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To3u TeKCT CIy:KH caMo 32 HH(OPMAIMOHHU LeId M HsIMAa mpaBHO AeiictBue. UHcTuTyunute Ha ChIo3a He HOCAT
OTrOBOPHOCT 32 HErOBOTO Ch/bP:KaHHe. ABTEHTHYHUTE BEPCHH HA CHOTBETHHUTE AKTOBE, BKIIOUMTEIHO TEXHUTE NpeaMoloJiu,
ca BepcumTe, nyoaukyBanu B O¢puuuanen BectTHuk Ha EBpomneiickusi cbio3 u Hanuuynu B EUR-Lex. Te3u opuuuanuu
TEKCTOBE €a MPSIKO JOCTHIIHH Ype3 BPb3KHTE, MYOIHKYBAHH B HACTOSIIIMS A0KYMEHT

> B PEIJIAMEHT (EO) Ne 1907/2006 HA EBPONIEMCKUS IAPJIAMEHT U HA CHBETA
ot 18 nexemBpu 2006 rommua

OTHOCHO perucTpanusiTa, OleHKaTa, pa3peliaBaHeT0 M orpannvyaBaHero Ha xumnkaiu (REACH),

3a cb31aBaHe Ha EBpomneiicka areHmusi mo XuMukasiu, 3a u3meHenue Ha {upexruBa 1999/45/EO u

3a ormssHa Ha Pernament (EMO) Ne 793/93 na CubBera m Permament (EO) Ne 1488/94 na

Komucusara, xkakro u Ha J[upektuBa 76/769/EMO na CbBera u aupextuBu 91/155/ENO,
93/67/ENIO, 93/105/EO u 2000/21/EO na Komucusita

(Texer ot 3Hauenue 3a EHNII)

(OB L 396, 30.12.2006 r., ctp. 1)

3meneH cbC:

OdunmaneH BECTHHK

Ne  cTtpanuna nata

> M1 Pernament (EO) Ne 1354/2007 na CwBeta ot 15 HoemBpu 2007 roguna L 304 1 22.11.2007 r.

> M2 Pernament (EO) Ne 987/2008 na Komucusara or 8§ okromBpu 2008 L 268 14 9.10.2008 r.
rojIMHa

» M3 Pernament (EO) Ne 1272/2008 na EBpomeiickus mnapiaameHT u Ha L 353 1 31.12.2008 r.
CeBera ot 16 gexemBpu 2008 romuHa

> M4 Pernament (EO) Ne 134/2009 na Komucusra or 16 despyapu 2009 L 46 3 17.2.2009 r.
TOANHA

» M5 Pernament (EO) Ne 552/2009 na Komwucusita ot 22 tonu 2009 roquna L 164 7  26.6.2009 r.

» M6 Pernament (EC) Ne 276/2010 na Komucwusita ot 31 mapr 2010 ronuna L 86 7 1.4.2010 r.

> M7 Pernament (EC) Ne 453/2010 na Komwucusita or 20 maii 2010 roquna L 133 1 31.5.2010 r.

» M8 Pernament (EC) Ne 143/2011 na Komwucusita or 17 despyapu 2011 L 44 2 18.2.2011 r.
rojIMHa

» M9 Pernament (EC) Ne 207/2011 na Komucusara ot 2 maprt 2011 romuna L 58 27 3.3.2011 r.

»M10 Pernament (EC) Ne 252/2011 na Komucusta ot 15 mapt 2011 roguna L 69 3 16.3.2011 1.

»Ml11 Permament (EC) Ne 253/2011 na Komucusta ot 15 maprt 2011 roguaa L 69 7 16.3.2011 1.

»M12 Pernament (EC) Ne 366/2011 na Komucwusita ot 14 anpun 2011 roqura L 101 12 15.4.2011 r.

»M13 Pernament (EC) Ne 494/2011 na Komucwusita ot 20 maii 2011 ronuna L 134 2 2152011 r.

»Mi14 Permament (EC) Ne 109/2012 na Komumcusra ot 9 ¢espyapu 2012 L 37 1 10.2.2012 r.
rojIMHa

»M1S Pernament (EC) Ne 125/2012 na Komucusara or 14 ¢espyapu 2012 L 41 1 15.2.2012 r.
rOJIMHA

»M16 Pernmament (EC) Ne 412/2012 na Komucusra ot 15 maii 2012 roguna L 128 1 16.5.2012 1.

