HAyYHO-TeXHHMYECKHs Nporpec

C men 1a gane Bb3MOXKHOCT Pa3lope0nTe Ha HACTOSAIINS PETIaMeHT J1a
ObIaT ajanTHpaHW KbM Hay4dyHO-TEXHHYECKHs Iporpec, Ha Komucusra
Ce IPeAOCTaBAT MIPABOMOIIKATA Ja MPHEMa JIeJIeTUPaHU aKTOBE B ChOTB-
eTcTBUe ¢ wieH 83 OoTHOCHO amanTHpaHero Ha npuioxkenus II, I u IV
KbM TOCTIDKEHUSITA HAa HayKaTa 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 mpwiokenue | kbM upektuBa 98/8/EO, ce cumtar 3a
0/7100pEHHM 0 HACTOSIIMS PErTIAMEHT Ha JaTara Ha BKIIIOYBAHETO MM, U CC
BKJIFOYBAT B CIIMCHKA, TOCOYEH B wieH 9, naparpad 2. OmoOpeHuero e npu
Cra3BaHe Ha YCIIOBHTA, TOCOYCHHU B TE€3U TUPEKTHBU Ha KoMucusirta.

Ynen 87

Cankuun

JbpkaBUTe-WICHKH TIPEABIDKAAT pasnopeadH OTHOCHO CaHKIHHUTE,
KOUTO C€ HajaraT NpU HapyllaBaHe Ha pa3Mopef0uTe Ha HACTOSIIHsA
perTaMeHT, W B3eMaT BCHYKM HEOOXOIMMH MEpKH 3a OCHTypsiBaHE Ha
TAXHOTO mpunarade. IlpeaBuneHure caHkouu TpssOBa Ja Obaar
e(QeKTUBHH, TPONOPIMOHANHH U BB3MUpAIIU. JIbpiKaBUTE-4IEHKH
yBemoMsiBar Kommcnsita 3a Te3sm pasmopendM HE IIO-KBCHO OT
1 centemBpu 2013 r. u HezabaBHO yBemomsBaT Komwucusita 3a BCSKO
[IOCJIEABAIO M3MEHEHHE, KOETO I'M 3acsra.

Ynen 88

IIpenna3na kiaaysa

Koraro BB3 OCHOBa Ha HOBH JOKA3aTEJCTBAa IbpKaBa-wieHKa HMa
OCHOBAaTEJIHM TMPUYMHHU Ja CYHTA, Y€ JAAJCH OWOUMI, BBIPEKH de €
paspelieH B CHOTBETCTBHE C HACTOSIIUS PErJIAMEHT, MOpaxiaa
CepHO3€H, HEMOCPEACTBEH WM IBITOCPOYCH DPHUCK 3a 3IpaBeTO Ha
X0paTa, 0COOCHO Ha YS3BHUMHTE TPYITH, WIH 32 3PaBETO Ha )KUBOTHHUTE,
WIA 32 OKOJHaTa Cpefa, TS MOXe [a MPEAnpUeMe HOAXOSIIN
BPEMEHHH  Mepku. JIbpkaBara-uieHKa  He3a0aBHO  yBeJOMsIBa
Komucusra u ocranamute ABPKAaBU-YJICHKH 3a TOBAa M UM NPCAOCTaBA
MOTHBHTE 33 CBOCTO PEIICHHE BB3 OCHOBA Ha HOBHTE [OKA3aTEJICTBA.
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KomMucusta mocpencTBOM aKTOBE 33 M3IIBJIHEHHE WIH JaBa pa3pellieHue
3a BpeMEHHATa MspKa 3a CPOK, ONpEeZAeieH B PELICHUETO, WIIM W3UCKBA
OT JbpKaBaTa-4JeHKa Ja OTMEHU BpeMeHHaTa MspKa. Te3u akToBe 3a
M3IBIHCHUE C€ NpHeMaT B CHOTBETCTBHE C INpOIeaypaTa Ha pasr-
JexIaHe, ocoueHa B wieH 82, maparpad 3.

Ynen 89

IIpexonnun mepku

1. KommucusaTa mpoapKaBa a W3MBJIHABA paboTHAaTa mporpama 3a
CHCTEMHO IPOYYBaHE Ha BCHYKH CBHIICCTBYBALINM AaKTHBHH BCIICCTBA,
3alovHalia B CHOTBETCTBHE ¢ WieH 16, maparpad 2 ot JupekrtuBa
98/8/EO, c ornex Ha mpukiouBaHeTo u 10 31 nmexemspu 2024 r. 3a
Ta3u wen Ha KommcHsATa ce MpemoCTaBsIT MPaBOMOIIMATA Ja MpHEMa
JICTICTUPaHU aKTOBE B CHOTBETCTBUE C WICH 83 OTHOCHO H3MBIHEHHETO
Ha paboTHATa MporpamMa M ONpPEAC/ITHETO HAa ChOTBETHUTE MPaBa M 3a.b-
JDKSHUSI Ha KOMIIETCHTHUTE OpPTaHH M YYaCTHHIUTE B IpOrpamara.

B 3aBucuMocCT OT HampeabKa Ha paboTHaTa mporpama, Ha Komucusira ce
NPEJOCTAaBAT MPAaBOMOIIMATA Ja MpHUeMa JeJerHpaHd aKTOBE B CHOTB-
eTCTBUE C wieH 83 OTHOCHO YIB/DKaBaHETO Ha Cpoka Ha paboTHara
rporpama 3a OIpeJiesieH Mepuo/.

C ornen ynecHsBaHe Ha IuiaBHUS npexon oT Jupextua 98/8/EO kbM
HACTOSIIUS PErJlaMeHT, Mo BpeMme Ha paborTHarta mporpama Komwmcusra
IpueMa perJiaMeHTH 3a W3ITBJIHEHHE, B KOWTO C€ MPEIBHXKIA AaIeHO
AKTHBHO BEILECTBO Ja ObAe OJOOPEHO M IpU KaKBU YCIOBUS, WIH, B
CllydanTe Ha Heclla3BaHe Ha YCIIOBHATA MO wieH 4, maparpad | wimm mo
nenecbo0pa3HocT — wieH S5, maparpad 2, WM KOraTo W3MCKBaHaTa
uHOpMaIMsl W JaHHU HE ca MOJAJCHH B PAMKUTE Ha IPEIINHCaHUSL
CPOK, IIpHeMa pelIeHHs 3a U3IIBIHEHHEe, B KOWTO C€ MpEeaBHXKIA
JaJeHO aKTUBHO BEILECTBO Jla He ObJe 0100peHo. Te3u akToBe 3a H3Ib-
JHEHHWEe ce MpUueMaT B CHOTBETCTBHE C IpOLEAypara Ha pasriieKmaHe,
nocoueHa B wieH 82, maparpad 3. B periamentute 3a onoOpsiBaHe Ha
aKTHBHO BEIIECTBO C€ IMOCOYBa JaTaTa Ha onoOpsBaHeTo. Ilpmiarar ce
pasnopenoure Ha wieH 9, maparpad 2.

2. Upes neporamus OoT pasmnopendourte Ha uwieH 17, maparpad 1, wieH
19, maparpad 1 u unen 20, naparpad 1 oT HacTosILIMS peryIaMeHT U 6e3
na ce 3acsrar maparpadu 1 ¥ 3 OT HACTOSIIIMS WIEH, Ibp)KaBa WICHKA
MOXE€ Jla IpPOABIDKM Jla Ipuiara cBOsTa JeHcTBalla CUCTEMa WU
IpaKTHKa 3a MpeNoCTaBsHE Ha MJafeH OHOIMA Ha ma3apa WM 32
U3IO0JI3BAHETO My JO TpU TOAMHU cleJ JaraTa Ha oJoOpsiBaHE Ha
MOCJICIHOTO OT aKTHBHMTE BEIIECTBA Ha TO3M Ououuna. B cborBercTBHE
ChC CBOUTE HALMOHAJIHU IpaBHUJa 3aUHTEPECOBAHATA IbPXKaBa YIIEHKA
MOXE Jla pa3pelld NpeoCTaBsSHEeTO Ha Ia3apa WIM H3II0JI3BaHETO Ha
CBOSI TEPUTOPHS caMO Ha OMOIMJ, KOHTO ChIBPXKa Camo:

a) CBIICCTBYBAIllM aKTUBHHU BCHICCTBA, KOUTO

i) ca oueHenu cwriaacHo Pernmament (EO) Ne 1451/2007 na Komucu-
sita (1), HO Bce ole He ca 0M00peHH 3a TO3H IPOLYKTOB THIT, HIIH

(") Pernament (EO) Ne 1451/2007 na Kowmwucusra ot 4 pmexemspu 2007 T.

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

nin

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

Upes peporaius OT pa3nopea0UTe Ha MbPBa aJWHEs, B Clydai 4e ce
B3€ME pelICHHE JaJeHO aKTHBHO BEIECTBO Ja He ObJae 0m00peHo,
Ibp)KaBaTa WICHKA MOXE Ja TNPOABIDKM Ja TIIpuWlara CBOsTa
JieficTBalla CUCTeMa WM IIPaKTHKa 3a NPeJOoCTaBsHE Ha OuoLUIU
Ha Tasapa 3a Cpok Ho 12 Mecema cien jgaTaTa Ha PELICHUETO
JAIeH0 aKTUBHO BELIECTBO Ja He ObAe 0J00pEeHO, B CHOTBETCTBHE
¢ maparpad 1, Tpera anmHes, KakTO U MOXE Ja IPONBIDKH Ja
Ipulara cBosiTa JIEMCTBAIla CHCTEMa WIIM NMPaKTHKa Ha W3MOJI3BaHEe
Ha Ouonuay 3a cpok 10 18 mecena cien ToBa pelleHUE.

3. Cren pemeHue 3a 0J00psBaHE Ha ONPEETICHO aKTHBHO BEIIECTBO
32 KOHKPETEH IIPOAYKTOB THII IbP)KABUTC UICHKH TapaHTHPAT, dYe
paspenieHusTa 32 OHOLMIAM OT TO3W MPOMYKTOB THII, ChABPXKAIIA TOBA
AKTHUBHO BEILECTBO, CE M3/1aBaT, H3MCHSIT WII OTMCHST CIOpPE Ciydasi B
CHOTBETCTBHE C HACTOSIIHUS PErJIAMEHT B PaMKHATE Ha TPH TOTHHH OT
Jarara Ha oJ00psiBaHe.

3a Ta3su nen 3asBUTENUTE, KOUTO JKeNasT Jda KaHAWOATCTBAT 3a
pa3pelaBaHe WIH 32 MapalielHO B3aWMHO MpU3HAaBaHE Ha OMOLMIN OT
TO3H TIPOAYKTOB THI, KOUTO HE CHABPXKAT IPYro AKTUBHO BEILECTBO
OCBEH ChIUIECTBYBAIlM AaKTUBHH BEIECTBA, I10/aBaT 3asBIICHHE 32
paspellaBaHe WM IapajeHO B3aMMHO IIPU3HABaHE HE I0-KbCHO OT
matata Ha ofoOpsiBaHe Ha akTmBHOTO(MTe) BemiecTBo(a). Korarto
OMOIMIONTE ChIBPIKAT MOBEYE OT €HO aKTHBHO BEIIECTBO, 3asBJICHUSATA
ce MoJaBaT HE IO-KbCHO OT JaTaTta Ha OJ0OpsBaHE HA IOCIETHOTO
AKTHUBHO BEUIECTBO 3a TO3U NPOAYKTOB THIL

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

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

0) ymorpebara Ha ChHIIECTBYBAIUTE 3amacd OT OHOIHMIA MOXE Ja
MPOABIDKH B MPOIBIDKEHHE Ha 365 IHU Clel JAaraTa Ha OJ00psiBaHe
Ha aKTHBHOTO(MTE) BEIIECTBO(a).

4. B caydail 4e KOMIIETEHTHUST OpraH Ha Abp)KaBa WICHKA, WU —
Koraro e menecbobpa3no — Komucusra, pems qa OTXBBPIH 3asBICHHE,
NOZIaJIEHO ChIIIAcHO Maparpad 3, 3a paspemraBaHe Ha OMOIM[, KOHTO
Beue € NpeJOCTaBeH Ha Ia3apa, Ja He U3Aafc pas3pelleHHe WM Ja
HaJIO)KA YCJIOBHA 3a M3JaBaHETO Ha pas3pellleHHe, KOWUTO Hajarar
MPOMsIHA Ha TaKbB MPOAYKT, CE MpHUJlara ciaeIHOTO:

a) Omonmza, KOWTO HE € MOJYyYWJl paspelieHHe WM, KBIECTO € IpuIl-
O0XXKMMO, KOWTO He OTroBaps Ha YCIIOBHATa 3a pas3pelleHHe, He
MOXe IoBeue Aa ObAe NPeNOCTaBSH Ha Mas3apa CleAd H3THUYAHETO
Ha 180 mHM ciex natara Ha pEIICHHETO HAa CHOTBETHHUS OpraH; U

0) ymorpebara Ha ChHIIECTBYBAIUTE 3alacd OT OHOIMIAa MOXe Ja
OPOABIKM 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 KOOpPAWHHpPAHETO Ha TIpoIeca Ha
OLICHSIBaHE Ha JocueraTta, mojaaieHu cien 1 cenremBpu 2012 1., u
yJIECHSIBA OIICHSBAHETO, KaTO IPEJOCTaBsi OpPraHW3allMOHHA W TEXH-
WYecKa TMOJIKpena Ha JIbpKaBUTe-WIeHKH U Ha Komwucusra.

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

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

Koraro oueHkara jaBa OCHOBAHHS 3a OIIACCHHS BBB BPB3Ka C IPHI-
araHeTo Ha pa3Mopef0HTe Ha HACTOAIIMSA PErJIAMEHT, KOUTO He ca
ownn BrroueHu B JlupektuBa 98/8/EQ, Ha 3asBUTENS ce MPENOCTaBs
BB3MOXKHOCT Jla TIPEOCTaBU JOMBIHUTEIHA HHPOPMAIIHSI.

IMonarat ce BCHYKM YycCWiMs, 3a Ja ce U30er€ar JOMBIHATEIHU
H3NUTBAaHUSA BBPXY I‘p’b6Ha‘{HI/l JKMBOTHHU U Ha C€ M36€FHC BB3HUKBAHETO
Ha 3a0aBsHHMS BBB BpB3KAa C TIporpamMara 3a IIpepasriiekaaHe,
npeasuneHa B Permament (EO) No 1451/2007 B pe3yarar OT Te3u
MPEXO/HU pa3nopenou.

HesaBucumo ot pasnopexburte Ha maparpad 1, AreHnusara oTroBaps
CBIIO 32 KOOpPIWHUpAHEe HAa Tpoleca Ha OICHSIBaHE Ha IOCHETAaTa,
nojaneHu 3a nenure Ha upextuBa 98/8/EO, 3a KOWTO OlEHABaHETO
He e npukiIrounio KeM 1 centemBpu 2013 T., U yinecHsBa MOATOTOBKATa
Ha OIICHKaTa, Karo TMPEJOCTaBsi OpraHW3allMOHHA M TEXHHYECKa
NOAKpena Ha IbpKaBUTe-WIEHKM M Ha Komucusra, 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 OHOLMIM, MOJAaJeHH 3a LEeJUTE Ha
Hupektua 98/8/EO, 3a KOHTO OLEHSBAaHETO HE € TNPHKIIOYHIO KBM
1 centemBpu 2013 r., mpoasikaBaT Ja ObJAT OLEHSIBAHH OT KOMIIETE-
HTHHUTE OPTaHU CBIJIACHO IOCOYEHATa JUPEKTUBA.

He3zaBucuMo oT pasnopendure Ha MbpBa alMHEs, IIpUiIara ce CIeIHOTO:

— KOraTo OIICHKaTa Ha pPHCKAa Ha aKTHBHOTO BEIIECTBO COYHM, Y€ ca
W3IIBJIHECHN €IMH WM MOBEYE OT KPHTCPHHUTE, MOCOYCHH B 4ICH 5,
nmaparpag 1, OHOIMIBT ce paspemiaBa B CHOTBETCTBHE C
pasnopenoute Ha wieH 19;

— KOraTo OIICHKaTa Ha pUCKa Ha aKTHBHOTO BEIIECTBO COYHM, Y€ ca
U3IBJIHCHH CIWH WM TOBEYE OT KPUTEPUUTE, MOCOYCHH B UIICH
10, OmoumabT ce paspeliaBa B ChOTBETCTBHE C pas3lopeadHTe Ha
yjaeH 23.

Korato oleHkara jaBa OCHOBAaHHs 3a OIACCHHs BBB BPB3Ka C MPHI-
araHeTo Ha pas3Mopei0HTe Ha HACTOSIIHMS pErIIAMEHT, KOMUTO He ca
oumn BriroueHn B JlupektuBa 98/8/EO, Ha 3asBUTENs ce NPENOCTaBs
BB3MOXHOCT [a MPEIOCTABH JOITBIHATEIHA HH()OPMALIHS.
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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 C wieH 3, 4, 15 unu 17 ot Jdupekrusa 98/8/EO npenu
1 centemBpu 2013 r., morar Aa mpoaBIKAT Ja c€ MPEIOCTaBAT Ha
mazapa W Ja ce YHoTpeOsBar, KOraro € yMeCTHO, IpH CIa3BaHe Ha
yCIIOBHATA 3a pa3pellaBaHe WINM PErUCTPaLlysl, YPEIeHH OT IOCOYEeHATa
IUPEeKTUBa, OO JaTata Ha M3THYAHE Ha pa3pellieHueTo  WIH
perucTpanusaTa, WId HeroBara OTMsHA.

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

buomnuan, paspemienn B croTBETCTBHE € WieHOBe 3 win 4 oT lupektuBa
98/8/EO, ce cuurar 3a paspelieHH 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 WICHKA MOXe
Jla IPOJBIKU Jla TIpUIara cBosta JeHcTBala CHCTEMa WM MIPAaKTHKA Ha
HpefocTaBsHe Ha Ma3apa W M3II0I3BaHe Ha OMOIMOM, KOUTO HE MOMajatr
B mpwioxHOTO none Ha Jlupektusa 98/8/EO, HO mnomamar B mpui-
OXKHOTO TI0JIE Ha HACTOSAIIMS perJiaMeHT, M ca CBbCTaBeHH OT,
ChABp)KAT WM TEHEpHpAaT caMO aKTHBHM BEIIECTBA, KOHTO Ha
1 cenremBpu 2013 1. ca OMIM HaJIMYHU HA Ia3apa WIM U3MON3BaHU B
Onorman. Jleporamusira ce Ipuiara A0 €QHa OT CIEIHHTE IaTH:

a) aKo 3asBJCHUSATA 33 0J0OpEHHE Ha BCUYKM TE3U aKTUBHU BEIECTBA,
OT KOHTO OHMOIMABT € ChCTaBEH, KOUTO TOH CHABPIKA MM T€HEpHpa,
ca IOJaJe€HU 3a CbOTBETHUS NPOAYKTOB THIl 10 1 cenremBpu 2016 r.
— KpaliHHTE CPOKOBE, NpeIBUACHM B wieH 89, maparpad 2, BTOpa
anuHes, B wieH 89, maparpad 3 u B wien 89, maparpad 4; wiu

6) ako He € I0/a/IeHO 3asBJICHUE 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 IaJeHO TPETHPAHO
W3ene, TPETUPAHO ChC WM IEJICHACOYSHO BKIIOYBALIO €IHH HIH
noBe4ye OWOIMIM, CHIBPKAIIM CaMO AKTHBHM BEIECTBA, KOUTO ca
00eKT Ha TpPOyYBaHE 3a CHOTBETHHS MPOAYKTOB THUI B padoTHaTa
mporpaMa, IHocodeHa B wieH 89, maparpad 1, Ha 1 cenTemBpu
2016 r., wiM 3a KOUTO € TOAAJCHO 3asBICHHE 3a ONOOpeHHE 3a
CHOTBETHUSI TPOAYKTOB THI JO Ta3W Jara, WIH ChIbPXKANH CaMO
KOMOMHAIuUsI OT TaKWBa BEIIECTBA W AaKTHBHHU BELIECTBA, BKIIOYEHH B
CNHCHbKa, HM3TOTBEH B CHOTBETCTBHE C wWieH 9, maparpap 2 3a
CbOTBETHHUS MPOAYKTOB THUII U yHOTpC6a, WJIN BKIIFOYCHU B IPUIIOKCHUC
I, Moxe nma Obe MycKaHO Ha IMaszapa 10 €Ha OT CIEAHUTE JaTH:
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a) B ciyuail Ha pemieHue, npuero cien 1 cenremspu 2016 r., 3a
OTXBBPJISHE Ha 3asBJICHUETO 3a OJOOpEHHE WM 3a HEOJ00peHHE
Ha €JHO OT AaKTHBHHTE BEIIEeCTBA 3a CHOTBETHaTa ymnorpeoda,
naraTta, chboTBeTcTBamia Ha 180 AHM clieq B3¢MaHETO Ha TaKoBa
peleHue;

0) B Apyru ciy4ad, Aatata Ha olOOpeHHE 3a CHOTBETHHS HPOIYKTOB
THUII U yHoTpeba Ha IMOCIEJHOTO ChIBPIKAIO CE B OMOLUAA aKTUBHO
BEILECTBO, MOAJIEKANIO Ha OJ00pEHHE.

2. Upes mombJHUTENHA Jeporaius oT wieH 58, maparpad 2, mameHo
TPETHUPAHO H3HENUE, TPETHPAHO ChC WM IEIEHACOYCHO BKITIOYBAIIIO
€lUH WIM IoBedye OUOIMIY, ChIbPKAIM BCSIKAKBU aKTHBHU BEIECTBA,
pa3IMYHM OT yIOMEHAaTHTe B maparpad 1 OT HAcTOAIIUS YIEH, WIH
TE3H, BKIIOUEHU B CIHUCHKA, HM3FOTBEH B CBHOTBETCTBUE C wWieH 9,
naparpag 2 3a CBOTBETHHS MPOAYKTOB THUN M ymoTpeba, wWiIx
BKIIIOYEHH B TIpuiioxkeHHne I, Moxe ma ObIe IyckaHO Ha Masapa Mo
1 mapt 2017 r.

Unen 95

IIpexogHn MepKH OTHOCHO [JOCTBNA A0 JOCHETO HA AKTHBHOTO
BellecTBO

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

JIOCTOSIHUE W PEJOBHO aKTyaJlu3Wpa CIHChK HAa BCHYKH AKTUBHH
BEIIECTBA W BCHYKU BEIECTBA, TEHEPUpAIINM aKTHBHO BEIIECTBO, 3a
KOUTO € TPEJICTABCHO JIOCHE, OTrOBApSINO HAa W3WCKBAHHSTA HA TMPHJI-
oxxenue Il kpM HacTosiUsl periiaMeHT Wwid Ha npuioxkenus IIA wmm
IVA xbMm JlupektuBa 98/8/EO u, KbIAETO € MPHIOKHMO, MPHIOKCHUE
IITA xBpM TOcodYeHaTa TUPEKTHBA (,,ITBIIHOTO JOCHE Ha BEMIECTBOTO) H
TOBa Jocue € Oujo mnpuero M O0XOOpPEeHO OT [IbpXkKaBa YJICHKA
MOCPEICTBOM MpOIIEAypara, IPEABUICHA OT HACTOSIIUS PETJIAMEHT
WIM T[0COYeHAaTa JIupeKTuBa (,,ChOTBETHHUTE BemlecTBa™). 3a BCAKO
CHOTBETHO BEIIECTBO CIHMCHKHT BKIIOYBA CBIINO Taka BCHYKH JIHIIA,
MPEJCTaBUIIM TaKOBA JIOCHE WJIM TPEACTaBHIM JIOCHE Tpesa ATeHIusTa
B CHOTBETCTBHE C BTOpa allMHEs OT HACTOSAIIMS naparpad, W mocousa
possiTa UM, KakTO € yKa3aHO B II0OCOYEHaTa aJlluHesl, U MpPOIyKTOBUI(TeE)
Tum(oBe), 3a KOMTO € MpeAcTaBeHO MJOoCHe, KaKTO M [JaraTa Ha
BKJIIOYBAHETO HA BEIIECTBOTO B CIIMCHKA.

Jlune, ycranoBeHo B Cbhr0o3a, KOETO NMPOM3BEXJA MIM BHACS CHOTBETHO
BEIIECTBO, CAMOCTOSITENTHO MM B ChCTaBa Ha OMOIH, (,,JOCTABYMKBT Ha
BEILIECTBO™), MM KOETO IPOU3BEXKIa WIM IpPeAocTaBs Ha Iasapa
Omouuna, KOWTO € ChCTaBeH OT, ChObp)Ka WIM TEHEepHpa TOBa
BEIIECTBO (,,IOCTABYMKBT Ha OMOLMA’), MOXE IO BCSIKO BpeMe Ja
MPECTaBU Ha ATEHIHUATA IIBJIHO JAOCHE Ha BEIIECTBOTO 332 CHOTBETHOTO
BELIECTBO, IHCMO 32 JOCTBII JI0 IBJIHO JOCHE Ha BEIECTBOTO WM
[I030BaBaHE HA IBJIHO JIOCHE HA BEIECTBOTO, 32 KOETO Ca M3TEKIH
BCHUYKH CPOKOBE 3a 3amura Ha umHpopmarmsara. Ciex MOAHOBSBaHE Ha
0JOOpEHHEeTO Ha JaJeHO AaKTHBHO BEIECTBO BCEKH JOCTaBUMK Ha
BEIIECTBO WM JOCTaBYMK Ha OHOIMI MOXe Ja TPeACTaBH Ha
AreHuusATa THCMO 3a JOCTBI JIO0 BCHYKHM JAaHHU, KOUTO ca OWiH
CUETEHH 3a CBUIECTBEHH OT OLEHSBAIIMS KOMIICTEHTEH OpraH 3a
LeNUTe Ha TOAHOBSBAHETO M 32 KOUTO CPOKBT Ha 3alllUTa BCE OLIe HE
€ U3TeKBJ (,,ChOTBETHUTE JaHHH' ).

AreHuusTa yBEJOMSBa JOCTaBYMKA, IpeaocTaBwil HH(popmanusara, 3a
TaKCUTe, IBDKUMHU cbriiacHo wieH 80, maparpad 1. Ts orxBbpis
3asBJIICHHETO, B CIIydYail 4e MpedoCTaBHIMAT WH(POpMalusITa JOCTABYHK
HE MJjaTh Takcutre B cpok oT 30 OHM M yBeAOMsBa NPEAOCTaBUIINSA
uHpOpMAaLIUATA 32 TOBA.
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Crnen moiyyaBaHe Ha TaKCUTE, IBJDKMMHU cbritacHO wieH 80, maparpad
1, AreHnusATa TpoOBepsBa Nl NPEICTABIHETO € B CHOTBETCTBHE C
BTOpa alvHes OT HacToAuMs mnaparpad M yBeIoMsBa NpeIOCTABUIINS
nH(OpMaIyATa JOCTaBUUK 32 TOBA.

2. Cuwrano ot 1 cenremBpu 2015 r. Oumouma, cwcrosimy ce OT,
CbAbpiKall WIM TCHCpUpal] CbOTBETHO BCIICCTBO, BKIYCHO B
mocovyeHuss B maparpad 1 cHoUChK, He ce TpenocTaBs Ha masapa,
OCBEH aKO JIOCTABYMKBT Ha BEUIECTBOTO MM JOCTABYMKBHT HA OHOLHUIA
¢ BKIIOYEH B CIIUCHKA, MocouyeH B maparpad 1 3a mpoaykroBus(Te)
TUI(0BE), KbM KOMTO/KOUTO CIaja MPOAYKTHT.

3. 3a menuTe Ha MPEACTaBIHETO HA 3asABICHUE B CHOTBETCTBHE C
naparpad 1, Bropa anuHes OT HACTOSIIMS WieH, wieH 63, maparpad 3
OT HACTOSIIUS PErIaMEeHT Ce Mpuiara rmo OTHOLICHHE Ha BCHYKH TOKC-
MKOJOTMYHM M EKOTOKCHUKOJIOTMYHHM M CBBP3aHH C OKOJHATa cpena
W3CIIe/IBAaHMS 33 TOBEJCHUETO M JKU3HEHWS LUKBI IO OTHOLICHHE Ha
BemlecTBara, u30Opoenn B mpuioxenue Il kem  Permament (EO)
No 1451/2007, BKIIOYMTETHO BCAKO IOJOOHO H3CIIENBAHE, KOETO HE
BKJIIOYBA U3IMUTBAHUSA BBHPXY r’p’b6Ha‘{HI/I JKHUBOTHH.

4. JlocTaBUHK Ha BEUIECTBO MIIM Ha OHMOIM[, BKIIOYEH B MOCOYEHHS B
naparpad 1 cIHMCBK, Ha KOMTO € M3JaJleHO MUCMO 3a JAOCTBII 3a LIEIUTE
Ha HACTOSIIMS 4NeH, WIM € JaJeHO0 TpaBOTO Ja ce I030BaBa Ha
IpOy4YBaHe B CHOTBETCTBHE C Maparpad 3, ¥Ma IpaBo Ja ITO3BOIH Ha
3adBUTENNTE 3a M3JaBaHE Ha pa3pellieHue 3a OWOIMA Ja ce 1M030BaBaT
Ha TOBAa NHCMO 3a JOCTBII MM Ha TOBAa NPOYYBAHE 3a LEIUTE HAa WICH
20, naparpad 1.

5. Upes neporarus ot wieH 60, BCHUKY CPOKOBE 32 3alllUTa Ha JaHHU 32
KOMOWHAIIMUTE aKTHBHO BEIIECTBO/TIPOIYKTOB THII, H30POCHU B MPHI-
oxenne II kpm Permament (EO) Ne 1451/2007, Ho 3a KxouTOo mpeau
1 cenremBpu 2013 1. He e OWIIO B3ETO pEIICHHE 32 BKIIOUBAHE B MPHJI-
oxxenue | kpM upexrusa 98/8/EO, nztnyar Ha 31 nexemspu 2025 r.

6. Ilaparpadu 1—S5 He ce mpuiarar 1Mo OTHOILICHHE HAa BELIECTBATA,
n30poeHu B mpuioxenue | B kareropun 1—35 u kateropus 7, WK Ha
OMoIMIM, ChIbPKAIM CaMO TAaKMBa BEIECTBA.

7.  AreHuusTa aKTyalu3Wpa PEIOBHO CIHCBHKA, MMOCOYEH B maparpad
1 ot Hacrosmust wieH. Cnen mogHOBsSBaHE Ha OMOOPEHWETO Ha JaJICHO
AKTUBHO BCIICCTBO AFCHLII/I?IT& l'IpCMaXBa OT CIIMCBKAa BCCKH AOCTABYUK
Ha BEIICCTBO WIJIM JOCTABUYMK Ha OWOLMWA, KOWTO B paMkuTe Ha 12
Mecela cjel IOJHOBSABAHETO HE € MpPEJCTaBWJI BCHYKH CHOTBETHU
MaHHA WK THCMO 3a JOCTBI IO BCHYKH CHOTBETHH JaHHH B CHOTB-
eTcTBHe ¢ maparpad 1, BTOpa anWHEs OT HACTOSIIHMS UICH WIA B
3asBJICHHAE 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 ¢ pelcTBHE OT
1 centemBpu 2013 r.

[TozoBaBaHMsATa Ha OTMEHEHAaTa TUPEKTHBA CE CUMTAT 32 IT030BABAHUS
Ha HACTOAIIMS PEIIaMEHT M C€ YeTaT ChIVIACHO TabiMIaTa Ha ChOTBET-
ctBueTo B mprioxkenue VI
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Ynen 97

Buauszane B cuiia

HacrosmusT pernaMeHT BiM3a B CHJIa Ha JABAJECEeTHs A€H cief mmyOun-
ukyBaHeTto My B Oguyuanen éecmuux Ha Eeponetickusi cvio3.

IMpunara ce ot 1 cenremspu 2013 r.

Hacrosiust PErIaMEHT € 3aAbJDKUTEIICH B CBOsATA LUAJIOCT U CC IpUJiara
IPsIKO BBB BCHUYKU ABPIKABU-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, pasperieHn kato qo00aBku B xpanute cbriacHo Permament (EO) Ne 1333/2008
200-018-0 Mieuna kucenuHa | KoHumeHrtparws, mojuiexama Ha orpaHudaBaHe, Taka | E 270

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

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

208-534-8 HatpueB Genzoar KoHnenTpamusi, mojuiexania Ha orpanndyaBane, taka | E 211
4ye Ja He ce M3UCKBa Kiacuduuupane Ha Ouonuzaa
cermacHo JupektuBa 1999/45/EO mnmu Permament
(EO) Ne 1272/2008.

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

KHCEJIMHA 4ye Jla He ce W3MCKBa KiacuduimpaHe Ha Ououupaa
ceriacHo JlupektuBa 1999/45/EO mnm Pernmament
(EO) Ne 1272/2008.

200-580-7 Onerna kucennHa | KoHumeHTpamwms, moaiexamia Ha orpaHnvaBaHe, Taka | E 260
4ye Ja He ce M3KMCKBa Kiacuduimpane Ha Ououuaa
cermacuo JlupekruBa 1999/45/EO wnm Permament
(EO) Ne 1272/2008.

201-176-3 [Iponronosa KoHueHnTpanus, nojjexaiia Ha orpaHn4aBane, taka | E 280

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

Hatypanno macno

Macno or JjaBaH-
yna

CAS 8000-28-0

Harypanao macno

Macno or MeHTa

CAS 8006-90-4

Kareropuss 5 — ®epomonn

222-226-0

OkT-1-eH-3-011

Cmec

DepoMOoH OT
IUIATHEHU JPELIHU
MOJILH
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EO nomep Wme/rpyna OrpanuueHus Benexxa
Kareropuss 6 — BemiecTBa, 3a KOUTO AbpXKaBa WIEHKa € 0Zo0pmiIa Jocue Ha aKTHBHOTO BEILECTBO B CHOTBETCTBUE C
uiieH 7, maparpag 3 OT HacCTOSIIMS PErJIaMEHT MM € MpHueiia TaKoBa JOCHE B CHOTBETCTBHE C WICH
11, maparpad 1 or Jupexrusa 98/8/EO
204-696-9 Brrineponen EnunctBeno 3a ymotpeba B TrOTOBH 3a ymorpeba
JIMOKCHT, ra3oBH OyTHIIKH, pabOTEIH C ra300TACIUTEN.
231-783-9 A3sor EnuncTBeHO 32 ynoTpeba B OrpaHUYEHH KOJIHYECTBA
B TOTOBH 32 ynoTpeba OyTHIKH.
He e npunoxumo (9Z,12E)- CAS 30507-70-1
TeTpajeKaeH
1-un anerar

Kateropuss 7 — Jlpyru

Bbaxynosupyc
215-108-5 Benronut
203-376-6 Hutponenan
231-753-5 XKenesen cyndar
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IIPUJIOKEHUE 11

MN3UCKBAHUSA 3A IMPEJOCTABSAHE HA HWH®OPMAIUA 3A

1.

AKTUBHUTE BEHIECTBA

B HaCTOAMIOTO MPUIOKEHHE Ce OTPENEIAT N3NCKBAHHATA 3a MPEIOCTABSIHE Ha
MHpOpMAIHs 32 M3TOTBAHE HA JOCHETO, IOCOYCHO B wieH 6, maparpad I,
OykBa a).

I[aHHI/ITe, ChbAbpXKaAIIU CE€ B HACTOAMIOTO MPUIIOKEHHUE, BKIHOUYBAT OCHOBHU U
JOIIBJIHUTCIIHU JTaHHH. ﬂaHHI/ITe, KOUTO cHoagaT KbM OCHOBHHUTC JaHHH, C€
cyuTar 3a 0a30BUTE JaHHWU, KOUTO IO MPHHOUII CJI€ABa Ja C€ NPEAOCTaBAT
3a BCHYKH AaKTHBHH BEIICCTBA. B Hsaxon Cllydan obaue (bHSI/I'-IHI/ITe Ui
XHMHUYHHUTE CBOWMCTBA Ha BCOICCTBOTO MOXE [Oa O3HadaBar, 4Y€ HE ¢€
BB3MOXHO HJIM HE € HeOﬁXOHI/IMO Ja C€ TIPEOOCTaBAT KOHKPETHU HOAaHHU,
KOUTO CIiagaT KbM OCHOBHHUTC OJaHHH.

[lo oTHOmEHME Ha MONBIHUTEIHWTE JAHHU EIEMEHTHUTE, KOMTO TpsiOBa naa
ObaT MPEeIOCTaBeHH 32 KOHKPETHO aKTHBHO BELIECTBO, CE€ OIPEIENIT, KaTo
ce pa3mIeKAa BCEKH EIEMEHT OT IMOCOYEHHTE B HACTOSIIOTO INPHIOKEHHE
JIOI'BJIHATEIHA JaHHH, Karo c€ OTYMTAT Hapeh C JAPYroro (GHU3UYHHTE U
XMMHYHATE  CBOWCTBA HA  BEHIECTBOTO,  CBINECTBYBAIIUTE  JAHHH,
nHMOpMALMATA, KOSATO € 4YacT OT OCHOBHUTE JaHHHM, M HPOAYKTOBHUTE
TUIIOBE, B KOUTO Il CE M3IOJI3BAa aKTUBHOTO BEIIECTBO, KAKTO M CBBP3aHHUTE
¢ Ta3® ynorpeba MOJCIH Ha €KCIO3UIUS.

B kosona 1 or Tabnuuata B npunoxenue Il ca nageHn KOHKPETHH yKa3aHHUS
3a BKIIOYBAHETO HA HAKOM MHaHHW. [Ipmmarat ce cpmo u oOmute
CbOOpaXkeHHsI 3a aJanTHpaHe Ha M3MCKBAaHMATA 3a MPEJOCTaBsHE Ha
uHpopMmalys, nocoueHn B npuiaoxenue V. IlpenBua ToBa KOJNKO € BaXKHO
Jla Cce HAMalsT ONUTUTE BBbPXY TIPHOHAYHM JKMBOTHM, B KOJOHa 3 OT
tabmmuara B mpwiokenne Il ca janeHM KOHKPETHHM —yKa3aHMS 32
aJanTHPAaHETO Ha HAKOM JaHHH, KOETO MOXE Ja HAJIOXKH H3IIOI3BAHETO Ha
TaKMBa ONUTH BBPXY I'PbOHAYHM JKMBOTHH. BBB BCHUKM CllydaW IpenocTa-
BeHaTa MH(OpManus € B ZOCTaThueH 00eM, 3a Ja MO3BOJIHM OLEHKA Ha PHCKa,
KOATO Jla JJOKaXke, 4e MOCOYeHUTe B wieH 4, maparpad 1 Kputepuu ca M3nb-
JTHEHH.

3asBUTENINTE CJIEIBa Jla HAMPABAT CIIPaBKa B MOJPOOHOTO TEXHHYECKO PBKO-
BOJICTBO OTHOCHO NPHJIAraHEeTO Ha HACTOSIIOTO MPHIIOKEHHE U MOArOTOBKATa
Ha JIOCHETO, OCOYEHO B WieH 6, maparpad 1, OykBa a), KoeTo MOxe J1a Obie
HaMepeHo Ha yeOcaiita Ha AreHUUSITA.

3asBUTENAT € 3aJbJDKEH Ja 3alouHe KOHCYNTAlMsl Npelad IMojAaBaHe Ha
3asBieHneTo. OCBEH 3aIb/DKEHHUETO, OMpE/eNieHo B wieH 62, maparpad 2,
3asBUTENAT MOXE Ja Ce KOHCYITHpa M C KOMIETEHTHMsl OpraH, KOHMTO Ie
OLICHSIBA JIOCHETO, 10 OTHOLICHHE Ha TPEIJIOKEHHTE M3MCKBAHMS 3a NPEo-
CTaBsiHE Ha MH(OpPMALMS U IO-CIEHHANTHO HA ONUTUTE BBPXY IPHOHAYHU
JKMBOTHH, KOMTO 3asBUTEJIST Mpeyiara 1a U3BBPIIH.

Moxe nma ce Hamoxu na ObIe MPEAOCTaBeHA NOMBIHHUTEIHA HH()OPMAIINS,
ako ¢ HeoOXOOUMO [a Ce W3BBPUIM OIICHKAara, II0COYCHa B WIEH 8,
maparpag 2.

BrurouBa ce moapoOHO U TBIHO ONMKMCAaHUE Ha W3BBPUICHUTE WA [UTHPAHUTE
M3CIIE/IBAaHMsT W HA HW3MOJ3BaHUTE MeToAu. BakHO € 1a ce HampaBu HeoO-
XOOUMOTO HaJNUYHUTE JaHHM Ja ca TPEACTaBUTEIHH M JOCTaThYHO
KayecTBEHH, 3a Ja OTTOBOPAT Ha m3MCcKBaHWATAa. CliefBa Na ce MpPEACTaBsT
1 J0Ka3aTeJNCTBa, 32 Jla ce MOKaXke, Ye aKTUBHOTO BEIIECTBO, BEPXY KOETO ca
M3BBPIICHA OIMTHTE, € CHUIOTO KAaTO TOBa, 3a KOETO € OWIO0 MOAaAeHO
3asBJICHUETO.

3a mpeacTaBsHE HA JIOCHETaTa 3aJBIDKUTEIIHO Ce H3MOJi3BarT (opMaTute,
npemocraBeHn oT Areniusara. OcBeH Tsx TpsOBa na ce m3nomsea u [UCLID
3a Te3W YacTU OT JocueraTa, 3a kouto ce orHacs [UCLID. ®opmarute u
JOMBJIHUTEIIHUTE YKa3aHUS OTHOCHO H3MCKBaHHATA 3a MPEJOCTaBsSHE Ha
MAHHU ¥ W3TOTBSHETO Ha JIOCHETaTa MOraT [ga ObJaT HaMEpeHH Ha
yebcaiiTa Ha AreHiusra.
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5. I/ISHI/ITBaHI/IﬂTa, NpeACTaBCeHU C LIS ITOJyJaBaHEe Ha 0[106peHHe Ha aKTUBHOTO

BEIECTBO, C€ MPOBEXKJIAT B CHOTBETCTBHE C METOAUTE, ONMCAHHU B Pernamenr
(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
EBponeiickus mapnameHT M Ha CbBeTa OTHOCHO PETHCTpAlLlMATA, OLCHKATa,
paspemraBaneto u orpanndaBanero Ha xumukamun (REACH) (!). Boopexkn
TOBa, aKO JAJeH METOJ € HEMOAXOMSLI WM He € OIKMCaH, Ce H3I0JI3BaT
JIPYTH METOAW, KOMTO ca TMOIXOMSAIIM OT HaydHa IJIe[HAa TOYKa, 110 Bb3M-
0XKHOCT MEXIYHApOJHO TNpPU3HATH, M YHATO LEeNechoOpasHOCT TpsiOBa na e
000CHOBaHa B 3asBICHHETO. Korato MeToauTe 3a M3NUTBAHE CE IpHiIArar 3a
HaHOMAaTepuajH, Ce NpeJocTaBs OOSCHEHHEe Ha HaydyHaTa WM LelieCh-
00pa3HOCT 32 HAHOMATEepHAIIUTE, U, IPHU LEIeChOOPa3HOCT, HA TEXHUYECKOTO
a/lanTHpaHe/IPUCIIOCO0sIBaHe, KOGTO € HANpaBeHO C IIeN Jia Ce OTrOBOPH Ha
crielM(pUIHATE XapaKTePUCTHKU Ha Te3U MaTepHau.

IIpoBeneHuTe M3NMTBAHMS CIEABA Jla ca ChOOPa3eHU CbC CHOTBETHUTE M3UC-
KBaHUs 3a 3alllUTa Ha JaOOpAaTOpHUTE *KUBOTHH, OHpejereHH B JlMpekTHBa
2010/63/EC na EBpomeiickuss mapiaameHT u Ha CbBeTa OT 22 CeNTeMBpU
2010 r. OTHOCHO 3aIiMTaTa Ha )XMBOTHUTE, M3IIOJI3BaHHU 3a Hay4HH uend (),
a NPU EKOTOKCHKOJIOTMYHM M TOKCHKOJIOTMYHHM H3IUTBaHUS — C JoOpara
nabopaTtopHa TmpakTHka, onpeneneHa B JlupektuBa 2004/10/EO  Ha
Eponeiickuss napnament u Ha CbBeta or 11 despyapu 2004 r. otHOCHO
XapMOHM3MpaHE Ha 3aKOHOBHUTE, IIOJ3aKOHOBUTE M aJAMMHHMCTPATHBHUTE
pasmopenO4, CBbp3aHM C [pHIaraHeTo Ha NPUHUMINTE Ha Jo0pa
1a00paTopHa INpPaKTHKAa M BEepU(PUIUPAHETO Ha TAXHOTO IIPUIAraHe IIpH
M3NMTBAHMS HAa XUMHYECKH Bemiectsa (?), WIM C JOPYyrH MEXIyHapOIHH
CTaHJApTH, NPU3HATH 3a eKBuUBaJeHTHH oT Komucusrta uiam ot AreHuusra.
W3nutBanusTa 3a pU3NKOXUMHYHHUTE CBOICTBA M JaHHUTE 32 BEILECTBOTO OT
3HauUECHHE 3a 0€30I1aCHOCTTA CJIE/BA Ja CE U3BBPIIBAT IIOHE B ChOTBETCTBHE C
MEXTyHApOIHHUTE CTAHIAPTH.

Ilpu wu3BBpIIBaHE HA W3NUTBaHe, TpsAOBa Ja ce MPEIACTaBH IMOAPOOHO
omucanue (cnenuUKanMsA) Ha M3MOJI3BAHOTO AaKTHBHO BELIECTBO U
HEroBHUTe MpuMecH. V3nmuTBaHeTo ciiefBa Jla ce M3BBPIIBA, KATO aKTHBHOTO
BEILIECTBO € BbB BUJA, B KOMTO € NMPOM3BECHO, WM B CIIy4ail Ha WU3MUTBaHE
Ha HAKOM (PU3MYHHM WM XMMHYHHM CBOWCTBa (BXK. YKa3aHUATa B KOJOHA | oT
Tabiuiara) — ¢ npedrcTeHa (GopMa Ha aKTHBHOTO BEIIECTBO.