»M17 Permament (EC) Ne 835/2012 na Komumcusara ot 18 cemremspu 2012 L 252 1 19.9.2012 1.
rojIMHa

»MI18 Pernament (EC) Ne 836/2012 na Komucusita ot 18 cenremBpu 2012 L 252 4 19.9.2012 r.
rOANHA

»M19 Periament (EC) Ne 847/2012 na Kommucusita or 19 cenremBpu 2012 L 253 1 20.9.2012 r.
TOANHA

»M20 Periament (EC) Ne 848/2012 na Kommucusita ot 19 cenremBpu 2012 L 253 5 20.9.2012 r.
roIMHA

»M21 Permament (EC) Ne 126/2013 na Komumcusra ot 13 despyapu 2013 L 43 24 14.2.2013 1.
rOJIMHA

»M22 Pernament (EC) Ne 348/2013 na Komucusita ot 17 anpun 2013 romuna L 108 1 18.4.2013 r.
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> M23
> M24

> M25
> M26
> M27
> M28
> M29

> M30
> M31
> M32
> M33

> M34
> M35

> M36
> M37
> M38
> M39

» M40

> Md1
> M42
> M43
> Mdd
> Mds
> Md6
> Md7
> M43

Pernmament (EC) Ne 517/2013 na CobBeta ot 13 mait 2013 roguna

Pernmament (EC) Ne 1272/2013 na Komucusara or 6 pgexemspu 2013
roiuHa

Pernament (EC) Ne 301/2014 na Komucwusita ot 25 mapr 2014 roxuHa
Pernament (EC) Ne 317/2014 na Komucwusita ot 27 mapr 2014 ronuna
Permament (EC) Ne 474/2014 na Komucusata ot 8 mait 2014 rogmna
Pernament (EC) Ne 895/2014 na Komucusita ot 14 aBryct 2014 ronuna

Permament (EC) 2015/282 na Kommucusta ot 20 despyapu 2015
TOJMHA

Pernament (EC) 2015/326 na Komucusra ot 2 mapt 2015 roauna
Pernament (EC) 2015/628 na Komwucusta ot 22 anpun 2015 ronuna
Pernament (EC) 2015/830 na Komucusra ot 28 mait 2015 roauna

Pernament (EC) 2015/1494 na Komucusita or 4 cenremBpu 2015
roJfHa

Pernament (EC) 2016/26 na Komucusita ot 13 simyapu 2016 ronuHa

Permament (EC) 2016/217 ma Kommcmsata ot 16 denpyapu 2016
roAuHa

Pernament (EC) 2016/863 na Komucusra ot 31 mait 2016 roauHa
Pernmament (EC) 2016/1005 na Kommucusara ot 22 ronn 2016 roauna
Permament (EC) 2016/1017 na Komucusita ot 23 ronu 2016 roamna

Permament (EC) 2016/1688 na Kommcusita or 20 centempu 2016
roANHA

Pernament (EC) 2016/2235 na Komwucusara ot 12 nexemBpu 2016
TOANHA

Pernament (EC) 2017/227 na Komucusara ot 9 despyapu 2017 roguna
Pernament (EC) 2017/706 na Komwucusita ot 19 anpun 2017 ronuHa
Pernament (EC) 2017/999 na Komucusra ot 13 touu 2017 roguna

Pernament (EC) 2017/1000 Ha Kommucusita ot 13 ronu 2017 romuHa
Pernament (EC) 2017/1510 na Komucusra ot 30 asryct 2017 ronuHa
Pernament (EC) 2018/35 na Komucusita ot 10 stnyapu 2018 ronuna
Pernament (EC) 2018/588 na Komwucusta ot 18 ampun 2018 roxuHa
Pernament (EC) 2018/589 na Komwucusta ot 18 amnpun 2018 roxuna

ITonpaseH che:

>Cl
>C2
>C3
>C4
>Cs
>C6

IMompaska, OB L 36, 5.2.2009 r., ctp. 84 (1907/2006)
IMompaska, OB L 118, 12.5.2010 r., ctp. 89 (1907/2006)
IMompaska, OB L 260, 2.10.2010 r., ctp. 22 (987/2008)
[ompaska, OB L 49, 24.2.2011 r., ctp. 52 (143/2011)
IMompaska, OB L 136, 24.5.2011 r., ctp. 105 (494/2011)
ITonpaBka, OB L 102, 23.4.2018 r., ctp. 99 (2018/589)

L 158
L 328

L 90
L 93
L 136
L 244
L 50

L 58
L 104
L 132
L 233

L9
L 40

L 144
L 165
L 166
L 255

L 337

L 35
L 104
L 150
L 150
L 224
L6

L 99
L 99

1
69

24
19

43

27

14

14
110
45

10.6.2013 r.
7.12.2013 1.