Korato chluecTByBaT JaHHH OT M3MMTBAHMS, MOJyYeHH mpeaud | cenreMBpu
2013 r. upe3 MmeroaM, pa3nuyHH OT wu3noxkenure B Permament (EO)
Ne 440/2008, amekBaTHOCTTa Ha TE3M JAaHHM 3a ICJINTE HA HACTOSIIHUS
periaaMeHT W HeoOXOAMMOCTTa OT HOBM M3IHMTBAaHHS ChOOpa3HO PeriameHt
(EO) Ne 440/2008 Tpsi6Ba na ObOAT yCTAHOBEHU 3a BCEKM OTHENEH Cllydail OT
KOMIIETEHTHHSI OpraH Ha CBhOTBETHATa JbpiKaBa-4wiCHKa, KaTo ce B3eMe
npeaBua, Hapen C Ipyrd (akTop, HEOOXOJUMOCTTa OT CBEXIaHE [0
MHHHMYM Ha H3IUTBAHETO BBbPXY I'PHOHAYHH JKMBOTHH.

HoBute n3nuTBaHMs, B KOUTO Y4acTBAaT rPbOHAYHU )KMBOTHH, CE MPOBEKIAT
KaTo MOCJeHA BB3MOXKHOCT 3a ChOOpa3sBaHE ¢ W3MCKBAHMATA 3a IPEO-
CTaBSHE Ha [aHHW, OMNpEICICHH B HACTOAIIOTO IPUIOKEHUE, KOraTo
BCHYKHM OCTaHAIM M3TOYHHLM Ha HHpoOpManus ca OWIM H34YepHaHH.
M30srBar ce ChIIO M3NUTBAaHUS WH BMBO C KOPO3WBHH BELIECTBA NMPH HHUBA
Ha KOHIEHTpALM/103a, NPHYMHSIBAIM KOPO3UBHOCT.

JUSUT 1
XMMHWYHHI BEHIECTBA

OCHOBHM ¥ JONBJHUTEJIHU JAaHHU 32 AKTHBHUTE BeleCTBA

Mudopmanusra, u3ucKkBaHa KaTo 00OOCHOBKA 3a 0J00psBaHE HA JaJCHO aKTHBHO
BEIIECTBO, € N30pOcHa B TabiMIaTa I0-J0ITy.

(
(
(

1
2
3

) OB L 142, 31.5.2008 r., ctp. 1.
) OB L 276, 20.10.2010 r., cTp. 33.
) OB L 50, 20.2.2004 r., cTp. 44.
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VYcnoBusita, IpH KOMTO HE CE M3HMCKBA ONPENEICHO M3IHMTBAaHE, NPEABUICHH B
CHOTBETCTBAIMTE MeToan 3a m3nuTBaHe B Permament (EO) Ne 440/2008 u xonto
HE ce IOBTapsT B KOJOHA 3, CBIIO Ce MpHiarar.

Komona 3
CrieunuuHE NpaBUiIa 3a aJanTHPaHe CIPAMO

Kosona 2
craHjapTHara MHPOPMALMS OTHOCHO HSKOU OT
Komona 1 Bcenuky maHHM ca OCHOBHH,
M3KMCKBAHMATA 3a MPEJOCTABSIHE HA
M3uckBana uHpoOpMAarms: OCBEH aKO He ca OTOeNs3aHu

nH}OpMaNus, KOMTO MOXE Jia Hajarat
U3M0JI3BAHETO HA M3IUTBAHE BBPXY IPHOHAYHU
JKUBOTHH

KaTO OOMBIIHUTCIIHHA

1. 3ASABUTEI

1.1. Nwme u agpec

1.2. JIume 3a KOHTAaKT

1.3. [IpousBonuten Ha AKTHUBHOTO

BCLICCTBO (HAMMCHOBAHHE, aJpec H
MECTOHAXOXJICHHE Ha 3aBoja(uTe)
npou3BoANTEN(H)

2. WJIEHTUYHOCT HA AKTHBHOTO
BEIIECTBO

B To3u pasgen ce naBa J0OCTaThYHO
uHpopMaIys 3a AKTHBHOTO
BEILECTBO, 3a Ja MOXe TO Ja Obue
UICHTUOUIMPAHO. AKO € TeXHHYECKU
HEBB3MOXKHO MIIM aKO HSAMa Hay4yHOO-
0ocHOBaHa HEOOXOIMMOCT OT IPEeno-
cTaBsiHE HAa HH(POPMALMS 110 €HA WU
noBedye  OT  TOYKHUTE  MO-A0IY,
MIPUYHMHHTE SICHO CE MOCOYBaT.

2.1. OO0u0 HaMMEHOBaHHE, MPEUIOKEHO
wm npuero oT ISO wmm cuHOHUMHU
(oOMuaiiHO HaNMEHOBAHHE, ThPrOBCKO
HaMMCHOBAaHHUE, CHKpAICHHUE)

2.2. XUMHAYHO HaWMCHOBaHHWE (CBITACHO
HomeHkiarypara Ha IUPAC u CA
Wi JIpyro(n)  MeXAyHapoIHO(H)
XUMHYHO (W) HaUMEHOBaHUE(sT)

2.3. Howmenknarypen(u)  kox(oBe)  Ha
TIPOU3BOTUTEIIS
2.4. Homep mo CAS mmoc nHomepa EO,

INDEX u CIPAC

2.5. MonekynHa U CTpyKTypHa (opmyna
(BxutounrtenHo Hotauus o SMILES,
aKO UMa TaKaBa U € MOAXOJAIIA)

2.6. Wudopmaryms 3a onTHYHATA aKTHBHOCT
U ITBJIHA TOAPOOHOCTH 3a W30MEPHUSI
ChCTaB (aKO € MPUIIOKUMO U YMECTHO)

2.7. MonapHa maca

2.8. Meron Ha NMPOM3BOACTBO (METOX Ha
CHHTE3) Ha AaKTUBHOTO BELIECTBO,
BKJIIOUUTEIIHO uHpopMaus 3a

NU3XOAHUTE MaTepuaju MU Ppa3TBOPUT-
CJIIUTC, KAKTO U NOCTaBYMIIHU, cneumb-
HUKaluy U NpeaoCTaBsHE Ha I1a3apa
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Komnona 1
W3ucksana nrpopmarus:

Kosnona 2
Beuuku aHHM ca OCHOBHH,
OCBECH aKO He ca OTOeNsA3aHu
KaTo JONBJIIHUTCIIHA

Kosnona 3

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

W3UCKBaHUATA 3a IPEIOCTaBAHE Ha
I/IHCbOpMa]_[I/Iﬂ, KOMTO MOXE Jia Hajarar

M3I0JI3BAHETO HA M3MHTBAHE BbPXY IPHOHAUHH

KUBOTHH

2.9.

Creundukanms 3a  YHCTOTa  Ha
[POM3BEICHOTO AKTHBHO BEIIECTBO B
g/kg, g/l mmu % w/w (v/v), kakto e
MOIXO/IAIIO, KATO CE TOCOYAT BKITFOU-
UTEJHO AOJHA ¥ TOpPHA TpaHHIA

2.10.

Wnpentuanoct Ha €BCHTYaJIHI
MpUMECH U J00aBKH, BKIIOYHTEITHO
CTpPaHWYHHU MPOJIYKTH OT CHHTE3a,
ONTHYHH H30MEPH, TPOAYKTH OT
pasrpaxgaHeTo (aKo BEIIECTBOTO €
HeCTaOWIIHO), Hepearupand U KpaiHu
Tpynmd ¥ T.H. OT TMOJIAMEPH U
Hepearupaid M3XOJHH MaTepHaIN OT
UVC BemecTBa

2.11.

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

2.12.

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

OM3NIHHN 14 XUMHWYHN
CBOMCTBA HA AKTHBHOTO
BEIIECTBO

Bouumen Bug (1)

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

DuU3UYHO CHCTOSHHE (HAIp. BUCKO3HO,
KpucrainHo, 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.

Temmeparypa Ha kurnene (%)

3.5.

OTHOCHTENHA TUIBTHOCT (%)

3.6.

Januu 3a cnekrbpa Ha abcopOupane

(UV/VIS, IR, NMR) wu m™acos
CIIEKTBpP, KOCHHIMEHT Ha MOJapHa
abcopOrus npu orpeieeH:
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,
OCBECH aKO He ca OTOeNsA3aHu
KaTo JONBJIIHUTCIIHA

Kosnona 3

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

W3UCKBaHUATA 3a IPEIOCTaBAHE Ha
I/IHCbOpMaIII/Iﬂ, KOMTO MOXE Jia Hajarar

M3I0JI3BAHETO HA M3MHTBAHE BbPXY IPHOHAUHH

KUBOTHH

3.7.1. Axo Moxe ga Obae HU34YKCIIEHA,
KOHCTaHTaTa I10 3aKOHa Ha XEHPHU
TpssOBa BUHArTH 1a ObJE MOCOYCHA 3a
TBBPJHUTE BEIIECTBA U TCYHOCTHUTE.
3.8. IToBbpXHOCTHO HampexeHue (%)
3.9. PasztBopumocT BBB Boza (%)
3.10. Koedurmenr Ha  pasmpenencHue
(n-0KTaHOJI/BO/IA) U 3aBUCUMOCTTA MY
or pH ()
3.11. Tepmu4Ha CTaOMIHOCT, MICHTHYHOCT
Ha TPOJYKTHTE OT pasmagaHeto (%)
3.12. PeakTMBHOCT cnpsiMO MaTepuaiia Ha
chla
3.13. JluconnanyoHHa KOHCTaHTa JIOBIIHUTEIIHA TaHHU
3.14. I'panynomerpus
3.15. Buckosurer JIO'bIIHUTENHN JTaHHU
3.16. PastBopumocT B oprammyHH pa3T- | JombIHUTENHH TaHHA
BOPHTENH, BKIIOYUTEIHO BIUSHHE HA
TeMIeparypara BBPXY pPa3TBOPHM-
ocrra (%)
3.17. CraOWwIHOCT B  OpraHM4YHM  pas3T- | JlOMBbIHWUTEIHN DaHHU
BOPHTEIIM, U3MOJI3BAaHU B OMOLUIHN, U
HUACHTHYHOCT Ha CBOTBCTHUTC
MPOAYKTH OT pasmagaxeto (1)
4. OU3NYHU PUCKOBE U CBHOTB-
ETHUTE UM XAPAKTEPUCTHUKU
4.1. Excnnosusu
4.2. Br3nnamenumu razose
4.3. Br3mnamenumu aepo3onu
4.4. Okcuaupaniy ra3oBe
4.5. T'azoBe moj Hamsrane
4.6. Br3mnamMeHuMu TEYHOCTH
4.7. Bb3nnameHuMu TBHPIU BEIIECTBa
4.8. CaMOaKkTHBUpAIl C€ BEIIECTBA U
cMmecn
4.9. IMupodopuu TeunocTn
4.10. IMupodopuu TBBpAN BeliecTBa
4.11. CamoHarpsiBali  ce  BeIIeCTBA U

cMeEcHu
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Komnona 1
W3ucksana nrpopmarus:

Kosnona 2
Beuuku aHHM ca OCHOBHH,
OCBECH aKO He ca OTOeNsA3aHu
KaTo JONBJIIHUTCIIHA

Kosnona 3

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

W3UCKBaHUATA 3a IPEIOCTaBAHE Ha
I/IHCbOpMa]_[I/Iﬂ, KOMTO MOXE Jia Hajarar

M3I0JI3BAHETO HA M3MHTBAHE BbPXY IPHOHAUHH

KUBOTHH

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 BCILICCTBA

4.15.

OprasudHA TTEPOKCHIN

4.16.

KopozuHocT 3a meranute

4.17.

JonbiaHutenHu GU3HYHE UHAUKATOPU
3a pHUCK

4.17.1.

Temmeparypa Ha
(TedyHOCTH W Ta30Be)

camMo3ariajJiBaHe

4.17.2.

OTHOCHTENHA TeMIIEpaTypa Ha CaMo3-
aranBaHe 3a TBBPJM BEIIECTBA

4.17.3.

OmacHOCT OT €KCIUIO3Ms Ha mpax

METOJAN 3A OTKPUBAHE WU
NAEHTUOUKALIA

5.1.

AHaJIWTUYHA METOJH, BKIIOYUTEIHO
KOHTPOJIHH TTapaMeTpH, 3a ONpEACIIsHE
Ha IPOU3BEACHOTO aKTHBHO BEIECTBO
U, KOTaTo € yMECTHO, Ha CHOTBETHHUTE
OCTaThUYHH BEHIECTBA, W30MEPH U
NpUMECH Ha aKTUBHOTO BEIIECTBO,
KakTo M J00aBKM (Hamp. CTaOWiIm3-
aTopu)

3a TIpUMeEcCH, pa3IMYHU oT
CBIIECTBEHUTE MPUMECH, CE Ipuiiara
camo axo ca > 1 g/kg.

5.2.

AHaTUTUYHA METOJIU 3a HaOJIIOJICHHUE,
BKJIFOYMTETHO CTEEH Ha Bb3CTa-
HOBSIBAHE W TPAHUIM 32 KOJIHY-
€CTBEHO OIPE/IeNsiHe M OTKPUBAaHE Ha
aKTHBHOTO BENIECTBO M, KOraTto €
HEO0OXOAUMO, Ha HErOBH OCTaThYHU
BEIIIECTBA BHB/BBPXY:

5.2.1.

TlouBara

52.2.

Br3nyxa

5.2.3.

Bonpute (HOBBPXHOCTHH, MHUTEHHH U
T.H.) U CEOUMEHTHTE

5.24.

JKMBOTHHCKUTE M YOBEIIKUTE TEJICCHHU
TCYHOCTH M THhKaHH
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Komnona 1
W3ucksana nrpopmarus:

Kosnona 2
Beuuku aHHM ca OCHOBHH,
OCBECH aKO He ca OTOeNsA3aHu
KaTo JONBJIIHUTCIIHA

Kosnona 3

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

W3UCKBaHUATA 3a IPEIOCTaBAHE Ha
I/IHCbOpMa]_[I/ISI, KOMTO MOXE Jia Hajarar

M3I0JI3BAHETO HA M3MHTBAHE BbPXY IPHOHAUHH

KUBOTHH

5.3.

AHaTUTHYHU METOAM 3a HaOJIOIECHHE,
BKJIIOYUTENIHO CTEHNEH Ha BB3CTa-
HOBSIBAHE M TPAaHUIM 32 KOJIMY-
€CTBEHO OIpe/e/sIHE M OTKPUBAaHE HA
aKTHBHOTO BEIECTBO M, KOrato e
HEoOXOAMMO, Ha HErOBH OCTAThYHU
BEILIECTBA BBB/BBPXY XPaHH OT pacT-
UTENeH WM JKUBOTHHCKH IIPOU3XOJ
win Qypakd W IOPYTUNPONYKTH (HE
€ HeoOXO0AMMO, aKO HHMTO aKTUBHOTO
BEILIECTBO, HHUTO TPETUPAHU C HETro
u3eNUs  TNONajaT B KOHTakT €
JKMBOTHH, OTIVIOKIAHH 33 TPOH3-
BOJCTBO Ha XpaHa, XpaHH OT pacT-
UTENCH WIM JKUBOTHHCKH IIPOU3XOJ

un hypaxu)

HOHT)JIHI/ITC.HHI/I JIAaHHA

E®EKTUBHOCT
LEJIEBHA OPTAHU3BM

CIIPAMO

6.1.

OyHkms, Hanp. QyHIHIUD, poje-
HTHIU, WHCEKTHIUI, OaKTEepUINA U
HauMH 3a KOHTPOJ, HAamp. IpPUBI-
WYaHe, YHUIIO)KaBaHEe, HHXUOUpaHe

6.2.

IpencraButeneH(Hu) OpraHu3bM(MH),
KOUTO C€ KOHTPOJHMPAT, W 3allUTCHU
MPOYKTH, OPraHU3MH WIIH OOCKTH

6.3.

Bwb3aeiicTBre BbpXY IPEACTABUTETHHSL
LEI€BU OPraHU3bM WM OPraHU3MU

6.4.

BeposiTHa KOHIEHTpauus, MpHU KOSTO
i€ C€ MU3MOJI3BAa aKTHBHOTO BEUIECTBO
B NMPOAYKTH M, KOraTo € YMECTHO, B
TPETHPaHU U3AENUS

6.5.

Hauun Ha peiicTBHe (BKIIOYHTEITHO
3a0aBEHO JCHCTBHUE)

6.6.

JlanHm 3a e(hpUKacHOCT B MOAKpema Ha
TE3W TBBPIACHUS 3a OuoIMguTe N,
KOraTo ca IIOAaJeHH 3asBJIICHHS 3a
€THKETHpPAaHe, 3a TpEeTHpaHUTE
W3JIeTHs, BKJIIOYUTETHO CBEHTYATHU
HAIMYHA CTAaHAAPTHA  TPOTOKOJH,
J1abopaTopHU HM3ITUTBAHUS WITH
MI0JICBU €KCIIEPUMEHTH, BKIIOUHUTEIIHO
eKCIUIOATalMOHHN CTaHAAPTH, KOTaTo
€ YMECTHO

6.7.

Bcuuki M3BECTHH OTpaHWYCHHS Ha
eukacHocTTa

6.7.1.

Wndopmanust 3a  ciayyam WA
BB3MOXKHH CIIy4al Ha pa3BHTHE Ha
PE3UCTEHTHOCT u TIOJIX OJISIIITH
CTpaTeruy 3a ynpaBJICHHE
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M3I0JI3BAHETO HA M3MHTBAHE BbPXY IPHOHAUHH

KUBOTHH

6.7.2.

HabGmronenus BbpXy HeXeNaHUTE MU
HeTpeHaMepeHuTe CTPaHUYHH
e(eKTH, HapUMep BBPXY HOJIE3HU U
JPYTU HELENeBU OPraHH3MH

MNPEJABUAEHM  YIIOTPEBM U
EKCITIO3MIIHA

7.1.

IpenBunena(u) obmact(n) Ha
ynorpeba Ha OMOLMANTE H, KOraTto €
YMECTHO, HAa TPETUPAHUTE U3ACIINA

7.2.

IIponykTtoB THUN WM
TUTIOBE

IPOJYKTOBU

7.3.

Ionpo6Ho ommcanue Ha Mozena(ute)
Ha TpeIBHJICHA YIOTpeda, BKIIOY-
WTEIHO TPH TPETHPAHU HU3JCIUSL

7.4.

[MoTpebuteny, Hamp. NTPOMHILICHH,
o0yueHn  creuuanuctd, rnpodec-
HOHAIHM WJIM MAacoOBH IOTpEOHUTENN
(HempodecHOHATHA TIOTPEOUTENN)

7.5.

[IpOrHO3HO KOIMYECTBO, KOETO MIe
Oble MyCKaHO TOIMIIHO Ha Masapa,
d  KBICTO € TPWIOKHAMO, 32
MPEABUICHATE KaTeropuu Ha
OCHOBHa ymnotpeba

7.6.

JlaHHM 3a EeKCIO3MIMATa B CHOTB-
eTcTBHE ¢ npuwiokeHue VI KkbM
HACTOSAIIMSA PETIIaMCHT

7.6.1.

Wudopmarms 3a eKCHO3MIMATA Ha
YOBEKa, CBBbP3aHa C IPEIBUICHHUTE
ynorpebu U 00€3BPEeXKJIAHETO Ha
aKTHUBHOTO BEILECTBO

7.6.2.

Hudpopmaimss 3a eKcro3unuaTa Ha
OKOJIHaTa Cpeja, CBbP3aHa C IIPEJIB-
UJIEHUTE YyNOTpeOH U 00€3BPEXIAHETO
Ha aKTUBHOTO BEILIECTBO

7.6.3.

Wudopmanus 3a ekcrmo3uumsATa Ha
JKHUBOTHHUTE, OTIJICKIAHM 3a MPOU3-
BOJCTBO Ha XpaHW, W HAa XPaHUTE U
(bypaxxure, CBbp3aHa ¢ MPEABUICHUTE
ynoTpedH Ha aKTMBHOTO BEILECTBO

7.6.4.

Hudopmanus 3a eKCHO3ULHUATA KbM
TPETHPaHU H3NENHSA, BKIIOYUTEIHO
JIAHHU 32 U3Jy’KBaHe (0T 1a00paTOpHU
M3CIIe/(BAHHS MIIH MOJEINPAHE)

TOKCHUKOJIOI'MYEH ITPO®UIT 3A
YOBEKA 41 JXUBOTHUTE,
BKJIFOUMTEJIHO METABOJIM3bM
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8.1.

KoxHo Jpa3HeHe MM KOPO3MBHO
JeiicTBHE BbPXY KOXKaTa

OneHkaTa Ha Ta3sd EKBUBAJICHTHA
TOYKAa C€ M3BBpPIIBA B CHOTBETCTBHE
CBhC CTpaTeTusTa 3a IOCIEAOBATEITHO
H3IHUTBaHE 3a Jpa3HEHUs u
KOPO3HMBHO JEHCTBHE BBPXY KOXaTa,
ompefielicHa B IPWIOKCHUETO KBM
Hacoka 3a wm3muTBaHus b.4 ,Octpa
TOKCHYHOCT: KOJKHO  Jpa3Herio/
KOPO3HMBHO JieiicTBHE” (TIPHIIOKCHUE
b4 xpm Permament (EO) No 440/
2008).

8.2.

O4HO npazHeHe

OneHkaTa Ha Ta3d EKBUBAJICHTHA
TOYKAa CE HM3BBPIIBA B CHOTBETCTBUE
ChC CTpaTerusitTa 3a IMOCIIEI0BATEIHO
W3MUTBAHE 3a OYHO JpasHEHe |
KOpPO3MBHO [EHCTBHE, OINpe/elicHa B
MPUIOKCHHETO KbM  HAcoKa  3a
mnmutBarua b.5 ,,OcTpa TOKCHYHOCT:
OYHO JIpa3Heni0/KOPO3UBHO
neiicreue” (mpmnoxenue b.5 kbM
Pernament (EO) Ne 440/2008).

8.3.

Koxna cencubunmnsanus

OHGHKaTa Ha Ta3u CKBHUBAJICHTHA
TOYKa 06XBaIIIa CICAHUTE II0CIIEO0B-
aTCJIIHU €TaIlu:

1. OllcHKa Ha HAJUYHUTE JaHHH 34
YOBEKa, JKHBOTHUTE M aJITEPHATHBHH
JIaHHH,

2. W3NHUTBaHE UH BHBO

IIpennountanust METOJ 3a
W3MHUTBAaHE WH BUBO € MW3IIHTBAaHE
BBPXY JIOK&IHH JIMM(HH BB3IH
(LLNA), BKIIOYHTEIIHO, KOTraTo €
YMECTHO, CHKPAaTEHMST BapHaHT Ha
W3NUTBAHETO. AKO ce W3I0I3Ba
JIPYTO M3MUTBAHE 32 KOXKHA CEHCHO-
WIIN3ALWs, Ce TIPEJICTaBs 000CHOBKA.

He e HeoOxoammo na ce MpoBexAa erar
2, aKo:

—  HamM4HaTa MHQOpMAIWs ITOKa3Ba, 4e
BEILIECTBOTO ciefBa Oa Obae Kiac-
“UIUPAHO KATO CEHCHOMIN3UPAIIO
WA KOPO3WBHO 3a KOXKAaTa; WIH

—  BEINECTBOTO ¢ cuiHa KucenuHa (pH
< 2,0) i ocHoBa (pH > 11,5).

8.4.

[[I/IXHTCJ'IHH CEHCHUOMIIN3AIHS

HOHLHHI/ITCHHI/I JaHHH

8.5.

MyTareHHoCT

OueHkara Ha Ta3M CEKBHBAJICHTHA
TOYKa OOXBalla CJIETHHTE IIOCIECIOB-
aTeIHA CTaru:

— OIfHKa Ha HaJIUYHUTE TCHOT-
OKCHUYHH JaHHU HMH BHBO

— HEOOXOAWMMM Ca H3MHUTBAaHE HWH
BUTPO 3a TEHHM MyTalud B
Oaxrepun, [IUTOTCHETUIHO
W3NUTBAaHE WH BUTPO C KICTKH
Ha 003alHUIM W U3NUTBAaHE WH
BATPO 3a TEHHH MyTalud B
KIIETKH Ha O03aiiHHMIN
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— B CHy‘Iaﬁ Ha IIO3UTUBCH pE3yJiTaT
IIpU  HAKOC OT TI'CHOTOKCUYHHUTEC
H3CIICABAHUA HH BUTPO ce
NnpeaABuKAaT NOAXOAAIIN TI'€HOT-
OKCHUYHH HM3IIUTBAHHA WH BHBO.

8.5.1.

H3cnenpane MH BHTPO 3a TEHETHYHA
MyTanust IpH GaKkTepuu

LlUTOreHETMYHO  W3CIEIBAHE  HH
BUTPO C KIETKU Ha 0O3aiHUIM

WscnenBane MH BUTPO 3a TEHHH
MYTalMU C KIETKH Ha 0o3alHMIM

8.6.

I'eHOTOKCHYHO H3ClIeIBaHE MH BUBO-
OHeHKaTa Ha Tasu CKBHUBAJIICHTHa
TOYKa 06x3a111a CICOAHUTE II0CIICO0B-
aTCJIHU CTallu:

— AKO HMa IIO3UTHBCH pesyiarar
IIpU HAKOEC OT U3CJICABaHUATA WUH
BUTPO 3a F’€HOTOKCUYHOCT U HsAMA
HaJIMYHU  pe3yJiTaTu OT BCUC
IIPOBEICHO H3CJICABAHC HWH BHUBO,
3aABUTCIIAT npeanara/npOBencaa
IoaAXo o110 TCHOTOKCHUYHO
HU3CIICABAHE HUH BHUBO Ha
COMATH4YHH KIJICTKH.

— AKo HSKOE OT ABETe M3MUTBAHMS
MH BUTPO 3a I€HHa MyTalus €
TIOJIOKUTEITHO, ce IIpaBU
U3NUTBAaHE HH BUBO, 3a Ja ce
NpOy4Yd HEIJIAaHUPAHUAT CHHTE3
Ha JIHK.

— B 3aBHCHMOCT OT pe3yJTaTure,
KauyeCcTBOTO W IMPUTOJHOCTTA HA
BCHYKH HAJIMYHHU JAHHH, MOXC Ja
¢ HEeoOXOAMMO BTOPO H3IHTBAaHE
WH BUBO Ha COMATHYHH KIIETKH.

— AKO MMa MO3MTHBEH PE3yJTar OT
HaJIMYHO H3ClIeIBAHE MH BUBO Ha
COMAaTHYHHM KJIETKH, Clie[jBa Ja
Oble pasmieaH MOTEHLHATIBT 3a
MYTareHHOCT TPH  3apOJUILIHU
KJICTKH BH3 OCHOBAa Ha BCHYKH
HaJIMYHUA JaHHH, BKJIIOYHUTEITHO
TOKCUKOKWHETHYHHUTE ITOKa3aHUs,
3a J]a ce JOKaxe, ue BEIIECTBOTO
€ CTUTHAJIO JI0 M3MHUTBAHUS OpraH.
Axo He Morar Jia ObJaT HalpaBeHN
KaTErOPHYHU 3aKIF0YEHHS] OTHOCHO
MYTareHHOCTTa IPH 3apOAUIIHUTE
KJICTKH, C€ HPEIBIKIAT JOIBJIH-
WTEITHH MIPOYYBAHWYS.

JIOBIHUTETHH TaHHA W3cnenBaneTo(usiTa) OOMKHOBEHO HE €
HEOOXOAMMO J1a ce MpOoBeXaa(T), aKo:

— pesyaTaTMTe ca OTPHMIATENHH 32
TPUTE M3MNMUTBAHUS MH BUTPO U aKO
B Oo3aifHuIMTe HE ca ce obpasyBanu
PHCKOBH METa0OIMUTH, MU

— ca cpOpaHM BaMIHU MHKPOSAPEHH
JaHHM HWH BHBO OT H3CJIEJBaHE C
HOBTAPSLIN ce 1031 "
MHKpPOSIIPEHOTO ~ W3IHUTBAaHE  UH
BUBO € IOJXOJAIIOTO H3NUTBAHE,
KOeTo TpsibBa Ja ce M3BBPIIM, 3a
Ja Ce¢ WU3NBIHM W3HUCKBAHETO 3a
Ta3u uHpoOpMaLUs,

— BEIIECTBOTO €  TMO3HAaTO  KaTo
KaHIEpOTeHHO OT Kareropus 1A
wm 1B umm  MyrareHHo  oT
kareropust 1A, 1B wumm 2.
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8.7.

OcTpa TOKCHYHOCT

OcCBeH NpyU NOCTHIBAHE 110 OPAIEH ITbT
(8.7.1), 3a Herazoo0Opa3HU BeIECTBA CE
npesocTaBst HHPOPMAIMATA, yIIOMEHATA
B ToukH 8.7.2—8.7.3, 3a oHe o111l ¢AuH
BT Ha TOCTHIIBAHE.

— M300pbTHABTOPH ITBTHATIOCTHIIBAHE
me 3aBUCH OT €CTeCTBOTO Ha
BEIIIECTBOTO U OT BEPOSITHHSA IIBT Ha
eKCTIO3HIIVS Ha YOBEKA.

— T'a3oBeTe W JETIUBUTE TEYHOCTH
cjieaBa na c€ Ipuemar 1o HHXal-
aTOpPCH IIbT.

— AKO  €IMHCTBEHHMAT IIbT Ha
EKCIIO3UIIUSI € OpaJieH, TOraBa e Heo0-
XOMMMO Jla Ce  HPEaoCTaBU
uHdpopManus camo 3a Hero. AKO
KOXXHUAT WM WHXAIATOPHUSAT ITBT
ca eMHCTBCHUAT Bh3MOXKEH BT Ha
CKCITO3HUIINS HA YOBEKa, TOTaBa MOXKE
Ja ce TpelBHAM W3IHTBAaHE IO
opaieH 1bT. [Ipenu M3BBpLIBAHETO
Ha HOBO V3NMTBAaHE Ha OCTpa
JiepMaTHa TOKCHYHOCT CJIeJ[BA J1a Ce
M3BBPIIM MH BUTPO H3MUTBAaHE 3a
nepmanmHo  nponukBane (OECD
428), 3a a ce OLCHW BEpOsATHATA
BEJIMYMHA W NPOLEHT Ha JiepMaiHa
OMOHAIITIHOCT.

— Moxe [ga BB3HHMKHAT W3KIIOU-
UTEIHH OOCTOSITENICTBA, [IPH KOUTO
BCUYKH ITBTHIA HA EKCIIO3UIMS J1a
OBbJaT CYETCHH 3a HEOOXOUMH.

W3cnenBaneto(usiTa) OOMKHOBEHO HE €
HEOoOX0IMMO Ja ce MPOBEKAA(T), aKo:

—  BCIIECTBOTO € KIACHMHUIMPAHO KaTo
KOPO3HBHO 3a KOXara.

8.7.1.

ITo opanen mbpT

MertonbT 3a KIlac ,,0cTpa TOKCHIHOCT €
TIPEIMOYUTAHUSIT METOJI 32 OTpe/IeIIsTHE
Ha Ta3u €KBHUBAJICHTHA TOYKA.

WscnenBanero He € HEOOXOAUMMO Ja Ce
MPOBEXIA, aKo:

— BEIIECTBOTO € Tas
JICTJIMBO BCIICCTBO.

nim  CHUIIHO

8.7.2.

Ilo HWHXAJIATOPEH BT

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

— NapHOTO HaJAraHE HA BEIIECTBOTO
(HeTﬂI/IBVITe BCIIICCTBA UMaAT l'lapHO
Hansrade > | x 1072 Pa npu 20 °C)
H/WIu

— aKTHUBHOTO BEIIECTBO € Ipax, KOUTO
ChABPKA 3HAYUTEIHA IPOMOPLHUS
(mamp. 1 TErMOBEeH MPOIIEHT)
gactui ¢ pasmep MMAD < 50
MHKPOMETpa WU

— aKTHUBHOTO BEIECTBO € BKIIIOYCHO
B TPOAYKTH, KOUTO cCa IIpaxo-
oOpa3sHd WIM ce [puiIarar Io
Ha4MH, KOWTO npezronara
SKCIIO3ULHS Ha aepo30Iy,
YAaCTULU WM KallYdly C pasmep,
MO3BOJISABALL  BJAMIIBAHETO UM
(MMAD < 50 mukpomerpa)
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— METOABT 3a KJac ,,0cTpa TOKC-
HYHOCT e MPEIIOYUTAHUSIT
METOJ 3a ONpelcisiHe Ha Ta3d
€KBHBAJICHTHA TOYKA.

8.7.3.

Ilo nepmanen mbT

W3nuTBaHeTO 10 JAEpMalieH MbT €
HEOOXOUMO CaMO aKo:

— HiAMa BEPOATHOCT OT BIUIIBAHE
Ha BCHICCTBOTO, HUIIN

— HMa BEPOATHOCT OT KOHTAKT C
KOKaTa IPU IPOHM3BOJACTBO /UK
yrnorpeba; U Win

— (U3MKOXMMUYHUTE ¥  TOKCHK-
OJIOTMYHUTE CBOWCTBA  IIPEAI-
oJIarar IOTCHIHAN 33 3HAYUTEIHA
abcopOLys pe3 KoXkara; WU

— pe3ynTaTUTe OT HMH  BHTPO
M3IIMTBAHE 32 JCPMAlHO IPOH-
ukBane (OECD 428) mnoxka3sar
BHCOKa abcopOumsi mpe3 KoxkaTa
U JilepMaliHa OMOHAIUYHOCT.

8.8.

TOKCHKOKHHETHYHH M METaOOIUTHH
W3CIeIBaHus TIpU OO3aiHUIIN.

MeTaboII-
cineasa  Ia

TOKCHKOKMHETHYHUTE U
WUTHHUTE  U3CICIBAHUIL
IPENOCTaBAT OCHOBHH JaHHH 32
CTerneHTa Ha abcopOrus,
pasmpeNeIsIHeTO B ThKAHUTE H CHOTB-
CTHUTE META0OJIUTHU BEPHUTH, BKIIIOY-
UTCTHO  CTEMEHTa HAa  OOMsIHA,
IOBTUINATa ¥ CTCHCHTa Ha OTACIIIHE
U CHOTBETHHTE METaOOJNHTH.

JION'BIHUTETHY TOKCUKOKMHETUYHH WU
MeTaboJIUTHH M3clie[BaHus npu 0o3a-
WHHUITUTE

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

— WMa JIOKa3aTeliCTBO, 4e MeTabo-
IM3MBT TIPA IUTBXOBETE HE ¢
[OKa3aTeJIeH 3a CKCIO3WIHUSITA
IpH X0paTa,

— HE€ MOXKC Ja 61),[[6 HaripaBeHa
CKCTparoJianyst MeExay opaliHa
CKCIIO3UIIUA H L[epMaHHa/I/IHXaH—
aTOpHa CKCIO3ULUs.

Koraro ce cunra 3a yMecTHO Ja Obae
HoJTyueHa uHpopmarus 3a
JnepMmanHata abcopOIus, OlLleHKaTa B
Tasu  CKBUBAJICHTHA  TOYKa  Ce
W3BBpPLIBA, KATO  Ce  W3IMOJ3Ba
IOeTalleH MOJAXOA 3a OLEHKa Ha
JnepMaiHaTa adbcopOmus.

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

TokcuuHOCT npu
u3jlaraHe

MHOT'OKpPaTHO

Io mpuHIMI € HeOOXOAUM CaMO eIuH
BT HA EKCIIO3HMLHUS U OPATHUAT BT €
npeAnoYnTad. B Hsikou ciydau obaue
MOJKE J1a € He0OXOAUMO a CE€ OIEHST
MOBEYE ITHTUINA HA E€KCITO3HIIUS.

3a omenHkara Ha Oe30macHOCTTa 3a
morpeduTenuTe Ha AKTUBHHI
BEIIECTBA, KOUTO MOTaT Ja IIOIagHaT
B XpaHata WIH BBB (Qypaxure, €
HEOOXOAMMO  Ja  ce  [pOBeaatr
HM3CIE€IBAaHMs Ha TOKCHYHOCTTA II0
OpaJieH IbT.

HznurBaneTro 110 JACpMaJiecH 0BT €
NOoAXO0OA10, aKo:

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

— HiAMa BEPOATHOCT OT BIWIIBAHE
Ha BCHICCTBOTO, KAKTO H

— € H3INBIHCHO €IHO OT CICOAHUTC
YycCJIOBUA:

i) HaOmogaBa ce TOKCHYHOCT
OpH  U3IHUTBAaHETO 3a OCTpa
JepMajHa TOKCHYHOCT MpH
MO-HUCKH  JI03H, OTKOJKOTO
OpH U3IHUTBAHETO 3a OpaliHa
TOKCHYHOCT; WJIH

il) WHpOpMANUATa WIH JTaHHHUTE
OT M3MUTBAHETO COYaT, 4Ye
nepMmanHata  abcopOuus e
CpaBHHMA WM I0-BHCOKA OT
opasiHata abcopOLus; HiH

iil) AepManHata TOKCHYHOCT €
mpueta NpH  CTPYKTYPHO
MoJOo0OHM BelEecTsa U ce
HaONI0[]aBa HAMpHUMEp TpH
[O-HUCKH JI03H, OTKOJIKOTO
IpH M3IHMTBAHETO 3a OpajHa
TOKCHYHOCT, WIIH JAepMaHaTa
abcopOuusi € cpaBHHUMa WIH
HO-BHCOKA  OT  OpajiHaTa
abcopOrwsi.

M3nutBaneTo 1o HWHXAJIaTOPEH
IObT € IMOAXOAIIO, aKo:

— uMa BEPOSATHOCT 3a
eKCIIO3UIMs Ha YOBEKa 4pe3
BIUIIBAHE, MMAaiKu IPEIBHA
IIapHOTO HaJIATaHe Ha
BEIIECTBOTO (reTnuBuTE
BeNIeCTBA WU Tra30Be MMaT
napro Hansrame > 1 x 1072
Pa mpu 20 °C) w/mm

— CBIUECTBYBa BB3MOXHOCT 3a
eKCIO3ULUS Ha  aepo30liH,
YaCTHIM MWIM Kal4umy ¢
pa3Mep, KOHTO IO3BOJISIBA
BaumBaHero um  (MMAD
< 50 mukpomerpa).

He e HeoOXomumo ja ce HPOBEXAA
U3CNeBaHC 33  TOKCHYHOCT  IPH
MHOrokpatHo wusnaraHe (28 wmmm 90
JIHHU), aKo:

—  BEILIECTBOTO CE Pasrpaxaa He3abaBHO
M MMa JOCTaThYyHO JIAHHHU 3a edekTa
BbPXY LEIMS OpraHu3bM M 32
JIOKaJHUTE e(eKTH OT NpOLYyKTUTE
OT PasrpakIaHeTo U HE Ce OYaKBaT
CHHEPru4HH e()eKTH; WU

—  MOXe na obae WU3KIIIOYEHA
CBHOTBETHA €KCITO3UIIMS Ha 9YOBEKa B
CHOTBETCTBHE C TpWIOKeHHe [V,
pazzen 3.

C men HaMalsBaHe Ha W3MNUTBAHUATA
BbPXY TpbOHAUHM SKHBOTHM M  IIO-
CIIELMATHO HEOOXOIUMOCTTa OT OTIAEIHU
M3CHe[BaHMSA 33 €IMHMYHM  KpailHu
TOYKH, M3CIEIBAHUATA 32 TOKCHYHOCT
IpU NOBTApAIIU C€ JO3U CllelBa Ja ce
OpraHu3uparT Taka, 4e Ja MpeIBHKIAT
Bb3MOXKHOCTTA JIa CE€ M3CIIEJ[BAT HAKOJIKO
KpallHU TOYKM B pPaMKHUT€ Ha €IHO
H3CIeBaHe.
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8.9.1.

KparkocpouHo wu3cienBaHe 3a TOKC-
WYHOCT TNPH MHOTOKPATHO H3JIaraHe
(28 nmHM), TPENNOYMTAHUAT BHI ca
ILIBXOBE

He e HeoOXommmo ce TNpoBekaa Kpat-
KOCPOYHO H3CIEe/[BaHE 3a TOKCHYHOCT
(28 mHm), ako:

1) chbleCTBYBa JOCTOBEPHO H3CIEABaHE
3a cyOxpoHnyHa TokcuuHocT (90
JIHH), TpU ycloBHe dYe ca Ouin
U3I10JI3BaHU Hal-MOAXOAIUTE
BUJIOBE, JI03U, Pa3TBOPUTEN U IIBT Ha
MOCTBIIBAHE;

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

IBITOCPOYHO  HW3CJeOBaHE M €
M3MBJIHEHO  €IHO  OT  CIEIHHUTE
YCIIOBUSL:

— Jpyru HaJIWYHH JaHHU TOKa3Bar,
4Ye BEIIECTBOTO MOXE Ja HMa
ONacCHO  CBOMCTBO, KOETO HE
MoOXxe aa 0bJie OTKPHUTO TPH KpaT-
KOCPOYHO H3CICBAHE 3a TOKC-
WYHOCT; WX

— TOAXO0AAIO0 NPOCKTHPAHU TOKCHUK-

OKHHETHYHH U3CIeIBaHUSL
HOKa3BaT HaTpyIBaHe Ha
BEIIECTBOTO MJIM HA HETOBUTE
MeTaboIUTH B ofpeieNIeHH
TbKaHM WM  OpraHd, KOMTO
BEPOSTHO 6uxa OCTaHaIN
HEOTKPUTH MPH  KPAaTKOCPOUHO
U3NUTBAaHE 3a TOKCHYHOCT, HO

KOMUTO MOXE Ja ca MpHIhHa 3a
BpenHNTE €(eKTH Ccie] MpOIbIIK-
WUTETHA CKCITO3HUIHS.

8.9.2.

Kpatkocpoyno u3cieaBaHe 3a
CyOXpOHHYHA TOKCHYHOCT pu
MHOTOKpaTHO m3narane (90 nHM),
MPEIOYUTAHUAT BUA Ca IUTBXOBE

He e HeoOxomumo ce  MpoOBExzaa
U3CIeBaHe 3a CYyOXPOHHYHA TOKCHYHOCT
(90 mawm), axo:

— CBIIECTBYBa JIOCTOBEPHO Kpart-
KOCPOYHO H3CJICZIBAHE 332 TOKCHYHOCT
(28 mHM), MTOKA3BAMIO CHUITHA TOKCHYHU
e(eKTH ChrIIaCHO KPUTEPUHTE 3a Kilac-
nduImpaHe Ha BemecTBoTo kato H372
u H373 (Permamentr (EO) Ne 1272/
2008), 3a Kkoero HAOIHOIABAHOTO
NOAEL-28 nHum c¢ mnpunarane Ha
noaxoman] (akTop Ha HECHUTYPHOCT
TO3BOJISABA EKCTpaIoaI st KBM
NOAEL-90 nuu mpum chlius mbT Ha
EKCIO3UIINS; U

— CBUIECTBYBa HNOCTOBEPHO H3CIICABAHE
3a XpOHHUYHA TOKCHYHOCT, npu
ycioBue Y€ ca OWIN H3IOJI3BAaHU
IO AXO AT BHUJIOBE n IOIpT Ha
IIOCTBIIBAHE, HUIIU

— BELIECTBOTO € HEPEAKTUBHO, HEPaA3T-

BOPMMO, HsAMa OMOaKyMyJIHpaliy
CBOHCTBA M HE TIIOJUICKH Ha
BAMIIBAHEe, W HsIMa JaHHU 32

abcopOuys, HUTO JOKa3aTelCTBA 3a
TOKCUYHOCT npu 28-IHEBHOTO
,,OTPAaHUYEHO H3IHUTBAHE, OCOOEHO
aKO0 TaKbB MOJEN C€ CBbp3Ba C
OrpaHMYeHa EKCIIO3MIHMS Ha YOBEKa.
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8.9.3.

JIBITOCPOYHO M3NMHUTBAHE 32 TOKC-
MYHOCT TIPM MHOTOKDATHO H3JIaraHe
(> 12 mecena)

He e HeoOXomuMo Ja ce MpOBEKIA
JBJITOCPOYHO M3CIEABAHE 33 TOKCUYHOCT
(> 12 mecera), ako:

JUBJITOCPOYHATA EKCIIO3MIMST MOXKE J1a
Obe M3KIIIOUEHA U He € HaOIrogaBan
epekT OT TrpaHMYHATA [03a [OpPH
uscnensane or 90 mHH, WK

€ TpPeANpUeTo KOMOMHHPAHO IIbJ-
TOCPOYHO H3CJIE/IBAHE C IIOBTAPSIIN
ce nosw/kanneporeHHoct (8.11.1).

8.9.4.

Z[OH'I:J'IHI/ITCJ'IHPI H3CJICABAHUA C
TIOBTapsAILIA CE€ NO03U

JlonbIIHUTETHI H3CIEBAHUS c
MOBTapsIH C€ I03H, BKIIOYUTEIHO
BBpPXy BTOpH BHI (HE rpu3ay),

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

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

— JMICBaT JAHHM 3a HuBara 0e3
HaOyogaBaH  HeOJIaronpusiteH
edpexr (NOAEL) npu 28-nHeBHO
i 90-mHEeBHO — M3CieABaHE,
OCBEH aKO MPHUYMHATA 33 TOBA
e, 4¢ He ¢ HaOJII0JaBaHO BB3JIE-
HcTBHE TIpU TpaHHYHATA [1033;
Wi

—  BEILECTBA, KOMTO HOCST IOJIOXK-
UTEITHU CTPYKTYPHH CHUTHAIM 3a

BB3/ICHCTBHE, 3a KOETO
IUIBXOBETE UIIn MUIIKUTE ca
HEMOJAXOJI] WM  HEYyBCTB-

WuTeJaeH 00EKT, MiIu

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

— IIOKa3aHHusd 3a BBBHeﬁCTBHe, 3a

KOC€TO HAJIUYHUTEC JTaHHH Ca
HEIOCTAaThYHH 3a TOKCHK-
OJIOTUYHa H/unn pHUCKOBa

XapakTepucTuka. B TakuBa
clydad CBIIO MOXe nga Obae
MO-TIOAXOAIIO  U3BBPIIBAHETO
Ha CHEIUATHU TOKCHUKOJIOTUYHH
W3CIIEIBAHMS, KOMTO HMaT 3a
mea Ja mpoydar Te3d e(eKTH
(HampuMep  MMYHOTOKCHYHOCT,
HEBPOTOKCHYHOCT, XOPMOHAIIHA
aKTHBHOCT); WJIH

— TpeBOra, CBbp3aHa C JIOKAIHHTE
eeKTH, 3a KOATO HE MOXe ja
Oblle  M3BBPLIEHO  OXapakre-
pU3MpaHe Ha  pUCKa  4pe3
€KCTpalnojanys Ha pa3InuyHHUTE
I'bTHINA HA IOCTBIBaHE, MU

HOHBHHHTCJ’IHI/I JIAaHHH
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— ocobeHa TpeBora, cBbp3aHa C

€KCITO3HIINATA (nanpumep
U3M0JI3BaHEe B OWOLMIM, BOJEILO
JI0 HMBA HA E€KCIIO3UIMs, OJIM3KH
0 HUBaTa Ha 3HaYyuMara oOT
TOKCHKOJIOTMYHA TJIEJHA TOYKa
J103a); TN

— npu 28-gHeBHO wiH 90-IHEBHO

u3cienBaHe He ca  Owim
OTKPUTH e(eKTH, MNPOSBUIN Ce
IpY BELIECTBAa C sICHA BpPb3Ka B
MOJIEKYyJIHaTa  CTPYyKTypa ¢
BEIIECTBOTO, KOETO CE H3IIUTBA,
Wi

— H3IOJI3BAHHUAT IIbT HA aIMHH-

UCTpUpaHE NPH IEPBOHAYATHOTO
U3CIEBAHE C TMOBTApANIM  C€
031 € OMI HemoaXoJsll BbB
Bpb3Ka C OYAaKBaHMA 0BT Ha
€KCIIO3MLIMA Ha 4YOBEKa M HE
MO)ke Ja Obiae  HampaBeHa
€KCTpamojalys Ha pPa3Iu4HuTe
IBTUINA HA MOCTHIIBAHE.

8.10.

PerOL[yKTI/IBHa TOKCHYHOCT

3a omeHKkata Ha 0€30MMacHOCTTa 3a
norpeduTennuTe Ha AKTUBHHUTE
BEIIECTBA, KOUTO MOXKE Ja MOMagHaT
B XpaHarta WIH BbB (Qypaxure, €
HeoOXoAMMO  Ja  ce  IpoBejar
HM3CHAEIBAHMS 32 TOKCHYHOCT  IIO
OpaJieH IIbT.

He e Heobxomumo ma ce MpOBEKXIA
H3CIIeIBaHE, aKO:

—  BEILECTBOTO € M3BECTHO KAaTO I'EHOT-
OKCHYEH KaHLIEPOTreH u ca
MPUJIOKEHN TIOAXOIAIM MEpKU 3a
yIpaBIeHUE Ha PUCKA, BKIIOYUTEIHO
MEpPKH, CBbP3aHH C PENPOyKTUBHATA
TOKCUYHOCT; WJIU

— BEHICCTBOTO € M3BCCTHO KaTto
MyTareH 3a 3apOJAUIIHUTE KIICTKU U
Ca INPUJIOKEHU NOAXOAAIN MEPKH
3a yHOpaBJICHUE Ha pHCKa, BKIOY-
UTCJIHO MEpPKH, CBbpP3aHU C PEIIPOa-
YKTHBHAaTa TOKCUYHOCT, HJIHA

— BELIECTBOTO € C HHUCKA TOKCHK-
OJIOTMYHA aKTUBHOCT (HSIMa J0Ka3aT-
€JICTBA 32 YCTAQHOBEHAa TOKCHYHOCT
[PH HIKOE OT HATMYHHUTE U3ITHUTBAHUS,
IpY YCIIOBHE Y€ JAHHHTE ca JIOCT-
aThYHO MOJPOOHHM W IIOKA3aTEJHM),
TOKCUKOKMHETHYHUTE JTaHHH
MIOKa3BaT, Y€ He Bh3HUKBA abcopOLus
B OpraHM3sMa IIpd  CBHOTBETHHTE
MBTHIA HA EKCIO3MIMS (Harpumep
KOHIIGHTPALIMUTE B IUIa3MaTa/KpbBTa
ca IMoJl TpaHULaTa Ha OTKPHBAHE TPU
M3I0J13BaHe HA YyBCTBUTEIICH METO/ U
BEIIIECTBOTO U HETOBHUTE METabOIMTH
OTCBHCTBAT OT YypUHATa, HKITbYKATa
WM U3IULIBAHUS BB3IYX) U MOJCITBT
Ha ymotpeba CO4M, Ye HsAMa 3HAY-
HTENIHA EKCIO3WIMS Ha Xopara WId
TS HE € 3HAYUTEIIHA;
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3a JIAJICHO BEIIIECTBO CE 3Hae, Ue OKa3Ba
BPEIHO BB3/CHCTBHE BBPXY ILIOJOB-
WTOCTTA U OTrOBapsi Ha KPUTEPUHTE 3
KJIacu(pUIMpaHe KaTo OTIIMYABALLIO CE C
PENpONYKTUBHA  TOKCHYHOCT  OT
kareropust 1A wmm 1B: ako Moxe ma
yBpemn monoButoctta (H360F) mn
HAIIMYHATE JaHHMA Ca HAITBIHO IOCT-
aThYHM 1@ TMOJKPEIST CEePUO3HA
OIICHKA HA PUCKa, HE € HeoOXOIMMO
MPOBE&KIAHETO HA  JONBIHUTEIHA
M3MUTBAHKS 33 TUIOJOBUTOCT. TpsiOBa
na Oble TIPEABUNICHO obaue
M3MIMTBAaHE 32  TOKCHMYHOCT  3a
pa3BHBALIUS CE OPTaHU3bM;

3a JIaJIeHO BEIECTBO Ce 3Hae, 4Ye
NpPUYMHABA TOKCHMYHOCT 32 pPa3BH-
BalllWsl CE OPraHW3bM M OTrOBaps Ha
KpPHTEpUHTE 3a KIACH(PHUIMpPAHE KaTo
OTIMYABAIO C€ C PElpOIyKTHBHA
TOKCHYHOCT OT Kareropus 1A wmm
1B: ako Moxe pga yBpemd IUIOAa
(H360D) w HamuyHWTEe IaHHH ca
HAIBJIHO JOCTATBYHH 1A HOIKPEIST
CepHO3Ha OLIEHKA Ha PUCKa, HE € He0O-
XOJMMO TIPOBEXKIAHETO Ha JIOIBJIH-
WTEJHH U3MHUTBAHUS 32 TOKCHYHOCT 32
Pa3BUTHETO. TpsioBa nma  Obae
MpeIBUACHO 00aye H3MHTBaHE 32
BB3/ICHCTBUETO BHPXY IUIOAOBHTOCTTA.

8.10.1.

IpenaranHo u3cieBaHe 32 TOKCHYHOCT
3a pa3BUBAILHMS CE OPraHU3bBM, IMPE/IIl-
OuMTaH BHUJ ca 3allUTe; MNPEINOY-
UTAHUST BT HA TIPUEMAaHE € OPaJTHHSIT.

[IppBOHAYATHO  H3CIIEIBAHETO ce
MPOBEX/Ia C CIUH BUII.

8.10.2.

Wscrnenpane 3a pempoayKTHBHA TOKC-
HWYHOCT B J[BE IOKOJICHHS IUTBXOBE;
MNPECANOYUTAHUAT IIBT HA INPUCMaHC €
OPAITHUAT.

AKO ce M3I0JI3Ba APYro M3MUTBAaHE 3a
PEHpONYKTHBHA  TOKCHUYHOCT, ce
mpencTaBs 00OCHOBKa. PasmmpeHoTto
W3MUTBAaHE 33 PENpPOIYKTHBHA TOKC-
HYHOCT BBPXY €IHO  IIOKOJICHHE,
npuero Ha pasuuuie OECD, ce cuuta
3a aJTePHATHBEH IOAXOA Ha H3IHT-
BaHETO BHPXY HSKOJKO IMOKOJICHHSI.

8.10.3.

JlOITbITHHUTEITHO IPEHATAITHO U3CIIeIBAHE
3a TOKCHYHOCT 3a Pa3BMBAILUS CE Opra-
HU3bM. PeleHneTo oTHOCHO HEOOXO.-
HAMOCTTa OT IPOBEXJAHE HA JOIBIIH-
UTEJIHU M3CJIE/IBAHMS C BTOPH BHJ WIIH
OT MEXaHHCTUYHHU IPOYYBAHUS CIIEIBA
Ja ce OCHOBaBa Ha pesyinrara oOT
mbpBoTo m3rmrTBaHe (8.10.1) m Bewuku
JPYTH ChOTBETHH HAJIMYHU JaHHH (T10-
CIeMaTHO M3CNEIBAHMUS 33 PEnpoj-
YKTHBHa TOKCHYHOCT IIPH TPH3a4n).
[peqmountan  BUg ca  IUTBXOBETE,
OpaJicH ITBT Ha NpUEMaHe.

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

Kanneporennoct

Bx. 8.11.1 3a u3nuckBaHUATA 32 HOBO
H3CIIeIBaHE

He e HeoOxomuMo J1a ce mpoBexia
U3CNIeBaHE 32 KaHIEPOTCHHOCT, aKO:

—  BEIIECTBOTO ¢ KIacHMHIMPAHO KaTo
MyTareH ot kareropus 1A wmm 1B.
Xwunorezata no noapasbupane Ou
Ouna, ye MMa BEPOSATHOCT 3a I'€HOT-
OKCHYEH MEXaHH3bM 32  KaHIle-
porenHoct. B Te3nm ciyuam oOuk-
HOBEHO HE C€ W3HCKBA MpOBE-
JKJIAHETO Ha M3IMTBAaHE 3a KaHILe-
POTeHHOCT.

8.11.1.

Kom0unupano U3Clie/IBaHe 3a
KaHIIEPOreHHOCT U JIBITOCPOYHO 32
TOKCHUYHOCT pu MHOT'OKPaTHO
u3jaraHe

IInpxoBe, NpPEeNNOYUTAHHAT BT HA
pueMaHe e OpaAJIHUAT. ITpn
npeAjaraHe Ha aJTEPHATHBEH BT
TpsiOBa nma ObJe mpencraBeHa 00OC-
HOBKa.

3a omeHkara Ha Oe30macHOCTTa 3a
MOTpeOuTeNnTe Ha AKTUBHUTE
BEIIECTBA, KOUTO MOXKE Jia IOMajHAT
B XpaHaTa WM BBB (QypakuTe, € HeoO-
XOMMO J]a C€ MPOBEJAT W3CICIBAHUS
3a TOKCHUYHOCT MO OpajeH IbT.

8.11.2.

WznutBaHe 3a KaHIIEPOTEHHOCT BBPXY
BTOPH BH]

— OOHUKHOBEHO ce MPOBEKIa BTOPO
U3CleBaHe 3a KaHIIEPOTCHHOCT,
KaTo 3a ONHMTEH BHI ce
U3I0JI3BAT MHIIIKH.

— 3a oueHkara Ha 0€30MMacHOCTTa
3a MOTpPEeOUTENNTE Ha aKTHBHHUTE
BENIECTBA, KOHTO MOXE Jia
[OIaJHAT B XpaHaTa WIIH BbHB
bypaxure, € HEOOXOAUMO Ja ce
IIpOBEJAT W3CJICBAHUS 32 TOKC-
WYHOCT TI0 OpajieH IIbT.

8.12.

INonxonsmm 3apaBHU OaHHM, HaOI-
FOJICHUS U JICUCHHUE

AKO HAMa HAIMYHHU JaHHH, TpsOBa Ja
ce TpeacTaBH 00OCHOBKa

8.12.1.

Jlanau  OT  MEIOMIIMHCKOTO  HaOJI-
I0/ICHHe Ha IIepCcoHana B MPOU3-
BOJCTBEHHS O00EKT

8.12.2.

IIpexn HaOIrONEHUS, HAIP. KIMHUYHU
cllydad M WHIMICHTH C OTpaBsHE

8.12.3.

3I[paBHI/I JAocuera OT INPOMHUIICHH U
APYrd HaJIMYHUA U3TOUYHHLIA

8.12.4.

Enunemuonornunu H3CIeBaHUS
BbPXY HACENEHHETO KaTo Lo

8.12.5.

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

HabGmronenust BbB Bpb3Ka ChC CEHCHO-
WIIM3aLMATA/AIEPreHHOCTTa

8.12.7.

CriennpuyHO JICYCHHE B Cilydaid Ha
HELIaCTeH Cily4ail WIM OTpaBsiHE:
MEpKM 32 IbpBa IOMOII, IPOTUBO-
OTpPOBa M MEAULMHCKO JICUEHHUE, aKo
ca M3BECTHU

8.12.8.

HporHosa CJI€d OTpPaBAHETO

8.13.

JIONBIHUTETHU H3CIICABAHUS

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

Jlpyrv HaNWYHU JaHHHU: HAJIWYHHUTE
JIaHHU OT HOBOCH3JaJCHH METOAH M
MOJICNIA, BKJIIOUMTEIIHO OIIGHKa Ha
pHCKa OT TOKCHYHOCT, Oa3upaHa Ha
BT HA EKCIO3WLUS, MH BHTPO U
,,OMHH" (T€HOMHH, TIPOTCOMHH, METa-
OONOMHM H  T.H.) H3CJICIBaHHUS,
OHOJIOTHSL Ha CHCTEMHTE, H3YHCI-
WTETHA TOKCHKOJIOTHSI, ouou-
HpoOpMaTHKa M BHCOKOIPOIYKTUBEH
CKPHUHHHHT C€ MPEICTABAT ITapajeiHo.

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

8.13.1.

DOTOTOKCHYHOCT

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

8.13.2.

IblCBI.‘)OTOKCI/I'—IHOCT7 BKIIIOUHUTCIHO
HEBPOTOKCHYHOCT 3a pa3BUBaIlUs CC
OpraHu3BM

— IIpennounTaHusT BU]T 3a
U3IUTBAHE Ca ILTbXOBETE, OCBEH
ako He ¢ O0OCHOBaHO, 4e Jpyr
BH/I 33 M3ITUTBAHE € MO-TTOIXO/ISIII.

— 3a wmsnurBaHWATAa 3a 3a0aBeHa

HEBPOTOKCUYHOCT Tpeanoy-
WUTAaHUAT BHA Ca  BB3PACTHU
KOKOIIIKH.

— Ako ce OTKpUE AHTUXOJIUH-

€CTepa3Ha aKTUBHOCT, CJIC€IBa Ja
ce OOMHUCIH BB3MOXKHOCTTA 3a
H3IIMTBAHC 3a peakuus Ha
pCaKTUBUpAIIA ar€HTH.

AKO aKTHBHOTO BEIIECTBO € OpraHO-
(ocdopHO ChEIMHEHHE WM aKO HMa
JIQHHH, Harmp. [O3HABaHEe Ha
MEXaHW3Ma Ha JeHCTBHE WM OT
W3CJIC/IBAHUS C MOBTAPSIIY CE JI03H, 4
aKTHBHOTO BEI[ECTBO MOXKE Ja HMa
HEBPOTOKCHYHH WM HEBPOTOKCHYHU
3a  pasBHBalMA C€  OpPraHu3bM
CBOIMCTBa, ToraBa Ime OBIAT HE00-
XOIMMH JOIBJIHUTENHA HH(OpMaIms
WM CIENUATHNA U3CIICIBAHMS.

3a oreHkata Ha 0e€30mMacHOCTTa 3a
oTpeduTeNnnTe Ha AKTHBHUTE
BEIIECTBA, KOMTO MOXE Ja MOMaJHaT B
XpaHaTa WM BbB (Qypaxxure, ¢ HE00-
XOIMMO J[a c€ MPOBENAT HM3CIEABAHHSA
3a TOKCHYHOCT 10 OPAJICH IIBT.

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

EHnokpyHHN HapyLIeHHs

AXO WMa JJaHHM OT W3CIEIBAaHUS WH
BUTPO, C HOBTapsIIM C€ 03U WM 3a
pEeTpOIyKTUBHA  TOKCHYHOCT,  d€
aKTUBHOTO BEIIECTBO MOXKE Ja HMa
CBOMCTBA, HAPYIIABAIM CHIOKPUHHATA
cHcTeMa, TOraBa ca HEOOXOINMH
JONBIHUTENHA ~ UHGOpMAUMS MU
CHEIMATHN U3CIICABAHNUS 3a:

— H3ACHSABaHE HA HaYWHHTE/MEXa-
HU3MUTE Ha JICHCTBUE

— [peIocTaBsiHe Ha  JOCTaTh4HH
JIQaHHM 32 3HAYMUM BpEJICH CEKT.

3a omeHkata Ha 0€30MacHOCTTa 3a
norpebuTeINTe Ha AKTHBHHUTE
BEIIIECTBA, KOMTO MOXKE JIa IOMAaJHaT B
XpaHaTa WiId BbB (ypaxure, € He00-
XOIMMO [Ia C€ TPOBEAT W3CICIBAHUS
32 TOKCHYHOCT T10 OPAJIeH IIBT.

HOHLHHI/ITCHHI/I JaHHH

8.13.4.

HmyHOTOKCHYHOCT, BKJIFOUNTEITHO
HMMYHOTOKCHYHOCT 3a pa3BHMBAIllUs ce
OpraHu3bM

Ako uma JaHHU OT H3CJICIBAaHHUA 3a
KOXHa CCHCI/I6I/UII/I33.I.II/I$I, C IOBTapsIn
CC€ 034 WJIM 3a pEHpPOAYKTHBHA TOKC-
HUYHOCT, Y€ aKTUBHOTO BCIICCTBO MOXKEC
JAa ¥WMa HMYHOTOKCHUYHHU CBOﬁCTBa,
TOoraBa ca H806XOHI/IMI/I JOIIBJIHUTCIIHA
I/IHC’pOpMaHI/Iﬂ nim CreuraiHu
HU3CIICABAaHUSA

—  3a U3ICHSABaHE HA HAYMHHWTE/MEXa-
HHU3MHTE Ha IEHCTBHE

— 32 IpeIoCTaBSHE HA JOCTaThYHH
JIOKa3aTeJICTBA 33 3HAUMM BpEJCH
eeKT npH YoBeKa.

3a onenkata Ha Oe3omacHOCTTa 3a
MOTpeOuTeNnTe Ha aKTHUBHUTE
BEIIECTBA, KOMTO MOXKE Jla IONafHaT B
XpaHaTa WM BbB (ypaxure, € HeoO-
XOJIMMO J1a C€ IIPOBEAT U3CIIeIBAaHuUs 32
TOKCHUYHOCT I10 OpaJieH IIbT.

I_IOlTbJ'lHI/ITeJ'lHI/I JaHHH

8.13.5.

MeXaHUCTHYHH [JaHHH — BCSIKQKBU
H3CIENBAaHMs 32 W3SICHABAHE Ha
edexTuTe, YCTaHOBEHH npu
M3CIIEBAHMSTA Ha TOKCHYHOCTTA

IIOH’E-HHI/ITBHHI/I JIAaHHH

8.14.

MSCHGL{B&HI/UI, CBbp3aHU C CEKCIO03-
unysaTa Ha 4YOBCKa Ha AaKTHBHOTO
BCIICCTBO

ﬂOH'bJ'IHI/ITCJ'IHI/I JaHHHA

8.15.

TokcnuHM edexTH BbpXy H00OUTBKA U
JIOMAILIHUTE >KUBOTHU

IIO]TE:J'[HI/ITGJ'[HI/I JaAHHH

8.16.

W3scnensanms BbpXy XpaHu U (ypaxu,
BKJIIOUHMTEIHO 32 YXUBOTHH, OTIIICKIAHU
3a MMPOU3BOJICTBO HA XpaHa, ¥ TEXHHUTE
MPOAYKTH (MIISIKO, SIHIIA ¥ MeT)

JombnauTenHa nHpOpMaIs, CBbp3aHa
C eKCIO3WIMATAa Ha YOBEKa Ha
JICHCTBUETO HAa AKTHBHOTO BEIECTBO,
KOETO Ce ChIbpKa B OMOIHIH.

HOHLHHI/ITCHHI/I JaHHH
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8.16.1.

HpennomeHn NIpUEMJIMBH HHBaA Ha
OCTaThYHHA  BCHICCTBA, T.C. Makc-
HUMaJIHO JOIIYCTUMHU TpaHUIIKX Ha
OCTaThYHHUTE BCIICCTBA U 000CHOBKA
Ha MPUEMJIIMBOCTTa UM

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

8.16.2.

INoBeneHne Ha OCTaTHUHHUTE BEIIECTBA
OT aKTMBHOTO BEILECTBO  CIIPSIMO
TPETUPaHH WM 3aMbPCEHH XpaHU
W dypaxu, BKJIIOUHTEITHO
KHHETHKa Ha eJIMMHHHUpaHe

Kbaero e HeoOXxoaumo, ciieBa a ce
Jane OmpeleleHHe Ha OCTaThYHUS
NpoAyKT. BakHO € M ja ce cpaBHST
OCTAThYHHUTE MPOLYKTH, OTKPUTH IPU
HW3CIEABAaHMS 3@  TOKCHYHOCT, C
OCTaTBYHHUTE TPOIYKTH, 00pa3yBaHU B
JKMBOTHH, OTIJISKAAHH 33 TIPOM3-
BOACTBO Ha XpaHa © B TEXHUTE
MIPOJYKTH, KAKTO U B XpaHH U (Pypaxu.

IIOHBHHHTCJ'[HI/I JaHHH

8.16.3.

O6u;  marepuaneH — OamaHc  Ha

AKTUBHOTO BCUIECTBO

JlocTaTbyHM JaHHUM 33 OCTaThbYHMTE
BELIECTBA OT KOHTPOJMPAHH OIHTU
BBPXY KUBOTHH, OTIVIEXKIAHU 32 [IPOU3-
BOJCTBO Ha XpaHa, M TEXHHTE
MPOAYKTH, KAKTO U BBPXY XpaHUH U
bypaxm, 3a ma ce JOKake, ue
OCTaTBYHHUTE BEIIECTBA, KOUTO MOXKE
Ja BB3HUKHAT OT MpeHIoXKeHaTa
ynotpeda, HsAMa Ja IOpOJAT TpeBOra
3a 37paBeTO Ha Xopara MIM Ha
KUBOTHUTE

I_IOlTbJ'lHVlTeJ'lHI/I JJAHHH

8.16.4.

OrmeHka Ha NOTEHIMAIHATA WU
JICWCTBUTEIHATAa €KCIIO3ULUS Ha Xopa
Ha  JEHCTBHETO Ha  AKTHBHOTO
BCIIECCTBO H OCTAaTBYHHUTEC BEHICCTBaA
Llpe3 XpaHVlTeJ’lHI/Iﬂ pe)KVlM HIIn
JIpPYTH ITBTHINA

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

8.16.5.

AKO  oOCTarpyHHTC  BEUIeCTBA  OT
aKTUBHOTO BEILECTBO CE€ OTKPUBAT BbB
GbypaxkuTe 3a 3HAYUTEICH NEPHOJ OT
BpEME M CE€ OTKPHUBAT B XPaHH OT
JKHBOTHUHCKH MIPOU3XO0] cren
TpeTUpaHe Ha KUBOTHUTE, OTITICKIAHN
3a NPOM3BOACTBO HA XpaHAa, WIM HA
cpemata OKOJIO TAX (Hamp. TPSKO
TpeTHpaHe Ha  JKHBOTHHTE WX
HETPAKO TPeTUpaHe Ha IMOMEIICHUATA
3a OTIVIEKTAaHE WM OKOJIO THX),
TOraBa ca HEOOXOAMMH H3CIICIBAHUS
3a XpaHEHeTO M MeTaboiu3Ma Ha
NoOHTBKa, 33 Jla € BB3MOXKHA OLICHKa
HA OCTaThYHUTE BEIIECTBA B XPaHUTE
OT KMBOTHHCKH IPOU3XOJ.

ﬂOH'bJ'IHI/ITCJ'IHI/I JaHHH

8.16.6.

Bo3neiictBue  Ha  mpomMIUIeHaTa
npepaboTka W/WIM JOMAIIHO MpUT-
OTOBJICHUE BBPXY €CTECTBOTO U
KOHIIGHTpalUsiTa Ha  OCTaTbUHUTE
BEIIECTBA OT aKTMBHOTO BEILECTBO

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

Jpyra HammuHa wHQOpMAIHS, KOSITO
€ OT 3HaueHUe

Moxe 1a € yMEeCTHO BKJIIOYBAHETO Ha
nHbOpMALMS OTHOCHO MHIPALHUITAa B
XpaHaTa, O0co0eHO B ciy4yaidl Ha
TpeTHpaHe Ha MaTepUanuTe, KOHMTO
ca B KOHTAaKT C XpaHara.

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

8.16.8.

O0600ImeHne W OlEHKa Ha JIaHHUTE,
PEICTaBEHU o pasmenu
8.16.1—8.16.8

BaxHo e nma ce yCTaHOBH Hanmud B
XpaHute (OT XUBOTHHCKH WM PacT-
UTEJNeH  TPOU3XOA) Ca  OTKPUTHU
ChIIUTE METaOOJIUTH KaTro Te3d OT
H3CHEIBaHMATA 33 TOKCHYHOCT. B
NPOTHBEH CIy4Yail CTOMHOCTHUTE OT
OIIeHKaTa Ha pHcka (Hamp.
JOIyCTHMAaTa [HEBHA J03a) He ca
BAIMIHU 32 OTKPUTUTE OCTATBYHU
BEILECTBA.

HOHLHHI/ITCHHI/I JaHHH

8.17.

AKO aKTUBHOTO BELIECTBO ILNE ce
H3M0I3Ba B NPOAYKTH 3a ©Oopba
cpelly  pacTeHHs,  BKJIIOYUTEIHO
BOJOpAcid, TOraBa Ce€ W3HCKBAT
U3IUTBAHUAL 3a OLICHKA Ha
TOKCHYHHS e(peKT, aKo HMa TaKbB,
Ha MeTabONIUTUTE OT TPETHPaHUTE
pacTeHHs, KOraTo T€ ca Pa3IMYHH OT
TE3U IIPU JKUBOTHHTE.

HOHLHHI/ITCHHI/I JaHHH

8.18.

Pesrome 3a TOKcHKoIOrMsATa Ha 603a-
WHULIUTE

IIpemocraBs  obma  omeHKa U
3aKJIOYCHWE 10 OTHOIICHHWE Ha
BCHUYKH TOKCUKOJIOTMYHM JIaHHH U
BCsKa Jpyra WH(OpMAIMs OTHOCHO
AaKTHBHOTO BEIIECTBO, BKIIOYHUTEIIHO
3a NOAEL.

EKOTOKCHKOJIOI'MYHH
W3CJIEABAHUA

TokcuuHocT 3a BOJAHUTEC OpraHUu3MH

KparkocpouHo wu3nHMTBaHE 3a TOKC-
HUYHOCT BBPXY pHOH

Koraro ca HeoOXOoaMMH JaHHH OT
KpPaTKOCPOYHO H3MUTBAHE 3a TOKC-
WYHOCT TIpu pubm, crieaBa ga ce
npuiIara ,,liparoB Moaxoxa™ (moerarnHa
cTparterus).

WscnenBaneTo He € HEOOXOAMMO Oa ce
TPOBEXKIIA, aKO:

— CBIIECTBYBAa BAJIUAHO IBITOCPOYHO
M3CIeABAaHE HAa TOKCHMYHOCTTA 3a
BOJHHM OpPraHM3MHU NpPHU puduTe.

KpaTkocpoyHO M3MUTBaHE HA TOKCHY-
HOCTTa IpU BOJHU Oe3rpbOHAYHU

9.1.2.1.

Boxuu 6baxu (Daphnia magna)

9.12.2.

Jpyru Bunose

IIOIT[:J'IHI/ITCJ'IHI/I JaHHH
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HW3crnenpane 3a MOTHCKaHE HA pacTexa
[PH BOAOPACIH

9.13.1.

EdekT BBbpXy TeMmIoBeTe Ha pacTex
P 3€JIeHH BOJOPACIIU

9.1.3.2.

EdexT BBbpPXy TeMIoBeTe Ha pacTex
Npyd  [UAHOOAKTEPUH WM TIPU
KPEMBUYHH BOAOPACIH

9.14.1.

9.1.4.2.

BroxonnenTpanus
Meroan 3a omeHka

ExcnepumenTanHo omnpenensHe

EKCHepI/IMCHTaHHOTO OonpeneiiisHE MOXKE

na

HEC € HCO6XOI[I/IMO, aKo:

MOXe J1a Ob/ie I0Ka3aHO Bb3 OCHOBA
Ha  (U3MKOXMMUYHUTE  CBOWCTBa
(aanp. log Kow < 3) nmm apyru mgoxa-
3aTeJICTBA, Y€ BEIIECTBOTO UMa HUCHK
MOTEHIMAN 32 OMOKOHIICHTPALIHS.

IMoTuckane Ha MUKpOOHATa aKTUBHOCT

Hscnenanero  mMoxe ga  Obae
3aMEHEHO ¢ M3ITUTBAHE 332 HHXUOUpaHe
HAa HUTPU(UKALUATA, aKO HAIUYHUTE
JaHHU II0Ka3BaT, 4€ MMa BEPOSTHOCT
BEIIECTBOTO Ja € MHXUOMTOp Ha
MHKPOOHHUS pacTex WM (QYHKLUH, B
YaCTHOCT MO OTHOLIEHHE Ha HUTPU(]-
unupamuTe 6akTepuH.

JlOmbIIHUTENIHY U3CNIE/IBAaHUS 3@ TOKC-
WYHOCT BBPXY BOJHH OPraHU3MHU

AKO pe3yiTaTuTe OT E€KOTOKCHKOJIOr-
WYHATE W3CIICABAHMS, H3CIICABAHHATA
3a MOBE/ICHUETO W JKU3HCHUS LUKBI 1/
W TnpeaBujeHara(ure) ymnotpeba(u)
HAa AaKTUBHOTO BEIIECTBO IOKa3Bar
PHCK 3a BOJHATAa OKOJHA cpela, WM
ako Cce  OdYakBa  JBJITOCPOYHA
eKCIIO3MIMS, TOoraBa Ce W3BbpLIBAT
€IHO WM IOBEYE OT H3IUTBAHUATA,
OIKCAHK B HACTOSIIUS pa3fiel.

IIOH’E-HHI/ITBHHI/I JIAHHH

9.1.6.1.

JUBATOCPOYHO H3IMTBAHE 3a TOKC-
WYHOCT TPH PUOH

a) B paHEH OKM3HEH CTaaMd Ha

paszsutue (FELS)

0) KpaTKOCPOYHO HM3IUTBAHE 32 TOKC-
MYHOCT NpH pHOM B crajuii Ha
eMOpHOH U JapBa

B) U3IUTBaHE 32 pacTex Ha
FOBEHIIHH (TIOJIOBO HE3peiH) puou

T) U3CIe[BaHE HAa IIBIHHA JKU3HEH
LIMKDBJI NpU pubHTE

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

9.1.6.2.

JpIrocpoYHO M3IHTBaHE 3a TOKC-
UYHOCT TpH Oe3rpbOHaYHH

a) W3CIICIBaHEe Ha PacTeXa M PEmpoi-
ykiusata npu Daphnia

0) pacTex M penpoAyKLHs MpU IPYTH
BuzoBe (Hamp. Mysid)

B) pasBUTHE M TMOsBA HA JAPYTd
BuzoBe (Hamp. Chironomus)

ﬂOH'bJ'IHI/ITCJ'IHI/I JaHHH
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9.1.7. Buoakymynupane B moaxonsnl BoaeH | JIOMbIHUTENHH NaHHA
BUJT
9.1.8. Bo3neiicTBue BbpXy Apyrd HeueneBd | JIOMbIHUTENHU NaHHU
opraum3mu (duopa u dayna), 3a
KOMTO C€ CYMTa, Y€ MOKe jJa Objar
H3JI0KEHU Ha PUCK
9.1.9. WscnenBane Ha OpraHusMH, KOWTO | JIOMBIHWUTENHU DaHHH
JKHUBCAT B CCAUMCHTHU
9.1.10. Bws3gaeiicTBue BBPXY BOAHUTE | JIOMBIHUTENHN JaHHHU
MakpoduTu
9.2. [TouBeHa TOKCHYHOCT, MHPBOHAYANHHU | JIOMBIHUTENHN TaHHA
W3IHUTBAHUS
9.2.1. Bro3neiicTBue BBpXYy HMOYBEHHUTE MHK-
POOpraHU3MH
9.2.2. Bnusxue BBpXy 3eMHUTE YEepBEU HIIH
Jpyrd oOMTaBalM MOYBaTa HELENEBU
0e3rppOHaYHH
9.2.3. OcTpa TOKCHUYHOCT 32 PacTeHHATA
9.3. WsnutBanuss Ha moYBaTa, ABJITOC- | JIOMBIHHUTENHU DaHHU
pouHH
9.3.1.  HMzcnensaHe Ha penpoayKTHBHOCTTA
IpH  3€MHHM 4YepBEeHM WIM JIPyrd
obuTaBaIu ro4yBaTa HEICJICBH
0e3rpbOHaYHN
9.4. Bo3neiicTBue BbpXy OTULUTE JIOTbITHUTETHU TaHHU 3a C€KBUBaJICHTHA TOYKA 943
H3CIEeBAHETO HE € HEO0OXOIMMO, aKo:
9.4.1. Ocrpa opajlHa TOKCHYHOCT
— H3CHeIBaHETO 3a TOKCHYHOCT Ha
9.4.2. Kparkocpouna TOKCHYHOCT — XpaHara g(gggm’ " ge LGCsp
OCEMJIHEBHO H3CJIEIBAaHE HA XpaHaTa HaJlBUILIaBa mg/ke.
3a MOHEe eauH BuJ (pasiuyeH OT
MUJIeTa, MaTUIH U T'BCKH)
9.4.3. Bw3geiicTBue BBpXy pa3MHOKaBaHETO
9.5. Bru3neiicTBue BbpXy uwieHeCTOHOTUTE | JIOMBIHUTENHH NaHHU
9.5.1. Br3neiicTBue BppXy muenuTe
9.52.  ]JIpyrd HELENeBH CYyXO3eMHH 4ICH-
©CTOHOTH, HAIp. XUIIHU BHI0BE
9.6. buokonuenTpanus B moysara JIOTBJIHUTENTHY TaHHU
9.7. broakymynupane B mo4sara JIOBIIHUTENHN TaHHU
9.8. Brmusane BBpXy aApyrum HeneneBd | JIOMBIHUTENHH TaHHA
HEBOJHU OPraHU3MH
9.9. Bw3zeiicTBue BbpXy Oo3aitHULIUTE JIO'BJIHUTENIHUA JTaHHU JlaHHUTE ca MOJMyYeHU OT OIEHKAa Ha TOKC-
u4HOCTTa TpH Oo3aiinuimTe. ChoOiaBa ce
9.9.1.  Octpa opanHa TOKCHYHOCT Hali-uyBCTBUTE/HATA KpaiiHa TOYKa IIpH
JUBJITOCPOYHO M3MMTBAHE HA TOKCHYHOCTTA
9.9.2. Kpartkocpouna TokcHYHOCT npu Gosaitummre (NOAEL), uspasena
KaTo mg OT HM3IUTBAHOTO cheanHeHne/kg
9.9.3. JIBparocpoyHa TOKCHYHOCT

TT/I€H.
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9.9.4.

Bwb3nelicTBie BbpXy pa3MHOXKaBaHETO

9.10.

Unentndpukamuss  Ha
AKTUBHOCT

CHAOKPpUHHA

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

10.

MNOBEJAEHME W XMU3HEH IUKDBJI
B OKOJIHATA CPEJA

10.1.

HOBeL[eHI/Ie U JXKHU3HCH IHUKBI BbBHB
BOJIaTa U CCAMMCHTA

10.1.1.

Pasrpaxxiane, MbPBOHAYAIHH H3CIIE-
IIBaHUS

AKO M3BBpIIEHATA OIICHKA COYH, Y€ €
HEOOXOMMMO Ja Ce€ M3CIENBA JIONbIIH-
UTEJTHO PasTPakIaHETO Ha BEIIECTBOTO
U TPOAYKTHTE OT PasTPaKIaHETO My,
WIM aKO aKTHBHOTO BEIIECTBO HMa
Karo 110 c¢n1abo0  WIM  HUKAKBO
a0MOTHYHO ~pasrpakJaHe, ToraBa ca
HEOOXOMMMH M3IUTBAHUSTA, OMMCAHN B
10.1.3 u 10.3.2 u npu HEOOXOAUMOCT B
10.4. W300pbT Ha MOAXOIALIOTO(UTE)
u3nMTBaHe(Ms1) 3aBUCH OT pe3yJITaTHTe
OT M3BBPILEHATA TBPBOHAYAIIHA OLICHKA.

10.1.1.1.

AOuoTHYHU

a) Xwuzaponuza karo ¢ynkuus Ha pH
U UICHTH(HUKALMS HA IPOIYKTUTE
OT pa3najaHeTo

— Unentndukanuara Ha HpoJ-
YKTHTE OT pa3NalaHeTo €
HeoOXoauMa, KOraTo TaKHMBa
NPOAYKTH  IPHUCHCTBAT  BbB
BCEKH MOMEHT Ha IpOOOHa-
O6upane B kommdecTBo > 10 %.

6) dororpancopmanus BBB BOAA,
BKJIFOYUTEITHO HUACHTU(HUKAINI Ha
HOPOAYKTUTE OT TpaHChopMaIuaTa

10.1.1.2.

Buornyna

a) Jlecrma OmopasrpagumMocT

6) Ilpucsma Guopasrpagumoct (mpu
HEOOXOIUMOCT)

10.1.2.

AncopOrs/necopouus

10.1.3.

CKOpOCT M HayMHHM Ha pasrpaxiaHe,
BKJIFOUHUTCIIHO I/I}leHTI/I(i)I/IKaLU/Iﬂ Ha
MeTaboIUTUTE U Ha HPOAYKTHTE OT
pasrpaxaaHeTo

10.1.3.1.

Buonorunyno
OTIHaABbYHU BOAH

TNIpEeYnCTBaHE Ha

a) AepoOHO OmopasrpaxaaHe

I_IOlTbJ'lHVlTCJ'lHI/I JAHHH

6) AHaepoOHO OGuOpasrpakuaHe

,HOHLJIHI/ITCJ'IHI/I JaHHH

B) CuMylalMOHHO  H3IHTBaHE B
NPEYNCTBATENIHA CTAHIHS

,HOH'LJ'IHI/ITGJ'IHI/I JaHHH
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CTaH/apTHaTa MH(POPMALMS OTHOCHO HSKOU OT

W3UCKBaHUATA 3a IPEIOCTaBAHE Ha
I/IHCbOpMa]_[I/Iﬂ, KOMTO MOXE Jia Hajarar

M3I0JI3BAHETO HA M3MHTBAHE BbPXY IPHOHAUHH

KUBOTHH

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.

Bropasrpaxgane B Mopcka Boja

ﬂOH'LJ’IHI/ITCJ’IHI/I JaHHH

10.1.3.4.

BuopasrpaxkaaHe m0pH  ChbXpaHsABaHE
Ha TOp

HOHBJ’IHHTCJ’IHI/I JIAaHHH

10.1.4.

Ancopbuuss n gecopOuusi BbB Boja/
BOJHU CCIUMCHTHHA CHCTEMHU H
agcopOuuss M gecopOMs Ha MeTa-
OonuTHTE W HA TPOAYKTHTE OT
pasrpaxxJaHeTo, KOraro MMa TakuBa

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

10.1.5.

I/I3CH€HBaHe Opu TOJIEBU YCIIOBHUA Ha
HaTpyINBaHCTO B CSAUMCHTA

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

10.1.6.

Heoprannmunu  BemiecTBa:  WH(OpP-
Malus 3a TMOBEJCHHETO M HKHU3HECHHS
LMKBJ BBB BOJlaTa

HOHBJ’IHHTCJ’IHI/I JIAHHA

10.2.

IloBenenue
rnousara

U JKH3HCH IHKB]I B

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

10.2.1.

JlabopaTopHO H3CIIeIBAHE Ha
CKOpOCTTa U HA4YWHA Ha pa3rpaxkIaHe,
BKIIFOUUTEIHO  HMIACHTH(UKAIUS  Ha
MPOTHYAIINTE MPOLECH U HICHTU(]-
WKAIMs Ha CBEHTYaJHH METaboIUTH
U TPOAYKTH OT pasrpakJaHeTo B
JajeH TOoYBeH TUm (OCBEH 3a
pasmajaHe, koero 3aBucu or pH)
[IPY TIOJXOSIIHA YCIOBHUSI

JlabopaTopHO u3cieaBaHe Ha
CKOpOCTTa Ha pasrpaxJaHe IpU TPU
JOITbIIHUTENIHUA 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.

W3cnenBanust Ha HATPYINBaHETO B
noysara

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

10.2.4.

Ancopbuus u necopOus B IOHE TPU
MOYBEHH THMA M  aacopouus |
necopOrus Ha MeTabOIMTHTE W Ha
NPOAYKTUTE  OT  pasrpakIaHero,
KOrato MMa TaKHBa

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

10.2.5.

JlonmbIHUTETHI
copOrst

H3CICABaHUA 3a

10.2.6.

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

I_IOlTbJ'lHVlTCJ'lHI/I JaAHHH

10.2.6.1.

W3cnensanus 3a H3JTy’)KBaHE C
TNIEpXOJIallMOHHA KOJIOHA
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Kosnona 2
Beuuku aHHM ca OCHOBHH,
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Kosnona 3

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

W3UCKBaHUATA 3a IPEIOCTaBAHE Ha
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M3I0JI3BAHETO HA M3MHTBAHE BbPXY IPHOHAUHH

KUBOTHH

10.2.6.2.

HI/IBI/IMeTpI/I'-IHH H3ClICaABaHUA

10.2.6.3.

Wscnensanus 3a
MOJICBU yCIIOBHS

M3IIy’KBaHEe IIpU

10.2.7.

KonuuectBo u €CTECTBO Ha
CBBP3aHUTE OCTAaTHYHU BEIIECTBa

IpenopbuBa ce  ONMPENENAHETO W
XapaKTEePUCTUKUTE HA  CBBP3AHHUTE
OCTAaTBYHH BEIIECTBA Ja C€ KOMO-
MHHUPAT ChC CUMYJIALIMOHHO HU3CIIC/IBAHE
B [10YBATA.

I_IOlTbJ'lHVlTeJ'lHI/I JaAHHH

10.2.8.

Jlpyru wm3cnenBaHUs 3a pasTpaxaaHe
B TOYBaTa

HOHT)JIHI/ITC.HHI/I JIAHHA

10.2.9.

Heoprannunu Beniectsa: vHGpopManus
3a TIOBEJICHUETO U JKH3HEHHS IMKBI B
rnoysara

10.3.

TloBeneHne W JKU3HEH IHMKBI BBB
BB3IyXa

10.3.1.

dortorpancdopmanusi BbB
(MeToq 3a OICHKA)

Bb3ayXa

Hnentudukauus Ha NPOLYKTHTE OT
TpaHcdopmauusta

10.3.2.

IloBenenue ¥ OJKU3HEH IUKBI BHB
Bb3yXa, NOIBJIHUTCIIHU U3CJICABAHUA

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

10.4.

JlonbIHUTETHI
MOBEJCHUE U
OKOJIHAaTa cpejia

U3CJIICABAaHUA 3a
JKHU3HCH 1HUKBI B

I_IOlTbJ'lHVlTeJ'lHI/I JaAHHH

10.5.

10.5.1.

Jedunuims 3a 0CTaTh4YHO BEIIECTBO

Jedbununms 3a oCTaThYHO BELIECTBO
BBB BpB3Ka C OIEHKAaTa HA PHCKa

I_IOlTbJ'lHVlTCJ'lHI/I JaHHH

10.5.2.

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

10.6.

JlanHU OT HAOJIOIEHUETO

ﬂOH'LJ’IHI/ITCJ’IHI/I JaHHH

10.6.1.

B uscnenBanusTa 3a pasrpaxkaaHeTo B
Io4YBaTa, BOJAaTa U CEIUMEHTHTE
Tps6Ba Ja ce BKIIOYM HICHTHO-
UKAIis Ha BCHYKH IIPORYKTH OT
pasrpaxaanero (> 10 %).

11.

MEPKH, HEOBXOIMMH  3A
3ALIUTA HA XOPATA,
JXUBOTHUTE U  OKOJHATA
CPEJIA

[penopbunteanu METOU u
npena3sHi MEPKU IPpU MaHUITyJIalus,
ynorpeba, CbXpaHEHHE, TPAHCIOPT
WM TI0XKap

11.2.

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

Cnemsu
HHIUIEHT

MEpKH B ciayyal Ha
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11.4.

BB3MOXKHOCT 3a YHMINOXABaHE WU
obe33apassBaHe cliejl 0CBOOOXKAaBaHe
BbB MJIU BBPXY:

a) BB3IAyXa

0) BomaTa, BKJIFOUMTENIHO MHTEHHATa
BOJA,

B) mouBata

Ipouenypu 3a ympaBiicHHE Ha OTIa-
IBIUATE OT aKTUBHOTO BEIIECTBO 3a
NPOMHUNUICHH WIH  TIPOGECHOHAIHA
notpeduTenu

Bw3moxkHOCT 3a mOBTOpHa ymnorpeba
WIN PELUKINpaHe

BB3MOKHOCT 3a HEyTpalu3upaHe Ha
e(exTute

VYcnosus 3a KOHTPOJIUPAaHO U3XBBPIITHE,
BKJIFOUYUTEITHO CIIOCOOHOCT 3a
U3BJIMIAHE TIPU NCTIOHUPAHE

VcioBus 3a KOHTPOIMPAHO H3TapsiHe

11.10.