26.3.2014 r.
28.3.2014 r.
9.5.2014 .
19.8.2014 r.
21.2.2015 r.

3.3.2015
23.4.2015
29.5.2015

5.9.2015

92 a0

14.1.2016 .
17.2.2016 r.

1.6.2016 r.
23.6.2016 .
24.6.2016 .
21.9.2016 r.

13.12.2016 r.

10.2.2017 r.
20.4.2017 r.
14.6.2017 .
14.6.2017 r.
31.8.2017 r.
11.1.2018 r.
19.4.2018 r.
19.4.2018 r.
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PETJIAMEHT (EO) Ne 1907/2006 HA EBPONEHCKUS
MHAPJIAMEHT U HA CBBETA

ot 18 nexemBpu 2006 rogmna

OTHOCHO perucTpanusTa, OlleHKAaTa, pa3peLIaBaHeTo U
orpannyaBaHero Ha xumukaium (REACH), 3a cb3naBaHe Ha
EBponeiicka areHuusi no XUMHKAaJIM, 32 u3MeHeHue Ha J(upexkTuBa
1999/45/EO u 3a ormsanHa Ha Permament (EMO) Ne 793/93 na
CobBera u Persament (EO) Ne 1488/94 na Komucusita, KakTo u
Ha /lupextuBa 76/769/EMO na CnBera u nupexktuBu 91/155/EUO,
93/67/EMO, 93/105/EO u 2000/21/EO na Komucusta

(Teker or 3Havyenue 3a ENII)

CbAbPKAHUE
JUT 1 OBLIU ITOJIOXEHUSA
I'nasa 1 Llen, obxBar u mpuiaraxe
I'naBa 2 Onpenenenust 1 oduM pasmnopenou
JUST 1T PEI'MCTPALIMA HA BELIECTBA
T'nasa 1 OO0M 3a(bIDKEHHS 32 PETUCTPUPAHE M M3MCKBAHHUS 3a
uHpopmarus
I'maBa 2 BemiecTBa, cuMTaHU 332 PErHCTPHPAHU
I'naBa 3 3anb/DKeHUs. 32 PErMCTpUpAHe W W3MCKBAaHMS 3a

HH(bOpMaHHﬂ 3a OHNpeAc/icCHHn BHUJAOBE H30JIMPpAHU
MEXIANHHU NIPOAYKTHU

I'naBa 4 OO0mw pasnopeOu 3a BCHUKH PETUCTPALMN

I'maBa 5 IIpexonuu pasnopendu, HPUIOKHMH 32 BbBEAEHU
BEIECTBA M HOTU(HIHMPAHU BEIECTBA

JSIT 111 OBMEH HA MH®OPMAIMA U U3BATI'BAHE HA
HEHVY>XHIN U3IINTBAHUA

I'masa 1 Henmu u o0mum mpasuia

I'maBa 2 HpaBHna 3a HEBBBCJICHU BCIICCTBA U PCIUCTPAHTH Ha
BBBCJICHU BCIICCTBA, KOUTO HE Ca HU3BBPIIMIN IIPEA-
BapuTeiiHa perucrpanus

I'maBa 3 [IpaBuna 3a BbBEAECHH BEIIECTBA

JUSUT IV VNHOOPMALIMA HAIOJIY I10 BEPUI'ATA HA
JJOCTABKHU

STV INOTPEBUTEJIN HAJZIOJIY I10 BEPUI'ATA

JUSUT VI OLIEHKA

I'maBa 1 OreHKa Ha JOCHETa

I'naBa 2 Or1leHKa Ha BEIIECTBA

I'naBa 3 OneHka Ha MEXIHHHU TMPOTYKTH

T'nasa 4 O6uwm pasmnopendu
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JUSUT VI

I'napa 1

I'maBa 2

I'maBa 3

JUAT VI

I'naBa 1

I'naBa 2

JUSUT IX

JUUT X

JUSUT X1

JUSIT XIIT

JUSUT XIV

TUUT XV

1IPHJIOKEHHE 1

IIPUJIOKEHUE 11

1IPHJIO’KEHUE 11T

IIPUJIOKEHUE 1V

1IPUJIOJKEHUE 'V

1IPHJIOJKEHHUE VI

IIPUJIO’KEHUE VII

1IPHJIO’KEHHUE VIII

PA3PEIIIABAHE

HW3uckBanus 3a pasperiaBaHe
W3naBane Ha pasperieHus
Pa3pemeHns mo Bepurata Ha JIOCTaBKH