Unentudukauuss Ha  eBEHTYaIHU
BEILIECTBA, IONAjalid B oOXBara Ha
cucbk | wmm cmmesk I ot mpumin-
oxxennero kbM JlupextuBa 80/68/
ENO na CsBera ot 17 nexemBpu
1979 r. OTHOCHO OIMa3BaHETO HA MOI3-
€MHHUTE BOAM OT  3aMbpCsBaHe,
MPUYMHEHO OT OINpPEASNICHN OIAaCHU
Bemectsa (3), Ha mpunoxenus 1 u 11
kbM  JupektuBa 2006/118/EO Ha
EBponeiickus  mapiaMeHT M Ha
CoBera ot 12 gexemBpu 2006 r. 3a
omasBaHe Ha IOJA3EMHUTE BOJH OT
3aMbpCsSIBaHE M BIOIIABaHE  HA
ChCTOSIHMETO UM (4), Ha HPHIIOKECHHE
I xem [upextuBa 2008/105/EO Ha
EBponeiickus  mapiaMeHT M Ha
CoBera ot 16 gexemBpu 2008 r. 3a
ompejeNsiHE  HAa  CTAHIApTH  3a
KauecTBO Ha OKOJHAaTta cpeja B
obyactTa  Ha  NOJMTHKaTa  3a
Bozute (°), Ha mpunoxenue I, gact b
kM [JupekruBa 98/83/EO unmm Ha
mpunoxkerus VI u  IX  kBM
Jupextusa 2000/60/EO.

KIIACUDUIIUPAHE,
ETUKETUPAHE 11 OITAKOBAHE

12.1.

Ja ce
CBILECTBYBAIIU
€TUKeTHpaHe.

ocoyar €BEHTYAJTHO
KIacupukams U
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Kosnona 3
Konona 2 CrnenupuyHN NpaBuUia 3a aJanTHpPaHe CHPSIMO
CTaHJapTHATa MH(POPMAIUS OTHOCHO HSKOH OT
Kosona 1 Beuuku aHHM ca OCHOBHH,
M3UCKBAHUATA 32 IPEIOCTABSHE HA
W3ucksana nrpopmarus: OCBECH aKO He ca OTOeNsA3aHu

nH}OpMAIMs, KOUTO MOXKE Jia Hajarat
M3I0JI3BAHETO HA M3MHTBAHE BbPXY IPHOHAUHH
JKMBOTHHU

KaTo AONBJIHUTCIIHU

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

OcBeH TOBa 3a BCSKO BIHMCBaHE
crefBa Ja Ce IocodyaT MPHYHHUTE,
nopajgd KOUTO HE € JajaeHa Kiacud-
HKalusl B ONpe/esicHa CKBUBAJCHTHA
TOYKA.

12.2.1. Knacupuuupane Ha pHCKOBETE

12.2.2. IluxTorpama Ha PHUCKOBETE

12.2.3. CwurnamnHa gyma

12.2.4. TlpemynpexxaeHus 3a OMacHOCT

12.2.5. Ilpemopbkn 3a 0€30mMacHOCT, BKIIOY-
UTEIHO IIPEBCHINS, peaxius,
ChbXpaHJABaHE M 00E€3BpEXIaHE

12.3. Criennpuanu NpeJeIHU KOHIIE-
HTpAlid, KBAETO Ca MPUIOKUMH,
MpOM3THYAIM OT TMPHIAraHeTo Ha
Pernament (EO) Ne 1272/2008

13. OBOBIIEHUE U OLIEHKA

OcHoBHaTa HH(pOpMALMS OT EKBHB-
aJEHTHUTE  TOYKHM  BBB  BCEKHU
noapaszzien (2—12) ce obobmasa u
OLIEHSBA M CE M3TOTBSI IPOEKT 3a
OIIEHKAa Ha pHCKa.

(') TpemocraBenara uHpopMamus cieiBa Ja ObAe 3a MPEYNCTEHOTO AKTHBHO BEIIECTBO OT IOCOYEHATa CHELU(UKALNS HIH 33
MPOU3BEACHOTO aKTUBHO BEIIECTBO, aKO ABETE Ca PA3HYHU.

(® HpenocraBenara uHpopManys cieasa Aa Obje 3a NPEUUCTEHOTO AKTHBHO BELIECTBO OT MOCOYECHATA CHCHU(DHUKALNS.

(®) OB L 20, 26.1.1980 ., ctp. 43.

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

(®) OB L 348, 24.12.2008 ., ctp. 84.
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JUSUT 2
MHKPOOPT AHN3MH

OCHOBHM U JAONBJHHUTEJIHH JAHHH 32 AaKTUBHHUTE BelIeCTBa

Wudopmarusita, M3uCKBaHa KaTo 000CHOBKA 3a 0J00psiBaHE Ha AaJC€HO aKTHBHO
BEIIIECTBO, € U30pocHa B TabiMIaTa mo-aouy.

VYcnoBusita, TP KOMTO HE CE M3HMCKBA ONpENEICHO M3MHMTBAaHE, NPEABHICHH B
CHOTBETCTBAIMTE METOaU 3a m3nuTBaHe B Permament (EO) Ne 440/2008, xouto
HE ce TOBTapsT B KOJOHA 3, CBIO Ce MpHiarar.

Komnona 3
Konona 2 CrnenupuyHN NpaBuia 3a aJanTUpaHe CHPSIMO
CTaHJapTHATa MH(POPMAIUS OTHOCHO HSKOH OT
Konona 1 Bcuuku JaHHM ca OCHOBHH,
M3UCKBAHUATA 32 IPEIOCTABSHE Ha
W3uckBaHa uH(OpMALHs: OCBEH aKo He ca OTOeNsA3aHu

nH(OpMAIMs, KOUTO MOXKE Jia HajgaraT
M3M0JI3BAHETO HA M3IHTBAaHE BbPXY IPHOHAUHH
JKMBOTHHU

KaTo JON'BbJIHUTCIHUA

1. 3ASABUTEI

1.1. Hwme u agpec

1.2. JIuie 3a KOHTaKT

1.3. IIpousBomuren (uMme, agpec M MeCT-
OHAaXOXK/IEHHE Ha IIPOU3BOJICTBEHUS
00eKT)

2. WJIEHTUYHOCT HA MUHKPOOP-
ITAHU3MA

2.1. OOLION3BECTHO HAWMEHOBAaHHME Ha
MHKpPOOpTraHH3Ma (BKJIIOUUTEITHO
ITePHATHBHH W TPEAUIIHH HaMMe-
HOBaHMSA)

2.2. TaxkCOHOMHYHO MME U II[aM

2.3. Pedepenten Homep Ha B3erara npoda
W Ha KyITypara, ako KyJTypara e
Jero31paHa

2.4. Meroau, mpouenypu M KpPUTEpHH 3a

YCTaHOBABaHE MOPUCHCTBUETO n
HUIACHTUYHOCTTA HA MHKpPOOpraHu3sMa

2.5. Criennguxanust Ha aKTUBHATa
ChCTaBKa 32 TEXHHYECKHU LIEIH

2.6. MeTon Ha MPOW3BOACTBO M KOHTPOI
Ha Ka4eCTBOTO

2.7. CpabpkaHue HA MUKPOOPraHU3Ma

2.8. VneHTH4HOCT W CHIOBpXKAHUE Ha
npuMecH, J00aBKM M MHKPOOpPTaH-
HU3MH — 3apa3uTein

2.9. AnanutiyeH npoduin Ha MapTHIUTE

3. BUOJIOTMYHU CBOVICTBA HA
MUKPOOPT'AHM3MA

3.1. O6muia uHbOpMAIHS 32 MHKPOOPTaH-

nu3Ma
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CrnenupuyHN NpaBuUia 3a aJanTHpPaHe CHPSIMO
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I/IHCbOpMa]_[I/Iﬂ, KOMTO MOXE Jia Hajarar
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KUBOTHH

Hcropuueckn mperien

Hcropuuecku ymorpedu

IIpousxon, ecTecTBEH U3TOYHUK U
reorpa)cKo pasnpocTpaHeHHe

3.2.

Cragnu Ha pPa3BUTHE/KU3HEH LUKBII
Ha MHKpOOpTaHH3Ma

3.3.

B3aumMooTHoeHne [¢ HM3BECTHHU
YOBEIIKH, JKUBOTHHCKH WJIH PacT-
WTEIIHU TAaTOTCHH

3.4.

Ienetnuna crabunHoctT u  dakropu,
OKa3Balll¥l BIIMAHHUE

3.5.

Wupopmanust 3a Mpou3BOACTBOTO HA
MeTaboIUuTH (mo-crieruanHo HA
TOKCHHH)

3.6.

IIpousBoncTBO Ha aHTHOMOTHLIM U
IpYTHM aHTUMHKPOOHW areHTH |
PE3UCTEHTHOCT KBbM TSIX

3.7.

YcroitunBocT KBM  (haKTOpHTE  OT
OKOJIHATa cpena

3.8.

JombaHuTenHa
MHUKpOOpraHu3ma

nudopmanus  3a

METOJIM 3A OTKPMBAHE H
WJIEHTUOHUKALIA

4.1.

AHaNUTUYHM METOJIM 3a aHaju3 Ha
npomse;[emm MVIKpOOpFaHlA?;”bM

4.2.

MeToam, KOHTO Ce HM3IION3BaT 3a
HAOJIOJICHUE C IeT Jla CE OMPEAeIsiT
W HM3MEpAT OCTaThbYHUTE BEIIECTBA
(KM3HECTIOCOOHM WM HEXH3HEC-
TOCOOHN)

E®EKTHBHOCT
LIEJIEBHUA OPI'AHU3BM

CITIPAMO

5.1.

OyHKIUA ¥ HAYMH 33 KOHTPOJI, HAIp.
IPUBINYAHE, YHHIOXKABAaHE, WHXHOU-
paHe

5.2.

WudekuunosHocr, [MOTEHIIAAII 3a
PpasnpocTpaHeHHe M KOJOHU3ALHSI

5.3.

KonTponupan(n) npencraBUTENCH(HI)
OpraHn3bM(MH) U 3alIATEHN
MIPOAYKTH, OPraHU3MU MM OOSKTH

5.4.

BuaaelicTBue BBpXy NMpeaCTaBUTEITHUS
LIEJIeBH OPraHU3bM WIIM OPraHU3MHU

BraneiictBue  BBpPXy — MaTrepHaimWTe,
BEIECTBATA U MPOJYKTUTE
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Kosnona 2
Beuuku aHHM ca OCHOBHH,
OCBECH aKO He ca OTOeNsA3aHu
KaTo JONBJIIHUTCIIHA

Kosnona 3

CrnenupuyHN NpaBuUia 3a aJanTHpPaHe CHPSIMO
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M3I0JI3BAHETO HA M3MHTBAHE BbPXY IPHOHAUHH

KUBOTHH

5.5.

BepoaTHa KOHIICHTpalusa, Ipu KOATO
e C€ MU3moj3Ba MUKPOOPraHU3MBT

5.6.

Hauun Ha peiicTBHE (BKIIOYHTEITHO
3a0aBeHO JeiCTBUE)

5.7.

Jlannu 3a eukacHocTTa

5.8.

Bcuukn M3BECTHH OTpaHHYCHHS Ha
euxacHoCTTa

Hudopmanus 3a ciydam uid  3a
BB3MOXHH CJIyyal Ha pa3BUTHE Ha
PE3UCTEHTHOCT Ha LeJIeBUS
OpraHu3bM  WIM  OpPraHM3MH U
MOAXOJILIM CTPATEruy 3a yIpaBIeHUe

HaOnronenuss Ha  HeXeNaHH  WIH
HETIPeIBUJCHH CTPAHUYHH e(EeKTH

Crneuupuynoct M obxBar  Ha
NPUEMHHUKA, KaKTO M Bb3JCHCTBHE
BBPXY JAPYTH BHJIOBE OCBEH LICICBUS
OpraHu3bM

5.9.

Meronu 3a mpenoTBpaTsABaHE Ha
3arybara Ha  BHUpPYJEHTHOCT Ha
CEMEHHHMS 3alac Ha MHUKPOOPraHH3Ma

MNPEJABUAEHM  YIIOTPEBM U
EKCITIO3MIIMA

6.1.

IpenBunena(u) obmact(v) Ha ynorpeda

6.2.

[IpomykToB THH WIM HPOSYKTOBH
THTIOBE

6.3.

Toapobuo omucanue Ha Mojen(UTe)
Ha ynorpeda

6.4.

Kareropuss morpeburenu, 3a KOUTO
MHKPOOPTaHH3MBT clieZiBa Ja Oble
0/100peH

6.5.

JlaHHY 3a eKCHO3MLHATA, 32 KOUTO ca
NPUIOKUMH, KOraTo € YMECTHO,
METOMOJIOTUHUTE, OINUCAHU B MPHI-
oxenue I, pasmen 5 or Persmament
(EO) Ne 1907/2006

Hudopmanus 3a ekcrosuuusAra Ha
YOBEKa, CBbpP3aHA C IPEIBUICHUTE
ynorpebu U 00€3BPEXKIAHETO HA
aKTUBHOTO BEILECTBO

Wudopmarmss 3a ekcrmo3unmsita Ha
OKOJIHATA Cpefla, CBbp3aHa C Mpel-
BUJIEHHUTE YIIOTPEOH 1 00€3BPEKIAHETO
Ha aKTUBHOTO BEIIECTBO

Hudopmanus 3a ekcro3uuusAra Ha
JKUBOTHUTE, OTIJIGKIAHU 3a IPOU3-
BOJACTBO Ha XPaHW, U HA XPaHUTE U
¢bypaxure, cBbp3aHa ¢ NPEABUICHUTE
ynotpebu U 00€3BpEeXKIAHETO Ha
AKTHBHOTO BEILECTBO
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Kosnona 3
CrnenupuyHN NpaBuUia 3a aJanTHpPaHe CHPSIMO
CTaHJapTHATa MH(POPMAIUS OTHOCHO HSKOH OT
M3UCKBAHUATA 32 IPEIOCTABSHE HA
nHbOpMAaNKs, KOUTO MOXE Ja Hamarat
M3I0JI3BAHETO HA M3MHTBAHE BbPXY IPHOHAUHH
JKHUBOTHH

BB3JIEMICTBUE BHPXY 3[IPABETO
HA XOPATA 1 XKUBOTHUTE

W3uckBanusta 3a I/IHq)OpMaI_II/ISI B TO3U
pasaeil Morart a ce€ axantupar B CbOTB-
C€TCTBUE CBC CHCLII/Iq)I/IKaLII/IHTC or asn 1
OT HACTOAMIOTO ITPUJIOKCHHUEC.

OcHoBHa uH(pOpMaIHs

MenunuHCKH JTaHHA

MenuiuHCKo HabOII0IEHNE Ha
MIepCOHaa B NPOM3BOACTBEHHUS 00EKT

HabGmronenust BbB Bpb3Ka ChC CEHCHO-
WIIM3aLMAT/AIEPreHHOCTTa

[psiko HabmrOEHNUE (HAMD. KIMHUIHU
cyJan)

Besiko  maToreHHo  BiMsHME W
nHOEKIMO3HA TIpOosiBa BBPXY XopaTa
U JIpyrn OO03aifHMIM TIPH HMMYHOC-
ynpecus

7.2.

OCHOBHHU H3CJI€IBAHUS

7.2.1.

CeHcrbOumu3anus

7.2.2.

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

7.2.2.1.

OCTpa opaJilHa TOKCUYHOCT, ITIaTOI'€HHO
u HHqJCKHHOSHO BJIMSIHUE IO OpaJieH
oeT

7222.

Octpa HHXalaTOpHA  TOKCHYHOCT,
MATOTEHHO W WHOEKIMO3HO BIUSHIE
3a Gemure apoboBe

ﬂOH'LJ’IHI/ITCJ’IHI/I JaHHH

7.2.2.3.

Emvanuna UHTpanepUTOHeanHa/
MOZIKOXKHA 1033

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

7.2.3.

WznurBanus wH BUTpPO 3a TCHOT-
OKCHUYHOCT

7.2.4.

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

7.2.5.

I[aHHI/I 3a TOKCHYHOCT M IIaTOI'CHHO
BJIMSTHHAC B KPATKOCPOYCH IUIaH

HOHT)JIHI/ITCJ'IHI/I JIAHHA

7.2.5.1.

BroageiictBue  BBpPXY 3ApaBeTO  OT
MHOTOKpPaTHa HMHXaJIaTOpPHA EKCIIO3H-
st

HOHBJ’IHHTCJ’IHI/I JIAHHHA

7.2.6.

l_lpeﬂnoxceHo JICYCHUC. MCPKH 3a
I'bpBa MOMOIL[, MEAUILIUHCKO JICUECHUE

7.3.

CriennuyHM H3CIEABaHHUS HAa TOKC-
WYHOCTTA, Ha MATOrCHHOTO M MH(EKII-
MO3HOTO BIIMSHHE

I_IOlTbJ'lHVlTCJ'lHI/I JaAHHH

7.4.

'eHOTOKCHYHOCT — H3CJACABAHUS WH
BHBO Ha COMAaTH4YHHU KJICTKH

I_IOlTbJ'lHVlTeJ'lHI/I JaAHHH

7.5.

I'éHOTOKCHUYHOCT — H3CJAEABAHUS WH
BHUBO Ha 3apOJMUIIHU KJIETKHU

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

Kosnona 2
Beuuku aHHM ca OCHOBHH,
OCBECH aKO He ca OTOeNsA3aHu
KaTo JONBJIIHUTCIIHA

Kosnona 3

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

W3UCKBaHUATA 3a IPEIOCTaBAHE Ha
I/IHCbOpMa]_[I/Iﬂ, KOMTO MOXE Jia Hajarar

M3I0JI3BAHETO HA M3MHTBAHE BbPXY IPHOHAUHH

KUBOTHH

7.6. O06o00mIeHe Ha TOKCHYHOCTTA, Ha
MATOTEHHOTO U HMH(EKIHMO3HOTO
BIUSIHHE BBPXYy OO3allHUIHTE U
o0111a OLIEHKa
7.7. OcTaTh4HN BEUIECTBA B TpeTHpaHUTE | JlOMBIHUTEIHN TaHHU
W3NS, XPaHU ¥ (QYpaku WIN BBPXY
TSAX
7.7.1. IlepcucteHTHOCT ¥ BepOSITHOCT 3a | JloMBJIHUTENHH NaHHU
pa3sMHOKaBaHE B TPETUPAHU M3MIENUs,
XpaHU WU (bypa)[m WJIA BBPXY TAX
7.7.2. WsnckBana pombiHUTENHa HHGOP- | JOMBIHUTEIHN TaHHU
Manus
7.7.2.1. HexusnecnocoOHu ocTaTbyHH | JIOMBIHUTEIHN JaHHU
BEIIECTBA
7.7.2.2. KusHecnocoOHM OCTaTHYHHU BEIECTBA | JIOIMBIHUTEIHN TaHHK
7.8. O06o6IeHNe " OLIEHKA Ha | JIOMBIHUTEIHN JaHHU
OCTaThYHHUTE BEIIECTBA B TPETHPAHU
u3Jenusl, XpaHu U Qypaxu WIH
BBPXY TAX
8. BB3AEMCTBUE BbBHPXY HELEII- N3nckBanmsTta 3a wHGOpPMAIMs B TO3H
EBUTE OPT'AHU3MU paszen MoraT Ja ce ajanTHpaT B ChOTB-
eTCTBUE ChC crenudukanuure ot as 1
OT HACTOAMIOTO TPHIIOKEHHE.
8.1. Bw3zeiicteue BLPXY BOJIHUTE
OpraHu3MHu
8.1.1. Br3neiictBue BbpXy puodute
8.1.2. Bw3gaeiicTBue BBpPXY ClIaJIKOBOAHHUTE
0e3rpbOHaYHU
8.1.3. Br3neiictBue BBpXy pacTexa Ha
BOJIOpACIIUTE
8.1.4. Bu3neiictBue BBpXy ApyrH pacTeHus | JJombJIHUTENHH JaHHU
OCBEH BOJIOpACIIHTE
8.2. Bro3neiicTBue BBpXYy 3€MHHUTE UYepBEH
8.3. Bb3neiictBe  BbpPXy ~— IOYBEHHUTE
MHKpPOOPTaHU3MHU
8.4. Bru3neiicTBue BBpXy NTUIATE
8.5. Bw3azaeiicTBue BBpXy muenuTe
8.6. Bo3neiictBue BBpPXy IOpyrd  WieH-
€CTOHOTH OCBEH ITYEIIUTE
8.7. JIOITBJIHUTEIIHY U3CIEABAHUS JIONBIIHUTENHY TaHHU
8.7.1. Cyx03eMHH pacTeHUS JlOrbIHUTETHE TaHHA
8.7.2. Bosaiinumm JIOMBJIHUTETHY TaHHU
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Komnona 1
W3ucksana nrpopmarus:

Kosnona 2
Beuuku aHHM ca OCHOBHH,
OCBECH aKO He ca OTOeNsA3aHu
KaTo JONBJIIHUTCIIHA

Kosnona 3

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

W3UCKBaHUATA 3a IPEIOCTaBAHE Ha
I/IHCbOpMa]_[I/Iﬂ, KOMTO MOXE Jia Hajarar

M3I0JI3BAHETO HA M3MHTBAHE BbPXY IPHOHAUHH

KUBOTHH

8.7.3.

Jlpyru 3HauMMH BHIOBE W IIPOLECH

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

8.8.

OO6o0IIeHHe © OLEHKAa Ha Bb3Je-
HCTBHETO BBPXY HELEICBUTE OpraH-
H3MHU

MNOBEJAEHUE 1 XXU3HEH IIUKbBJI
B OKOJIHATA CPEJA

HepCI/ICTeHTHOCT U pasMHOXaBaHE

TTouBata

Bona

Br3nyxa

MobwuiHoCT

O06001IEHE u OILICHKA Ha
MOBEICHUETO M JKM3HEHUS IUKBI B
OKOJIHATa cpeia

10.

MEPKHM, HEOBXOJIMMU  3A
3ALIUTA HA YOBEKA,
JKUBOTHUTE UM  OKOJIHATA
CPEJIA

10.1.

[penopbunTennu METO/IN u
Npena3Hu MEPKU NpU MaHUITyJalus,
ChXpaHEeHHe, TPAHCIOPT WM MOXKap

10.2.

Cnemsu
HMHITHIECHT

MEpKH B CIOy4yaii Ha

10.3.

IIpomexypn 3a paspymaBaHe WIH
obe33apa3sBaHe

10.4.

Iponenypu 3a ynpasieHue Ha OTHA-
JbLUTE

10.5.

Ilnan 3a HaOMIOJCHHE HA AKTHBHHA
MHKPOOPTaHH3bM, BKIIFOYHTENHO IpU
MAaHUITYJIALHs, ChXPaHCHHE, TPAHCIOPT
u ynorpebda

KIIACUOULINPAHE,
ETUKETUPAHE U1 OITAKOBAHE
HA MHUKPOOPI'AHU3MA

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

12.

OBOBIIEHME U OLIEHKA

OcHoBHaTa HH(OPMALUS OT CEKBUB-
AJICHTHUTC TOYKH BBB BCCKH
moapaszzien (2—12) ce obobmasa u
OLICHSBA U CE H3TOTBS IPOCKT 32
OLICHKA Ha PHCKa.
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IIPUJIOKEHUE 111

U3UCKBAHUSI 3A TIPEJOCTABSIHE HA HWH®OPMAIUS 3A
BUonuan

1. HacrosmoTo NpuIOXKEHHEe ChIbP)KA HM3UCKBAHWSTA 3a IPEIOCTAaBIHE Ha
HH(pOpPMALHs, KOUTO Ce BKIIOYBAT B JOCHETO 3a OHOILMAA, MPHIPYXKABAIIO
3asIBJICHHETO 3a 000psABaHE HA JaJCHO aKTHBHO BEILECTBO B CHOTBETCTBHUE C
uiieH 6, maparpad 1, Oyksa 0), U B JOCHETO, MPUAPYKABAIIO 3asBICHUECTO 32
paspeuieHue Ha Ouonmaa B choTBeTcTBUE ¢ wieH 20, maparpad 1, Oyksa a).

2. JaHHHWTE, CHOBPXKALIM CE B HACTOSMIOTO MPHIOKEHHE, BKIIOYBAT OCHOBHU U
JOMBJIHUTEITHA JaHHHU. J[aHHUTE, KOUTO CrajgaT KbM OCHOBHUTE IaHHHU, CE
cyuTar 3a 0a30BUTE JAHHU, KOMTO IO NMPUHLMUII CJelBa Aa CE MPEAOCTaBST
3a BCUYKH OMOIMJIHN.

Ilo oTHOIICHHE HA JTOMBIHUTEITHUTE JaHHH, JAHHUTC, KOUTO TpHGBa Aa 6’I>I[aT
NpeaoCTaBeHU 3a KOHKPETCH 6140].114)1, CE€ OompeaeiiaT, Karo C€ pasriexaa
BCEKH €JICMCHT OT IIOCOYCHUTE B HACTOALIOTO IMPUIIOKCHUEC NOIIBIHUTCIHU
JaHHHU U C€ OTUMTAT, Hapea ¢ ApYyroTo, (1)PI31/I'-IHI/ITC U XMMUYHUTE CBOHCTBA Ha
IIpoAyKTa, CbhIIECTBYBALLIUTE JaHHHU, PIH(iJOpMaI_II/IﬂTa, KOoATO € YacT OT
OCHOBHUTC HaHHU, U MNPOAYKTOBHUTEC THUIIOBC, KAaKTO W CBBP3aHUTEC C Ta3u
yHOTpe6a MOJCIN Ha CKCIIO3UIUA.

B konona 1 ot Ta6J’II/II_[aTa B IIPUJIOKEHUEC III ca nanenu KOHKPETHHU YKa3aHUs
3a BKIIOYBAaHCTO Ha HAKOU ITaHHH. HpI/maraT C€ ChIIO U OGIIII/ITC
CT)O6pa>KCHI/I$I 3a ajalnThupaHe Ha M3UCKBAaHUATA 3a MNOPCAOCTAaBAHEC Ha
HH(I)OpMaI_II/ISI, IIOCOYE€HU B MPUIIOKEHUEC IV xbM HacTOSIIIHS periIaMeHrT.
Hpe[[BI/I,H TOBa KOJIKO € BaXXHO Ja C€ HaMaJlsiT H3NUTBAHUATA BBPXY
I‘p’bﬁHa‘-IHI/I JKUBOTHH, B KOJIOHaA 3 or TaGHHHaTa ca JaJ€HU KOHKPETHU
YKa3aHHs 3a aJallTUPAHCTO Ha HSAKOW HaHHH, KOETO MOXKE Ja HAJIOXKHU Ja Ce
HU3I0JI3BAT TaKUBa HU3IUTBAHUS BHPXY Fp’I)6Ha'-IHI/I JKUBOTHH.

Mosxe n1a 6bae BB3MOXKHO J1a C€ M3ITBJIHAT HAKOM OT M3UCKBAaHHATA 32 MPEI0-
cTaBsHE Ha MH(OPMAIMs, U3JI0KEHH B HACTOSIIOTO TPHIOKEHHE, Bb3 OCHOBA
Ha HaJM4YHaTa MH(OpPMAIMsI OTHOCHO CBOMCTBATa Ha aKTUBHOTO(MTE) BEIIECT-
Bo(a), ChABpKAIIO(M) Ce B MPOAYKTA, W CBOHCTBATa HAa HEAKTHBHOTO(WTE)
BemecTBo(a), BKIIOYEHO(M) B NpoAyKTa. [lo OTHOIIEHHME Ha HEAKTUBHUTE
BEIECTBA, 3asBUTEINTE W3MOJI3BAaT HMHQPOpPMANMATA, NPEIOCTaBEHa WM B
KoHTekcta Ha 11 IV ot Permament (EO) Ne 1907/2006, xorarto e menech-
o0pa3Ho, U HH(popManusTa, IPEAOCTaBeHA OT ATCHIMATa B CHOTBETCTBHE C
wieH 77, maparpad 2, GykBa g) OT ChIIHS PErJaMeHT.

Korato e ymecTHO, B OlleHKaTa Ha OMOIMJ KaTo OIAceH CE MpUiIaraT ChOTB-
STHUTE METOJM 33 W3YMCIICHHE, W3IOJ3BaHH 3a KIacH(HLUpaHe HA CMECH U
ycranoBeHdn B Permament (EO) Ne 1272/2008. Te3u meronu 3a W3YHCICHHE
HE Ce M3MO0JI3BaT, ako IO OTHOIICHHE Ha KOHKPETeH PHCK ce CuhTa 3a
BEPOSITHO BH3HUKBAHETO HA CHHEPTUYHU W AHTATOHHCTUYHH €(EKTH MEXIY
OT/ICTHATE BELIECTBA, KOUTO C€ CHIBPKAT B NMPOIYKTA.

Ha yeGcaiita Ha AreHiusra MOXe Ja Ce HaMepAT MOJAPOOHM TEXHHUYESCKU
HACOKHM OTHOCHO TPIJIATAHETO Ha HACTOSIIOTO MPUIOKEHHE W H3TOTBSHETO
Ha JOCHETO.

3asBUTENAT € 3aJbJDKCH [a 3aloYHe KOHCYNTAlMs Ipelad IMOofAaBaHe Ha
3asBieHneTo. OCBEH 3aIb/DKEHHUETO, OMpE/eNieHo B wieH 62, maparpad 2,
3asBUTEINTE MOTAT Jla Ce KOHCYITHpAaT M C KOMIICTEHTHHUSI OpraH, KOHWTO
e OLCHSBA JOCHETO, N0 OTHOIICHHE HAa MPEUIOKECHUTE H3UCKBAHUS 32
npenocTaBsHe Ha HMHGOpPMANUS ¥ IO-CIIEHMANTHO Ha H3MHUTBAHUATA BBPXY
rpbOHAYHY JKMBOTHHU, KOMTO 3asBUTENAT Mpeulara 1a U3BbPILIH.

Moxe ma ce HamOXH na Oble IPEAOCTaBeHA NOMBIHUTEIHA HHO)OPMAINS,
aKko € HeOOXOAMMO W3BBPIIBAHE HA OLCHKATa, MOCOYEHA B wWieH 29,
naparpa¢ 3 wim wien 44, maparpad 2.

BbB BCHUKH CiIydyal MpeIoCTaBeHaTa WHGOpMALus € B JOCTaThUCH 00eM, 3a
I1a TI03BOJIM OLICHKA Ha PHCKA, KOATO Ja JOKaxe, 4e KPUTepuHTe B wieH 19,
maparpa¢ 1, OykBa 0) ca M3IIBIHEHH.
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BxurouBa ce HOH]JO6HO W MIBJIHO OMMMCaHUE Ha MU3BBPUICHUTE H3CIICABAHUA U
Ha U3MOJI3BaHUTE MeToau. BakHO € n1a ce HaripaBu HCOGXOIII/IMOTO HaJIUYHUTC
JaHHU J1a €a NPEACTAaBUTCIIHU U NJOCTATbYHO KAUCCTBCHHU, 3a a OTIOBOPST Ha
HU3HUCKBAHUATA.

3a mojaBaHe Ha JOCHeTaTa c€ H3MON3BaT (OpPMATHUTE, IPEIOCTABEHH OT
Arennusara. Ocser ToBa IUCLID ce u3mojii3Ba 3a T€3HW Y4acTH OT JOCHETaTa,
3a KouTO ce otHacs. PopmaTuTe U JONBIHUTEIHUTE yKa3aHUSI OTHOCHO HM3HC-
KBaHMATA 3a MPENOCTaBsiHE HA JAaHHM M M3TOTBSIHETO HA JJOCHETaTa Morar jaa
ce HaMepsT Ha yeOcaiiTa Ha AreHIMATA.

W3nuTBanusTa, MPEACTABEHH C IIEN W3/aBaHe Ha paspelieHne, ce MPOBEeXIaT
B CBOTBETCTBHE C Meromurte, omucaHu B Permament (EO) Ne 440/2008.
Bbpeku TOBa, ako AaJeH METOJ € HEMOIXOASIl WM He € OIHCaH, ce
W3I0J3BAT IPYTd METOMM, KOUTO ca MOJXOMSIIM OT Hay4yHa IJIeJHa TOuKa,
IOpH BB3MOXKHOCT €a MEXAYHApOAHO MPHU3HATH, M YHATO LEJIeCHhOOPa3HOCT
TpsiOBa 1a ObJe MOTHBHpaHa B 3asBieHdHero. Korato Meroaute 3a
W3MUTBAHE Ce IpHIaraT 3a HaHOMAaTepHallM, Ce MPeJOCcTaBs OOsSCHEHHE Ha
HayYHaTa WM [eJeChOOPasHOCT TPU HAHOMATEPUAINTE, W IPH IIENECh-
00pa3HOCT, HAa TEXHHYECKOTO aJalTHpaHe/NPUCIOCcO0sIBaHe, KOETO €
HAIpaBeHO C IIeJ Ja OTTOBOPST Ha CICUU(DUUHUTE XapaKTEPHUCTHKH Ha TE3U
MaTepHaIH.

ITpoBeeHnTe U3MUTBAHUS CIIEABA Jia ca ChOOPa3eHH CbC CHOTBETHUTE M3UC-
KBaHWsI 3a 3alllUTa Ha JabOpaTOpHHUTE KUBOTHH, ONpeleieHd B JlHpeKkTHBa
2010/63/EC, a npu €KOTOKCHKOJIOTHYHN M TOKCHKOJIOTWYHY M3IHUTBaHUSI — C
nobpara ytaboparopHa npakTHka, onpexaeneHa B JJupexrusa 2004/10/EO wmm
C JpYrd MEXAYHApOIHH CTaHAApPTH, IPH3HATH 32 EKBHBAJICHTHH OT
Komucusata wiM OT areHuusTa. V3nuTBaHusita 3a (U3HKOXHUMHYHUTE
CBOICTBa W JAHHUTE 3a BEIIECTBOTO OT 3HAYCHHE 3a OE30MaCHOCTTa CleBa
Jla ce M3BBPILIBAT IMOHE B CHOTBETCTBHE C MEXIYHAPOIHUTE CTAHIAPTH.

Ilpy wu3BbBpIIBAHE HAa W3NUTBAHUATA TPsiOBa Ja ce MpeICTaBU MOAPOOHO
KOJIMYECTBEHO M KauyeCTBEHO oOnucaHue (creuudukaunus) Ha HU3MOJI3BaHUSL
IIPOAYKT U HErOBUTE IPUMECH.

Koraro chbiiecTByBaT maHHM OT M3MIMTBAHMS, IMOJNyd4eHH mpenu 17 ronu
2012 r. uype3 wMmeroad, pa3nuyHH OT wu3noxkenure B Permament (EO)
Ne 440/2008, amekBaTHOCTTA Ha TE3M JAaHHM 3a IEIWTE HAa HACTOSIIUS
periaMeHT u HeO6XO}1PIMOCTTa OT HOBH HU3IIMTBAHUA C”bO6pa3HO Pernament
(EO) Ne 440/2008 TpsiOBa ta ObAAT YCTAHOBEHM 3a BCEKH OTJIEJNICH CIIy4dail OT
KOMIICTEHTHHSI OpTraH Ha Jbp)KaBaTa-4JIeHKa, KaTo ce B3eMe MPEBUI, Hapel C
npyru ($akTopu, HeoOXOAUMOCTTa J1a ce M30erHe HEHYXKHO M3IMHUTBAHE.

HoBurte u3nurBaHus, B KOMUTO y4acTBAaT IpbOHAYHM KUBOTHH, CE MPOBEKAAT
KaTo MOCJeIHa BB3MOXKHOCT 3a ChOOpa3siBaHE C HM3MCKBAHMATA 3a IPEO-
CTaBSHE Ha [AHHM, OINpEICICHH B HACTOSIIOTO TPUIOKEHUE, KOraTo
BCHYKM OCTaHaIM M3TOYHMLM Ha HHpoOpManus ca OWIM H34epHaHu.
W3nuTBaHust WH BHMBO C KOPO3MBHM BEIIECTBA IIPU HUBA Ha KOHIlE-
HTpauus/103a, NPUYUHABALIM KOPO3UBHOCT, CBIIO CE U30srBar.
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JUUT 1
XUMWAYHU MPOTYKTH

OCHOBHH H AONMBJIHUTECTHU JaHHU 32 XUMHUYHHUTE NMPOAYKTH

B Tabnumara mo-moiy e n3bpoeHa wH(pOpMAanuUATa, U3NCKBaHA 32 0OOCHOBKA Ha
paspeliaBaHeTo Ha AaJeH OO,

3a BCSAKO H3UCKBAHE 3a IIpeAoCTaBsAHE Ha I/IH(i)OpMaI_II/Iﬂ, CbAbpXKaIoO C€ B
HaCTOAIIOTO IPUIIOKCHUE, CE€ MpUjIaraT U yKasaHusaTa B KOJIOHH 1u3or npui-
oxenue Il 3a chIIOTO M3KMCKBaHE 3a IIpeaoCTaBssHE Ha I/IHqJOpMaI_[I/ISI.

Komona 3
Kosona 2 CrenubuyHy NpaBUia 3a aganTUpaHe CIpsMO
CTaH/apTHaTa 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 Hajarat
M3IM0JI3BAHETO HA M3MUTBAHC BBPXY I‘pLﬁHa‘{HH
JKUBOTHHU

KaTO JONBbJIHUTCIIHUA

1. 3ASIBUTEJT

1.1. Nwme, agpec u T.H.

1.2. JIvme 3a KOHTaKT

1.3. IIpomssoguren w Jjmme, KOeTo €

nu3roTBuiIo Qopmynara Ha OGuonuga u
Ha  aKTUBHOTO(UTE) BEIIeCTBO(a)
(uMeHa, aJpecH, BKIIOUMTEIHO MECT-
OHAXOJKJICHHUE Ha IIPOU3BOICTBEHUSI(TE)
00eKT(1)

2. WJIEHTUYHOCT HA BUOLIMAA

2.1. Twproecko HauMEHOBaHHE WU
NpeUIOKEHO  TBHPrOBCKO  HauMe-
HOBaHHUE

2.2. Homenknatypen kox Ha mpous-
BOJMTENS U HOMEp Ha MPOJYKTa, aKo
€ YMECTHO

2.3. ITbnen xonuuectseH (g/kg, g/l nmu %
w/w (v/V) cbctaB Ha Ouonumaa,
T..  JACKIapupaHe  Ha  BCHYKH
AaKTHBHM BEIIECTBA W  HEAKTHBHU
BelIeCTBa(BEIIECTBO WIN cMec
ceraacHo wieH 3 ot Permament (EO)
Ne 1907/2006), kouto ca Ch3HATEIHO
nobaseHu B Ouonmna (popmynanms),
KaKkTO ¥ INOJpOOHA KOJMYECTBEHA W
KauecTBeHa HMH(OpMaIMs 3a ChCTaBa
Ha CBHABPKAHOTO(MTE) aKTHBHO(M)
BelecTro(a) B ounouuna. 3a
HEaKTHBHHUTE BEIeCTBa TPsOBa ja ce
NpeJIcTaBl  MH(GOPMAIMOHEH JIHCT 3a
0e30I1acHOCT B CHOTBETCTBHE C WICH
31 ot Pernament (EO) Ne 1907/2006.

OcBeH TOBa Ce [aBa BCSKa IIOJE€3HA
uHpOpMALUs 3a OTIEIIHUTE
ChCTaBKH, TeXHHTE (QYHKUMH H, B
cayyaid  Ha  peakIHOHHa  CMec,
KpaiHHs ChCTaB Ha OHOLKA.

2.4. Bupa Ha dopmynanusita u €CTECTBO Ha
OuolM/Ia, HAmp. eMyJICHOHEH KOHIle-
HTPAT, OMOKpsILA ITyJpa, Pa3TBOp
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Komnona 1
W3ucksana nrpopmarus:

Kosnona 2
Beuuku aHHM ca OCHOBHH,
OCBECH aKO He ca OTOeNsA3aHu
KaTo JONBJIIHUTCIIHA

Kosnona 3

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

W3UCKBaHUATA 3a IPEIOCTaBAHE Ha
I/IHCbOpMa]_[I/Iﬂ, KOMTO MOXE Jia Hajarar

M3I0JI3BAHETO HA M3MHTBAHE BbPXY IPHOHAUHH

KUBOTHH

2.5.

Korato GHOUMABT ChABPKA AKTUBHO
BEIIECTBO, IPOU3BEIECHO Ha MECTa, 10
MIPOIECH WA OT U3XOAHU MaTepHaH,
pazaMyHH OT Te3W Ha aKTUBHOTO
BEILIECTBO, OIEHEHO 3a IeJIUTe Ha
0/I00pEHHEeTO ChINIACHO wWieH 9 OT
HACTOSIINS pPerjiaMeHT, TpsibBa ma ce
MPEICTaBU JOKA3aTeNICTBO, Y€ € yCTa-
HOBEHa TEXHHYECKa PaBHOCTONHOCT B
CHOTBETCTBHUE C YWICH 54 OT HACTOALIHUS
periJaMeHT, WIM € YCTaHOBEHa BClle-
JICTBHE OIIGHKa, 3alloyHaja Ipeau
1 centemBpu 2013 r. OT KOMIIETEHTEH
opraH, OIpE/EICH B CHOTBETCTBUE C
uner 26 ot Jupexrusa 98/8/EO

OU3NYHH, XUMIYHA u
TEXHUYECKU CBOUCTBA

3.1

BoHien
101,3 kPa)

Bur (mpu 20 °C m

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

st (mpu 20 °C u 101,3 kPa)

Mupuc (nmpu 20 °C u 101,3 kPa)

3.2.

KucenuuuocT/ ankamHOCT

W3nutBanero ce mpuiara, korato pH
Ha OWoumMga WIM BOJHATA MY
mucnepcust (1 %) e m3sH 4—10 pH

3.3.

OTHOCHTENHA IUTBTHOCT (TEYHOCTH)
WIM  OPUBUIHA  IUTBTHOCT  ClIeJ
cisirane (TBBPAU BELIECTBA)

3.4.

CrabunHocT npu ChXpaHeHHe,
CTaGHITHOCT U CPOK Ha ChXPAaHEHHE

3.4.1.

M3nuTBanuss 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.

Bw3geiicTBue BbpPXY ChABPKAHUETO HA
AaKTHBHOTO BEIIECTBO M TEXHUIECKHUTE
XapaKTEepUCTHKU Ha Ouonuaa
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34.2.1. CsemmHa

3.4.2.2. TemmnepaTypa ¥ BIQXHOCT

3.4.2.3. PeakTHBHOCT CHpsIMO MaTepuaia Ha
chla

3.5. TexHUYecKH  XapaKTEPUCTHKH  Ha
6uonuaa

3.5.1. Mokperia cnocoOHOCT

3.5.2. CycCrieH3uOHHH u CHOHTaHHU
CHIOCOOHOCTM M CTa0WJIHOCT  Ha
JIACTIEpCHsTA

3.5.3. CHTOB aHAJIN3 IO CYX U MOKBP METOJ

3.5.4. CrocoOHOCT 32 eMyJITHpaHe H peeM-
yArHupaHe, CTaOMIIHOCT Ha eMyJICHsATa

3.5.5. Bpeme Ha pasrpaxnane

3.5.6. 3bpHOMETPHUEH CHCTaB, ChABPXKAHHE
Ha Tpax/(QUHM YacTUIM, HM3HOCBAaHE,
POHIIMBOCT

3.5.7. TpaitHo 0Opa3yBaHe Ha msHA

3.5.8.  TewrMBOCT/CHILIMBOCT/3aIPAIUMOCT

3.59.  CkxopocT Ha ropeHe — IeHepaTopu Ha
JIM

3.5.10. IlpnHO W3rapsiHE — TeHepaTopu Ha
MM

3.5.11. CncraB Ha AuMa — TEHEPAaTOpPH Ha
M

3.5.12.  Mogen Ha pa3npbCKBaHE — aepO30JIU

3.5.13. Jlpyrd TeXHUYECKH XapaKTePHUCTHKH

3.6. ®duznvHa U XUMUYHA CHBMECTUMOCT C
IPYTM  TIPOIAYKTH,  BKIIOYHUTEIHO
Opyrd OWOLMIH, C KOMTO yHoTpebara
My HpeicTon na Obae paspelieHa

3.6.1. ®duznvHa CHBMECTUMOCT

3.6.2. XUMHUYHA CBBMECTUMOCT

3.7. CreneH Ha pas3TBapsiHe M CTaOMIIHOCT
Ha pa3TBoOpa

3.8. [ToBBPXHOCTHO HAIpEKEHHE
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3.9. Buckosuter

4. OUM3NYHU PUCKOBE u
CBOTBETHU XAPAKTEPUCTUKU

4.1. Excrunosusu

4.2. Bo3nmnamenumu razose

4.3. Br3mnamenumu aeposonu

4.4. Oxcuupaniy ra3ose

4.5. l'azoBe moa Hamsirane

4.6. Be3mmamennMu TeqHOCTH

4.7. Be3miamMeHrMu TBBPIM BEIIECTBA

4.8. CaMoaxkTHBHpalI C€ BeIlecTBA U
cMmecu

4.9. IMupodopau TeuyHOCTH

4.10. IMupodopuu TBBpAN BeliecTBa

4.11. CaMoHarpsiBalid  ce  BelIecTBa U
cMmecu

4.12. BemecrBa 1 cMecu, KOUTO B KOHTAKT
C BOAAa OTHENAT  BB3IUIAMEHUMU
ra3oBe

4.13. Oxcuaupamu Te4HOCTH

4.14. Okcuaupamy TBbPAH BEIIECTBa

4.15. OpranvyHu epOKCHIN

4.16. KopozuBHocT 3a meranute

4.17. Jonbnuutenan (GU3NYHU MOKA3aTeNn
3a pHUCK

4.17.1. Temmneparypu Ha caMo3alajBaHe Ha
MPOAYKTH (TEYHOCTH W Ta30BE)

4.17.2.  OrtHocHTeNIHAa TeMIepaTypa Ha camo3-
amajBaHE 3a TBBPJM BELIECTBA

4.17.3. OmnacHOCT OT EKCIUIO3Hs Ha Mpax

5. METOAN 3A OTKPUBAHE U
NAEHTUOUKALIA

5.1. AHaTUTUYEH METOJ, BKIIOYUTEIIHO
KOHTPOJIHH rapameTpH, 3a

onpeje/isiHE Ha KOHLCHTpALMATa B
OuormIa Ha aKTUBHOTO(UTE) BEIECT-
BO(Q), OCTaThYHHUTE BEILIECTBA, CHOTB-
€THHUTE MPUMECH U PUCKOBU BEIECTBA




02012R0528 — BG — 25.04.2014 — 002.011 — 120

Komnona 1
W3ucksana nrpopmarus:

Kosnona 2
Beuuku aHHM ca OCHOBHH,
OCBECH aKO He ca OTOeNsA3aHu
KaTo JONBJIIHUTCIIHA

Kosnona 3

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

W3UCKBaHUATA 3a IPEIOCTaBAHE Ha
I/IHCbOpMa]_[I/ISI, KOMTO MOXE Jia Hajarar

M3I0JI3BAHETO HA M3MHTBAHE BbPXY IPHOHAUHH

KUBOTHH

5.2.