OI'PAHMYEHMA  TIPU  TTPOM3BOJICTBOTO,
ITYCKAHETO HA ITA3APA U YIIOTPEBATA HA
OIIPEAEJIEHM  OITACHM  BEHIECTBA U
»M3 CMECHU «

OO MOJI0XKEHHS

[Iporniec Ha orpanmuaBaHe

TAKCHU U TUTAIIAHUA

ATEHINA

NHOOPMALIMA

KOMITIETEHTHU OPI'AHU

W3ITBJIHEHUE

IMMPEXO/IHU U 3AKJIIOUMUTEJIHU PA3IIOPEJIBU

OBIIA PA3IIOPEJIBU 3A OLEHSIBAHE HA
BEIIECTBA U MU3IOTBSIHE HA JOKJIAJ 3A
BE3OIIACHOCT HA XMMHWYHO BEHECTBO

N3UCKBAHUSI 3A CBCTABSIHETO HA
HUH®OPMAIIMOHHHU JIMCTOBE 3A
BE3OINACHOCT

KPUTEPHUM 3A BEHIECTBA, PETUCTPUPAHU
B KOJIMYECTBA MEX/Y 1 U 10 TOHA

M3KJIIOYEHUA OT 3AABJIKEHUETO 3A
PETUCTPUPAHE B CBOTBETCTBHUE C
YJIEH 2, TIAPATPA® 7, BYKBA A)

M3KJIIOYEHUA OT 3AABIKEHUETO 3A
PETUCTPUPAHE B CBOTBETCTBHUE C
YJIEH 2, IAPATPA® 7, BYKBA B)

N3UCKBAHMA 3A HNH®OPMAILIMA,
IOCOYEHHU B YJIEH 10
N3UCKBAHMUAA 3A CTAHJAPTHA

HUH®OPMAILIUA 3A BELIECTBA, IIPOU3-
BEJEHU HWJIX BHECEHHU B KOJIMYECTBA
OT 1 TOH UJIU IIOBEYE

HN3UCKBAHMUA 3A CTAHJAPTHA
HH®OPMAILIMA 3A BEIIECTBA, IIPOM3-
BEJEHU MWJIM BHECEHHM B KOJIMYECTBA
OT 10 TOHA WA ITIOBEYE
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1IPUJIOJKEHUE 1X

IIPUJIOJKEHUE X

1IPHJIOJKEHUE X1

1IPHJIO’KEHHAE XII

1IPUJIOJKEHUE XIII

IIPUJIOJKEHUE XIV

IIPUJIO’KEHUE XV

1IPHJIO’KEHHUE XVI

ITPUJIOJKEHUE XVII

N3UCKBAHUSA 3A CTAHJAPTHA
HUH®OPMAIIUA 3A BELIECTBA, IIPOU3-
BEJEHU MJIM BHECEHM B KOJIMYECTBA
OT 100 TOHA UJIU [TIOBEYE

N3UCKBAHMUSA 3A CTAHJAPTHA
HUH®OPMAILIUA 3A BELIECTBA, IIPOU3-
BEJEHU WJIX BHECEHHU B KOJIMYECTBA
OT 1000 TOHA WX IMIOBEYE

OBIIHA IMPABUJIA 3A TIPUEMAHE HA CTAH-
JAPTEH PEXUM 3A U3IIUTBAHUSA B CbHOT-
BETCTBHUE C IPUJIOXEHHUS VII—X

OB PA3IIOPEABM 3A HNOTPEBUTEJIU
HAJIOJIY 1O BEPUI'ATA 3A OLEHSBAHE
HA BEHIECTBA W HM3IOTBSAHE HA
JOKJIAL 3A BE3OIIACHOCT HA XMMHWYHO
BEHIECTBO

KPUTEPUN 3A MJIEHTUOUIIMPAHE HA
YCTOMYUBH, BUOAKYMYJIMPALIHA n
TOKCUYHM BEIIECTBA W HA MHOI'O
YCTOMYUBU M MHOIO BHOAKYMY-
JIMPAIIIKA BEHIECTBA

CIIMCBbK HA BEHMIECTBATA, INPEJMET HA
PA3PELIEHUE

JOCHUETA
COIHUAJIHO-UKOHOMMUYECKH AHAJIM3

OI'PAHMYEHHUSA 1IPU NPOU3BOJCTBOTO,
IIYCKAHETO HA ITABAPA U YIIOTPEBATA
HA ONPEJAEJIEHH OIIACHM BEIIECTBA,
CMECH U U3JIEJIUA
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JUUT 1

ObLIHY MMOJIOKEHUA

IJIABA 1

ILlen, ooxéam u npunazane

Ynen 1

Iex u odxBaT

1. llenara Ha HacTOAIIMS PErJIaMEHT € Ja rapaHTHpa BUCOKO HUBO Ha
3aIiTa Ha 3/IpaBeTO Ha YOBEKa M OKOJHATA CPe/ia, BKIIOYUTEIHO HAaChp-
YaBaHETO Ha AITCPHATHUBHU METOAU 3a OLEHKAa Ha ONACHOCTH OT
BEIIECTBA, KaKTO M CBOOOJHOTO JBIDKGHHE HA BeI[ECTBAa Ha
BBTPEIIHYS I1a3ap U B CBILOTO BpeMe NOJ0OPsIBaHE KOHKYPEHTOCIIOCO0-
HOCTTa ¥ MHOBAIHATA.

2. Hacrosmmsar periiaMeHT yCTaHOBSIBA pa3nopeaOM 3a BElIecTBa U
» M3 cmecu € no cMmuchia Ha wieH 3. Tesu pasmopenbu ce mpumarat
3a IPOU3BOJCTBOTO, IIyCKAaHETO Ha Ia3apa WIN yrnorpebara Ha TakuBa
BEIECTBA B CaMOCTOsATENEH BHJ, B P M3 cmecn € mnu B u3lenus,
KaKTO M HpH IyCKaHEeTo Ha masapa Ha M3 cmecu «.

3. HacrosmmsT permaMeHT ce OCHOBAaBa Ha NPUHIIHIIA, Y€ IIPOHU3BO-
JUTENUTE, BHOCHUTEIMTE M TNOTPEOMTENUTE HAJOoly IO Bepurara ca
JUTBXKHH Ja TIPOM3BEXKIAT, ITyCKaT Ha Ia3apa WM YIOTpeOsBaT Te3H
BEILlECTBA, TaKa 4e Ja HsAMa HeOJaronpusTHO BB3ACHCTBUE BBHPXY
3IpaBeTO Ha YOBEKa WIIM OKOJHATa cpena. Herosure pasmopendu ca
OCHOBAaHM Ha NPUHINIA HA MPCBAHTHBHOCTTA.

Ynen 2

IIpunarane
1. HacrosimusT pernameHT He ce mpuiara 3a:

a) paaMoaKTHBHM BEIIECTBAa, MOMajamy B o0xBaTa Ha JlupekTuBa
96/29/Epatom Ha ChbBera oT 13 Mmaii 1996 r. 3a ycTaHOBsIBaHE Ha
OCHOBHHM CTaHJIApTH Ha OE30MacHOCT 3a 3alluTa Ha 3/pPaBeTO Ha
pPabOTHUIMTE M HACEJCHHETO CpEIly OINACHOCTUTE, MPOM3THYAILN
ot Honusuparo sueHue (1);

6) BemecTBa B camocrosTeneH Bua, B M3 cmecn « niu B u3enus,
KOUTO ca OOEKT HAa MHUTHHYECKH KOHTPOJ, MPU YCIOBHE 4Ye HE ca
MIPeThPIIEITH KAaKBaTo U Ja € 00paboTka Wik nmpepaboTka, ¥ KOUTO ca B
PEXKUM Ha BPEMEHHO ChbXPaHEHUE WM B CBOOOIHA 30Ha, UK CBOOOAEH
CKJIaJI C L PEEKCIOPT, WIIN TPAH3HT;

B) HEHU3OJIUPAHU MEXKIUHHU MPOLYKTH;

I) TIPEBO3 Ha ONACHM BEIIECTBA W OINACHU BEIIECTBA B ONACHU
» M3 cmecu € ¢ KelNe30IbTEH, aBTOMOOWIICH, BBTPEIIHOBOJICH,
MOPCKHM WJIH BB3AYLIEH TPAHCHOPT.