JlokonkoTo He ca oOXBaHATH OT
npunoxxenne 1, pasgenn 5.2 un 5.3,
aHAJIMTHYHN METOIM 3a HAOJIONEHHE,
BKJIIOYMTEIHO CTEIIEH Ha BBb3CTa-
HOBSIBAHE W TPAHUIM 32 OMPEICIsHE,
Ha CBOTBETHHTE KOMIIOHEHTH Ha
OHOIMIA W/WIA OCTATHYHM BEIECTBA
OT HETO, aKO ¢ MPHUJIOKHUMO, B ChCTaBa
WA BBPXY:

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

5.2.1.

IlouBara

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

52.2.

Bw3nyxa

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

5.2.3.

Bopmata (BKIOYMTENHO mHTEHHATa

BOJIA) U CEIUMEHTHUTE

HOHBJ’IHHTCJ’IHI/I JIAHHA

5.2.4.

JKMBOTHHCKHTE ¥ YOBEIIKUTE TEICCHU
T€YHOCTU U ThKAaHH

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

5.3.

AHaTUTHYHE METOAM 3a HaOJIOJIEHHE,
BKJIIOYMTEIHO CTEIEH Ha Bb3CTa-
HOBSBAaHE W TPaHMIM 32 KOJINY-
€CTBEHO OIpeNe/sIHE M OTKpPUBAaHE Ha
aKTHBHOTO BEIIECTBO M, KOTaTo €
HEOOXOJMMO, Ha HETOBH OCTaThYHHU
BEILIECTBA, BHB/BBPXY XpPaHH OT pacT-
WUTEJCH WM >KABOTHHCKH TPOH3XO]]
wnn Gypaxku W APYrH MPOAYKTH (HE
€ HeOOXOIMMO, aKO0 HHTO aKTHBHOTO
BEIIIECTBO, HUTO TPETUPAHUAT C HETrO
Marepudan TOMajaT B KOHTaKT C
JKMBOTHH, OTIJIGKIAHM 332 MPOU3-
BOJICTBO Ha XPaHH, C XpaHH OT PacT-
WUTEJIeH WM >KABOTHHCKH TPOH3XO]]
un ¢ hypaxmu)

HOH'LHHI/ITCHHI/I JaHHHA

E®EKTUBHOCT
HEJEBHA OPI'AHU3BM

CIIPSIMO

6.1.

ODyHKIMSA, HapUMep QyHIULUA, poje-
HTULUA, THCEKTULMA, OaKTEePULIU]

Hauun 3a KOHTPOJI, HAIIp. IPUBJINYIAHE,
YHHUIIIO)KaBaHE, I/IHXI/I6I/IpaHe

6.2.

[IpencraBuTeneH(Hu) OpraHu3bM(MH),
KOMTO(KOUTO) ce KOHTpomupa(T), M
3aIIUTCHU IPOAYKTH, OPTaHU3MHU WU
obexTn

6.3.

Bw3geiictBue  BBpXy — NpPEACTaBUT-
€JIHUTE IIeJIEBU OPraHU3MH

6.4.

BeposiTHa KOHIEHTpauus, NMpHU KOSTO
i€ Ce M3MO0JI3Ba aKTUBHOTO BEHIECTBO

6.5.

Haunn nHa peiicTBue (BKIIOUMTEITHO
3a0aBeHO JeHCTBHUE)
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6.6.

3asBiacHUS  3a npeajlaraHo  €TUK-
CTUpAHEC Ha IIpOAYyKTa H, KOraro ¢
TIPEAJIOKEHO CTUKETUPAHEC, 3a
TPETUPAHUTE U3ACITUSL

6.7.

JlauHn 3a eHKacHOCTTA B OAKpENa Ha
Te3W  TBBPACHHS,  BKIIOUHUTEIHO
CBCHTYAJIHO H3I10JI3BAHU HaJIM4YHA
CTaHAApTHU MPOTOKOIIH, JIaOOPATOPHH
M3MUTBAHKS WIM IOJEBH  CKCIe-
PHMEHTH, BKJIIOYUTEIHO CTAaHAApTH 3a
e(eKTHBHOCT, KOrato € YyMECTHO U
HOIXO/ISIIO

6.8.

Bcuukn  u3BecTHH OrpaHHM4CHUsA Ha
eukacHocTTa

Hupopmanust 3a cirydau WM Bb3MOXKHU
Cllydad Ha pa3BUTUE HA PE3UCTEHTHOCT
U HOAXOASAIIM CTpaTerud 3a ympa-
BJICHHE

HaOmronenuss Ha  HEXEJIAHW WU
HETPEIBUICHH CTPaHUYHH e(PEKTH,
HAMpUMep BBPXY MOJE3HH U JPYTrH
HeleJIEBH OPTaHU3MHU

6.9.

O0600IIeHNE U OLIEHKA

MPEJBUJEHU  YIOTPEBU U
EKCIIO3ULINA

7.1.

IpenBunena(u) obmact(n) Ha
ynorpeba Ha OHOLUIUTE U, KOrato €
YMECTHO, Ha TPETHUPAHUTE M3ICIHS

7.2.

[IpoxykroB THII

7.3.

Ilonpo6uo ommcanme Ha Mopena(uTe)
Ha  IpegBHAEHa  ymorpeba  Ha
OuomuauTe M, KOraTo € yMECTHO, Ha
TPETUPAHHUTE WU3MCIHS

7.4.

[lorpeOutenu, Hamp. NPOMUIUICHH,
o0yueHHM  cremuanuct, Inpodec-
WOHAJHM WJIM MacoBH HOTpeOuTenn
(HenpogecnoHamHN MOTPEOUTEIH)

7.5.

IIpOrHO3HO KOIMYECTBO, KOETO MIe
Oble MycKaHO TOIMIIHO Ha Masapa,
M KBAETO € NPWIOKHMO, 3a pasi-
MYHHUTE KaTEropuM Ha ynorpeda

7.6.

MeTon Ha TpWIOKEHHE W OIMCAHWE
Ha TO3M METOJ
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7.7.

Jlosupane W, ako € MOJXOJAIIO,
KpaiiHa KOHIIEHTpauus Ha Ouonuna u
aKTHBHOTO BEIIECTBO B TPETUPAHOTO
H3eNIie WIM B CHCTEMara, KbIETO

e ce H3I0JI3Ba IIPpOAYKTBHT,
Haripumep BOga 3a OXJIaXXKJaHE,
TIOBbPXHOCTHU BOIU, BOIa 3a
OTOILICHHUE

7.8.

Bpoii u rpaduk Ha MPUIOKEHHUATA, U
B 3aBHCHMOCT OT Ciy4as KOHKpETHa
uHpopMmanus 3a reorpadckoTo MecT-
OMOJIOKEHHE WM  KJIMMaTHYHUTE
pa3nMuus, B T.4. HEOOXOAUMHU
MepuoJM Ha HW3YaKBaHe, BpeMe 3a
OYMCTBAHE, KAPEHTHU IEPUOMN WU
JPYTH TpPEANa3sHH MEpKH 3a 3alluTa
Ha 37paBeTO Ha Xopara, 3APaBeTO Ha
JKUBOTHHUTE W 3a OIa3BaHe Ha
OKOJIHATa cpena

7.9.

Ipennoxenu ykaszaHus 3a ynorpeba

7.10.

JlaHHM 3a EeKCIO3WIHATa B CHOTB-
€TCTBHE C mpuioxeHue VI KbM
HACTOSILHUS PETIaMEHT

7.10.1.

Wudopmanus 3a ekcrmo3uimsATa Ha
YOBEKa, CBBP3aHAa C TNPOH3BOACTBOTO

u  QopmynanuaTa, MpPETOKESHUTE/
OYaKBaHUTE ymoTpedu u 00e3Bp-
eKIAaHETO

7.10.2.

Hndopmaims 3a eKCHO3MIMATA Ha
OKOJIHAaTa Cpefla, CBBP3aHa C IPOM3-
BOJACTBOTO M (OpMyJaLusiTa, Mpel-
OXKCHHTE/OYaKBaHUTE  yNOTpeOH U
00€3BpEeIKAAHETO

7.10.3.

Hupopmaiust 3a €KCHOZHLHATA KbM
TPEeTHUPaHU  M3/IENMs, BKIIOYUTEIHO
JaHHH 33 M3]yXKBaHe (0T J1a0opaTopHU
U3CIIe(BaHUsI WIIM MOJZIEIIUpPAHe)

7.10.4.

Wudopmanus 3a Apyru NpoxyKTH, 3a
KOMNTO HMa BEpPOATHOCT Ja ce
M3M03BaT CHBMECTHO C TIPOAYKTA,
MO-CTIENMAIHO ~ WAEHTUYHOCT  Ha
aKTHBHUTE  BeIleCTBA B Te3HU
MPOXYKTH, B 3aBUCHMOCT OT CIydJas,
U BEPOSITHOCT OT B3aMMOMAEHCTBUS

TOKCUKOJIOI'MYEH MMPODUJT
ITP YOBEKA U )XUBOTHHWUTE
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8.1. Kopo3uBHO nelicTBue BBpXY KoXKara He e HeoOxommmo fma ce M3NUTBa HpOJ-
WM KOXKHO JIpa3HeHe YKTBT/CMECTa, aKO:
OneHkaTa Ha Ta3sd EKBUBAJICHTHA — WMa BIMAHM JaHHU 3a BCEKH
TOYKa CE W3BHPIIBA B CHOTBETCTBUE KOMITOHEHT Ha CMECTa, JHOCTaThuHH,
CBhC CTpaTerusita 3a IOCIEA0BATEITHO 3a Ja TO3BOJISIBAT KiacHU(HIMpaHe
W3MHUTBaHE 3a Jpa3HEHUs u Ha CMECTa ChITIAaCHO IIpaBHJIaTa, ycTa-
KOPO3UBHO JI€iCTBHE BBpPXYy KOXKaTa, HoBeHM B JlupektBa 1999/45/EO n
omnpesieneHa B IPHIOKEHUETO KbM Pernament (EO) Ne 1272/2008 (xnac-
Hacoka 3a wm3nuTBaHus b.4 ,Octpa npunupaHe, €THKETHPaHE M OIaK-
TOKCHYHOCT: KOXKHO  Jjpa3Herno/ OBaHE), M HE CE OYaKBAT CHHEPTUYHHI
KOPO3HMBHO JeiicTBHE” (TIPHIIOXKCHUE e(eKTH MeXIy KOMIIOHCHTHTE.
B.4 xpM Pernament (EO) Ne 440/2008)
8.2. Ouno npasuene (1) He e HeoOxommumo na ce m3nuTBa HpOJ-
YKTBT/CMECTa, aKO:
OreHKaTa Ha Ta3W EKBUBAJICHTHA TOYKA
ce W3BBPIIBA B CHOTBETCTBHE CBHC — WMa BaIMIHA [JaHHA 3a BCEKH
cTparerusita  3a  IOCJEAOBATEIHO KOMIIOHEHT Ha  CMeCTa, KOHTO
W3NMTBAaHE 3a OYHO Jpa3HeHe U MM03BOJISIBAT  KJacHM(UIUpaHe  Ha
KOpPO3MBHO JICHCTBHE, OIpeNeicHa B CcMecTa CBIVIACHO IIpaBMJIaTa, ycTa-
MPWIOKEHHETO  KBM  Hacoka  3a HOBeHN B [lupextBa 1999/45/EO mn
mnutBanus b.5 ,,0Octpa TOKCHYHOCT: Pernament (EO) Ne 1272/2008 (kac-
OYHO Jpa3HENIo/KOPO3UBHO JICHCTBHE nduIUpane, CTHKSTHPAaHe W OIlaK-
(mpuinoxenne bB.5 kbM  Permament OBaHe), M HE C& 0YaKBaT CHHEPIHYHU
(EO) Ne 440/2008) e(eKTH MKy KOMIIOHEHTHUTE.
8.3. Koxna cencubunmusanus He e HeoOxommmo fa ce M3MUTBa MPOJ-
YKTBT/CMECTa, aKO:
OneHkaTa Ha Ta3d EKBUBAJICHTHA
Touka 0OXBallla CIECAHUTE IOCIIEHOB- — WMa BaIMIHA [JaHHA 34 BCEKH
aTeNHM eTaru: KOMIIOHEHT ~Ha  CMeCTa, KOWTO
MO3BOJSIBAT  KiacuuiupaHe  Ha
1. omeHKa Ha HAJIWYHUTE MAHHA 32
cMecTa CBIVIACHO IIpaBWJIaTa, ycTa-
HOBCKa, OKUBOTHHIC M alTCpH- HoBeHu B JlupektmBa 1999/45/EO u
4THBHU JIAHHH, Permament (EO) Ne 1272/2008 (knac-
2. W3NUTBAaHE MH BUBO nduImpane, CTHKSTHPaHe U OIakK-
OBaHe), M HE CC 0YaKBaT CHHEPIHYHU
Hpeanounranmsr METOX sa e(eKTH MeX/y KOMIIOHEHTHTE.
M3MUTBaHE WH BHUBO € W3IHTBAaHE
B’pry JIOKAJIHU .]'I]/IMq)HI/I BBH3JIU — HaJIM4YHaTa I/IH(bOpMaI_II/IH II0Ka3Ba, 4c
(LLNA), BKIIOYHTEIHO, KOraTo € MPONYKTHT ClleiBa Aa Obae Kiacud-
YMECTHO, CHKPAaTCHHAT BAPHAHT Ha UIMpaH 33 KOXHA CCHCHOMIM3ALHSA
M3IUTBAHETO. AKO C€ H3I0J3Ba HJIM KOPO3UBHO JICHCTBHE, WM
JIPYTO M3MUTBAHE 32 KOXKHA CEHCHO- — BemecTBOTO & CHHA KicemuHa (pH
WIIN3aLWs, Ce TIPEJICTaBsi 000CHOBKA. < 2,0) i ocuosa (pH > 11,5).
8.4. JluxarenHa ceHCHOMIM3aLuUs JIOBITHUTENHY TaHHU He e HeoOXxomuMo Ja ce M3MUTBA IPOA-

YKTBT/CMECTa, aKO:

— MMa BaJIMIHM JaHHM 33 BCEKH
KOMIIOHEHT B~ CMECTa,  KOHTO
HO3BOJABAT  KiacuduuupaHe  Ha
CMecTa CBIVIACHO NpaBHJATa, yCTa-
HoBeHH B [lupektuBa 1999/45/EO n
Pernamenr (EO) Ne 1272/2008 (xiac-
npunypane, CTUKETHPaHE W OIaK-
OBaHe), 1 HE CE 0YaKBAT CUHEPTUYHU
edexTr Mex Ty KOMIOHEHTHTE.




02012R0528 — BG — 25.04.2014 — 002.011 — 124

Komnona 1
W3ucksana nrpopmarus:

Kosnona 2
Beuuku aHHM ca OCHOBHH,
OCBECH aKO He ca OTOeNsA3aHu
KaTo JONBJIIHUTCIIHA

Kosnona 3

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

W3UCKBaHUATA 3a IPEIOCTaBAHE Ha

nHpOpMaIKsi, KOUTO MOXKE [a HamaraT

M3I0JI3BAHETO HA M3MHTBAHE BbPXY IPHOHAUHH

KUBOTHH

8.5. OcTpa TOKCHYHOCT He e HeoOxommmo ma ce M3NUTBA MpPOJ-
YKTBT/CMECTa, aKo:
— CranHfapTHHAT TMOAXOJA € Kiac-
uduIHpaHe upe3 U3IOJ3BaHE Ha — HMa BaIMIHH JIaHHK 33 BCEKH
MOETaNHus MMOJAX0A 3a Kiacud- KOMITOHEHT B CMECTa, KOMTO [T03BOJISIBAT
HIMpaHe Ha CMeCH 3a OcCTpa K1acH(pUIMpaHe HAa CMECTa ChHIVIACHO
TokcuyHocT B Permament (EO) MpaBuiIaTa, YCTaHOBEHH B JlupekTnBa
Ne 1272/2008. 1999/45/EO  u  Permament (EO)
Ne 1272/2008 (xnacuduimpane, eTuK-
eTHpaHe U ONTAKOBAHE), U HE CE 0YaKBAT
CHHEPTHYHU e(DeKTH MEeXKIy KOMIIOHE-
HTUTE.
8.5.1. Ilo opamen meT
8.5.2.  Ilo uHXamaTtopeH IbT
8.5.3.  Ilo mepmaineHn mut
8.5.4. 3a Ououunau, 3a KOUTO € IPEBUICHO J1a He e HeoOXxoauMo fa ce M3MHTBA cMecTa
OBAAT pa3pelleHH 3a ynoTpeda ¢ Apyru OT TNPOJIYKTH, aKo:
OHMOLIIM, CE OLCHSIBAT PHUCKOBETE 3a
— MMa BQJIMAHM JaHHH 33 BCEKH
3paBETO Ha Xopara, 3[paBeTo Ha
KOMIIOHEHT Ha  CMeCTa, KOMTO
JKUBOTHHTE U 32 OKOJIHATA CPEJIa, [IPOH-
HO3BOJIIBAT  KJIacHHIMpaHe  Ha
3THYANId OT H3MOJI3BAHETO Ha TE3U
koMOMEAmEE oT mpomykma, Karo cMecTa CBIVIACHO MpaBHiaTa, ycTa-
ATTepHETHRS, A Hpoy‘IBaHI/;SITa sa HoBenu B JupextuBa 1999/45/EO un
Permamenr (EO) Ne 1272/2008
oCcTpa TOKCHYHOCT MoOraT Ja ce
(xmacupuuupase, e€THKETHpaHE |
W3MOJI3BAT  W3YMCIEHHS. B HsIkon
OMaKOBaHE), M HE C€ OdYaKBaT
cllydad, HampuMep KOrato — Hsma
CHHEPTUYHHU edextn MEKIY
BaIMAHM JaHHA OT TOCOYCHHS B
KOMITIOHCHTHUTE.
KOJIOHa 3 BHUJ, TOBa MOXE Jia W3HCKBA
MPOBEXKIAHETO HAa OrpaHHdYeH Opoi
[pOyYBaHUS 32 OCTPa TOKCHYHOCT
KaTo0 Ce H3IM0J3BaT KOMOWMHAIUHM OT
MPOAYKTUTE.
8.6. Hudopmanust 3a nepmanta abcopOrms
Wudopmarms 3a nepmanna abcopOums
npH excrio3unus Ha ouonua. OneHkara
Ha Ta3d EKBUBAJIEHTHA TOYKa Ce
W3BBPIIBA [PH  H3MOJ3BaHE  HA
MOETAIEeH MMOJXO/.
8.7. HanuyHu  TOKCUKOJIOTMYHH  JTaHHU He e HeoOxommmo fa ce M3NUTBAa MPOJ-
OTHOCHO: YKTBT/CMECTa, aKo:

— HeaktuBHO(M) BeuiecTBo(a) (T.e.
puckoBo(1) BemiecTBO(a), WiIn

— CMeC, Cpell YMUTO KOMITOHEHTH
“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 MU
JPYTH TIPUETH MOAXO[HM, Pa3inYHU OT
HM3IIUTBAHUSATA, ce HM3BBPIIBA(T)
meneBo(u) M3MHUTBaHE(Ws), OMUCAHO(H)
B mnpmioxenue II, 3a puckoo(u)
BEIIECTBO(a), WM 33 CMEC, CPEJl YUUTO
KOMITOHEHTH MMa PUCKOBO(M) BELIECT-
Bo(a).

UMa BaIUOHH JaHHA 32 BCEKH
KOMIIOHGHT Ha CMECTa, KOHUTO
[O3BOJISIBAT  KJIAaCH(UUIMpaHe  Ha
CMeCTa CBIJIACHO MpaBHJIaTa, yCTa-
noeenu B JlupektuBa 1999/45/EO un
Pernament (EO) Ne 1272/2008
(xnacuduuupane, eTUKETHpaHE U
OIaKOBaHe).
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8.8.

HW3cnenBanust Ha XxpaHu u Qypaxu

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

8.8.1.

AKO  OCTaTbYHHMTE BELIECTBA  OT
OHMOLUA ca MPECTOSI BBB (hypakure
3a 3HAYMTENEH MEePUOA OT Bpeme, ce
W3UCKBAT W3CIEBAHUS HA XPaHEHETO
U MeTabojau3Ma Ha J00OMTBKa, 3a Ja
MOKE Ja Cce HampaBd OLECHKA Ha
OCTAaThYHHUTE BEIIECTBA B XpaHaTa OT
JKUBOTHHCKH TIPOHU3XO/I.

HOHBHHHTCJ’IHI/I JIAaHHA

8.9.

Bo3neiictBue  Ha  mpoMHIUIeHATa
npepaboTKa H/WIM JIOMAIIHO IIPHT-
OTOBJICHHE BBPXY €CTECTBOTO W
KOHLICHTpAIHsATa Ha OCTaThYHH
BEILECTBA OT OMOLMIA

HOHBHHHTCJ’IHI/I JIAaHHA

8.10.

Jlpyru  W3NUTBaHUs, CBBP3aHU C
€KCIO3UINATa HA YOBEKa

Ille ce w3uckBar moAXOAAIIO(H)
U3NUTBaHE(Us) U INpuUMep ¢ OOsACH-
UTEIHA OEeJIe)KKH 3a OMoImaa.

OcBeH TOBa 3a HJAKOW OHOLWAH,
KOMTO C€ MpWiaraT IpsKo BbPXY
JNOOWTBKA (BKIIOYHTEITHO KOHE) WIIN
B CpemaTa OKOJO HEro, MoXe Ja ca
HeoOXoauMu W3CIIC/IBAaHUS Ha
OCTaThbYHHUTE BELIECTBA.

HOHBHHHTCJ’IHI/I JIAaHHA

EKOTOKCHKOJIOT'MYHH
W3CJIEABAHUA

9.1.

W3uckBa ce HOCTaTHYHO HH(POPMALHS
3a eKOTOKCHYHOCTTA Ha OHOLKIa, 32 1a
MOXE 1a Ce B3EME PEIICHHE OTHOCHO
KJIacu(UIMPaHETO Ha MPOIYKTA.

— Koraro wma BamumHH JaHHH 3a
BCEKH KOMITOHCHT Ha CMECTa U He
Ce O4YaKBaT CHHEPru4HH e(eKTH
MEKIy KOMIIOHEHTHTE, CMecTa
MOXe [ga ce  Kiacuduimpa
CBIVIACHO TPABHIIATA, yYCTAHOBCHU
B JupektuBa 1999/45/E0,
Pernmament (EO) Ne 1907/2006
(REACH) wu Pernament (EO)
Ne 1272/2008 (xnmacubpunmpase,
€TUKEeTHPaHEe U OIaKOBaHe).

— HpI/I JIMIICa Ha BaJIMIHU JJaHHU WUJIN
Korato MOXKXE€ gga C€ oOd4akBaT
CHUHEPTUYHU e(beKI‘I/I, MOXE 1a C€
HaAJIO0XXH M3IIATBAHEC Ha KOMIIO-
HEHTHUTE W/UIIK HA CAMUS 6I/IOI_II/IL[.

9.2.

JlonmbIHUTETHI
H3CIIeIBAHUS

€KOTOKCHKOJIOTHYHHA

Moske na ce U3UCKBAT JIOMBJIHUTEIHU
W3CNENBaHMs,  M30paHM  W3MEXIY
€KBUBAJICHTHUTE TOYKU B pazzen 9 or
npunoxxenue I, Ha cboTBeTHUTE
KOMITOHEHTH Ha OuWounMga WIM Ha
camusi OWOIHJ, KOraTo JaHHUTE 3a
AaKTHBHOTO BEILECTBO HE IPEAOCTaBsIT
JOCTaThYHO HMHpoOpMammss W aKo
CBIIECTBYBAaT IPH3HALM 32 PHCK
rnmopagyd  crenuUYHN  CBOWCTBA HA
ouornma.
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9.3.

Bro3neiicTBue BBpXy ApPYrd HELENEeBU
opraum3mu (duopa u dayna), 3a
KOMTO C€ CYMTa, 4€ MOKe jJa Objar
U3JI0KEHU Ha PHCK

HOHBHHHTCJ’IHI/I JIAaHHA

JlaHHUTE 3a OLIGHKAa HAa ONAcCHOCTUTE 3a
IUBH OO3aMHHUIM Ce€ B3eMaT OT TOKCHK-
OJIOTHYHATA OICHKA 3a 0O3aliHHIIH.

9.4.

Axo OwonmasT € mnox ¢Qopmara Ha
nprMaMKa WId TPaHysid, MOXe Ja ca
HEOOXOMUMH CIICIHUTE U3CIICIBAHU:

9.4.1.

KOHTpOHI/IpaHI/I OIIMTHU 3a OLCHKa Ha
PHUCKOBETE 3a HCLCICBUTEC OpPraHU3MU
TIpU I10JIEBU YCIIOBUSL

9.4.2.

W3cnenBanuwsi Ha TpHeMaHETO Ha
Owonmma  4pe3  MOMIbBIIAHE  OT
HEIeNIeBU OpPraHM3MH, 32 KOHTO ce
CYHTa, Y€ Ca M3JI0KEHH Ha PUCK

9.5.

Bropuuen exonoruyeH egekr, Hamp.
KOTaTo c€ TPeTHpa 3HAYUTEIHA 4acT
OT KOHKPETeH THII MECTOOOHMTaHHE

IIOITE-HHI/ITBHHI/I JIAHHH

MOBEJAEHUE U XMU3HEH IUKBJI
B OKOJIHATA CPEJA

N3noxenure 10-710JTy U3UCKBaHUS 3a
M3NHUTBAHUATA C€ OTHACAT COUHCTBEHO [0
CHOTBETHUTE KOMIIOHEHTH Ha Ouounupaa

10.1.

HpCI[BI/IZ[I/IMI/I ObTHUIIA 34 IOCTBIIBAHC
B OKOJIHaTa cpe€Jla BbB3 OCHOBa Ha
npeaBuxaaHarTa ynorpe6a

10.2.

HOHT).]'IHI/ITGJ'IHPI HU3CIIE€ABAHUA Ha
HNOBEACHUETO M JXHU3HCHHUA IIUKBI B
OKOJIHaTa cpeaa

Moske 1a ce M3UCKBAT JOMBIHUTEIHU
W3CIIE/IBAaHMs, M30paHUM  HM3MEXAY
€KBUBAJICHTHUTE TOYKH B paszgen 10
ot npunoxenue II, Ha cboTBeTHUTE
KOMIIOHEHTH Ha OuWoIuaa WId Ha
camusi OMOLIMI.

3a mpoAyKTH, KOMTO CE HM3MOJI3BAT Ha
OTKpPHUTO C MPSKO OTAEIAHE B MOYBUTE,
BOJIUTE WJIH MOBBPXHOCTUTE,
KOMIIOHEHTUTE Ha MPOAYKTa Morar ja
OKakaT BbB3JCHCTBUE BBPXY IIOBE-
JICHUETO W JKM3HEHHs LHMKBI (M €KO-
TOKCHYHOCTTA) Ha AKTUBHOTO
BelecTBo. M3uCKBaT ce JaHHU, OCBEH
aKo HE € HayyHo [0Ka3aHO, 4Ye¢
JKM3HEHMSIT 1HKBJI HAa KOMIIOHEHTHUTE
Ha MpPOJYKTa € BKIIIOYEH B IIPEJCTa-
BEHUTE JIaHHU 34 aKTUBHOTO BEIECTBO
M JIpyrM  YCTaHOBEHH  PHUCKOBU
BEILIECCTBA.

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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10.4.1.

TTouBara

HOHBHHHTCJ’IHI/I JIAHHA

10.4.2.

Bopnara u cenuMeHTuTe

HOHBHHHTBJ’IHI/I JIAaHHA

10.4.3.

Bw3ayxa

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

10.5.

Axo OHOIMABT IIe ce pa3npbCKBa
071130 10 TIOBBPXHOCTHH BOJH, TOTaBa
MOXK€ Jla C€ M3UCKBA M3CIIE/IBaHE MPU
CBPBXPA3NPbCKBaHE, 3a 1a CE OLEHAT
PUCKOBETE 3a BOJHUTE OpPraHU3MHU
WM PACTEHUATA IIPH IOJIEBU YCIIOBHSI.

I_IOlTbJ'lHVlTCJ'lHI/I JaHHH

10.6.

Axo OMOLMABT 1€ Ce PaslpbCKBa Ha
OTKPHTO HIM MOXE Ja Ipeau3BUKa
3HaYUTENHO oOpa3yBaHe Ha IIpax,
TOraBa MOXe Jja c€ M3UCKBAT JaHHHU 3a
MOBEIEHHUE IIPU CBPBXPA3IPBCKBAHE, 3a
Jla ce OLEHAT PUCKOBETE 3a MUEIUTE U
HELEIEeBUTE YWICHECTOHOTHU IIPY N10JIEBU
YCIIOBHSL.

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

11.

MEPKH, KOUTO TPABBA JJA CE
IMPUEMAT 3A 3AIIMTA HA
YOBEKA, XXMBOTHMTE "
OKOJIHATA CPEJA

[penopsunTenHn MEeTOaH "
MPENa3Hd MEPKU TPH MaHHUITyJTAIHs,
ymnorpeba, ChXpaHeHHe,
o0e3Bpekaane, TPAHCIIOPT HITH TTOXKap

11.2.

W eHTHYHOCT HA CHOTBETHHUTE MPOIYKTH
Ha TOPEHETO B Cllydvail Ha moXkap

CriennuyHO TpeTUpaHe B Cilydail Ha
HEIIaCTeH Clyd4aid, Hamp. MEpKH 3a
mbpBa  MOMOLI,  NPOTHBOOTPOBA,
MEJUIMHCKO  JICYeHHe, ako ca
HaJIMYHH, CIICIIHHA MEpPKH 3a
ora3BaHe Ha OKOJIHATa cpena

11.4.

Bb3MOXKHOCT 3a YHHIOXKABaHE WIN
oOe33apa3siBaHe ciell 0CBOOOXKIaBaHe
BBB HIJIH BBPXY:

11.4.1.

Br3nyxa

11.4.2.

Bopure, nuTeiHATA

BOJA

BKJIFOUUTCIIHO

11.4.3.

IlouBara

Ipouenypu 3a ympasieHHe Ha OTIa-
IpIUTe OT OMOIMAa W HeroBaTa
OMaKkoBKa 3a NPOMHMIIICHAa YHOTpeda,
ynotpeba oT 00y4deHH mpodeCHOH-
anmucty, npoeCHOHANHN U Herpodec-
HOHATHU TOTpeOUTeNN (HAmp. BB3M-
OJKHOCT 3a MOBTOpPHa yHoTpeba Hin
peLUKINpaHe, HeyTpaJM3upaHe,
YCIIOBHSI 32 KOHTPOJIMPAHO M3XBBPIISTHE
W U3rapsiHe)
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IIpouexypn 3a moumcTBaHE Ha
obopyzaBaHETO 3a TpWIaraHe Ha
MIPOJyKTa, KOraTo € yMECTHO

11.7.

Ha C€ IocovYaT BCHUYKH PCIICIICHTU
WM MEpPKHU 3a KOHTPOJ Ha OTPOBUTE,
BKIIFOUCHU B IIpoayKTa, KOHUTO
IPpUCHCTBAT C IS INPEAOTBPATIABAHC
Ha JIeicTBUE CpeIly  HCLCIEBUTE
OpraHusMu

12.

KIIACU®UIIUPAHE,
ETUKETUPAHE 11 OITAKOBAHE

Kakto e mpensumeno B uien 20,
naparpag 1, OykBa 06) TpsOBa na
ObAaT TPEACTABEHH IPEATIOKEHHUS,
BKJIIOYHUTEITHO 000CHOBKA 3a
MPEAYNPEKACHUITA 3@ OIMACHOCT H
npenopbkuTe 3a  OE30MacHOCT, B
CHOTBETCTBHE C pa3mopeaouTe Ha
Jupextusa 1999/45/EO u Pernmament
(EO) Ne 1272/2008.

IpencTaBsT ce NPHUMEPHH CTHKETH,
YKa3aHuUs 3a yrnotpeba u
WH(OPMALIMOHHU JIHCTOBE 3a 0Oe30r-
aCHOCT.

12.1.

Knacu¢unupane Ha pHCKOBETE

12.2.

HI/IKTOI‘paMa Ha PpHUCKOBETC

12.3.

CurnasiHa Iyma

12.4.

[Ipenynpexxaenust 3a OnacHOCT

12.5.

Iperopbkn 3a 6E30MACHOCT, BKIIIOY-
UTEJTHO MPEBEHLNs, peakuus,
ChbXpaHsBaHe M 00e3BpexgaHe

12.6.

Koraro e moaxopsuio, cieasa ga ce
MPEACTABAT TPEIOKEHUs 3a HHPO-
PMALMOHHH JIUCTOBE 3a MEPKHTE 3a
6€e30IacHOCT.

12.7.

OrmnakoBaHe (TWI, MaTepUalld, pa3Mep
U T.H.); BKIIOYBA C& ChBMECTHMOCTTA
Ha TOPOAYKTa C  HPEIOKEHUTE
MaTepHalii 3a ONaKOBaHE.

13.

OLEHKA 1 OBOBIIEHHE

OcHoBHaTa HH(OpPMALMS OT EKBHB-
AICHTHUTE  TOYKH  BBB  BCEKH
noapaszzen (2—12) ce obobmasa u
OLICHSBA W C€ H3TOTBS MPOCKT 3a
OLICHKA Ha PHUCKa.

(') M3nurBaHe 3a OYHO Jpa3HEHE HE € HEOOXOIMMO, KOraTo € JIOKa3aHo, 4e OMOLMIBT MMa MOTCHIMAIHN KOPO3WBHH CBOWCTBA.
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T 2
MHKPOOPT AHN3MH

OCHOBHM H JAONBJHUTC/IHHA JTAHHHU

B rtaGmunara mo-nony e u3dpoeHa uHQopMauusTa, H3UCKBaHa 32 00OCHOBKA Ha
paspelaBaHeTo Ha JaJeH OHOIMI.

3a BCSAKO M3MCKBAaHE 3a INpeJocTaBsHe Ha MH(OpMauus, CbIbPXKALIO Ce B
HACTOSIIOTO NPHJIOKEHHE, Ce MPHUIIAraT U yKa3aHHUATa B KOJOHU 1 u 3 oT mpui-
oxenue Il 3a cbIIOTO M3MCKBaHE 3a MpejocTaBsHe Ha MHQOpManus.

Komona 2
Komona 1 Bceuuku gaHHM ca OCHOBHH,
W3uckBaHa uH(OpMALs: OCBEH aKO He ca OTOeNsA3aHu

KaTo JONBbJIHUTCIHU

Komona 3

CHe]_[I/I(bP['-IHI/I IIpaBuJia 3a agaliTUpaHE CIIPIMO
CTaHapTHaTa HHdJOpMa]_[I/ISI OTHOCHO HSAKOHU OT

W3UCKBaHHUATA 3a IIPEIOCTaBAHE Ha
I/IHq)OpMa]_[I/ISl, KOUTO MOXE Ja Hajarat

HU3IM0JI3BAHETO HAa U3IHUTBAHE BBPXY rpLﬁHaan

JKHUBOTHH
1. 3AABUTEIL
1.1. Nwme u agpec
1.2. JIuie 3a KOHTaKT
1.3. IIpousBomuTen u nMIEe, KOeTO €

u3roTBwiio opmysara Ha Ouonuza u
MHKpPOOpraHu3Ma(ure) (MMeHa, aipecH,
BKJTIOYHTEITHO MECTOHAXOXKICHHE Ha

3aBopa(ure)

2. WJIEHTUYHOCT HA BUOLIUAWTE

2.1. Twproecko HauMEHOBaHHE WU
MPEeJUIOKEHO ~ TBPrOBCKO  HaHMe-
HOBaHHE

2.2. Homenknarypen koJ Ha mpowus-

BOAUTEIIST U HOMEpP Ha 6I/IOLIPII[3., aKo
€ nmoaxoasdmo

2.3. Ionpobna xonmuectBena (g/kg, g/l
mwm % w/w (v/V) u KauecTBeHa
uHdopMaLys 3a CbCTaBa, ChIbP-
JKaHHETO W (YHKIHMUTE HAa OHOIWAa,
HAIp. MHKPOOPTaHU3bM, aKTHBHO(H)
BelecTBo(a) ¥ HEaKTUBHU BEIECTBA
B MPOAYKTa, KaKTO M BCEKH Jpyr
3HAYUM KOMIIOHEHT.

IIpencraBs ce  Bcska  TONe3Ha
uHpOpMALUS 32 OTJACITHUTE CHCTABKU
U KpailHHs ChCTaB Ha OHONHKAA.

2.4. Bua Ha dopmynanusita u €CTECTBO Ha
ouonuaa
2.5. Koraro OuonumbT ChObpka aKTHBHO

BEILIECTBO, MMPOU3BEJCHO HA MECTa, IO
MPOIECH WIIM OT HM3XOJHH MaTepHali,
pa3IMYHA OT Te3W HA AKTUBHOTO
BEIIECTBO, OIIEHEHO 3a IIEIUTE Ha
0IOOpEeHHeTo ChIilacHO uieH 9 or
HACTOSIIIMSL PEryIaMeHT, TpsibBa jga ce
MPE/ICTABH JIOKA3aTEJICTBO, Ye € yCTa-
HOBCHA TEXHMYECKa PABHOCTOIHOCT B
CBHOTBETCTBHE C WIEH 54 OT HACTOSIIHUSA
periaMeHT, WM € YCTaHOBEHa BCIIe-
JICTBHE OIICHKA, 3aloyHana Ipean
1 cenremBpu 2013 1. OT KOMIETEHTEH
opraH, ompeneieH B CBOTBETCTBUE C
uner 26 ot upektuBa 98/8/EO
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BHUOJIOI'MYHH, OU3MYHU,
XUMPUYHN 1M TEXHUYECKU
CBOMCTBA HA BUOLIUJA

3.1.

Buonornunu cBoiicTBa Ha MUKpOOpra-
HHU3Ma, KOMTO ce ChAbpKa B Ouonuaa

3.2

Bohien Buz (npu 20 °C u 101,3 kPa)

3.2.1.

Lesat (mpu 20 °C u 101,3 kPa)

3.2.2.

Mupuc (mpu 20 °C u 101,3 kPa)

3.3.

Kucenunnocr,
CTOMHOCT

ankamHocT W pH

3.4.

OTHOCUTENHA TLTBTHOCT

3.5.

CrabmmHocT npu ChXpaHEHHe,
CTaOMIIHOCT U CPOK Ha ChXpaHEHHE

BinusHue Ha cBeTiMHATa

Bausnue  Ha
BJIAXKHOCTTA

TeMmneparypara |

PeaktuBHOCT CIIpsIMO Cbaa

Hpyru  dakropu, KOUTO
BIIUSIHAC BBPXY CTabIIHOCTTA

OKa3BaT

3.6.

TexHuuecku
ouormIa

XapaKTepUCTHKH  HA

3.6.1.

Mokpema crnocodHocT

3.6.2.

CycrnieH3noHHa CIIOCOOHOCT u
CTabMIIHOCT Ha CyCICH3UATA

3.6.3.

CuTOB aHAMM3 MO CyX U MOKBP METOJ

3.6.4.

CrocoOHOCT 3a eMyJrupaHe U peem-
yJTHpaHe, CTaOMIIHOCT Ha eMyJICHsTa

3.6.5.

3’prOMeTpI/I‘{eH CbCTaB, CbABbpPIKAHUC
Ha Tipax, (bI/IHI/I JaCcTUlH, U3HOCBAHE U
POHIIUBOCT

3.6.6.

TpaitHo 0Opa3yBaHe Ha msHA

3.6.7.

TeunnBOCT/CUITIIMBOCT/3aIIPAIIUMOCT

3.6.8.

CKOpOCT Ha ropeHe — I'€HEepaTOpu Ha
JUM
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3.6.9. IIbnHO M3rapsHe — reHepaTopu Ha
JTAM

3.6.10. CnbcraB Ha AUMa — TEHEPATOpPH Ha
TTIM

3.6.11. Mopmenn Ha  pa3mpbCKBaHE  —
aepo30Iiu

3.6.12. Jlpyru TeXHMYECKHM XapaKTepHUCTUKU

3.7. dusnyHa, XMMHYHA W OHOJIOTHYHA
CBBMECTUMOCT C JIpyTH IPOAYKTH,
BKJIFOUHUTCIIHO 6]/10]_11/1)11/1, C KOUTO
ynorpebara My mpeiacton paa Obae
paspelleHa WId perucTpupaHa

3.7.1. ®duzuyHa CHBMECTUMOCT

3.7.2. XuUMUYHA CHBMECTUMOCT

3.7.3. Buonornuna cpBMECTUMOCT

3.8. [ToBBPXHOCTHO HampeXeHHe

3.9. Buckoszurer

4. DOUBNYHU PUCKOBE u
CBHOTBETHU XAPAKTEPUCTUKU

4.1. Exkcmno3usu

4.2. Br3nnamenumu razose

4.3. Bo3mnamenumu aeposonu

4.4. Okcuaupaniy ra3oBe

4.5. Ta3zoBe mox HamsraHe

4.6. Bb3miaMeHuMH T€YHOCTH

4.7. Bo3nnamenumu TBBPIU BeIIECTBa

4.8. Okcuaupany TeYHOCTH

4.9. Oxcuaupanii TBbPAN BEIIeCTBa

4.10. OpraHuyHH TEPOKCHUIN

4.11. KopozusHocT 3a meranute

4.12. Jpyru (Qu3M4HM MOKA3aTedM 3a PUCK

4.12.1. TemmepaTypn Ha caMmo3amajBaHe Ha
MIPOXYKTH (TEYHOCTH U Ta30Be)

4.12.2.  OrtHocHTeNIHa TeMIepaTypa Ha camo3-

araJiBaHe 3a TBbP/JU BEIIECTBaA
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4.12.3.

OmacHOCT OT €KCIUIO3Ms Ha pax

METOJIM 3A OTKPMBAHE H
WJIEHTUOUKALIA

5.1.

AHaJIUTHYEH METOJ 3a OlpeJelsHe Ha
KOHIIEHTpaluusitTa B OWonuga Ha
MHKPOOPraHU3bM(MHM) U PHCKOBHU
BEIECTBA

5.2.

AHaTUTHYHU METOAM 3a HaOJIOIECHHE,
BKJIFOYMTETHO CTEIEH Ha BBH3CTa-
HOBSIBAHE W TPAHUIM 32 KOJIHY-
€CTBEHO OMpe/esssHe W OTKPUBaHE Ha
aKTHBHOTO BENIECTBO M, KOraTto €
HEO0OXOANMO, Ha HErOBH OCTaThYHU
BEIIECTBA BHB/BBPXY XpaHU OT PacT-
WTEJIeH M XUBOTHHCKU MPOU3XOJ HITH
bypaxun u Apyrn NpoayKTdH (HEe e
HEOOXOAUMO, aKO HHTO AKTHBHOTO
BEIIIECTBO, HUTO TPETHPAHOTO C HErO
H3[eIie IomagaT B  KOHTAaKT C
JKUBOTHH, OTIJIGKIAHM 33 MPOU3-
BOJICTBO Ha XpaHH, C XpaHU OT pacT-
UTEJICH M XMBOTUHCKU MPOU3XOJ WU
¢ bypaxu)

HOHT)JIHI/ITC.HHI/I JIAHHA

E®EKTUBHOCT
LEJIEBHA OPTAHU3BM

CIIPAMO

6.1.

(DyHKI_[I/II/I U Ha4¥WH 3a KOHTPOJI

6.2.

IpencraButeneH(Hu) BpeauTesn(u),
KOHTO(KOMTO) c€ KOHTPOIMpPA(T), H
3allIUTCHU NPOAYKTH, OpraHu3MU HIIU
00eKTH

6.3.

Be3geiictBue  BBpPXy — NpPEACTaBUT-
€JIHUTE IEJIEBU OPTaHU3MH

6.4.

BeposiTHa KOHIEHTpauus, NMpHU KOSTO
MHKPOOPTaHU3MBT 1€ CE M3IO0JI3Ba

6.5.

Hauun Ha nelicTBue

6.6.

3asBiacHUS  3a npeajlarano  €THK-

eTupaHe Ha IPOLYKTa

6.7.

Jannu 3a edukacHOCT B MOAKpena Ha
Te3U TBBPACHUS, BKJIIOUHTEITHO
€BEHTYaJHO  M3MOJ3BaHM  HAIMYHU
CTaHAAPTHUH MPOTOKOJNH, J1a0OpaTOpHU
W3MUTBAHMS WM TIOJNEBH  EKCIIe-
PHMEHTH, BKJIIOUMTEIHO CTaHIApTH 3a
e(eKTUBHOCT, KOraro € YyMECTHO U
MOAXOAAIIO

6.8.