2. Ornaaek, mo cmuchia Ha JupekrtuBa 2006/12/EO nHa Espo-
neiickus mapiaaMenT W Ha ChBera (), He e BemectBo, P M3 cmec <«
WIN W3JeNIMe 10 CMUCHJIa Ha WIeH 3 OT HACTOSIIUS pErjiaMeHT.

(') OB L 159, 29.6.1996 ., c1p. 1.
() OB L 114, 27.4.2006 r., c1p. 9.
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3. JIbpkaBUTe-4JICHKH B OMpPENENICHU CIy4dad Morar Jia M3KJIIoyaT OT
oOXBaTa Ha HACTOSIIMS PEIrJaMEHT OIPEIENCHH BEIIeCTBA B CaMO-
crositened Buj, B M3 cmec € mim B u3Jenue, KOraro Tosa € HeoO-
XOMMO 32 MHTEPECHTe Ha OTOpaHaTa.

4, Hacrosust periiIaMeHT C€ Iipujiara, 0e3 na 3acsra:

a) 3akoHozarencTBOoTOo Ha OOIIHOCTTa 3a paboTHA cpema M OKOJIHA
cpena, BkmouutenHo Jupextua 89/391/EMO na ChBeta oT
12 ronu 1989 r. 3a BBBEKIaHE HA MEPKU 3a HAChpyaBaHE MOA00pS-
BaHETO Ha 0E30IaCHOCTTA U 3/[PAaBETO Ha PaOOTHHIUTE HA PAOOTHOTO
msicto (1), dupextusa 96/61/EO na ChBeta ot 24 cenremBpu 1996 r.
3a KOMIUICKCHO IPEIOTBPATSBaHE W KOHTPOJI HA 3aMbpCSBaHETO (%);
Jupextusa 98/24/EO, upextusa 2000/60/EO Ha EBpomeiickus
napiamedT 1 Ha CpBera oT 23 oktomBpu 2000 T. 32 yCTaHOBSBaHE
Ha pamKa 3a jaeiictBusta Ha OOLIHOCTTa B 00JAaCTTa MOJHUTHKATA 32
soaute () u Jupextusa 2004/37/EQ;

6) HupektuBa 76/768/EMIO 1o oTHOIIEHME Ha MPOBEXKIAHETO Ha
M3MHUTBAHUS BBPXY TPHOHAYHH KHBOTHH, B 00XBaTa Ha MOCOYEHATA
JTMPEKTHBA.

5. Pasnopenbute Ha assose 11, V, VI u VII He ce npuarar, xorato
JIaJICHO BEIIECTBO Ce ynorpedsiBa:

a) B JIGKAPCTBEHH MPOAYKTH 3a XyMaHHAaTa WIM BETCpUHApHATa
ynorpeba B obxBata Ha Permament (EO) No 726/2004, dupextrBa
2001/82/EO na Eporneiickus napnameHT u Ha ChBeTa OT 6 HOEMBpPHU
2001 r. otHOCHO Kozmekca Ha OOIIHOCTTA 3a BETEPUHAPHUTE JieKap-
crBern npoayktu (*) u Jlupextusa 2001/83/EO Ha Espormeiickus
napnameHT u Ha CpBera oT 6 HOoemBpu 2001 OTHOCHO KOAeKca Ha
OOLIHOCTTa OTHOCHO JIEKAPCTBEHH NPOJIYKTH 3a XyMaHHa YIOTpe-

6a (°);

6) B xpaHu WK (Qypaxku 3a >KUBOTHU B cboTBeTCTBUE ¢ Pernament (EO)
Ne 178/2002, BKIOYHTENHO 3a yrnoTpeda:

1) KaTo XpaHuTeNHa [J00aBka B XpaHu B oOxBaTa Ha JlUpeKTHBa
89/107/EVIO na CoBera ot 21 aekemBpu 1988 r. 3a cOnmxaBaHe
Ha  3aKOHOJATEJICTBATa Ha  JAbP)KABUTE-WICHKU  OTHOCHO
XPaHUTENHU JOOABKHU, Pa3pelIeHH 3a BlaraHe B XpaHH, NPEIHa3-
Ha4eHH 3a KOHCymauus ot doBeka (°);

(") OB L 183, 29.6.1989 r., ctp. 1. [upekruBa, usmenena ¢ Permament (EO)
Ne 1882/2003.