Bcewnuku JApYryu U3BECTHU OIpaHHUYCHUS
Ha e(bHKaCHOCTTa, BKJIFOYUTECITHO
PE3UCTCHTHOCT
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Hudopmanus  3a  ciaydau WM
BB3MOXHH CJIyyal Ha pa3BUTHE Ha
PE3UCTEHTHOCT u HOAXOSIIN
CTpATEruy 3a yInpableHHE

Habmrofgenuss Ha  HEXeNaHU — WJIH
HETPEeIBUICHH CTPaHUYHH e(PeKTH

MNPEABUAEHMW  VIIOTPEBM U
EKCITIO3ULINA

7.1.

IIpenBuneHa odnact Ha ynorpeda

7.2.

IIpoxykToB TUN

7.3.

IMoapoGHO omicanne Ha MpeaBHACHATA
ynotpeba

7.4.

IMorpebuTeny, Hamp. NTPOMHIIUICHH,
00y4eH! NPOoECHOHATHNCTH, Tpodec-
MOHAJHA WM MacoBH IOTPEOHUTEINH
(HenpodecnoHamTHU MOTPEOUTEIH)

7.5.

Meron Ha TNPUJIOKCHUE M ONHMCAHUE
Ha TO3U METOQ

7.6.

Jlo3upaHe u, ako € yMeCTHO, KpaiiHa
KOHLIGHTpauust Ha Ouolmpa WM
MHKpPOOPraHU3Ma, AKTHBHOTO
BEIIECTBO B TPETUPAHOTO W3JIENUE WIIH
B CHCTEMara, B KOSTO C€ M3IO0J3Ba
HPOXYKTHT (Hamp. B YCTPOWCTBOTO 3a
HpuIaraHe Win NpuMaMKara)

7.7.

Bpoit u rpaduk Ha MpUIIOKEHUSTA U
IPOABDKUTEIHOCT Ha 3alluTara

Konkperna wuHdopmanus 3a reor-
PadcKOTO MECTOMOIOKEHHE WIIH KIIUM-
ATUYHUTE PA3/IYKS, B T.4. HEOOXOAUMU

nepuoau Ha HU34YaKBaHC npeau
IIOBTOPHO  IIpUJIaraHe, HCOGXOI[I/IMI/I
KapeHTHU nepuoau i Apyru

npeanasiy  MEpKU 3a  3aluTa  Ha
3[1paBETO Ha Xopara U KUBOTHUTE U 3a
OIlla3BaHC Ha OKOJIHaTa cpeaa

7.8.

Ipemnoxenn yka3aHus 3a ynorpeda

7.9.

HaHHI/I 3a CKCIIO3UIIUATa

7.9.1.

Wudopmanus 3a eKCHO3HIUATA Ha
YOBEKa, CBbP3aHA C TNpeIOKEHHTE/
OYaKBaHMTE YNOTpeOu U  00e3Bp-
©KIaHETO

7.9.2.

Hudopmanus 3a ekcro3uuusra Ha
OKOJIHAaTa Cpeja, CBbpP3aHa C IIPei-
OXKCHHTE/OYaKBaHUTE  yNOTpeOH U
00€3BpEKAAHETO
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TOKCHUKOJIOI'MYEH IMPODUJI
ITPY1 YOBEKA U )XUBOTHHWUTE

He ¢ HeoOXOAMMO [a ce W3MUTBA MPOA-
YKTBT/CMECTa, aKo:

— HMa BaJlMJHHU JOAaHHU 34 BCCKHU
KOMITIOHCHT Ha CcMEcTa, KOHUTO
IIO3BOJIABAT Knacmj)nunpaﬂe Ha

CMeCTa CBITACHO IpaBUIIATa, yCTa-
HoBeHu B Jupextusa 1999/45/EO,
Pernament (EO) Ne 1907/
2006 (REACH) u Permament (EO)
Ne  1272/2008  (xnmacudunupane,
CTHKCTHpAaHE M ONAKOBaHE), W He
Ce O4YaKBaT CHHEPIHYHH e(eKTH
MEXTy KOMIIOHEHTHTE.

8.1.

KoposuBHo peiicTBue BBPXY KoXarta
WIK KOXHO JIpa3HEHe

8.2.

O4HO npazHeHe

8.3.

Koxxna cencubunmsanus

8.4.

Juxarenna CEHCHOMITU3AITHS

IIOHBHHHTCJ'[HI/I JaHHH

8.5.

OcTpa TOKCHYHOCT

— CraHIapTHHUAT NOAXOJ € Kiacud-
WIMpaHe 4Ype3 H3MOJI3BaHE Ha
MOCTAIHUS TOAXOJ 3a Kiacug-
UIUpaHe Ha CMeCH 3a OcCTpa
tokcuuHOCT B Pernament (EO)
Ne 1272/2008.

ITo opasen mpT

Ilo HUHXAJIaTOPEH IIbT

Ilo nepmanen mbT

Z[OHT:J'IHI/ITGHHI/I H3CJIICABAaHUS 3a OCTpa
TOKCHUYHOCT

8.6.

Wudopmarms 3a nepmaiia abcopors,
aKO Ce M3UCKBa

8.7.

Hannuuu
OTHOCHO:

TOKCHKOJIOTUYHHU JaAHHH

— HeakTtuBHO(M) BemecTBo(a) (T.e.
pHUCKOBO(M) BemiecTBo(a), Win

— CMeC, CpPel YHMHTO KOMIIOHEHTH
MMa PHCKOBO(M) BELIeCTBO(a)

IpH JIMIca Ha AOCTaTbYHO JAaHHU
3a HEaKTUBHO(M) BeIlecTBo(a),
KOUTO He Morar jaa Objar
NOJlyYeHH upe3 npeHacsiHe (read-
across) Ha JaHHU WM JpPYTH
NPHETH TOIXOMAH, PAa3MYHH OT
M3IUTBAHUATA, CE€ M3BBPLIBA(T)
1eneBo(u) u3nuTBaHe(us),
omcano(n) B npwioxenue I, 3a
puckoBo(M) BemiecTBo(a), WM 3a
CMeC, Cpell YHUHTO KOMIIOHEHTH
MMa PUCKOBO(M) BEIIECTBO(a).

He e HeoOXomumo 1a ce M3MMTBA HPOJ-
YKTBT/CMECTa, aKO:

— HMa BaJlMJHU JaHHHU 3a BCCKH
KOMITOHECHT Ha CMECTa, KOHUTO
IIO3BOJIABAT KJ'IaCI/I(bI/II_H/IpaHe Ha

cMecTa ChIVIACHO TIpaBUiaTra, yCTa-
voBenn B JlupektuBa 1999/45/EO,

Pernament (EO) Ne  1907/2006
(REACH) wu Permament (EO)
Ne  1272/2008  (xnmacuduiupane,

eTHKETHPAaHEe U ONAKOBaHE), U HE Ce
OYaKBaT CHHEPIHYHHM ePeKTH MEXIy
KOMITOHEHTHTE.
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8.8.

JlonbIHUTETHI U3CJIeABaHMS 3a
KOMOHWHAIMK OT OHOLIMIN

3a Gronm Iy, 32 KOUTO CE MPEABIIKAA 1a
ObIat pazpelieHy 3a ynorpeda ¢ Ipyru
OMOIM/IN, Ce OLECHIBAT PHCKOBETE 3a
Xopara, )KUBOTHHTE M OKOJIHATa cpeja,
[POU3THYAIM OT H3MOJI3BAHETO HA TE3U
koMOMHaMu oT npoxyktu. Karo
anTepHaTHBAa HA IPOYYBaHHUATA 3a
octpa TOKCHYHOCT MoOrar ja ce
M3M0JI3BAT WM3YMCICHHS. B Hsikon
cllydad, HampuMep KOrato —Hsma
BAIUIHA [aHHA OT [OCOYCHHUS B
KOJIOHA 3 BHJI, TOBa MOXE Jla M3UCKBa
MPOBEXIAHETO Ha OrpaHH4YeH Opoi
MpOyYBaHHS 32 OCTpa TOKCHYHOCT
KaTo C€ H3M0J3BaT KOMOWHAIMK OT
MPOAYKTUTE.

He e HeoO6XoauMoO Ja ce U3MHUTBA CMECTa
OT TPOJAYKTH, aKo:

UMa BaJIWAHM JIAaHHH 32 BCEKH
KOMIIOHEHT Ha  CMECTa, KOHUTO
MO3BOJISABAT  KIacH(ULIUpaHe  Ha
cMecTa ChIVIACHO MpaBHiaTa, ycra-
HoBeHu B JlupextuBa 1999/45/EO,
Pernament (EO) Ne 1907/
2006 (REACH) u Permament (EO)
Ne  1272/2008  (xnmacudunupane,
STUKETHpPaHe M ONAKOBaHE), M He
Ce OuakBaT CHHEPTHYHU edekTn
MEXy KOMIIOHEHTHTE.

8.9.

OcTaTbyHHU BEIECTBA B TPETHPAHUTE
u3eNus, XpaHu U Gypaxku WU BbPXY
TAX

HOHLHHHTCHHH JaHHH

EKOTOKCHKOJIOT'MYHH
W3CJIEABAHUA

9.1.

WzuckBa ce nHpopManus 3a eKOTOKC-
WYHOCTTA Ha OWOIMA, KOSTO € JOCT-
aTbyHa, 3a Ja MOXE Ja Ce B3eMe
pelieHde OTHOCHO KIIaCH(ULUPAHETO
Ha MPOAYKTa.

— Koraro uma BamuIHH JaHHU 3a
BCCKM KOMIIOHGHT Ha CMecTa M
HE Ce O4YakBaT CHHEPrHMYHH
eeKTH Mexay KOMIIOHECHTUTE,
cMecta MOXe Ja ce Kiac-
uduuupa ChHIIACHO MpaBHIIATA,
ycraHoBeHH B JlupektuBa 1999/
45/EO, Permament (EO)
Ne  1907/2006 (REACH) wu
Pernament (EO) Ne 1272/2008
(kmacupunupane, eTHKETHPaHE
Y ONAaKOBaHE).

— Tlpu nunca Ha BaaWIHU JaHHH
WIM  KOrato MOXe Ja ce
OYaKBaT CHHEPTHYHH edeKTH,
MOXE Jla C€ HaJO0XW H3IUTBAHE
Ha KOMIIOHCHTHUTEC I/l/l/lﬂl/l Ha
camMusi OMOLIMI.

9.2.

JlonmbIHUTETHI
H3CIIeIBAHMS

CKOTOKCHUKOJIOTHYHHA

Moske na ce U3MCKBAT JOIBIHUTCIHU
W3CNIE/IBAaHMs, M30paHHM  HM3MEXAY
€KBHUBAJICHTHUTE TOYKH B paznes §
ot mpunoxenue II Muxpoopranuzmu
Ha CHOTBETHHUTE KOMIIOHEHTH Ha
Ouonuga WM Ha caMusi OHOLUI,
KOTaTo0  JAHHUTE 3a  aKTHBHOTO
BEIIECTBO HE MPEIOCTaBAT JOCT-
aTbYHO nHpopManus u aKo
CBIIECTBYBAaT MpPU3HALM 32 PUCK
rnopagu crnenu(pUYHM CBOWCTBa Ha
ouorua.
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9.3.

Bru3neiicTBue BBpXy ApPYrd HELENeBU
opranm3Mu (duopa u dayna), 3a
KOMTO CE CYMTa, Y€ MOXKe ja Obnar
H3JI0KEHH Ha PUCK

HOHBHHHTCJ’IHI/I JIAHHA

JlaHHUTE 3a OLICHKAa HAa OMAcCHOCTUTE 3a
IUBH OO3aMHHUIIM Ce€ B3eMaT OT TOKCHK-
OJIOTHYHATA OIEHKA 3a 0O3aliHHII.

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
HelleJIeBH OPraHM3MH, 3a KOHTO ce
CUHUTA, Y€ Ca M3JIOKEHH Ha PHUCK

IIOHLJ'IHI/ITCJ'IHI/I JaHHH

9.5.

Bropuuen exonoruyeH egekr, Hamp.
KOTaTo ce TPeTHpa 3HAYWTEIHA YacT
OT KOHKPETeH THI MECTOOOHUTaHHE

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

10.

MNOBEAEHUE U XMU3HEH IUKDBJI
B OKOJIHATA CPEJA

10.1.

[peaBuanMH TBTHINA 32 TIOCTHIIBAHE
B OKOJHAaTa cpexa BB3 OCHOBA Ha
MpeABMKIaHATa yrmoTpeda

10.2.

HOH’LJ’IHI/ITCJ’IHI/I HU3ClICaABaHUA Ha
IOBCACHUCTO MW JXU3HCHHUA ILHUKBI B
OKOJIHaTa cpeaa

Koraro e mnoxaxopnsmo, 3a mpoaykra
MOXE Ja ce M3MCKBa IsjiaTa
nHbOpMAIHA, M3UCKBAaHA B pasmen 9
or mnpunoxenue II ,,Mukpoopra-
HU3MH"

3a MpoayKTH, KOMTO CE€ M3MOI3BAT Ha
OTKPHTO C MPSAKO OTHEISIHE B TIOYBHUTE,
BOAUTE WM IOBBPXHOCTUTE, KOMIIO-
HEHTUTE Ha TMPOAYKTa MoOrar Ja
OKakaT BB3JCICTBHE BBPXY IOBEM-
€HHETO U JKU3HEHUSI KB (M €KOTOKC-
WYHOCTTa) HAa AKTUBHOTO BELIECTBO.
W3uckBar ce JaHHH, OCBEH aKO HE €
Hay4YHO [IOKa3aHO, 4Y€ IKU3HEHUAT
LIUKBJ Ha KOMIIOHEHTUTE Ha MPOAYKTa
€ BKJIFOYECH B Hpe}lCTaBeHl/lTe JaHHU 3a
aKTUBHOTO BEIIECTBO M JPYrH YycTa-
HOBEHU PUCKOBU BEILECTBA.

IIOITBJ'IHI/ITCJ'IHI/I JaHHH

10.3.

HOBeL[eHI/IS Opyu U3JIyKBaHE

HOHT)HHI/ITCJ'IHI/I JaHHHA

10.4.

AKo GHOLMABT IIe CE PasnpbCcKBa Ha
OTKPHTO HJIM MOXE Ja IPeAu3BHKA
3HAYUTEIHO oOpasyBaHe Ha Mpax,
TOraBa MOXE [a C¢ U3MCKBAT JaHHU
3a  NOBEJICHHE  IPH  CBPBXpa-
3IPBCKBAHE, 3a Ja C€ OLCHAT
PHCKOBETE 3a ITYENHTE NP IIOJCBH
YCIIOBHSL.

IIOHBJ'[HI/ITCJ'[HI/I JaHHH
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11.

MEPKH, KOWUTO JIA CE IPUEMAT
3A  3AIIMTA HA  XOPATA,

XKUBOTHUTE U  OKOJIHATA
CPEJIA
11.1. [IpenopbsunTennu METOAU "

Mpe/asHi MEPKH MPH: MaHUITyJIalus,
CHXpaHEHHE, TPAHCIIOPT WIIH HOXKap

11.2.

Mepku B ciayvail Ha WHIHIECHT

11.3.

Ipouenypu 3a paspyliaBaHe MU
oOe3BpexxgaHe Ha Owonupa ¥ Ha
HErOBOTO OIIaKOBAaHE

11.3.1.

KonTponupano usrapsze

11.3.2.

Tpyru

11.4.

OmakoBaHe M CBhbBMECTUMOCT Ha
OuonuIa C NPeIoKEHUTE MaTepHaH
3a OIlaKOBaHE

[Ipouenypm 3a mouncTBaHe Ha
obopyaBaHeTO 3a IpHiIaraHe Ha
MPOAYKTa, KOTaTO € YMECTHO

Tlnan 3a HaOmomeHHE, KOWTO aa ce
M3MOJI3Ba 32  AKTHBHUS ~ MHKPO-
OpraHu3bM M Jpyr(u) MHUKpOOpra-
HU3BM(MH), CBhABpPKAIU ce B
Ouormaa, BKIIOYMTEIHO NPU MaHUII-
yllanusi, CbXpaHEHHE, TPAHCIOPT |
ynorpeba

KIIACUDUIIUPAHE,
ETUKETUPAHE N OITAKOBAHE

IIpencraBar ce NpUMEpHU ETHUKETH,
yKazaHus 3a ymnotpeba M HH]O-
PMaIMOHHH JIICTOBE 32 GE30MacHOCT.

12.1.

VYKkazaHHe OTHOCHO HEOOXOAUMOCTTA
OHOLIMIBT J1a MMa 3HAK 3a OMOJIOTMYHA
OINAcHOCT, MOCOYeH B mpuioxenue II
kbM JlupexruBa 2000/54/EO

12.2.

[Ipemoppku 3a 0€30mMacHOCT, BKIIOY-
UTEIHO MPeBEHLHS, peaxiusi,
ChXpaHsBaHe U 00e3BpekIaHe

12.3.

Koraro e moaxo 1o, cjieaBa maa ce
NPEACTaBAT HPEJIOKCHUS 3a I/IH(bOpMa-
LHMOHHHU JINCTOBE 3a MCPKUTE 3a 6e3or1-
AaCHOCT.

12.4.

OrnakoBaHe (TWI, MaTepualu, pasmep
U T.H.); BKJIIOYBA C& ChBMECTHMOCTTA
Ha  TPOOYKTa C  IPEAJIOKEHHUTE
MaTepHalii 3a OIaKOBaHEe

13.

OBOBIIEHME W OLIEHKA

OcHoBHara HH(POpMALHs OT SKBUBAJIE-
HTHHTE TOYKH BBB BCEKH MOIpa3iel
(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 3asBUTEIAT MPEATIOKH aJanTHpaHe Ha M3MCKBAHUATA 3a Mpejio-
cTaBsiHe Ha jaHHU no npuinoxeHus 11 u III B cboTBeTCTBHE € WieH 6, maparpadu
2 u 3 wnu uien 21, maparpadu 1 u 2, 6e3 aa ce 3acsratr cneuu(pUIHNTE MpaBUia,
noco4yeHu B npusoxkeHue III oTHOCHO WM3MOI3BaHETO Ha METOAM 3a M3UYHCICHHE
3a kracH(UKanusATa Ha CMECH, C LeN Ja ce H30ArBaT W3MUTBAHUS BBPXY
rpbOHAYHH JKMBOTHHU.

IIpuuunuTe 3a aganTHpaHe Ha M3MCKBAHMATA 3a NPEAOCTABSHE HA JaHHU TPsOBa
Ja ObJaT CHO MOCOYECHH MOJ ChOTBETHHUTE pa3/ieid B JOCHETO 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 M3UCKBAHUATA Ha joOpara j1adopaTopHa MpaKTUKa
(JJIIT) unu ChbOTBETHUTE METOIM 3a M3IUTBAHE.

JlanHuTe cieABa a ce pasriexaaT KaTo PAaBHOCTOMHM Ha JaHHUTE,
CbOpaHM OT KOPECIOHIMpAIld METOAM 3a W3IUTBaHe, aKo ca
W3IBJIHEHU CIICJHUTE YCIIOBUS:

1) agekBaTHOCT 3a LENUTE Ha KIACH(QHULIUPAHETO M CTUKETHPAHETO W
OLICHKAaTa Ha PHCKa,

2) IPEAOCTaBAHE HA NOCTATBhYHO aJICKBaTHA U HAACKAHA NOKYMEHTALUA
3a OLCHABAHC HAa CKBHUBAJICHTHOCTTA HA M3CJICABAHCTO, U

3) JaHHUTE Ca BaJIMJHU 34 €KBHUBAJICHTHUTE TOYKH, KOUTO C€ IpOy4BaT,
WU U3CJICABAHCTO € U3MNBIHCHO IIpU TapaHTHpPAaHO KadeCTBO Ha
IIpUEMJIMBO paBHUIIIC.

1.1.2.  [lanHH 3a cBOIicTBaTa IO OTHOIICHHE Ha YOBEHIKOTO 37paBe U OKOJHATA
cpeia OT eKCIEePHMEHTH, KOHTO He ca IPOBENCHH CBITACHO M3HC-
KBaHHMATa Ha poOpara jmaboparopHa npaktuka (JIJIIT) uwam cboTBeTHUTE
METOJH 32 M3IUTBAHE.

I[aHHI/ITC ClIeaBa Ja C€ pasrjiexnaar KaTo paBHOCTOﬁHH Ha IOaHHUTE,
C’b6paHI/I OT KOpecnmoHaupamyd METOAW 3a HU3NMTBAHE, AakKo ca
U3IMBJIHEHU CIICTHUTE YCJIOBHUA:

1) aJICKBAaTHOCT 3a ICIIMTE Ha KJIaCI/Iq)I/IHI/IpaHCTO U C€TUKETUPAHCTO H
OII€HKaTa Ha pHUCKa,

2) JDocTaTh4eH W JIOCTOBEPEH OOXBAT Ha KIFOYOBUTE MapaMeTpH/EKBHB-
QJICHTHA TOYKH, KOMTO CE MpeIBiAa Aa ObOaT MPOyYBaHH 4pe3
KOPECIIOHANPAIINTE METOIN 33 H3MHTBAHE;

3) NPOXBIKUTENHOCT Ha EKCMO3WIMATA, CPAaBHMMA C Ta3u IPU Kopec-
MOHAUPAIIUTE METOMM 3a M3IUTBAHE WM TMO-IbIra OT Hesl, aKo
MIPOABIDKUTETHOCTTA HAa €KCIO3UIMATA € BaKEH MapaMeThp;

4) mpenocTaBsiHe Ha aJeKBaTHA M HAJCKIHA [OKyMEHTalUs 3a
H3CIIEIBAHETO; U

5) m3cielBaHETO ce WU3BBPLIBA, KAaTO CE M3MO0J3Ba CHUCTEMA 3a
rapaHTHpaHe Ha KauecTBOTO.

1.1.3.  Hcropuyeckn DaHHM 3a HOBEKa

Kato o00mo mpaBmio, B ChOTBETCTBHE C wieH 7, maparpadp 3 ot
Pernmament (EO) Ne 1272/2008 wu3nuTBaHusiTa 3a [EIUTE Ha
HACTOSIIMS PEeryIaMeHT He Ce M3BBPLIBAT BbPXY Xopa. Bwmpeku ToBa
clieqBa Jla ce B3eMaT NpeBHJ HAIUYHU MPEIXOJHH IaHHU 3a 4YOBEKa,
KaTO HalpUMep CeMHIEMHOJOTHYHH M3CICABAHUS BBPXY CKCIIOHHPAHOTO
HaceNieHHe, NaHHH 3a Cily4yailHa Wid Npo)eCHOHAHA EKCIO3HIHS,
OMOMOHUTOPMHIOBH ~ M3CIIE/IBaHMSA, KIMHUYHM  W3CICABAHUS U
H3CHEIBaHNUS BBPXY JOOPOBOJNIM, TPOBEACHH B CHOTBETCTBHE C
MEXIYHAPOJHO NMPUETH €THYHH CTaHIApTH.
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1.2.

1.3.

ﬂaHHI/ITC, C’b6paHI/I TI0 OTHOLICHHWE Ha XOpa, HE MOTraT Aa C€ HM3MO0JI3BaT
3a INOHM>KaBaHE Ha I'PAHULUTE Ha 6630HaCHOCT, ONPEaCIICHU BCIICACTBUEC
Ha M3NUTBAHUS WIW WU3CICABAHUSI BBPXY KUBOTHU.

3HaYMMOCTTa Ha JAHHHUTE 3a CIIeHU(UUHO BB3ACHCTBHE BBPXY 3[pPaBETO
Ha Xoparta 3aBHCH, Hape]| C JPYroTo, OT BUAA Ha aHAIM3a U 00XBaHATUTE
napamerpy, OT TOJIeMUHATa M creuudukara Ha OTrOBOpa U CIEHOB-
aTelHO OT MpPEABUIMMOCTTa Ha Bb3zAeicTBHero. Kpurepunte 3a
OLICHSIBAaHE Ha aJEeKBATHOCTTA HAa JIAHHWTE BKJIIOYBAT:

1) mpeuusHO CeNEeKIMOHNPAaHe U XapaKTePU3HPaHe Ha CKCIIOHUPAHUTE H
KOHTPOJIHUTE TPYIIH;

2) AJICKBATHO XapaKTCPU3HUpPAHE Ha CKCIO3ULUATA;

3) nocraThyHa IPONBDKUTEIHOCT Ha MPOCIEASBAaHETO B CIy4ail Ha
3a00JIsIBaHE;

4) BanmIeH MeTo] 3a HaOIIo/JaBaHE HAa BH3JCHCTBHUC,
5) mpenu3HO choOpa3siBaHe Ha (PAKTOPUTE 3a OTKIOHEHHE U TpELIKa; U

6) npuemiiiBa CTaTUCTHYECKa JOCTOBEPHOCT 3a 000CHOBaBaHE Ha
3aKJIIOYCHUECTO.

HpI/I BCHUYKH ClIydad C€ OCUrypsiBa aJ€KBaTHa W HaACKIHA ITOKyME-
HTaus.

3HAYMMOCT Ha JIOKasaTejCcTBaTra

Moxxe na MMa [OCTaThbYHO 3HAUMMH JOKA3aTEJICTBA OT HSKOJKO
HE3aBHCHMH W3TOYHMKA Ha HMH(OpMAlLMs, BOACIIM 10 NPEANOJIOKEHHU-
€TO/3aKIIIOYCHHETO, Y€ €IHO BEIIECTBO HMa WIH HiIMa TOYHO
OIPE/IEICHO OMACHO CBOMCTBO, J0KAaTo HMH(oOpMaLusTa OT BCEKH CIUH
CAMOCTOSITENICH M3TOYHHMK caMa N0 cebe CH € HeAOoCTaThuHa Ja
nomcperm Ta3u Hae. Moxce Ja UMa JO0CTaThbYHO 3HAYUMHU [JOKas3atT-
eICTBA  OT  MpPWJIAraHeTo Ha  [OJIOXKUTENHH  Pe3yiTaTd  OT
HOBOpa3pabOTEeHH METOAM 3a H3NUTBaHE, KOMTO BCE OIIE HE ca
BKJIFOUCHH B CBOTBCTHUTC MCTOAHU 3a U3IIMTBAHC, UJIH OT MemnyHaponeH
METO/l 3a H3IHTBaHe, mpusHaT oT KommucHsaTa 3a paBHOCTOEH, KOUTO
JlaBaT BB3MOXKHOCT Ja C€ HM3BEJE 3aKJIIOYEHHETO, Y€ JIa/ICHO BEIIECTBO
MpUTEKAaBa OMNPEJETICHO OIMAaCHO CBOWCTBO. BbIpekn ToBa, ako
HOBOPa3pabOTEHUAT METO/I 3a U3NHUTBaHe ¢ 6ui ogobpeH ot Komucusa,
HO BCe Olle He e O myOJHKyBaH, pe3y/ITaTHTe OT HEro MOrar ja ce
B3e€MaT MpPEIBH[, JIOPH KOTaTto BOJAT JO 3aKIIOYCHHETO, 4Ye IaJeHO
BEILECTBO HE MPUTEXKaBa OIMpPEIEICHO ONAaCHO CBOHCTBO.

Korato aHanu3bT Ha BCHYKW HAJIMYHM JaHHM JaBa JOCTAThUYHO 3HAYUMHU
JIOKa3aTelCcTBa 32 HAIMYHETO WM OTCHCTBHETO Ha OIPEAEICHO OIAacHO
CBOWMCTBO:

— HE ce MPOBEXJIaT MONBIHWTEIHM W3NWTBAaHMSA 3a TOBAa CBOWCTBO
BBbPXY I'PBOHAYHH JKMBOTHH,

— MOXE€ Ja HE€ CC€ NpPOBEKAAT AONBIHUTCIHU HU3IWUTBAHHA, KOUTO HE
BKJIIOYBaAT rp1>6Haan KHUBOTHH.

HpI/I BCUYKHU Cllydad C€ OCUr'ypsiBa aJ€KBaTHa W HaACKAHA JOKyMeE-
HTalusA.

KauecTBeHa wJIM KOJIMUECTBEHA 3aBUCUMOCT CTPYKTYypa—aKTUBHOCT

(Q)SAR)

Pesynrarure, momyueHH OT BaJIMAHM KAueCTBEHM WM KOJIMYECTBEHU
MOJIeNIM Ha 3aBHCHUMOCTTa CTpyKTypa—akTuBHOCT (Q)SAR), morar ma
ObIaT MHIMKATOp 3a HAIMYHETO, HO HE M 32 OTCHCTBHETO Ha
ONpeJIe]IeHO ONAacHO CBOWCTBO. Morar ja ce HW3ION3BaT pe3yJTaThTe
or (Q)SAR, BMmecro ga ce HpoOBeXAa U3MUTBaHE, KOraro ca
M3IIBJIHEHN CIEAHHUTE yCIOBUS:

— pesyaratute ca mnoiaydeHu oT wmozpen (Q)SAR, uymsaTo HaydHa
CTOWHOCT € JI0Ka3aHa,

— BEIIECTBOTO II0Ma/1a BB BalMaupanaTa obsact Ha Mozxena (Q)SAR,

— PE3YJITAaTUTE Ca MAOCTATbYHH 3a LCJIIUTE Ha KJ'IaCI/I(bI/IIII/IpaHBTO u
CTUKCTHUPAHECTO U OLICHKAaTa Ha pUCKa, U

— OCHTYpEHa € aJeKBaTHA M HaJeXIHA JOKYMEHTAIHs 3a TPUIOKEHHS
METO/I.
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1.4.

L.5.

B cerpymHmuectBo ¢ Komucusta, ¢ IbpKaBUTC-WICHKH U CbhC
3aMHTEPECOBAHUTE CTPAaHW ATCHIMATa CHhCTaBs M IPEHOCTaBs HACOKH
oTHOCHO npmiaraneTo Ha (Q)SAR.

Metoau MH BUTPO

BB3MOXKHO € pe3yinTaTuTe, MOJy4eHH OT MPUIIATaHETO Ha IOIXOISIIN
METOIM WH BUTPO, Ja MOKAKAT HAIMYHME HA JaJEHO OMAacHO CBOMCTBO
WK J1a C€ OKaKaT ChIIECTBEHH 32 MEXaHMCTUYHOTO pasbupaHe, KOETO
MOXKE Ja MMa 3HAueHHE 3a OLIEHSIBaHETO. B TO3M KOHTEKCT ,,I01-
XOAAIM O3HA4YaBa JOCTaThYHO J00pe pa3pabOTeHH CHIVIACHO
MEXIYHapOJHO MPHU3HATH KPUTEPUH 3a paspabOTBaHE HA HM3MMTBAHMS.

Koraro TakuBa M3NUTBaHUS WH BUTPO Ja/aT MOJOKHUTEIHU PE3yITaTH, €
HEOOXOANMO HAIMYMETO Ha OMACHO CBOMCTBO [1a ObA€ MOTBBHPACHO OT
TOAXOSIIN U3MUTBAHUS UH BUBO. BBIpPEKH TOBa TakoBa NOTBBPIKICHHE
MOXe Ja Obe M30erHaro, ako ca M3MBJIHEHH CIEAHUTE YCIIOBUS:

1) pesynTaTMTe Cca MHOJNy4eHH OT METOJ MH BHUTPO, YHMATO HaydHa
CTOIHOCT € yCTaHOBEHa 4Ype3 BaJUIUpAN0 H3IUTBAHE, CHIVIACHO
MEKTyHApPOIHO MPU3HATUTE NPHUHIUIN 32 BaIUANpPAHE;

2) pesynrature ca IMOAXOASIIM 3a LEIUTE Ha KIACU(PUIMPAHETO M
©TUKETHPAHETO W 3a OIIEHKaTa Ha PUCKA; U

3) ocurypeHa e aJeKBaTHa M HaJeXKJHA JOKYMEHTALUS 3a IPHIOKCHUS
METO/I.

HpI/I OTpULATEC/IHU PE3YJITaTH TE3W H3KIIOYCHHSA HE C€ Ipujiarar.
Moxe na 6’1)116 U3UCKaH MOTBBbpXKAABAIll TECT CJI€A MPCLCHKA Ha
BCCKH OTICIICH cnyqai«'l.

I'pynupane Ha BemiecTBaTa W Ioaxox read-across

BemiectBa, 4YMUTO (PU3MKOXMUMHYHH, TOKCHKONOTHYHH M EKOTOKCHK-
OJIOTWYHHM CBOICTBA Ca CXOIHH WIIM CIeOBaT OOLI MOJET B PE3yNTaT
Ha mojo0ue B CTPYKTypara, MOraT Ia ObOaT pasriekIaHH Karto rpyma
WA ,Kareropus” BemiecTBa. [IpuiaraHeTo Ha TPYNOBOTO TOHSATHE
M3UCKBa (DH3UKOXMMUYHUTE CBOMCTBA, €(EKTUTE BBPXY 3OPAaBETO Ha
9YOBEKa M JKHBOTHHTC U e(eKTHTe BBPXY OKOJNHATA CpeAa WIH
JKU3HCHHs IMKBJI B OKONHATA Cpela Aa Morar jaa ObAarT MpeIBHACHH
oT gaHHMTE 3a pedepeHTHOTO(MTE) BemecTBo(a) B pPAMKUTE Ha
rpymara 4pe3 MHTEpIoNanys Ha APYTd BEIecTBa B rpymara (MOAXOX
read-across). Ilo To3u HaumH ce u30sArBa HEOOXOOUMOCTTa OT
M3MUTBAHE Ha BCSAKO BEIIECTBO BBB BCSIKA CKBHBAJICHTHA TOYKA.

CXOL[CTBOTO MOXKE€ Oga C€ OCHOBaBa Ha:

1) obma ¢yHKIMOHANHA TpyMa, MOKa3Ballla HAIMIMETO Ha OIACHH
CBOWCTBA;

2) o0ummM NOpeKypcopH W/WIM CXOACTBO HAa OOIIUTE NPOAYKTH OT
pasmagaHe npu (U3UYHN W OMOJIOTHYHM TIPOLIECH, B PE3yiTaT Ha
KOUTO C€ [OJy4yaBaT CTPYKTYPHO IIOJOOHH XHUMHKAIH, KOETO
MOKa3Ba HAJIWYUETO Ha OMACHHU CBOMCTBA; HJIM

3) IIOCTOsIHHA TEHJACHLIMS B IIpOMsSHATa Ha JIeiCTBME Ha CBOWCTBAaTa B
1s1aTa KaTeropus.

Axo ce Ipujiara rpynoBaTta KOHLEHIHS, BEIIECTBaTa CC Knacm’pnunpa‘r
W €TUKETHUpAT Ha Ta3u OCHOBA.

IIpn Bcuuku cinyvyau pesynTaTuTe:

— ca aJIeKBaTHH 3a LIEJIUTE Ha KIACH(DULIUPAHETO U €TUKETUPAHETO U
OLICHKATa Ha PHCKa,

— HUMAaT aaCKBAaTCH W HAACKICH 00XBaT Ha KIIIOYOBUTE napameTpu,
CIIPpAMO  KOMUTO C€ TIPOBEXKJAa KOPECCIIOHAUpAIIUMAT METOA 3a
H3IIMTBAHE; U

— 06XBaIJ.[aT NPOABJDKUTEIIHOCT Ha CKCHNO3ULHMATa, CpaBHHMa C Tasu
TIpU KOpECHOHAUPAIIUA METOA 3a M3IATBAHE WIIM IO-ABJIra OT HE,
aKO MPOABJDKUTEITHOCTTA Ha C€KCHO3ULHUATA € BAXKCH IMapaMeThbp.

H]JI/I BCHUYKHU ClIydaud C€ MNPE€AOoCTaBsA aA€KBaTHAa W HAACXKIHA OOKyME-
HTauuA 3a NPUIIOKEHUS METOH Ha M3MUTBAHE.
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3.1.

3.2

B CbTPYAHHUYCCTBO C KOMI/ICPI}IT&, C ObpPXKABUTC-WICHKH U CbC
3aMHTCPECOBAHUTE CTpPaHU AI‘CHHI/ISITa CbCTaBs U NPENOCTaBs HACOKHU
OTHOCHO TEXHHUYECCKHU H Hay‘IHOOGOCHOBaHa METOMKa 3a IpylupaHe
Ha BEIIECTBATa.

W3INTBAHETO E TEXHUYECKH HEBB3MOXXHO

M3nutBaHe B ompeneneHa €KBMBAJCHTHA TOYKAa MOXeE Ja He Obae
MPOBEKIAHO, aKO € TEXHHYECKH HEBB3MOXKHO Ja ce IpoBene
H3CIEBAaHETO IMOPaJAX CBOWCTBATA HAa BEIIECTBOTO: HANPHMEP CHIIHO
JeTIMBH, MHOTO PEaKTUBOCHOCOOHHM WM HEYCTOHYMBH BELIECTBA HE
Morar na ObJaT M3MOJI3BaHH, CMECBAHETO Ha BEIIECTBOTO C BOJA
MOXeE JIa Ch3[a/Je ONACHOCT OT MOXKap HJIM €KCIUIO3MS WM ETHKETHPaHe
(oOo3HauaBaHe Ha €THKETa) Ha pPAJMOAKTUBHOCTTa HA BEIIECTBOTO,
M3UCKBAHO B OIpENETICHH H3CIEIBAHUSA, MOXE [a HE € BB3MOXKHO.
Bunarm ce cmasBa yka3aHHETO, A3JI€HO B CHOTBETHUTE METOOM 3a
H3IMTBAaHE, MO-CHELHAIHO [0 OTHOLIEHHE Ha  TEXHUYECKUTE
OrpaHUYEHUS] Ha BCEKU KOHKPETEH METO..

W3MUTBAHUSL OTHOCHO EKCIIO3MLIMSITA, CIELMAJIHO
AJIATITUPAHU 3A JTAJIEH TTPOAYKT

M3nuTBaHeTo B CHOTBETCTBHE C HAKOM KpalHH pe3y/iTaTH Mo pas3jiend 8
u 9 ot npunoxenus 11 u I, He3aBucumo oT uneH 6, maparpad 2, Moxe
Jla He ce MPOBEk/a Bb3 OCHOBA HA aHAJIN3 HA EKCIO3MIMATA, KOraTo ca
HaJMLE JaHHU 3a eKCNOo3uuus cbriaacHo npuioxenue I wmm III.

B to3n ciyuaii TpsGBa na ca M3MBIHEHM CIEIHUTE YCIOBHMS:

— U3BbpiiBa ce OlEHKAa Ha EKCIO3UIMATA, KOSTO 00XBala MbpPBUYHA
U BTOPHYHA SKCIIO3ULMS TIPH PEATUCTHYHO HAH-JIOMIMS CLieHapuil 3a
BCHYKM BHIOBe Yyrotpeba Ha OHOIMAA, CHABPXKAIL aKTHBHO
BEIIECTBO, 3a KOETO € IMOJaJCHO 3asBJICHHE 3a OJ00psBaHE, WM
Ha Ouommaa, 3a KOHTO ce MCKa pa3pelieHue.

— AKO Ha TO-KbCEH eram OT I[poleca M0 HpeIocTaBsHe Ha
paspemieHre 3a TpOAyKTa OBJe BHECEH HOB CIEHapuil 3a
eKCIIO3UIIUS, C€ MPEIOCTaBAT [JOIBIHUTENIHM JaHHM, 3a Ja ce
NpEeleHN Jald OCHOBaHMSATA 32 aJanTHpaHe Ha JaHHHUTE ca BCe
olle BaJHMIHU.

— HpI/I‘H/IHPITC, Iopau KOUTO PE3yJTaTUTE OT OLICHKaTa Ha €KCII03-
unysaTa aaBaT OCHOBaHHA 3a OCBOGO)KHaBaHe OT HM3HUCKBaHHsATA 3a
npeaoCTaBdHE Ha JaHHHU, CE€ HU3JIaraT 1o ACE€H U MpOo3payvcH Ha4YWH.

B’LHPCKI/I TOBa U3IHMTBAHCTO CC€ MPOBEKJAA 3aAbJDKUTCIIHO 3a HEIIPAroBu
e(beKTI/I. CHCZ[OBaTCJ'IHO OnpeneicHn OCHOBHH JaHHW BUHAru ca 3alb-
JDKUTCJIHU, HAIIpUMEP HU3IUTBAHE 3a '€HOTOKCHYHOCT.

AKo e yMecTHO, AreHiusATa, B ChIpyaHHuecTBO ¢ Komucusra,
IbPKaBUTE-YWICHKH M 3aUHTEPECOBAHUTE CTPAHH, ChCTABS U IIPEJOCTABS
JONBIHATEIHY HACOKH OTHOCHO KPUTCPHHTE, YCTAHOBCHH CBIVIACHO
uneH 6, maparpad 4 u unen 21, naparpad 3.

Ipu Bcuuku cinyyaun ciensa aa Obje nmpejacTaBeHa aJiekBaTHa 000CHOBKA
u JokyMeHTanus. O60CHOBKATa ce apryMEHTHpa C OIEHKA Ha eKCI03-
unusaTa B CbOTBETCTBUE C NPUIIOKUMUTE TEXHUYCCKU YKa3aHUs, aKO UMa
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 MPOAYKTH 33 IOYHUCTBAHE, 32 KOMTO HE €
MpeIBUICHO Ja UMAT OMOLUIEH e(eKT, BKIIOUMTEIHO TEUHOCTH 32 MOUYHCTBaHE,
MyApU U MOJOOHH MPOIYKTH.

IMponykroB Tvn 1: XurueHa Ha yoBeka

Ilponykrure B Ta3u rpyna ca OMOLMIM, KOUTO C€ YHNOTpeOsBAT 3a LIENUTE Ha
XWTHEHaTa Ha 4OBEKa M ce MpuiaraT BbPXY WIM B KOHTaKT C YOBEHIKAaTa KOXKa
WM CKaJIll C ITbPBUYHA IeJ Je3nH(eKIupaHe Ha Ko)KaTa MM CKaJIa.

ITponyxroB Tumn 2: Jle3nH(EKTaHTH U AITMIMAN, KOUTO HE ca MpeAHa3HAYeHH 3a
npsika ynorpeba BbpPXY XOpa WM JKMBOTHU

IIpoayxtu, wusnona3BaHM 3a JAe3MH(EKIMS Ha MHOBBPXHOCTH, MaTepualH,
obopyzaBaHe ¥ MeOeNd, KOUTO HE BIM3AT B MPSAK KOHTAKT C XpaHa WIH (Qypaxku.

Ob6nacture Ha ynortpeba ca, Hapeq C APYroTo, IUIyBHH OaceiiHW, aKBapUyMH,
0aHM W APYrd BOAHH IUIONIM; KIMMATHYHH CHCTEMH, KaKTO M CTCHH M IOI0BE
B YaCTHH, OOIIECTBEHH W MPOMHUIIICHH 30HH M B JPYTH 30HHU 3a mpodecroHarHa
EHHOCT.

IMpomykty, wu3non3BaHM 3a Je3nH(GEKUUs Ha BB3AYX, BOJAA, KOSITO HE €
npeqHa3sHaueHa 3a ynorpeba OT Xopa MM JKMBOTHH, XUMHYECKH TOAJETHH,
OTMaJHKU BOJM, OOJHUYHHU OTHAABIM U MOYBA.

IIpoayxTy, W3MOI3BaHM KAaTO alTMUMIM 32 TpPETHUpPaHE Ha IUIyBHU OaceliHu,
aKBapUYMM M JAPYrd BOAHM IUIOIIM, KAKTO M 32 BB3CTAaHOBUTENHA 00padoTka
Ha CTPOMTEITHH MaTepuallu.

IIponykTH, KOUTO ce BiaraT B TEKCTWI, ThKaHW, MacKu, OOM W Jpyrd M3ICIHs
WIA MaTepHald 3a NPOM3BOJACTBO HAa TPETHPAHH H3JCNUS C Ie3MH(EKIUpain
CBOWCTBA.

ITponyxroB Tvn 3: BerepuHapHa Xuruena

ITpomykTH, M3MONI3BaHU 3a LENUTE HA BETEPUHAPHATA XHUI'MEHA, KAaTo Ne3nH}-
eKTaHTH, JIe3MH(EKTHpaly CamyHH, NPOAYKTH 3a XWUTHEHAa Ha yCTHAaTa KyXHHa
WM TSJI0TO, WM C aHTUMHKPOOHO JeicTBHE.

Ilpoayxtn, u3nona3BaHM 3a A€3MHQEKIMS HA MaTepuald U I[OBbPXHOCTH,
CBBbP3aHU C HACTAHSABAHE WM IIPEBO3 Ha XXMBOTHH.

IpoxykroB tum 4: ObxacT Ha ynorpeda, CBbp3aHa C XpaHH U (ypaku

IMponyKTH, M3MON3BaHH 3a Ne3UH(BEKIUs Ha 060pyABaHE, KOHTEHHEPH, PUOOpH
W CHIOBE 3a XpaHCHe, MMOBBPXHOCTH WM TPHOOIPOBOOM, CBBP3aHH C IMPOM3-
BOJCTBOTO, TPAHCIOPTA, CHXPAHCHHETO WM KOHCyMalusATa Ha XpaHH A
¢dypaxu (BKIIOYMTETHO MHUTEHHA BOAA) 32 XOPa M JKHBOTHH.

IIpoayxTu, KOMTO ce BjaraT B MaTepHalld, KOUTO MOIaT Jia BJA3aT B KOHTAaKT C
XpaHH.

IIponykroB tun 5: Ilurteiina 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 aKko He € IIOCOYEHO APYro, Te3 MPOAYKTOBH THUIIOBE BKJIIOYBAT CaMoO
HPOAYKTH 3a MPEJOTBPATIBaHE Ha MUKPOOHOJIOTHYHO MM alrajHO Pa3BUTHE.

HpOZ[yKTOB THI 6: KOHCCpBaHTI/I 3a IMPOAYKTH II0 BpEME Ha CbXpaHCHUEC

IIpomyxTi, n3non3BaHu 3a 3ama3BaHe HA MPOM3BEICHU IMPOIYKTH, Pa3IWYHU OT
XpaHM 3a XOpa W >KMBOTHH, KO3METHYHM WM MEIULMHCKA MHPOAYKTH WIH
MEIUILMHCKA H3/eNHs, 4pe3 KOHTPOJ Ha MHKPOOHOIOTHYHHTE H3MEHEHHs, C
[eJl ]a ce TapaHTHpa CPOKBT UM HA TOMHOCT.
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HpOL[yKTI/I, M3II0JI3BAHU KAaTO KOHCEPBAaHTU 3a CBHXpPAHCHUE HIH yHOTpC6a Ha
POACHTULMAHYN, UHCEKTULIMIHU WK APYrd IIPUMaMKH.

ITponykroB tun 7: KoHcepBaHTH 3a MOKPUTHUS

HpOL[yKTI/I, HU3II0JI3BAHU 3a 3alla3BaHC Ha ITOKPUTHUS WU 00OBHUBKH 9gpe3 KOHTPOII
Ha MI/IKpOGI/IOJ'IOFI/I'-IHI/ITe HU3MEHCHHUS WIH aJIraJIHOTO pa3dBUTHE C LEJ 3alluTa Ha
IIbPBOHAYAJITHUTE Ka4ueCTBa Ha IIOBBPXHOCTTAa Ha MaTepUall HIIA 00CKTH KaTo
601/1, IuracTMacHy, YIUIBTHSBAIlA MaTepuaiy, JieNuia 3a CTCHH, CBbp3Balllud
MaTepualii, XapTus, IMpOU3BEACHUS Ha HU3KYyCTBOTO.

IIponykroB tum 8: KoHcepBaHTH 32 IBPBO

HpOZ[yKTI/I, HU3II0JI3BAaHU 3a IIpearia3BaHe Ha AbPBO — CJIE€A U IO BpEME Ha €ralla
Ha OTCHYaHC H 06pa60TI<a — WJIA Ha NPOAYKTU OT ABPBO, 4UpE€3 KOHTPOJ Ha
paspyuiaBauiy Ui z(e(bopMHpamn ABPBOTO OPraHU3MHU, BKIHOYUTCIIHO HACEKOMMU.

Tozu TIPOAYKTOB THII BKJIIOYUBA IpEANIa3HU U JIe4cOHN IIPOAYKTH.

IMponykroB Tun 9: KoHcepBaHTH 3a BIAaKHA, KOXa, F'yMa W IIOJMMEPHU3HPAHU
Marepuanm

HpOZ[yKTPI, HU3II0JI3BAaHU 3a 3alllUTa Ha TbKaHW WJIHW NOJUMEpU3UPAHU MaTepUalu,
KaToO KOXa, ryma HWIM XapTusi WIKM TEKCTUJIIHU HNPOAYKTH, 4Ype3 KOHTPOJI Ha
MI/IKpOGI/IOJIOFI/I‘IHI/ITe HU3MCHCHHUS.

To3u MPOAYKTOB THI BKIIOYBA OMOLMAM, KOMTO BB3IPEISTCTBAT PAa3BUTHETO Ha
MHKpPOOPTraHU3MHUTE BbPXY MOBBPXHOCTTa HA MaTE€PUHUTE U CIEJOBATEIHO Mpeyar
Ha WIM IpefoTBpaTsBaT 0o0pa3yBaHETO Ha MMPU3MU W/WIM Ipeiarat ApYyrd
BUJIOBE TIPEAMMCTBA.

IIponyxros tun 10: KoHcepBaHTH 3a CTPOMTENHH MaTepHallld

IIpoaykTH, M3MON3BaHM 3a MpEANa3sBaHE HA 3WIAPHSA, KOMIIO3HTHH MaTepHAIN
WIA JAPYTH CTPOMTEIHM MaTepHand, Pa3dudHd OT JBPBO, 4Ype3 KOHTPOJI Ha
MHUKPOOHOJIOTUYHUTE U aJITaJHUTE W3MEHEHHMS.

IMpoxykroB Tun 11: KoHcepBaHTM 3a CHCTEMHM 3a TEYHO OXJaXJaHE U
npepadoTka

IlpogykTn, wW3MON3BaHM 3a MpeANa3BaHE HAa BOJA WIM JAPYTH TEYHOCTH,
W3MO3BAaHU B CHCTEMH 3a H3CTyJSBaHE M TPEYUCTBAHE, 4Ype3 KOHTPOI Ha
BPEIHHUTE OPTaHM3MHU KaTO MHKPOOW, BOJOPACIN M MHIH.

B To3M npomyKTOB THIl HE CE€ BKJIIOYBAT MPOJIYKTH, M3IIOJI3BaHHU 3a A€3UH(EKIH
Ha MUTEWHa BOJA WIIM Ha BOJA 3a IUTYBHH OaceiHH.

IIponykroB Tum 12: AHTHIDIECEHHH MPOIYKTH

IIpoaykTH, W3MOI3BaHH 3a MPEIOTBPATABAHE MM KOHTPOJ Ha pacTeka Ha IIIECEH
BBPXY MarepHainy, o0OpyABaHE U CHOPBHIKEHMS, M3MOI3BAHU B HPOMHUILICHUTE
MpPOLIECH, HANIPUMEP BBPXY ABPBO M XapTHEHa Kallla, MopecTa IsAChYHA cpejia B
HETPOJIHATA MPOMHUIIICHOCT.

ITponykroB tun 13: KoHcepBaHTH 3a TEUHOCTH 3a 00paboTKa MM ps3aHE Ha
Marepuam

IlpomykT 3a KOHTPOX HAa MHKPOOHOJIOTMYHHMTE M3MEHEHHS B TEYHOCTH,

M3II0JI3BAHH 32 00paboTKa MM PA3aHE HA METald, CTBKIO WIH APYTH MaTepHAIIH.

I'TABHA T'PYIIA 3: KouTtpoJs Ha BpeauTe/u

IponykroB tun 14: Ponentunnan

IIpoxyxTH, n3mon3BaHu 3a 60pba ¢ MHINKH, IUTBXOBE WIH JIPYTH TPU3add Upe3

CPEACTBA, PA3IUYHU OT OTOIBCKBAHE MU NPHUBIHMYAHE.

IpoxykroB Tum 15: ABunman

ITpoxyxTH, n3non3Banu 3a 60pba ¢ MTHUIM Ype3 CPEACTBA, Pa3IMYHH OT OTOIb-
CKBaHE WJIM IPHUBIHYAHE.
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IMponykroB Tmn 16: Momockonman, mnpemapaté 3a Oopba ¢ mapasuté u
HOpoAyKTH 3a 6opba ¢ apyru 6e3rpbOHauYHH

[Mponykry, n3mon3BaHu 3a Oopba C MOJOCKH, 4YepBeH M Oe3rphOHAYHH, HEBK-
JIIOYEHU B JIPYTH NMPOJYKTOBU THIIOBE, Upe3 CPEJCTBA, PA3IMYHU OT OTOIBCKBAHE
WIH TIPUBIHYAHE.

[poxykroB Tun 17: INucunmunm

IIponykTH, U3MOI3BaHU 3a Oopba ¢ pubM Ype3 CPeAcTBa, PasiIUYHU OT OTONB-
CKBaHC WJIM MPHUBJIHYAHE.

[IpoxyktoB Tun 18: MHCEKTMIMIN, aKapULUAM W TPOLYKTH 3a KOHTPOJI Ha
JIpyTH aHTPOIOAH

IpoxyxTH, M3M0JI3BaHU 3a Oopba ¢ WICHECTOHOTH (HAlpuUMep HACEKOMH, MasiK-
000pa3Hy ¥ pakooOpa3HH) Ype3 CPEeJICTBA, Pa3IMUHKU OT OTOIBCKBAHE WM IPHBII-
H4YaHe.

ITponykroB THH 19: ATpakTaHTH M peleNeHTH

IpogykTy, M3HON3BaHU 3a Oopba C BpeJHH OpraHW3MHU (Oe3rphOHAYHU KaTo
OBJIXH, IPBOHAYHU KaTO NTHUIM, PUOH, IpH3aud) 4ype3 OTONbCKBAHE WIIH IPUBII-
HYaHe, BKIIOYHUTEIHO IIPOMYKTH, KOUTO CE M3IOI3BAT 33 XUTHEHA HAa YOBEKA MU
3a BeTepHHApHA XUIHMEHA IPSKO BBPXY KOXKATa HA YOBEKA MM )KUBOTHUTE, U
KOCBEHO B OKOJHATa Cpefa.

IMponyxroB Tun 20: KoHTpon Ha Apyrd rpbOHAuHU

ITponyxTtH, u3mon3Banu 3a Oopba ¢ rpbOHAYHH, HEBKIIOYEHH B JPYTH IPOJI-
YKTOBH THMIOBE OT Ta3M IJIaBHA IPyIa, 4pe3 CPeJCTBa, PAa3IMuHU OT OTOIBCKBAHE
WM TPUBIIHYAHE.

I''TABHA I'PYIIA 4: [pyru ouomuau
[IpoxykroB Tum 21: IlpoxykTH mpoTUB 3aMBbpcsBaHE

IIponykTy, U3M0I3BaHK 32 KOHTPOJI HA pacTeXka M YCTaHOBSIBAHETO Ha MHKPOOH 1
BHCIIX ()OPMH Ha PACTUTEIHU MM KUBOTUHCKH BUJIOBE BHPXY IUIABATEIHU CHIIOBE,
o0opy/BaHe 3a aKBAaKyJITYPU WIH JPYTU CTPYKTYPH, U3MOI3BAHU BBB BOJA.

IIpomykroB Tun 22: bancamupaiy U mpenapupaiy TeYHOCTH

HpOL[yKTI/I, HU3I0JI3BaHHU  3a L[eBI/IH(i)eKI_II/I}I U CbXpaHCHHUE Ha UYOBCHIKU U
JKUBOTUHCKU TPYIIOBE WUJIKA YaCTU OT THX.
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TIPUJIOKEHHE VI
OBLIY ITPHHIIUIIN 3A OLIEHKA HA JOCHETA 3A BHOLIUJIU

CBbABPXKXAHUE

TepmuHHN U onpenencHus

BovBenenue

OueHka

—  OOumw npuHIHIN

—  Bwe3gelictBue BBpXy 34paBeTo HA XopaTa U KUBOTHHTE
—  Bwm3peiicTBue BbpXy OKOJHATA cpela

—  Edextn BbpXy ueneBuTe OpraHu3MH

—  Edukacnocr

—  O6006menne

3aKimoueHus

—  OOuwm npuHIKITT

—  Bw3gelicTBue BBpXy 34paBeTO Ha XopaTa U KUBOTHHTE
—  Bw3peiicTBue BbpXy OKOJIHaTa cpena

—  Edextn BbpXy LeNEBUTE OpPraHU3MH

—  Edwukacnocr

—  O6o6uenue

IsmocTHO 0000IIEHHE HA 3aKIIOUYEHHUITA

TEPMUHU U OITPEJIEJIEHUSA

CroTBETCTBHE C KpuTepuute no uien 19, maparpad 1, 6yksa 6)

IToppaznenure ,,Bp3nelicTBre BEpXyY 3ApaBETO Ha XOpaTa U KHUBOTHHUTE", ,,Bb31e-
HicTBUE BBPXY OKOJHATa cpena‘, ,,Bp3meicTBHE BBPXY LEIEBUTE OPraHU3MHU™ H
~EdukacHocT”, BKIOYeHH B paszugenure ,,OneHka” u ,,3aKI0YEHHS, CBOTB-
€TCTBAT Ha YSTUPHUTE KpuTepHs 1o wieH 19, maparpad 1, Gyksa 0), KakTo ciezpa:

,,E(DHKacHOCT® ChOTBETCTBA HA KPUTEPHH i): ,,6 JOCTATBYHO €(PEKTHBEH'.

,,Bb3eiicTBUE BBPXY LIEJICBUTE OPraHU3MH ™ CbOTBETCTBA HA KPUTEPHH ii): ,,HIMA
HENIPUEMIIUBO BLSﬂeﬁCTBMe BBpPXY LICJIICBUTC OpraHusMu, Io-creuaaiHo
HETPUEMIINBA PE3HCTEHTHOCT WIIM KPBCTOCAaHA PE3UCTEHTHOCT, WIIM HEHYKHO
cTpajaHue win Oonka Npu rpbOHAYHUTE SKMBOTHHU .

,.BB3lIelicTBME BBPXY 3ApaBETO Ha XopaTa M >KHBOTHHUTE® CBOTBETCTBA Ha
KpUTepHi iii): ,,HsIMa He3a0aBHO WM 3a0aBEHO HENPHEMIIMBO BB3ZEHCTBUE caM
no cebe cu MIM B PE3yNTaT Ha OCTATBYHUTE BEIUECTBA BBPXY 3/]paBETO Ha
Xopara, BKJIIOYNTENHO BBPXY 3/paBeTo Ha ys3Bumure rpynd (1), mim Bbpxy
3[paBeTO Ha JKMBOTHUTE IPSKO MJIM 4pe3 NMUTelHaTa BOAA, XpaHarta, Qypaxure,
Bb3/JlyXa WIN 4pe3 APYr BHJ HENpPSKO Bb3JEHCTBHUE.

,,BB3lIeliCTBIE BBPXY OKOJIHaTa cpela’ ChOTBETCTBA Ha KPUTEPHH 1V): ,HiAMa
HETPUEMIIMBO BB3/CIHCTBHE caM IO ce0e CH, WM B PE3yJiTaT Ha OCTaThbYHHTE
BEILlECTBA, BBPXY OKOJHATA Cpela, KaTo ce oOpbila 0coOCHO BHUMaHHE Ha
ciieHUTe (PaKTOPH:

— JKM3HCH HUKBJI U pasnpOCTPaHCHUEC B OKOJIHAaTa Cpelaa,

— 3apa3sBaH€ Ha INOBbPXHOCTHUTEC BOAU (BKJ'IIO‘H/ITCJ'IHO B yCTusATa U MOpCTO),
MOJIMTOYBEHUTE BOAW W MUTEHHATA BOJa, Bb3yXa U IlO4YBaTa, KaTO CE€ B3eMar
oA BHUMaHHUE MECTa, OTJAJICUCHU OT MSCTOTO Ha yHOTpCGa, CJICZ IIpeHacsHe
B OKOJIHaTa cpela Ha rojisiMO pa3CTOsIHUEC,

(') Bk. ompezeneHueTo 3a ,,yS3BUMU TPYNU* B 4ieH 3.
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— BJIMSIHUC BBPXY HCUCICBUTEC OpPraHU3MU;

3

— BJIMSHUE BBPXY OMOJOTMYHOTO pazHooOpasue M ekocucremara.

Texuuuecku onpeneneHus
a) VpeHtnduipane Ha OIMacHOCTUTE

Wnentudunnpane Ha BpPEIHUTE BB3ICHCTBUS, KOUTO MOTaT Ja MPUYUHST
MIPUCHIINTE CBOWCTBA Ha JajieH OMOIM.

6) OreHKka Ha CHOTHOIICHUETO J03a (KOHIIEHTpaLus) — peaknus (Bb3IeHCTBHE)

OrieHka Ha Bpb3KaTa MEXIY /03aTa WK HABOTO HA €KCIO3UIIMS Ha aKTHBHO
BEIIECTBO WM HA PHCKOBO BEIIECTBO B OMOLKA M YECTOTAaTa M CHJaTa Ha
BB3IEHCTBUETO.

B) OlleHKa Ha EKCHO3HIUATA

OnpenensHeTo Ha €MHCUUTE, MBTHIIATA W CTENCHHTE Ha IBIDKCHHE Ha
aKTHBHO BELIECTBO MJIHM HA PUCKOBO BEIIECTBO B OMOLMI M HEroBara TpPaHC-
(dopMarus WiIM pasrpakaaHe C [el Ja Ce ONMPEeAeir KOHIICHTPALUTa/I03UTe,
Ha KOSITO XOpara, KMBOTHHTE WIIM OKOJHATA Cpela ca MM MoraTr aa Obaat
H3JI0KCHH.

r) XapakTepusupaHe Ha pucka

OreHka Ha YecToTaTa M CHjaTa Ha BPEIHHUTE BB3JACHCTBUSA, KOUTO € BEPOATHO
Jla BB3HMKHAT HPH XOpaTa, NMPH XKUBOTHUTE M B OKOJHATa Cpeja IMOpaiu
JIeliCTBUTENTHA WIIM TPEBIKIaHa €KCIO3MLUS Ha KaKBOTO M Jia € aKTHBHO
BEIIECTBO MM PUCKOBO BEIECTBO B jajeH Ononun. ToBa Moke aa BKIIOYBA
,,OLICHKa Ha PUCKa®, T.e. KOJMYECTBEHO M3MEPBAHE HA Ta3H BEPOSTHOCT.

n) OxomnHa cpena

Bopa, BKIIOUHTENHO CEMMEHTH, Bb3yX, II04Ba, MBU BHJOBE OT (uiopara u
(daynarta M TAXHaTa B3aUMOBPbB3Ka, KAKTO M CBEHTyaJHa BPB3Ka C JKMBUTE
OpraHu3MHu.

BBBEJIEHME

1. B HacTosLIOTO NPUWIOKEHHE Ce 3ahaBaT OOLIMTE NMPHHLMIM 33 OLIEHKA Ha
jJocuerarta 3a OWOLWAM, MocoveHH B wieH 19, maparpad 1, OGyksa 0).
Pemenusita Ha nObpxkaBuTe-wieHKH M Ha Komucusrta 3a u3gaBaHe Ha
paspeleHue 3a OMOLMJA ce B3eMaT Bb3 OCHOBA Ha 3aJajeHUTe B wieH 19
yCIIOBHUsI, KaTO C€ B3eéMa MpeBHJ OLIEHKaTa, H3BbPIIEHa CbhOOPa3HO
HACTOSIIOTO npuiioxkeHue. [1oApoOHN TeXHMYECKH HACOKHU 3a MPUIIaraHeTo
Ha HacTOSIIOTO NMPHJIOKEHHE ca IMyOJIMKyBaHU Ha yeOcaiita Ha AreHuusra.

2. [Ilpunnunure, 3al0)KEHH B HACTOALIOTO TNPWIOKEHHE, MOTaT Ja ce
mpuiaraT B CBOSTA IBUIOCT 3a OICHKATa HA OWOLWAM, CHCTaBEHH OT
XUMHYHH BeIIeCTBA. 3a OWOuWAM, CHIBPKAIIA MHKPOOPTaHW3MH,
HACTOSAIINTE NPHUHIMIK CleaBa Ja OBIAAaT [OOPa3BUTH B TEXHUYECKH
HACOKH, KaTo C€ B3eMa IPEABUA MPHIOOUTHAT MPAKTHYCCKH OIMUT, KAaTo
Te chnegBa Ja ObAaT MpWIaraHd MOpH OTYHUTAHE HA €CTeCTBOTO Ha
MpoAyKTa W Ha Hai-akTyanHata HaydyHa uH(opmaims. 3a Ououwnaw,
ChABPXKAILM HAHOMAaTEepHAIH, 3aJaZCHUTE B HACTOSIIOTO MPUIIOKECHUE
OPUHLUIN CBIIO TPsOBa Ja ce ajanTHUpaT U JIOPAa3BHBAT B TEXHUYECKH
HACOKH, 3a Ja ce B3eMe MNpeIBU] Hail-akTyajlHaTa Hay4Ha HH(pOpMAIHS.

3. C muen rapaHTHpaHe Ha BHCOKO M XapMOHH3WPAaHO HHBO Ha 3alUTa Ha
3[paBeTO Ha XOpaTa W JKUBOTHATE M Ha OKOJHATA Cpena, Ce HACHTH(]-
WLIUpaT BCSIKAaKBH PHCKOBE, BB3HHKBAIlM OT ymoTpebara Ha JajieH
Guonmz. 3a Ta3uW e Ce W3BBPIIBA OLCHKA Ha PUCKA, KOSATO Ja OMpEenein
Il ca TIPUEMIIMBH WIIH HEMPHEMITUBH HICHTHGUIMPAHUTE PUCKOBe. ToBa
ce MpaBH, KaTo CE W3BBPIIBA OLICHKA Ha PUCKOBETE, CBBP3aHM C OTACITHHTE
KOMIIOHEHTH Ha OHOIMAa, 0pPH OTYATaHE HA KyMYJIAaTHBHUTE U
CHHEPrHYHUTE e(EeKTH.



02012R0528 — BG — 25.04.2014 — 002.011 — 147

10.

11.

12.

BuHaru ce m3mWCKBa OIlEHKa HAa pPUCKa OT aKTHBHOTO(MTE) BeHIECTBO(a),
npuckcTBamo(u) B Omormna. Ta3w OIeHKAa Ha pUCKAa Halara MACHTUQ-
UIMpaHe Ha OIACHOCTUTE M, NpPU HEOOXOIHMOCT, OIEHKAa Ha CBHOTHOILI-
€HHEeTO /032 (KOHIGHTpalus) — peaknus (BB3ACHCTBHE), OICHKA Ha
SKCIIO3MIIUATAa U XapakTepusupaHe Ha pucka. Korato He Moxe nga ce
HANpaBH KOJMYECTBEHA OLICHKA HA PUCKA, C€ NPaBH KAYECTBEHA OLICHKA.

JIOUBJIHUTEIHU OLICHKH Ha pHCKAa CE M3BBPIIBAT IO OMMCAHUS HO-TrOpe
HaYMH 32 KOETO M Ja € JPYro pHCKOBO BEIIECTBO, INPHCHCTBAIIO B
6uonnna. B 3aBucuMocT OT ciywas ce B3eMa IpenBupa HH(opMmarusra,
npenocraBeHa B pamkute Ha Permament (EO) Ne 1907/2006.

3a a ce W3BBPIIM OLIEHKA HA PHUCKA, ca HEOOXOAMMHM ONpPEICICHH JaHHU.
Te3u nanHm ca moapoOHO onmcanu B npmioxeHus II m III u oruwmrar
(axTa, 4ye UMa roJsIMO Pa3HOOOpa3Me OT MPUIIOKEHUS M PA3IUYHHU MPOJI-
YKTOBH THIIOBE U Y€ TOBA OKa3Ba BH3JICHCTBHE BBPXY CBBP3aHHTE PHUCKOBE.
I/I3PICKB8HI/ITQ JaHHU Cca MHHHMAJIHO HeO6XO}11/IMI/ITe 3a PI3B’]>pLLIBaHe Ha
HOAXO/sIIa OleHKa Ha pucka. OIEHSBALMAT OpPraH HaUISKHO B3eMa
MpeABU/ WM3MCKBaHUATA Ha wieHoBe 6, 21 u 62 ¢ menm aa ce u3berHe
nyOnupaHe Ha MNpelaBaHWTe [OaHHW. J[aHHMTE MoOrar Ja ce H3HCKBaT
CBHIIO M 3a PHCKOBO BEIIECTBO, NPHCHCTBALIO B JAaAeH Ouorma. 3a
MPOW3BEIEHH in Situ aKTHBHHU BEIIECTBA OL[CHKATA HA PUCKA BKJIIOYBA H
€BEHTYaJIHUTE PUCKOBE OT MpeKypcopa(ure).

Pesynrature OT M3BBPUICHUTE OLIEHKH HAa PUCKA OT aKTHBHO BEMIECTBO WU
OT PHCKOBHU BEILECTBA, MPUCHCTBAIIM B OMOIMIA, C€ MHTETPUpAT, 3a Ja Ce
M3BBPIIH IUIOCTHA OLCHKA HA CaMHs OHOLM.

HpI/I U3BBPIIBAHE HAa OLUCHKH Ha JaJCH 6PIOI_[I/IL[ OLCHABAIUAT OpraH:

a) BeMa IpeIBHI  Apyra IOAXOJsINAa TEXHMYECKa MIM  HaydHa
uHpoOpMaLys, KOATO NpH OOMYalHM yCIOBUS € Ha Pa3IOJOKEHUE IO
OTHOLIIEHHE HA CBOMCTBaTa Ha OMOIMAA, HETOBUTE KOMIIOHEHTH, MeTa-
OOJIMTH WJIM OCTAaTBbYHHU BEILECTBA;

0) oleHsBa, MpU HEOOXOJMMOCT, OCHOBAHUSITA, IPEICTABEHN OT 3asIBUTEIIS,
3a HEMoJaBaHe Ha ONpe/eNICHH aHHH.

B pesynrar or mpuiaraHeTo Ha Te3W OOIIM NPUHIUIK B KOMOWHAIMS C
OCTaHAJINTE YCJIOBHS, ONPENCICHN B WieH 19, KOMIICTEHTHUTE OPraHU WIH
Komucusara pemraBat nmamm na Oble paspemieH naneH Ouomua. Takosa
pa3spemaBaHe MOXe Ja BKJIIOYBA OTPAaHMYCHUS HA yrnorpebara WiId JIpyrH
ycioBus. B Hsikou cilydanm KOMIIETCHTHHTE OpPTraHM MOTraT Jia 3aKjrodar, ue
ca HeoOXOJWMU TOBeUYEe NAaHHU, MPEOH Ja Ce B3eME pelIcHHE 3a W3JaBaHe
Ha pa3pelieHue.

B cnydan Ha OMOLMIH, CHABbPIKAIIM aKTHBHH BELIECTBA, KOUTO OTrOBApsT
Ha KPUTEPHUUTE 3a W3KIIOYBAaHE 10 WieH 5, maparpad 1, KOMHETEHTHHTE
oprann win Kommucusara OLEHSABAaT CBIIO Taka MM Morar jga ObaaT
M3IBJIHEHH YCJIOBHATA IO WieH 5, maparpad 2.

ITo Bpeme Ha mpolieca Ha OLEHKA 3asBUTEINTE U OLICHSBAIUTE OPTraHd CH
CHTPYIHHYAT C 1eJ1 ObP30 pelllaBaHe Ha BCSIKAKBH BBIPOCH OTHOCHO H3HC-
KBaHUsITaA 3a HpeﬂOCTaBﬂHe Ha OaHHU, I/I}]GHTI/Iq)PIL[I/IpaHe Ha paHeH eTrarr Ha
BCSIKAKBM M3MCKBAHU JOMBIHUTEIHU HM3CIICABAHHS, MPOMSHA Ha BCSKAKBH
MPeATIOKEHH YCIIOBUS 3a ynoTpeba Ha Ououuga wid MoauduIMpaHe Ha
€CTEeCTBOTO WJIM ChCTaBa My C LieJl FapaHTHpaHEe Ha ITBJIHO CHa3BaHE Ha
M3UCKBAaHMATA NO wWieH 19 M M0 HACTOAIIOTO NpUIOKEHHe. AIMHH-
HCTpaTHUBHATa TeXecT, ocobeHo 3a MCII, e MuHMMamHO HeoOXoaMMara,
0e3 1a ce 3acara HHMBOTO Ha 3alllUTa, MpPEJOCTaBEHa Ha Xopara,
JKMBOTHHTE U OKOJIHAaTa Cpeja.

Pemenusita, B3eTH OT OIEHSABAIIMS OpPraH IO BpeMe Ha Ipoleca Ha OICHKA,
TpsiOBa Ja ca OCHOBAaHU HA HAYYHH MPUHIUIIH, 32 MPEANOYUTAHE MMPU3HATH
Ha MEXIyHapOJHO PAaBHUINIE, U Ha €KCIIEPTHU CTAHOBHIIA.
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OLIEHKA

OO0y NPUHLIUNN

13.

15.

16.

17.

18.

19.

20.

21.

JlanHuTe, NpeJOCTABEHH B IOJKpENa Ha 3asBICHHETO 3a pa3pelieHHe Ha
OuOLMI, Ce BaIWIMPAT OT OLEHSBALMSA WIH IPHEMAIHs KOMIICTCHTEH
OpraH ChbIVIACHO CHOTBETHUTE WICHOBE Ha peryiamenta. Ciie BaluaupaHe
HAa TE3W JAQHHM KOMIICTCHTHHTE OPraHW TM M3IIOJ3BAT 332 U3BBPIIBAHEC HA
OLICHKAa Ha pHCKa, OCHOBAaHA Ha IpelyIokeHaTa yrnotpeda. B 3aBucumoct ot
ciydasi ce B3ema NpeABHI HH(OpPMALMATA, MMPEJOCTaBeHa B PAMKUTE Ha
Pernament (EO) Ne 1907/2006.

IIpn BcuYkM cilydyam ce U3BBpIIBA OLIEHKA HAa pPHCKA OT AaKTHBHOTO
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 MOKpUBa IpeJJioKeHaTa HOpMajlHa ymnoTpeba Ha
OuoIMIa 3aeHO C PEANUCTHYEH HAH-JIOII CLIEHapWi, BKJIIOYBALI BCHUKH
HPHIOKUMH IPOOIEMH MO TPOU3BOACTBOTO U 00Oe3BpeskaaHeTo. OleHkaTa
CBIIO TaKa OTYMTA KaK ,,TPETUPAHUTE U3/CIHA", KOUTO ca OMIIM TPETUPAHH
C TpONyKTa WJIM TO CBIBPXKAT, MOrar Ja ObJaT M3MOJI3BAHU WIIH
00e3BpexaaHi. AKTHBHUTE BELIECTBA, IPOU3BEXKIAHH in situ, U CBbP3aHUTE
C TAX MNPEKYypCOpHU CHINO CE€ B3E€MAT 1104 BHUMaHHUEC.

IIpn wu3BBpHIBAHE HA OIEHKaTa Ce OTYMTAa M BB3MOXKHOCTTAa 3a KyMyJ-
aTUBHM WM CuUHepruuHu edextu. B cwrpyanuyectBo ¢ Kommucnsra,
JbPKABUTE-UWIEHKH M 3aUMHTEPECOBAHUTE CTPAHM areHNUATa CbCTaBid H
MIPEAOCTaBsl JOMBIHUTEIHN HACOKM OTHOCHO HAyYHHUTE OMNpENECNCHUS H
METOIOJIOTHH 32 OLIEHKAa HAa KyMYJATHBHHUTE U CHHEPIHYHH e(eKTH.

3a BCSKO aKTHBHO BEIECTBO U BCSKO PHCKOBO BEIECTBO, MPUCHCTBAIIO B
Ononmnza, oleHKaTa Ha pHCKa BKJIIOYBA, I10 BH3MOXKHOCT, HIACHTH(UINPAHE
Ha OMACHOCTUTE M YCTAHOBSIBAHE HA MOJXOMSIIH pe)epeHTHH CTOHHOCTH 3a
KOHIICHTpAIMs Ha J03aTa WU Ha Bb3aelicTBrero, kato NOAEL wmu npenr-
onaraema HeneiictBama xonnenTpauust (PNEC). Cnopen ciydast ornenkara
BKJIFOYBA M OIIEHKA HA CHOTHOIICHUETO 1032 (KOHIEHTPAIMs) — PEaKius
(BB31EICTBHE), 3a€IHO C OICHKA HA CKCIIO3WIMATA M XapaKTepu3upaHe Ha
pHcKa.

Pe3yJ'ITaTPITC, TIOJIY4Y€HHU OT CPAaBHCHHUC Ha €KCIIO3ULUATA IPU MOAXOAALIUTE
pe(bepeHTHI/I CTOMHOCTH 3a BCSKO OT aKTUBHHUTE BEIIECTBA W PUCKOBUTE
BCIICCTBA, CE€ MHTEIrpUpaT 3a U3BBPIIBAHE Ha LAJIOCTHA OLICHKA Ha pUCKa
oT 6I/IOI_II/II[a. Korato He ca Ha Pa3IoIOKCHUE KOJMYCCTBECHU PE3YJITaTH,
PE3YJITAaTUTE OT KAYCCTBCHUTEC OLCHKU CE€ UHTErpupar Io HOI[06CH Ha4YuH.

OlleHKaTa Ha PUCKA OIpEaeIs:

a) OMACHOCTH, IBJDKAIM C€ HAa (PM3MKOXMMHYHH CBOICTBA;

0) pucka 3a XopaTa U >KUBOTHHTE;

B) PHCKa 32 OKOJHATA CPEAa;

I') MEepKHTe, HeOOXOIMMH 3a 3alllUTa Ha XOpara, )KUBOTHHTEC M OKOJIHATA
cpema HpH TpeUIOKeHAa HOpMalHa ymoTrpeba Ha Ouomuna W peai-
WCTUYEH HaH-IOII CIIEHApHH.

B nskou CJIydyan MOXKE Ja C€ 3aKjIro4u, 4e€ ca H606XOI[I/IMI/I IIOBCYC JaHHU
Ipeayu MU3roTBSIHETO Ha OKOHYAaTEJIHaTa OLICHKAa Ha pHUCKa. Bcuuku TakuBa
JOIBJIHUTCIIHO TOWCKAaHM JIaHHH Ca HCOGXOI[I/IMI/IHT MUHUMYM 34
3aBbpIIBAHC HA TakaBa OLICHKA Ha pUCKa.

IpenocraBenata wuHdopMaunus 3a rpyma OHOLMIM IO3BOJIABA HA
OLCHSBAIIMS OPraH Ja CTUTHE [0 pelleHHe Jaid BCHYKH HPOITYKTH OT
JajeHa rpyna OWOLMAM M3MBIHABAT KPUTepUMTEe Mo uieH 19, maparpad
1, Oyksa 0).

Korato e ymecTHO, 3a BCSIKO aKTHBHO BEIIECTBO, ChABPIKAILO CE B OHOIMIa
ce YCTaHOBSIBA TEXHHUYECKATa PABHOCTOMHOCT CHPSMO AKTHBHHU BEIECTBA,
KOHMTO B€Ye Ca BKJIFOYCHH B CIHCHKA HA OJ0OPEHHWTE aKTHBHU BEIICCTBA.
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BLSHCﬁCTBHC BBPXY 3ApaBE€TO HA XOpaTa U XUBOTHHUTC

Br3neiicTBue BBpXy 3ApaBeTO Ha XopaTa

22.

23.

24.

25.

26.

217.

28.

OueHkaTa Ha pUCKa OTYUTA CJIEAHHMTE MOTEHLHAIHM Bb3JEHCTBHS, NPOU-
3THYAIM OT M ynorpebata Ha OWonuAa, W TIPYNHUTE OT HACENICHHUETO,
U3JI0KEHHU Ha HETO.

ITocouenute mo-rope BB3ACHCTBUS ca pe3ydraT OT CBOicTBaTa Ha
AKTUBHOTO BELIECTBO M NPHCHCTBALMTE PUCKOBU BellecTBa. Te ca
CIIeJTHUTE:

— OCTpa TOKCHYHOCT,

— JpasHeHe,

— KOPO3MBHOCT,

— CeHCHOWIU3aIus,

— TOKCHYHOCT TP MHOTOKPAaTHO H3JIaraHe,

— MYTareHHOCT,

— KaHI[EPOTeHHOCT,

— PEenpoAyKTHBHA TOKCHYHOCT,

— HEBPOTOKCHYHOCT,

— HUMYHOTOKCHYHOCT,

— HapylleHHe Ha (YHKIMOHHUPAHETO HA SHAOKPHHHATA CHCTEMa,

— BCJKakBU [Jpyru cCrneuuajliHu CBOICTBa Ha aKTUBHOTO BEIIECTBO WJIU
PUCKOBOTO BEIIECTBO,

— Jpyro BB3ICHCTBHE, ABDKAIIO ce HA (QM3UKOXMMUYHH CBOICTBA.
IMocouenuTte mo-rope rpynu OT HACEICHHUETO ca:

— mnpodecuoHaIHu MOTpeduTeNH!,

— HenpodecHoHAIHN TTOTPEOHUTEIH,

— XOpa, WU3JI0KEHU TPSIKO MM HENpsKO 4pe3 OKOJHATa Cpela.

IIpu ananu3a Ha Te3W IPyIU OT HACEIECHHETO CIIe/IBA J1a CE OT/AEIN OCOOCHO
BHHUMaHHE Ha HEOOXOJMMOCTTa OT 3alIXTa HAa YSI3BUMHTE TPYIIH.

I/II[GHTI/I(bI/IHI/IpaHeTO Ha OIMAaCHOCTHUTE CE€ IIpaBU C OIJIEN Ha CBOMCTBaTa M
TIOTECHIUAITHUTE BPEAHU BB3JICUCTBUSI OT aKTUBHOTO BEIIECTBO M OT BCHUYKHU
PHUCKOBHU BEHICCTBA, NPUCHCTBAIIU B 6I/IOI_II/I[[€L

OrneHsBaIMAT OpraH npmiara Toukn 27—30, Korato U3BBPIIBA OLICHKA Ha
CBHOTHOLICHHETO 1032 (KOHLEHTpanus) — peakuusi (BB3ICHCTBUE) Ha
aKTHBHOTO BELIECTBO W HA PHCKOBH BELIECTBA, NMPUCHCTBAILU B JAJICH
[Q7iznd

3a TOKCHYHOCT NPU MHOTOKPATHO H3JIaraHe W PenpoayKTHBHA TOKCHYHOCT
ce OIIEeHsBA, 32 BCAKO aKTHBHO BEILIECTBO MM PHCKOBO BEIIECTBO, Bpb3KaTa
MEXIy A03aTa U pPEeaklMsATa U, KOraTto € Bb3MOXKHO, MISHTH(PHUIHUPAHOTO
NOAEL. Axo He e Bb3MOxHO na ce uaeHtudunupa NOAEL, ce naeHt-
nunupa Hail-HUCKaTa 11033, MPU KOSATO ce HabIrogaBa HeOIarompHITEH
epexr (LOAEL). Cnopen ciny4as kato pedepeHTHa CTOWHOCT MoOraTt aa
ce M3MOJI3BAT U JIPYrd AECKPHUIITOPH 103a—Bb3ACHCTBHE.

3a ocTpa TOKCHYHOCT, KOPO3MBHOCT U Jpa3HEHE OOHMKHOBEHO HE €
Bp3MOokHO na ce ompenemd NOAEL wmu LOAEL BB3 ocHOBa Ha
pe3yiratuTe OT W3MUTBAHHUATA, W3BBPIICHH B CHOTBETCTBHE C H3HC-
KBaHHATA HA HACTOSIIHS PErJaMeHT. 3a OCTpa TOKCHYHOCT CEe H3BEXIa
croitHoctTa Ha LDso (cpenna meramna mosa) wimm LCsy (cpemHa neranHa
KOHIICHTPALMs) WM JIPYT MOIXOMSI] ACCKPHUIITOpP J03a—Bb3AEHCTBHE. 3a
OCTaHAIUTE BB3ICHCTBUS € JOCTATHYHO Ja CE OIMpEACNIH Jalld aKTHBHOTO
BEIIECTBO WIIM PHCKOBOTO BEIIECTBO HWMAT TMPUCHIIO CBOWCTBO [1a
MPUYMHSIBAT TAKWBA BB3ICHCTBHS MO BpeMe Ha ymorpeba Ha Ououmaa.
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29.

30.

31

32.

33.

34.

3a MYTAar¢cHHOCT M KaHIEPOTC€HHOCT CJICIBa Ja C€ H3BBPIIM HEIIparoBa
OL€HKa, aKO AaKTUBHOTO BCEUICCTBO HJIW PUCKOBOTO BCEUICCTBO € I'CHOT-
OKCHYHO M KaHIEPOI€HHO. AKO aKTHBHOTO BCUICCTBO MJIM PUCKOBOTO
BEHICCTBO HE € T'CHOTOKCHUYHO, C€ MU3BBHPIIBA MparoBa OLCHKA.

Ilo oTHOIIEHHE HAa KOXXHATA M PECHMPATOPHATA CEHCHOMIM3ALUsI € J0CT-
aTBhYHO J]a CE OLICHU [y aKTHMBHOTO BEIECTBO MJIM PHCKOBOTO BEILECTBO
UMaT TPHCHIIO CBOWCTBO Ja MPUYMHSBAT TaKWBA BB3JCHCTBHS B pe3ynrTaT
Ha ynoTpebara Ha OHOLK/AA, JTOKOJIKOTO HSMa KOHCEHCYC OTHOCHO BB3M-
OKHOCTTAa 32 WACHTU(HIMpPAHE HA [03a/KOHIEHTPALUs, MO/ KOSATO HsAMa
BEPOSTHOCT Jia BB3HMKHAT BpPEAHH BB3/ACHCTBHS, OCOOCHO INpH CYOEKT,
KOWTO BeYe € CEeHCHOMIM3MPaH KbM JaJICHO BELIECTBO.

HpI/I HU3BBPIIBAHC HAa OLICHKA Ha PHUCKa C€ OTACJIS CIICIHAJIHO BHUMAaHUEC Ha
JAaHHU 3a TOKCUYHOCTTA, IOJIY4YCHU OT HaGHIOI[CHI/ISI Ha CKCIIO3WIUsiATa Ha
X0pa, Korarto Te€3u NaHHU Ca HAJIMYHU, HAIIpUMEDP I/IH(bOpMaI_II/ISI, IoJIy4ycHa
IIpu MPOU3BOACTBOTO, OT TOKCHUKOJOIMYHU LEHTPOBE HJIU OT CIHUAEMHO-
JIOTMYHU ITPpOYYBAHUSA.

OueHKa Ha CGKCIO3MIMATA CC M3BBPIIBA 3a BCSKA IPyMa OT HACEICHHETO
(mpodecronanan morpedutenn, HenpopeCHOHATHH MOTPEOUTENH U XOpa,
M3II0KCHH TPSKO WM HEMpSIKO Ype3 OKOJHATa Cpefa), KOSATO € H3JI0KEHa
Ha OWOLHI WK 3a KOSTO TaKaBa SKCIIO3MIMs OCHOBATEIHO MOXe Ia Obae
NpEABHICHA, KAaTO C€ OTACHsA OCOOCHO BHHMAHHE HA NBTHIIATA 32
eKCIO3MUMs NP ys3BHUMH rpymd. Llenra Ha OleHKata € Aa ce HampaBd
KOJIMYECTBCHA WIIM KaueCTBEHA OIICHKA Ha 103aTa/KOHLCHTpALlusiTa 3a
BCSIKO aKTHBHO BEIIECTBO IJIM DPHCKOBO BEILECTBO, BKIIOUMTEIHO CHOTB-
eTHHUTE METAbOIUTH U MPOIYKTH OT pasrpakIaHe, Ha KOMTO HACEICHHETO
€ WM MOoXe Ja ObJe M3JI0XKEHO MO BpeMe Ha yrnorpeba Ha Ououuaa M Ha
W3IENHsI, TPETHPAHU C HETO.

OreHKkaTa Ha eKCIO3MLMATAa Ce OCHOBaBa Ha HH(opMmamusta B TEXH-
HMYECKOTO JIOCHE, IPEJOCTaBEHa B CHOTBETCTBUE C wieHOBE 6 W 21, wim
Ha BCAKa JApyra Hajlu4yHa M 3HaunMa wnHpopmamus. B wactHOCT, ako e
YMECTHO, c€ B3eMaT HpEIBUI:

— aJeKBaTHO WU3MEPEHH JaHHHU 3a CKCIIO3MIHATA,

— dQopmara, o KOATO ce Mpeajara Ha nasapa OHOLMABT,

— THNBT OUOLMI,

— METOABT HA MpHUIIATAHE U JTO03UPOBKATA,

— (U3UKOXMMHYHHTE CBOICTBA Ha OHOLNJA,

— BB3MOXHHTE HAYMHH HA CKCIIO3MIMsS U IMOTCHIHAIBT 3a abcopOis,
— YecToTara W HPOABIDKHTEIHOCTTa HAa EKCIIO3UIIMATA,

— MAakKCHUMaJIHOTO KOJIUYCCTBO HA OCTATHYHHUTEC BCIICCTBA,

— TUIOBT U PasMEPHT Ha HU3JIOKCHUTEC KOHKPETHU I'pPyHU OT HACCICHUECTO,
KOrato TakaBa I/IHqJOpMaI_II/IH € HaJIM4Ha.

[Ipu wu3BBpIIBaHE HAa ONEHKA HA EKCIO3WIMATA CE OTAENS CIIEIHaTHO
BHAMaHHE HAa aJIeKBATHO W3MEPEHU U TPEACTAaBUTEIHH JTaHHU 3a €KCI03-
HIMATA, KOTaTO Te3W JJaHHU ca HauudyHHM. Koraro 3a olleHKaTa Ha HMBaTa Ha
€KCITO3HIMS CE€ M3MOI3BAT U3UHCIUTEIIHA METOIH, CE€ IMPUIIAaraT MOAXO SN
MOJICIIH.

Te3u monenu:

— [OpaBAT BB3MOKHO Haﬁ-n06para OLCHKa Ha BCHYKHW 3HAa4YUMMH NpoLecH,
KaTo B3e€MaT IIpeABU/ PCAJIMCTUYHU IIapaMCTpU U JOITYyCKaHUs,

— ce moajaraT Ha aHaiW3, KOWTO OTYMTAa BB3MOKHHTE EJIEMEHTH Ha
HECUTYPHOCT,

— Ca HaJIC)KHO BaJlMJUpPaHU, KaTO H3MEpPBaHUATA C€ MU3BBPIIBAT B
yCJI0BHATa, KOUTO Ca MOAXOAAIIN 3a IpUJIaraHe Ha MoJeia,

— ca IOJXOJSIIM 3a YCIOBHATA B obiacTra Ha ymnorpeoda.
Bsemar ce mpenBua W MPUIOKHMH JaHHA OT HAOJIOJICHHE Ha BEIECTBA C

aHaJornyHa ymorpebda W MOAENM Ha eKCHO3WIMS WM C aHaJIOTHYHH
CBOMCTBA.
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35. Koraro e ungeHtuduiupana pedepeHTHa CTOWHOCT 3a KOETO M Ja € OT
BB3ACHCTBUATA, IIOCOUYCHM B TOYKa 23, XapaKTepH3MPaHETO Ha pHUCKa
BKJIIOYBA CpaBHEHHE Ha pe)epeHTHAaTa CTOHHOCT C OLCHKAaTa Ha J03aTa/Ko-
HIICHTpanuATa, Ha KOATO Iie OBJe M3JI0KEHO HACEICHHETO. AKO HE MOXeE
na Objie yCTaHOBEHA pedepeHTHa CTOHHOCT, ce Mpulara Ka4eCTBeH MOAXO/.