(®» OB L 257, 10.10.1996 r., ctp. 26. [IupekTuBa, MOCICIHO H3MCHEHA C
Pernament (EO) Ne 166/2006 na Espomeiickust mapiament u Ha ChbBera
(OB L 33, 4.2.2006 r., ctp. 1).

() OB L 327, 22.12.2000 r., crp. 1. JlupekruBa, u3MeHeHa ¢ Peruenue
Ne 2455/2001/EO (OB L 331, 15.12.2001 r., ctp. 1).

(*) OB L 311, 28.11.2001, ctp. 1. /lupekrrBa, MOCIEIHO U3MCHEHA ¢ JIMpeKTHBA
2004/28/EO (OB L 136, 30.4.2004 r., ctp. 58).

() OB L 311, 28.11.2001, ctp. 67. JupektuBa, MHOCICIHO W3MCHEHa C
Pernmament (EO) Ne 1901/2006.

() OB L 40, 11.2.1989 r., crp. 27. [upekTuBa, MOCICIHO H3MEHEHa C
Pernament (EO) Ne 1882/2003.
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il) KaTo apoMaTH3aHT B XpaHu B oOxBara Ha JlupekTHBa
88/388/EMO na CoBeta ot 22 roHum 1988 1. 3a cOmmxaBaHeTo
Ha 3aKOHOJIATEJICTBATA Ha JIbPKABUTE-YICHKH OTHOCHO apOMaTH-
3aHTHTE, IpPEAHA3HAYeHH 32 BJIaraHe B XPaHH U H3XOJHHUTE
Mmarepuanu 3a  TAXHOTO mpom3BoacTBo (') wu  Perenue
1999/217/EO na Komucusra ot 23 ¢epyapu 1999 r. 3a
NpUeMaHe Ha PETHCTHP Ha apOMATHYHHUTE BEIIECTBA, U3IOI3BAHU
BBB WM BbPXY XPaHUTE, ChCTABEH B NPUIIOKEHHE Ha PerimameHT
2232/96 na Eppormeiickusi napiaament u Ha Cheeta (%);

iii) xaro noGaBku BBB (ypaku B obOxBata Ha Permament (EO)
Ne 1831/2003 wa Espomeiickusi napnameHT W Ha ChbBeTa OT
22 centemBpu 2003 r. OTHOCHO J00aBKHTE, W3IIOJI3BAHU B
Xxpauu 3a )uBoTHU (3);

V) mpu XpaHeHe Ha XHMBOTHHU B oOxBara Ha /lupextusa 82/471/ENO
Ha CeBera oT 30 ronu 1982 r. mo oTHOIIEHHE Ha ONpeAeIeHH
HPOJYKTH, M3MOJI3BaHH MPH XPAaHEHETO Ha KUBOTHH (*).

6. Pasmopenbute Ha gan IV He ce mpuiarat 3a ClIeIHHUTE
> M3 cmecu « B 3aBBpIICH BUJ, MpEJHA3HAYCHN 3a KpaWHHA ITOTpe-
Ouren:

a) JIEKapCTBEHU NPOAYKTH 3a XyMaHHa WM BETepHHApHa ynoTrpeba B
obxBata Ha Permament (EO) Ne 726/2004 u Tupextuna 2001/82/EO,
KakTo € ompezaeneHo B Jupexkrusa 2001/83/EO;

0) KO3METUUHM [pPONYKTH, KAaKTO € ompeleneHo B JlupekTua
76/768/ENO;

B) MEIUWIIMHCKH W3JeNMs, KOUTO Ca WHBAa3WBHU WU C€ H3MOJI3BAT B
JIUPEKTeH (U3MYECKH KOHTAKT C YOBEIIKOTO TSUIO, JOKOJKOTO
npyrd Mepkd Ha OOIIHOCTTa BBBEKAAT pas3mopendM 3a KIacH-
¢duKanusa U eTUKeTHpaHe Ha omacHu BemectBa u P M3 cmecn «,
OCHUTYpSIBAallld CHIIIOTO HUBO HAa MPEJAOCTaBsIHE Ha HWHMOpMAIUsS |
3amuTa, Kakto Jupektusa 1999/45/EO;

I') XpaHu Wik Qypaxu 3a KUBOTHH B choTBeTcTBHE ¢ Periament (EO)
Ne 178/2002, BrimroduTenHo 3a ynotpeoda:

1) KaTo XpaHuTenHa J00aBKa B XpaHH B oOxBaTa Ha JlMpeKTHBa
89/107/EUO;

il) KaTo apoMaTH3aHT B XpaHu B obOxBara Ha JlupekTHBa
88/388/EMO n Pemenne 1999/217/EO;

iii) karo no6aBka BBB ¢ypaxu B oOxBara Ha Permament (EO)
Ne 1831/2003;

V) OIpU XpaHeHe Ha KUBOTHM B obOxBara Ha JlupekTuBa
82/471/EUO.