Koepuiuenture Ha OIGHKA IMPEACTABISIBAT CSKCTPANOJIALUs OT TOKCHY-
HOCTTA IPH KUBOTHHUTE BBPXY H3JIOKCHUTE TPy OT HACEICHHETO. YCTa-
HOBSBAaHETO HAa IPUIOCTEH KOE(HIMCHT Ha OICHKAa OTYMTA CTENeHTa Ha
HECUTYPHOCT IIPU EKCTpAmojalys MEXIy BHIOBETE W HPH SIUH M ChIL
Bua. IIpy OTCHCTBHETO Ha TOAXOMASAIINA JAHHM 3a KOHKPETHH XHMHKAIH
KBM CBOTBETHaTa pe(epeHTHa CTOWHOCT ce MNpuilara CTaHIapTeH Koed-
niueHT Ha oueHka ot 100. Karo koepunueHTH Ha oOmeHKa MoraTr Ia
OBJAT pPA3rIeKIAHA U JIOMBIHUTCIHA EIIEMEHTH, BKIIFOYUTEIHO TOKCHK-
OKHHETHKA M TOKCHKOJWHAMHKA, €CTECTBO W CHJIa Ha BB3IEHCTBHETO,
rpynu (TMOATPYNH) OT HACEJICHHETO, OTKJIOHEHUS B CKCIIO3MIMATA MEXTY
pe3yJITaTUTe OT M3CICABAHETO U eKCIIO3MIMATA MPU XOpara MO OTHOIICHUE
HAa YECTOTa M MPOABIDKATEIHOCT, €KCTPAIMONAMs Ha MPOIbDKHTEIHOCTTA
Ha W3CJeBaHETO (Hamp. OT CYOXpOHMYHA KbM XPOHHYHA), CHOTHOIICHHUE
J03a—peaKiiss W IUIOCTCH KAYeCTBEH aHAlM3 Ha MaKeTa OT [JaHHH 3a
TOKCHYHOCTTA.

Buw3aeiictBue BBpPXY 34paBETO Ha JKUBOTHUTC

36. Karo m3momn3Ba ChIIUTE NPUIOKUMH NPUHLIWIN KaTO ONHCAHUTE B pasiena
OTHOCHO BB3JICHCTBUETO BBPXY XOpaTa, OILECHSBAIIMAT OpraH OTYHUTA
PHCKOBETE, Ha KOMTO Ca M3JI0)KEHH KUBOTHUTE OT yrmoTpebaTa Ha Onoumnaa.

Be3zaelictBue BBpXy OKOJNHAaTa cpeza

37. OueHkaTa Ha pUCKAa OTYUTA BCSKAKBH BPEIHU BB3ACHCTBHS, BH3HUKBAIIU
BBB BCEKH OT TPUTEC KOMIIOHEHTA Ha OKOJIHATA Cpeja — II0YBa, BB3AYX W
BoJa (BKJIIOYMTEIHO CEAMMEHTH) - M B OHOTaTa CiieJl W3IOJI3BAaHETO Ha
ouoruaa.

38. HnentuduiupaHeTo Ha OMACHOCTUTE CE MpaBH C OIJIe[ Ha CBOWCTBAaTa U
MTOTCHI[MATHUTE BPEIHH BB3JCHCTBUS OT aKTHBHOTO BELIECTBO U OT BCHYKH
PHUCKOBH BELIECTBA, NMPHCHCTBALIM B OUOIH/A.

39. OueHkaTa Ha CHOTHONICHHETO 032 (KOHIEHTpALUs) — peakmus (Bb3Ie-
WCTBHE) ce W3BBPIIBA C Mel [a Ce MPEOBHAM KOHIEHTPALUSTA, MO/
KOSITO HE CEe OYaKBa Ja BB3HUKHAT BPEIHU BB3ICHCTBHS B ChOTBETHHS
KOMITIOHEHT Ha OKOJHara cpeia. Ta3um OLEHKAa ce MpaBHd 3a aKTHBHOTO
BEIIIECTBO M 3a BCSKO PHUCKOBO BEIIECTBO, MPHCHCTBAIIO B Onormaa. Tasum
KoHIeHTpanus ¢ mo3Hata kato PNEC. Bbmpekun ToBa B HIKOW CiIydau
MOXeE Ja € HeBBb3MOXKHO naa ce ompenend PNEC, mopagu koeto TpsOBa
Ja Ce HamnpaBuW KayecTBEHa OIIEHKAa Ha CHOTHOLICHHETO J03a (KOHIIe-
HTpauusi) — peakius (Bb3AeHCTBHE).

40. PNEC ce ompeznenst OT JaHHUTE 32 BB3ACUCTBHETO BBHPXY OPraHU3MHUTE H
N3CIEIBAHUATA 38 €KOTOKCHYHOCT, NMPEICTaBEHH B CHOTBETCTBHE C H3HC-
kBaHusATa Ha wieHoBe 6 u 20. Ts ce w3umcnsgBa 4pe3 mpuinara€e Ha Koed-
UIMEHT Ha OLCHKAa KbM pe(epeHTHHTE CTOMHOCTHTE B pE3yiTar OT
M3MUTBAHETO BBPXY OpraHm3Mu, Hampumep LDs, (cpeana meramHa 1o3a),
LCs (cpenna neranna konuenrtpauus), ECs, (cpenna epekTHBHa KOHIIe-
urpamus), ICsy (koHueHTpamms, npenusBuksama 50 % wnHXHOUpaHe Ha
naneH mapamersp, Hamp. pactexx), NOEL(C) (auBo (koHueHTparms) 6e3
nabmogaBan epexr) win LOEL(C) (Haii-HMCKO HHBO (KOHIICHTpALHs),
mpu Koero ce HaOmogaBa edekr). Crmopen ciydas kaTo pedepeHTHa
CTOMHOCT MOTaT Ja C€ W3MOJ3BaT M APYTH JECKPUNITOPH J103a—Bb3Ie-
HcTBHe.

41. KoedunmeHTpT Ha OIEHKA HU3pa3siBa CTENEHTa HA HECUTYPHOCT IPH
eKCTpamojamiss Ha pe3yaTaTHTe OT W3MUTBAHUATA, W3BBPIICHA C
orpaHudeH Opoil BHIOBE, KbM JCHCTBUTENHATA OKOJHA cpena. ETo 3amro
KaTO ISUI0 KOJKOTO Ca MO-OOLIMPHHU IaHHHUTE M € MO-TOJsIMa MPOIBIKHT-
€JIHOCTTa Ha HW3MUTBAHMATA, TOJKOBA IIO-MajJKH Ca CTENEHTa Ha
HECUTYPHOCT M pa3MephT Ha KOC(hHIIMCHTA HA OLCHKA.
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42.

43.

44,

45.

46.

47.

48.

3a BCceKM KOMIIOHEHT Ha OKOJIHATAa Cpela Ce NpaBU OLICHKAa Ha EeKCIO3-
AIUATa C IeJ IPOTHO3MPAaHE Ha BEPOSATHATa KOHIEHTPAIUS OT BCSKO
aKTHBHO BELIECTBO WJIM PUCKOBO BELIECTBO, MPUCHCTBAIIO B OWOIHUjA.
Ta3n KOHLEHTpauMs € M3BECTHA KAaTo MpeJrojaraeMa KOHLCHTpalHs B
okonHara cpena (PEC). Bomnpekn ToBa B HAKOM CIydaW MOXKE Ja € HEBb-
3MokHO Ja ce ompexenu PEC, mopamm koeto TpsOBa ma ce HampaBH
KauyecTBEHa OLICHKA Ha SKCHO3HMILHATA.

PEC WM, KOraTto € H606XOHI/IMO, Kaue€CTBCHATa OICHKA Ha CKCIIO3HMIHATA
Tp}I6Ba Jla C€ OIpenciIiAT caMO 3a KOMIIOHCHTUTE Ha OKOJIHaTa Cpe€aa, B
KOUTO Ca YCTaHOBCHHM HJIM OCHOBATCIHO MOrar ga C€ OYakKBaT €MHUCHUH,
U3XBBPJIHE, O6€3BpC)K,HaH€ Wi PpasnpoOCTPAHCHUE, BKIOYUTCIHO U
BCCKHU 3HAYUM INPHUHOC OT HU3ACTIHATA, TPETUPAHU C 6140111/1}121.

PEC wnnm xauecTBeHaTa OLIEHKa Ha EKCIIO3UIMATA Ce OMpEAETST, KaTo ce
B3eMa MpeBH]] MO-CHECLHUATHO H KOraTo € yMECTHO:

— aJIeKBATHO W3MEPEHU JAHHM 32 eKCIO3HLUATA,
— (opmara, Moj KOSTO Ce MpojaBa MPOIYKTHT,
— THIGT OUOLMI,

— METOABT Ha MpHJIAaraHe W J03UpPOBKara,

— (DU3MKOXUMHUYHHTE CBOICTBA,

— TIPOAYKTHUTE OT pasmajaHe/TpaHcdopmarius,

— BB3MOXHUTE IBTHINA KbM KOMIIOHEHTH Ha OKOJIHATa Cpela M IOTe-
HIMAIBT 32 ancopOnus/necopOuus U pasrpaxkaaHe,

— 4ecToTara U INPOABJDKUTECIHOCTTA Ha CKCIIO3UIIUsATA,
— I[PCHACSIHCTO B OKOJIHATa Cp€lla Ha rojiiMO pa3CTOsHUC.

Ilpy wu3BbpIIBAHE HA OLEHKA HA EKCIIO3UIUATA CE€ OTAENS CIELHATHO
BHMMaHHE HA aJ€KBATHO M3MEPEHH WM TPEICTABUTEIHU JaHHU 33 €KCII03-
HIMATA, KOTaTO TE3M JaHHM ca Hanuuau. Koraro 3a oLeHKaTa Ha HUBAra Ha
EKCIIO3UIIMS CE M3MOJI3BAT U3UMCIIUTEHN METOH, CE TIPHIIAraT IMOAXOIAIIH
Mozend. XapaKTepUCTUKUTE Ha TE3W MOJIEIN ca MOCOYEHH B TOYKa 34,
Koraro e moaxomsio, 3a BCEKHM KOHKPETEH Ciydall ciejBa Ja ce B3emaT
NpPEIBH ¥ TPHIOKKUMH JAHHH OT HaOJI0JEHHE Ha BEIECTBA C aHAJIOTMYHA
yrnorpeba ¥ MOJENH Ha €KCIIO3MIMs WIM C AaHAIIOTHYHH CBOMCTBA.

3a BCeKH KOMITOHEHT Ha OKOJIHATa Cpela XapaKTEpU3HUPAHETO Ha PUCKA IO
BB3MOKHOCT BKiIrouBa cpaBHeHue Ha PEC ¢ PNEC, Taka ye ma moxe na
oObae usseneHo crotHomenne PEC/PNEC.

AKo He € BB3MOXHO ga ce wusBelne chorHomenuero PEC/PNEC,
XapaKTepU3MPaHETO Ha pHCKa BKIIOYBA KAyecTBEHA OLEHKA HAa BEPOST-
HOCTTa 3a BB3HHUKBAaHE Ha BB3/CHCTBHE MNpPU HACTOSIIUTE YCIOBUS Ha
CKCIIO3UILU HIIN l'lpl/l OYaKBaHUTEC yCJ'lOBI/Iﬂ Ha CKCIIO3ULusl.

OLleHﬂBaLLll/lﬂT opraH npaBn 3aKJIIOYCHUCTO, Y€ 6I/IOI_LI/ILL'I:T HE OTFOBapH Ha
KpuTepuii iv) ot OykBa 0) Ha wieH 19, maparpad 1, ako Toil chabpxa
pI/ICKOBO BCIICCTBO HJIIM CBHOTBETHHUTEC MeTa60J’lI/IT]’I HIIN ]'lpOJIyKTPI oT
pasmnazaHe WIM OT PEaKl{, KOMTO OTrOBapsT Ha KPUTEPHUTE 3a Kiacud-
unupane kato PBT nnu vPvB BemecTBa B CHOTBETCTBHE C IPUIIOKECHUE
XIII xem Permament (EO) Ne 1907/2006, winm, ako uma cBoicTBaTa Jia
HapyllaBa €HIOKpPHHHATa CUCTEMA, OCBEH aKO HE € HAay4HO J0Ka3aHo, ye
NP CHOTBETHUTE IOJEBU YCIIOBHS HsMa HENPHEMIIUB C(EKT.

Bn3nelictBue BBpPXY LCJICBUTE OpraHU3MU

49.

C men jma ce JoKaxe, 4e OHOIMIBT HE MPUYHMHSABA C BB3ACHCTBHETO CH
HEHY)KHO CTpaJaHWe Ha IIeJIeBUTE TPHOHAYHH >KHBOTHH, CE€ H3BBPIIBA
omneHka. Ta3u OIEHKa BKJIIOYBA OIEHKA Ha MEXaHW3Ma, 4pe3 KOHTO ce
MOCTUTAa BB3ACHCTBHE, W Ha HAONIOZaBaHUTE BB3ACHCTBHA BBPXY
MMOBEICHMETO ¥ 3/PaBETO Ha [EJICBUTE TIPHOHAYHH >KUBOTHH; KOTrarTo
MPEABUACHOTO BB3ACHCTBHE € Jia ce yOHe LeneBOTO rphOHAYHO KUBOTHO,
ce OIEHsBAaT BPEMETO, HEOOXOAMMO 3a YMBPTBSIBaHE Ha IIEJIEBOTO
rpbOHAYHO JKUBOTHO, M YCJOBHSITA, MIPH KOUTO HACTHIBA CMBPTTA.
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50. Korato e OPUIIOKUMO, OLCHABAIUAT OpraH NpaBH OLCHKA Ha BB3MOXK-
HOCTTa 3a pa3BUBAaHC OT MLCJICBUsS OPraHU3bBM Ha PE3UCTCHTHOCT HWIN
KpbCTOCaHa PE3UCTCHTHOCT KbM AaKTHUBHOTO BCIICCTBO B 6PIOI_[I/IL[3..

Eduxacnoct

51.  JlaHHHUTe, mpeOCTaBEeHH OT 3asBUTEIs, Ca JAOCTAaThUHH 32 00OOCHOBaBaHE Ha
TBBpPACHHUATA 332 e(pHKACHOCTTA HA MPOAYKTa. J[aHHUTE, MPEIOCTaBeHH OT
3asBUTENS WM ChXpaHsBaHH OT OLCHSBAIIMS OpraH, TpsOBa Ja IOKa3BaT
epuKacHOCTTA Ha OWOLMIA CPelly IIEJIEBUTE OPraHW3MH IPU HOpMaliHa
ynorpeba ChIIIaCHO YCIIOBUSTA HAa Pa3peLICHHUETO.

52. H3nurBaHuATa cienBa Ja C€ W3BBPLIBAT B CHOTBETCTBHE C HACOKHTE Ha
Cplo3a, ako ChINECTBYBaT TakWBa W ako ca mnpwiokumu. Korarto e
YMECTHO, MOraT Ja Ce HpWiaraT M IPYrH METOIH, OMHCAHH B CIIHCHKA
M0-/107y. AKO ChINECTBYBAT MPHJIOKHAMH M NPHUEMIIMBH TOJICBH JaHHU, TC
CBIIO MOTaT Ja C€ M3I0JI3BaT.

— craagaprer Meton Ha ISO, CEN wmu apyr MexayHapoIeH CTaHIapTeH
METOJ,

— HalUOHAJICH CTaHAApTEH METOX,
— [IPOMHIIIICH CTaHAAPTEH MCETOX (aKO € IMPU3HAT OT OLCHsBAIIUA opraH),

— CTaHAApTE€H MCETOJ Ha OTHACIHHSA ITPOU3IBONUTCIT (aKO € IIpu3HaT OT
OLCHsABAIIUA opraH),

— JIaHHU OT JEHUCTBUTEIHOTO pa3paboTBaHE Ha OWOIMIA (aKO ca MPU3HATH
OT OLCHSBAILMSI OPraH).

0O6o06menne

53. BBB Bcsika oOT O6HaCTI/IT€, 3a KOUTO € HaIllpaB€Ha OlLICHKa Ha pHCKa,
OoLeHsABaluAT OpraH 068,HI/IH$IB3 pe3ylTaTuTe 3a AaKTUBHOTO BEIIECTBO C
PE3YIATAaTUTE 3a BCAKO PHUCKOBO BEIIECTBO, 3a Oa C€ MNOJYYH MAJTOCTHaA
OLI€CHKa Ha 6I/IOHI/IHa. LISUIOCTHaTa OIICHKa OTpa3dBa W KYMYJIATUBHUTE
WKW CUHEPru4HUTE C(i)eKTI/I.

54. 3a Owonmam, ChABPXKAIIM MOBEYE OT E€IHO AKTHBHO BEIIECTBO, BCHYKU
BpPEIHU BB3JCHCTBUS CHIIO CE pasriekIaT ChbBMECTHO, 32 Ja C€ IOydd
[SUIOCTHA OLICHKA Ha OHOLM[A.

3AKJIFOYEHUA
OO0y MPUHIUIH

55. llenra Ha OUEHKaTa € Jia Ce YCTAaHOBM JalM HPOAYKTHT H3IIbIHABA
Kkputepuute no wieH 19, maparpag 1, Oyksa 0). OueHsBamMAT Opra
cTHra J0 3aKJIOYeHHe, KaTo OOeAMHsSBAa PUCKOBETE OT BCSKO AaKTHBHO
BEIIECTBO C PHUCKOBETE OT BCSKO PHCKOBO BELIECTBO, IIPUCHCTBAILO B
Ononuaa, Bb3 OCHOBAa HAa OLCHKATa, W3BBPIICHA CHITIACHO TOYkM 13—54
OT HACTOSIIOTO MPHIIOXKCHHUE.

56. Ilpu mpoBepkara Ha CIa3BaHETO Ha KpuTepuute no wieH 19, maparpad 1,
OykBa 0) OLICHSABALIMAT OpPraH CTHra J0 €IHO OT CIECTHHUTE 3aKJIFOYCHUS 3a
BCEKH IIPOJIYKTOB THUI M 3a Becsika oOyacT Ha ynorpeba Ha Owouuna, 3a
KOATO € TOJAJCHO 3asBICHUE:

1) GMOUMABT M3MBIHABA KPUTEPHUTE;

2) mpu OmpeneNieHHn YCIOBHs/OrpaHHYCHHUsT OMOLMIBT MOKE [a H3IIBJIHH
KPUTEPUHTE;

3) 6e3 [MOMBIHUTEIHH MAaHHA € HEBB3MOXHO Ja Ce YCTaHOBH Jaju
OHOLIUABT M3MBIHIBA KPUTCPHUTE;

4) OHOLMIBT HE U3MBIHABA KPUTCPHUHUTE.
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57.

58.

Ilpu ycraHOBsBaHE Nanu NaJcH OMOLUJ H3IIBIHSIBA KPUTEPUHTE IO WICH
19, maparpad 1, OykBa 0) OLEHSBAIUAT OpPraH OTYMTA HECHI'YpHOCTTA,
IPOHM3THYAA OT IPOMEHIMBOCTTA Ha NAHHUTE, U3MOJ3BAHUM B Ipoleca
Ha OlCHSABAHE.

AKO OLICHSIBAIUAT OpraH CTHTHE 0 3aK/IFOYEHHETO, Y€ Ca HEoOXOauMHu
NOMBJIHUTENHA WH(POpPMANUS WIH [TaHHH, TOraBa OICHSABAIHMAT OpPraH
MPE/CTaBs OCHOBAaHMATA 3a TOBA. €3 IOMBIHUTEIHH WH(DOPMAIHMS WM
JMaHHU Cca HEOOXOJAMMHSAT MHUHMMYM 3a H3BBPIIBAHE HA JOIBIHUTEIHA
MOIXOMSIIA OIIEHKA Ha PHCKA.

Be3saelictBue BBpXy 3/1paBeTO Ha XOpaTa W KUBOTHHTE

Bu3aaelicTBue BBpXY 3/paBeTo Ha XopaTa

59.

60.

61.

62.

63.

OI.[BH}IBB_HII/UIT OpraH aHajJu3upa BB3MOKHOTO BB3JICUCTBUE BBpXY BCHYKH
Trpynu OT HACCICHHETO, II0-CIICIHAIHO HpOd)eCI/IOHaJ'IHI/ITe HOTpeGI/ITeHI/I,
HCHpO(i)CCI/IOHaHHI/ITC HOTPCGI/ITCHI/I U Xopara, H3JI0OKCHU IPSKO WU
HCIIPSIKO 4Ype3 OKOJIHaTa cpeaa. HpI/I JAOCTUIaHETO MO0 TE3W HU3BOJU CC
OTHCIIA 0co0E€HO BHMMaHHE Ha YA3BUMUTE I'pylud OT HACCJICHUETO.

OneHsABalIMAT OpraH pasriexza Bpb3KaTa MEXIYy EKCIO3ULUATa U Bb3Je-
ticteuero. Ilpm pasriexxpaHeTo Ha Tasu Bpb3ka TpAOBa Ja ce B3eMar
npensu peauna daxropu. Equn or Hail-BakHHTE (HaKTOpH € €CTECTBOTO
Ha BPEJHOTO Bb3JEHCTBHE OT aHAIM3UPAHOTO BemecTBo. ToBa Bb3/eicTBHE
BKIJIIOYBA OCTPa TOKCHYHOCT, APa3HHMOCT, KOPO3UBHOCT, CEHCHOMIU3ALN,
TOKCHYHOCT TIPU MHOTOKDAaTHO H3JlaraHe, MyTareHHOCT, KaHLEPOI€HHOCT,
HEBPOTOKCHYHOCT, ~ MMYHOTOKCUYHOCT,  PENpPOJAYKTUBHA  TOKCHYHOCT,
HapylleHHe Ha (DyHKIMOHHMPAHETO Ha CHIOKPHHHATAa CHCTEMa, Hapex C
(GU3NKOXUMHUYHH CBOMCTBA M BCSKAKBH JAPYTM BpPEIHH CBOMCTBA Ha
AaKTUBHOTO BEIIECTBO MIIM PHUCKOBOTO BELIECTBO, MIIM CHOTBETHUTE UM
MeTa0ONUTH WK IPOIYKTH OT Pa3HafaHETo.

B Tummunmsa cioydaii rpanmmara Ha excrnosumus (MOE), T.e. choTHOMI-
EHHETO MEXIY JECKPUNTOpa Ha J103aTa U KOHLIEHTPALMATA Ha EKCIIO3ULUS
e okoi0 100, HOo e BB3MOkHO MOE ¢ mo-HHCKa WIM MO-BUCOKA CTOMHOCT
CHIIO Jla € TMOAXOASAIlA B 3aBUCHMMOCT OT peauua Apyrd (akTtopu, cpen
KOHMTO €CTECTBOTO HA KPUTHYHHMTE BB3ACHCTBHS M UyBCTBHUTEIHOCTTA Ha
HACENICHHETO.

AKO € TMOAXOJSIIO, OLEHSBAIIMAT OPraH M3IHM3a ChC 3aKIIOUCHHE, e
KpuTepuii iii) mo wuieH 19, maparpap 1, OykBa 0) mMoxe na Obae
VBITBJIHEH CaMo 4Ype3 MpHIaraHe Ha MEPKH 3a MPEBEHLMs U 3allHTa, BKIIFOY-
UTENTHO pa3paboTBaHe Ha pab0OTHM MPOLECH, HHXXEHEPEH KOHTPOI,
U3II0I3BaHEe HAa MOJXOJANI0 OOOpyABaHE M MaTepHaiM, MHpUIaraHe Ha
MEpKH 32 KOJEKTHBHA 3all[UTa, a KOraTo CKCIIO3HLHATa HE MOXeE Ja ce
IPefOTBpaTH C [PYrH CpeacTBa — dYpe3 MpHIaraHe Ha MEpKd 3a
WHIMBMAyalHa  3alllUTa,  BKIIOYMTENHO  WHAMBHAyaldHa  3all[UTHA
CKHUIIMPOBKA KaTO PECIIMPATOPH, MAacKM 3a MAHIIAHE, 3aIIUTHO OOJEKIIO,
PBKABHIM U OYHJIA C IIeJ HAMaJsIBaHE Ha EKCIO3MLMSTA 32 NPOGECHOHATHN
OIIePaTOpH.

AKO HOCEHETO Ha MHAMBHAYyaJHA 3allUTHA EKMIMPOBKAa OT Hempodec-
HOHAIHHU MOTPEOUTENN € eJUHCTBEHHAT BB3MOXKEH METO] 3a HaMalsiBaHe
Ha EKCIIO3MIMATA J0 NMPUEMIIMBU HUBA 3a Ta3M Ipyna OT HACEICHUETO, I10
[PaBMJIO C€ INPUEMa, Y€ NMPOJYKTHT HE U3IIbJIHSABA KPUTEpHH iii) 1O uieH
19, maparpa¢ 1, Oyksa 0) 3a Ta3u rpyna OT HacEIEHUETO.

BnanelictBue BBpPXY 34paBETO Ha JXUBOTHUTC

64.

IMocpencTBoM ChINUTE MPUIOKUMH KPUTEPHH KaTO ONMCAHHTE B pasjeia
OTHOCHO BB3ICHCTBHETO BBPXY 3IPaBETO Ha XOpaTa, OLCHABAIIMAT OpraH
aHamM3Wpa Oamd Kputepuil iii) mo uwinen 19, maparpad 1, OGyksa 06) e
M3IBJIHEH [0 OTHOIICHHWE HA 3APaBETO HA XKUBOTHHUTE.
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Be3snelicTBue BBpXy OKOJHATa cpezia

65.

66.

Bona
67.

68.

OCHOBHUSAT MHCTPYMEHT, M3IMOJI3BaH MPU B3EMAHETO HA PEIICHHE, € ChOT-
nvomrenreto PEC/PNEC winm, ako To He € Ha pa3ojioKeHne, KauecTBeHaTa
oneHka. Oco0eHO BHMMaHHE ce OOpbIIa Ha TOYHOCTTA Ha TOBAa CHOT-
HOLICHHE TMOpaAd MPOMEHIMBOCTTa Ha JaHHUTE, W3MOJ3BAHU IIPH
I/I3MepBaHI/IﬂTa Ha KOHLleHTpaLII/IﬂTa u l'lpl/l OILICHKaTa.

IIpu ompenensiae Ha PEC crenBa na ce n3mon3Ba Ha-MOIXOISIIHAT MOJIEN,
KaToO ce B3eMe NpEIBHUJ JKU3HEHWAT LUKBI M MOBEICHUETO Ha Owomunia B
OKOJIHaTa cpena.

AKo 3a JaJieH KOMIIOHEHT Ha okojHaTa cpena choTHomeHnuero PEC/PNEC
€ paBHO WJIM IMO-MaJKO OT |, XapaKTepU3HpaHETO Ha PHUCKa €, Y€ HEe ¢
HEO0OX0/AuMa JIOMBIIHUTETHA HH(GOPMAIHS W/WIH U3NHUTBaHEe. AKO CHOTHOII-
ennero PEC/PNEC e no-royisiMo ot 1, OLeHSBAlMAT OpraH ONpejels, Bb3
OCHOBa Ha CTOHMHOCTTAa Ha TOBa CBHOTHOIICHHE M Ha Apyru 3Ha4YuMH
(axTopH, Jaiu ce W3KMCKBA JOIBIHUTENHA WH(OPMALMs W/WIN W3MHTBAHE
3a M3ACHABAaHE HA PHUCKA WIM JAJIM ca HEOOXOAMMH MEpKH 3a HaMajsiBaHe
Ha pUCKa, WIN Jajdu OMOLMIBT HE MOXKE J1a M3IIBJIHA KPUTEPHUHl 1V) MO 4ieH
19, maparpa¢ 1, Oyksa 0).

OLeHsABALIMAT OpraH M3JIU3a ChC 3aKIIIOUCHHE, Y€ OHOLMIBT HE U3ITbIHSABA
KpuTepuii iv) mo wien 19, maparpad 1, Gyka 6), ako Npu NPEATOKESHHUTE
ycnoBus 3a ynorpeba npeJBUAMMAaTa KOHLUEHTPALMS HA aKTUBHO BEIECTBO
WJIA Ha BCAKO APYro pUCKOBO BEIIECTBO UJIM HAa CHbOTBETHUTE MeTa6OHI/ITI/I,
MPOAYKTH OT pa3NajiaHe WM peakuus BbB BoJa (WM CEAUMEHTH) OKa3Ba
HENPUEMIIMBO BB3/ICHCTBHE BbPXY HELEIEBUTE OpPraHU3MU BbB BOJIHA,
MOpCKa MJIM €CTyapHa Cpesla, OCBEH aKko HE € HAy4yHO JO0Ka3aHO, 4ye IIpH
CHOTBETHUTE IIOJIEBM YCJIOBHA HE ce HaOJ0JaBa HENMPHEMIINBO Bb3Jle-
fictBue. B yacTHOCT, OLEHSABAIMAT OpraH M3/IM3a ChC 3aKIIOUEHHE, Y€
OMOLMIBT HE M3IBIHABA KpuTepuil iv) mo wien 19, maparpad 1, Gyksa
6), ako IpM NpPEAI0KEHUTE YCIOBUsA 3a ymoTpeba HpeABHIMMATa KOHIE-
HTpalMsl Ha aKTUBHO BELIECTBO WM HA BCSKO JPYro PHCKOBO BEIECTBO
WIM Ha CbOTBETHUTE METaOOJIMTH WIM NPOAYKTH OT pasNajaHe WM OT
peakuust BbB Boja (MIM HEHHUTE CeIUMEHTH) OM MONpeYmsia Ha IOCT-
UTaHeTO Ha CHOTBETCTBUE ChC CTAHIAPTUTE, YCTAHOBEHH BbB:

— Jupexrusa 2000/60/EO,
— Jupexrusa 2006/118/EO,

— Jupextua 2008/56/EO ua EBpomneiickus mapmameHT U Ha CbBeTa OT
17 roum 2008 r. 32 ch3maBaHe Ha pamka 3a aelictBue Ha OOIIHOCTTA B
obsacTra Ha moJMTHKara 3a Mopcka cpexa (1),

— Jupexrusa 2008/105/EO, win

— MEKyHapoIHU CIIOpa3syMEHHs B 00JACTTa Ha ONA3BAHETO HA PEYHHTE
CHCTEMH WM MOPCKHMTE BOJHU OT 3aMbpCSBaHE.

OLeHABAIIMAT OPraH U3IM3a ChC 3aKIIOYCHUE, Y€ OMOLMABT HE H3IBbIHABA
KpuTepuii iv) mo wieH 19, nmaparpad 1, Oyksa 6), ako IpH IpPEATOKCHATE
YCIIOBHS 3a ymnoTpeOa IpeABHIMMAaTa KOHIEHTpAlHsA Ha aKTHBHO BEIIECTBO
WM HAa BCAKO JIPYTO PHCKOBO BEHIECTBO HJIM Ha CHOTBETHHTE METaOOIUTH,
IPOAYKTH OT pa3lajiaHe MM OT peaKiys B MOJ3eMHH BOIU HAIBHIIABA II0-
HHCKAaTa OT CICIHHUTE KOHICHTPAIIUH:

— MAaKCHMAJIHO JIONMyCTHMaTa KOHLEHTpalusi, onpejelicHa B JlHpeKTHBa
98/83/EQ; wmu

— MaKCuUMajlHaTa KOHLCHTpaluusd, II0COYE€HA CJIea mpoueaypara 3a
O,Z[06pFIBaHe Ha aKTUBHOTO BEIIECTBO II0 HACTOALIUA PETIIaMEHT BbH3
OCHOBaA Ha MOAXOJANIA HAHHH, IMO-CIICHHATHO TOKCHUKOJIOTHYHH TaHHH,

OCBC€H aKO HC € Hay4HO JOKa3aHO, Y€ IPU CHOTBETHUTC IIOJICBU YCJIOBUS
IN0-HHUCKaTa KOHLUCHTpalUs HE € IPEBUIICHA.

(') OB L 164, 25.6.2008 r., c1p. 19.
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69. OueHABAIMAT OPTaH H3JIM3a ChC 3aKIIOUCHHE, Ye OHOUHUIBT HE M3IBIHABA
Kputepuil iv) no wiren 19, maparpad 1, OykBa 0), ako mpeaBHIMMATa
KOHLCHTpAlUs Ha aKTHBHOTO BEIIECTBO MM PHCKOBOTO BEIIECTBO MU
CHOTBETHHUTE META0OIMTH, HPOXYKTH HAa paslNafaHe WM OT PEaKius B
HOBBPXHOCTHU BOAM WM CEJUMEHTH clel ymoTpeba Ha Ouonmpa IIpu
HPEII0KEHUTE YCIOBHSA Ha yrorpeda:

— KOrato MOBBPXHOCTHHUTE BOAM BBB WM OT 30HAaTa HA MpEIBUICHA
ymoTpeba ca TpeAHa3sHAuYCHW 3a W3BIMYaHE Ha MHTEHHA BOJA,
HaJIBHIIABa CTOWHOCTHTE, YCTAHOBEHH OT:

— JHupexrusa 2000/60/EO,

— JHupexrusa 98/83/EO, wiau

— OKa3Ba HCIIPUEMIINBO BB3CHCTBHE BBPXY HELECJICBU OpraHUu3MH,

OCBCH aKO HE€ € Hay4YHO J0Ka3aHO, Y€ IpPHU CHOTBETHUTE IMOJICBU YCIOBUA
Ta3h KOHLOEHTpalusA HE € IMPEBUIICHA.

70. IlpennoxeHUTe HHCTPYKLMHM 3a ymoTpeba Ha OWOLUIA, BKIFOUUTEIHO
MpOLEypUTE 32 TOYMCTBAHE HA OOOPYJIBAHETO 3a IMpHUIaraHe, TpsOBa Ja
ca TaKBa, Y€ TPU M3IOJI3BAHETO UM Jla CE CBEXJA JO MHHHUMYM BEPOST-
HOCTTa 3a CIIy4alHO 3apa3sBaHe Ha BOAUTE WJIM CEIMMEHTHUTE.

ITouBa

71. OueHABAIMAT OPTaH H3/IH3a ChC 3aKIIOUCHHE, Ye OHOLUMIBT HE M3IBIHABA
KpuTepuii iv) mo unen 19, maparpag 1, Oyka 6), ako Ipu NPeATOKEHHTE
yclnoBHs 3a ynorpeba IpeiBUAMMATa KOHIEHTpPAIMsS Ha aKTHBHOTO
BEIIECTBO MJIM Ha BCAKO JIPYrO PUCKOBO BEIIECTBO M HA CHOTBETHHTE
MeTa0ONUTH WX NPOIYKTH OT paslajJaHe MM OT Peaknus B Io4yBaTa MMa
HEIPHUEMIIMBO BB3JCHCTBHE BBPXY HEIENCBH BHIOBE, OCBEH aKO HE €
HAay4dHO JIOKa3aHO, dYe MPH CHOTBETHUTE IIOJICBH YCIOBHSA HAMA
HEIPHEMIIUBO BB3IEHCTBHE.

Br3nyx

72.  OueHsABAIMAT OPraH H3JIU3a ChC 3aKIIOYCHUE, Y¢ OHOLMIBT HE M3MbBIHIBA
kpurepui iv) no unen 19, maparpad 1, Oyksa 0), ako Moxe Ja ce
NpPEeIBUIM HENPUEMIMBO BB3JCHCTBHE BBPXY KOMIIOHEHTA ,,BB3IYX",
OCBEH aKO HE ¢ Hay4HO JOKa3aHO, 4e NPU CHOTBCTHUTC IIOJICBU YCIIOBHS
He ce HaOMoJjaBa HEIPHEMIINBO Bb3/ICHCTBHE.

Heuenesu OpraHusMu

73.  OueHsIBaIIKAT OpPraH M3JKM3a ChC 3aKIFOUYCHHE, Y€ OHOLMIBT HE M3ITBIIHSIBA
KpuTepuii iv) mo wieH 19, maparpad 1, OGykBa 6), ako OCHOBAaTEIHO MOXeE
Jla ce OYaKBa HEIEJIeBH OPraHM3MH Ja ObJaT M3JI0KEHH Ha Ououuna, mpu
MOJIOKEHHE Y€ 3a BCSKO aKTHBHO BEILIECTBO MM PHUCKOBO BEIIECTBO:

— cootHorrennero PEC/PNEC e wan 1, win

— KOHIEHTpanusaTa Ha aKTUBHOTO BEILIECTBO MJIUM Ha BCSAKO APYro puUCKOBO
BCIICCTBO MHJIM HA CBOTBCTHUTC METa0OJUTH WU IpOAYKTH OT
pasrniagaHe Wi OT peaklusl OKa3Ba HCEIIPUEMIIMBO BB3JICHCTBUE BBpPXY
HELECJICBUTC BUJIOBE, OCBCH aKO HE € HAay4YHO J10Ka3aHO, Y€ IIpU CbOTB-
C€THUTE I1I0JIEBU YCJIIOBUS HE CE Ha6n}oz[aBa HETIpUEMJIUBO BB3/ICHCTBHE.

74. OueHsBaLIMAT OpraH M3JIM3a ChC 3AKIIOYCHHE, Y€ OHOLMIBT HE W3IBIHSABA
KpuTepuii iv) mo wieH 19, maparpad 1, 6ykBa 6), aKO OCHOBATEIIHO MOXeE
Jla ce OYaKBa MHMKPOOPTaHM3MHUTE B MPEUUCTBATEIIHU CTAHIMH 33 OTHAIHH
BOJM JIa Ca U3JIOKEHU Ha OWOIMMA, NPHU IOJIOKEHHE Y€ 32 BCSKO AKTUBHO
BEIIECTBO, PUCKOBO BELIECTBO, CHOTBETHH META0OJIMTH M TPOAYKTH OT
pasmagane win ot peakuust chotHomennero PEC/PNEC e manm 1, ocBen
aKo He € SICHO YCTaHOBEHO NpH OIEHKAaTa Ha PHUCKA, Y€ NPHU IOJIEBH
YCIOBHSI HSIMA TNPEKH WM HENPEKd HENPUEMIIMBH BB3ICHCTBHS BBPXY
JKU3HEHOCTTA Ha Te3U MUKPOOPTaHM3MH.
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Be3aelictBue BBpXy LENEBHTE OpraHU3MHA

75. Axo mMa BEpOSTHOCT na ObJe pa3BUTa PE3UCTCHTHOCT WM KPBCTOCAHA
PE3UCTEHTHOCT KbM aKTHBHOTO BEIIECTBO B OWOLMAQ, OLCHSIBAIIUAT
opraH OOMMCIISI AEHCTBUS 32 CBEXJAaHE 0 MUHUMYM HA IOCIEIMUIMTE OT
Ta3u PE3UCTEHTHOCT. Te3n meicTBUS Morar Ja BKIIOYBAT IPOMSHA Ha
yCIOBUsITa, TPU KOUTO C€ W3JaBa pa3pelieHHueTo. Bbhpeku ToBa, ako
Pa3BUBAHETO Ha PE3UCTEHTHOCT MIIM KPBCTOCAHA PE3UCTEHTHOCT HE MOXKE
Ja Ob/ie OrpaHHYeHO B JOCTAThYHA CTENEH, OLEHSBAIMAT OpraH M3Jn3a
ChC 3aKIIOYEHHE, Ye OMOLMIBT HE M3IBJIHABA KpUTEpHil ii) mo wien 19,
naparpad 1, 6yksa 0).

76. Tlo mpaBmio Ouonmau, npeaHa3HaueHn 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€3BAHCTO HA CB3HAHUETO, WA
— CMbpPTTa HACTBIIBA HC3a6aBHO, U

— JXKH3HCHUTC (byHKIII/II/I HaMaJsBaT TOCTENEHHO 0e3 IpusHanu 3a
O4YCBUIHO CTpaJlaHUC.

Ilpn peneneHTuTe NPEABUICHOTO BB3JEHCTBHE c€ IOCTHUra 0€3 I1IeNeBOTO
rpbOHAYHO KUBOTHO J1a M3MUTBA HEHYXKHO CTpaJaHue U OoJiKa.

EduxacHocrt

77. PaBHUILIETO, IOCIENOBATEIHOCTTa W IPOJNBDKUTEIHOCTTA HA 3aIlNTATa,
KOHTpOJIa WJIM JpyTHd NpEIBHICHH BB3ACHCTBUS TpsiOBa Ja ca Hail-
MaJIKOTO TIOJOOHM Ha TE3M OT IOAXOMIIO TOAOpaHU pedepeHTHH
MPOJXYKTH, KOTaToO CBINECTBYBAaT TaKWBA, WIM OT JAPYTHM CpeAcTBa 3a
koHTpos. Korato He chmecTByBaT pedepeHTHH MpPOIYKTH, OHOIUABT
TpssOBa J1a MpPENOCTaBsi OINpENEJCHO PaBHHIIC Ha 3allUTa WIM KOHTPON B
obnacTuTe Ha mpemiokeHa ymorpeda. V3Boaure 3a pesynrature OT
ynorpebara Ha Omormna TpsOBa J1a ca BAJIMIHU 32 BCHYKH IIPEIUIOKECHU
obyacTi Ha ynorpeda W BCHYKH PaiOHU B JbpiKaBaTa-wiCHKa WIIH, aKko €
npuioxknMo — B Cblo3a, OCBEH ako OMOIMIBT HE € IIpeAHa3Ha4eH 3a
ynotpeba mpu ompezaeneHu ycious. OLeHSBAIIUAT OpraH IIPaBH OIEHKa
Ha JIAaHHHUTE 3a J033a—pPEeaKuus, MONYYeHH OT MOAXOSLIA OIMHUTH (KOUTO
TpsiOBa Ja BKIIOYBAT HETPETHPaHa KOHTPOJIHA TpyMa) C JIO3H, MO-HHUCKU
OT TPENOPHUYUTEIHUTE, 3a Ja C€ INpEeleHH Iald IPernopbUuTeIHATa
JO3MPOBKAa € MHHHMAalHaTa HEoOXOJMMa 3a IOJy4YaBaHE Ha JKEIaHOTO
BB3IEHCTBUE.

O06o01IeHHE

78. BbB Bpb3Ka ¢ KpuTepuuTe, M3I0KeHH B wieH 19, maparpad 1, 6yksa 0),
MOATOYKU 1ii) ¥ 1v), OLEHABAIIUIT OpraH OOCIUHSBA HAMPABEHUTE
3aKJIFOUCHUS] 32 aKTHBHOTO(MTE) BellecTBO(a) M 32 PUCKOBUTE BEIIECTBA,
3a 7a ce mony4u 000OLIeHO 3akiroueHHe 3a Ouonmma. M3roTes ce ChIno
u 0000IeHHe Ha 3aKJIIOUEHHUATa BHB BPb3Ka C KPUTEPUHTE, MOCOYEHH B
unen 19, maparpad 1, 6ykBa 0), moaTouku i) u ii).

LIAJIOCTHO OBOBIIEHME HA 3AKJIIOYUEHUATA

Bb3 OcHOBa Ha OLICHKATa, HU3BBPIICHA CBHIVIACHO YCTAHOBCHHTE B HACTOSIIOTO
INPUIIOKCHUE TPUHLMIIN, OLCHABAIIMAT OpraH H3jM3a CbC 3aKIIOYCHUE [Oallu
OMOLMIBT M3MBJIHSABA KpUTepuuTe mo uwieH 19, maparpad 1, Oyksa 0).
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IIPUJIOJKEHUE VII

TABJIMLHA HA CBOTBETCTBUSATA

Jupextusa 98/8/EO Hacrosuust pernamMeHt
— Yren 1
Unen 1 Unen 2
Yen 2 Unen 3
Ynen 10 Yien 4
Unen 10 Unen 5
— UYnen 6
Unen 11, maparpa¢ 1, Oyksa a) Unen 6, nmaparpad 1

Unen 11, nmaparpad 1, OykBa a), noarouku i) u | Ynen 6, naparpad 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
— UYnen 7, naparpad 3
_ Unen 7, maparpad 4
— Unen 7, maparpad 5

— Unen 7, maparpad 6

_ Unen 8

Unen 11, naparpad 2, nbpBa 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, maparpad 4
— Usnen 9
Unen 11, naparpad 4 Unen 9, maparpad 1

_ Ysen 9, maparpad 2

_ Uien 10
Unen 33 Urnen 11
Unen 10, nmaparpad 4 Unen 12

— Unen 12, naparpad 1

— Unen 12, maparpad 2
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Jupextusa 98/8/EO Hacrostuusit pernamMmeHt

_ UYnen 12, maparpad 3
— Unen 13
_ Unen 14
_ UYnen 15
— Unen 16
_ Uinen 17
Unen 3, maparpad 1 Unen 17, maparpad 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, nmaparpad 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
Unen 8, maparpag 2 Unen 20, naparpad 1
Unen 8, maparpad 12 Unen 20, nmaparpad 2

_ Usen 20, nmaparpad 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

HacrosmusT pernameHt

Unen 10, maparpad 5, OykBa n)

Unen 4, naparpad 4

Unen 7
Unen 7

Ynen 7

Unen 23, naparpad 1
Unen 23, naparpad 2
Unen 23, naparpad 3
Unen 23, naparpa¢ 4
Unen 23, maparpad 5
Unen 23, naparpad 6
UYnen 24
UYnen 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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— 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),
MnoATOYKa 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

_ Usen 63, maparpad 3

Unen 13, maparpa¢ 1 Unen 64
— Unen 65
Unen 24 Unen 65, naparpad 1

_ UYnen 65, maparpad 2
Unen 24 Unen 65, maparpad 3
_ Unen 65, naparpad 4
_ Ynen 66

_ Unen 66, maparpad 1
_ Unen 66, naparpad 2
_ Usen 66, naparpad 3
Unen 19, maparpad 1 Unen 66, maparpad 4

— Unen 67
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Jupextusa 98/8/EO

HacrosmusT 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, mbpBa M BTOpa aiuHes
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
Unen 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
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Jupextusa 98/8/EO

HacrosmusT pernameHt

IIpunoxenne 1A
Ipunoxenus 11 A, Il A u IV A

Ipunoxenns 11 b, IIl b u IV b

IIpunoxxenune V

IIpunoxenne VI

Unen 90

Unen 91

Unen 92

Unen 93

Unen 94

Unen 95

Ynen 96

Unen 97
IIpunoxenne I
Ipunoxenne 11
[punoxenne 111
[Ipunoxenune 1V
[Ipunoxenune V

[Tpunoxenne VI