(") OB L 184, 15.7.1988 r., crtp. 61. JlupekTHBa, IOCIEIHO HM3MEHEHA C

Pernmament (EO) Ne 1882/2003.

(®> OB L 84, 27.3.1999 r., ctp. 1. Pemienne, nmociequo u3MeHeHO ¢ PemeHne
2006/253/EO (OB L 91, 29.3.2006 r., ctp. 48).

(®) OB L 268, 18.10.2003 r., ctp. 29. Pernamenr, usmenen ¢ Pernament (EO)
Ne 378/2005 na Kommucusta (OB L 59, 5.3.2005 r., cTp. 8).

(*) OB L 213, 21.7.1982 r., crp. 8. [upekTuBa, MOCICIHO W3MEHEHA C
Jupexrusa 2004/116/EO na Komucusira (OB L 379, 24.12.2004 r., ctp. 81).



02006R1907 — BG — 09.05.2018 — 038.001 — 9

7.

W3uckBanusta Ha gsuose 1I, V u VI He ce mpuarar 3a:

a) BEIIECTBA, BKJIIOUEHH B MNpwiokeHue IV, B ciyyauTe Korato e

Hajly4yHa J0CTaTb4Ha I/IH(bO])MaIH/IH, 4Ue€ TE3u BCLICCTBA, IOpaau
TCXHUTC XapaKTCpHU CBOI’ICTB&, NNpUYUHABAT MUHUMAJICH PHUCK;

0) BelIeCTBa, BKJIIOYCHM B MPHIOKEHHE V, 32 KOUTO CE CUUTa, 4e

perucrtpanusaTta UM € HEyMECTHA WJIM HCHY>KHa W U3KIHOYBAHETO UM
OT TE3U ISJIOBC HE 3acsra LCJIUTC Ha HACTOALIWSA PETIIaMCHT,

B) BEILECTBAa, B camocTositesieH Bua win B P M3 cmecu d, peruc-

Tpupanu B cboTBeTcTBHE ¢ Jsul II, m3Hecenu or OOmHOCTTA OT
YYacCTHMK BBB BEpUrara Ha [JOCTaBKM M IIOBTOPHO BHECEHU B
OOmHOCTTa OT ChIUUS MIM OPYr YYacTHUK B CblIaTa Bepura Ha
JIOCTaBKU, KOUTO yJOCTOBEPH, He:

1) TMOBTOPHO BHECCHOTO BCUICCTBO € CBHIIOTO KAaTO H3HECCHOTO,

ii) My e mpeJocTaBeHa WHPOPMAIUAITa B ChOTBETCTBUE C WieHOBE 31
niM 32 3a U3HECEHOTO BEIIECTBO;

T') BEIIeCTBa B caMOCTOsITeNieH Bul, B P> M3 cvecn « win B W3S,

8.

KOUTO ca OWJIM perucTpupaHu cbriacHo jsut I, u xouto ca Bb3CTa-
HoBeHu B OOIIHOCTTA, aKo:

1) BEIIECTBOTO, MOJIYYEHO OT MPOLECH Ha BH3CTAHOBSBAHE, € CHIIOTO
KaTo BEIIECTBOTO, PETHMCTPUPAHO B CHOTBETCTBHE ¢ A5l II; n

i) MPEANPHSITUETO, OCHIIECTBIBAIIO Bh3CTAHOBSIBAHETO, Pa3Iioiara ¢
nHpopMaLMATa, HM3MCKBaHA CbhIVIACHO wieHoBe 31 wimm 32,
CBBbp3aHa C BEIIECTBOTO, KOCTO € OWJI0O PErHCTPUPAHO B CHOT-
BercTBue ¢ msur 11

MexauHHI MpOAYKTH, H30JHMpaHW Ha IUIomaJKaTa W TpaHCIIOp-

THPaHU W30JHMPAaHU MEXIUHHH TPOIYKTH c€ OCBOOOXKIABAT OT:

a) tmaBa 1 ot man II, ¢ uskmoueHwe Ha wieHoBe 8§ U 9; u

0) mam VIL

9.

Pasnopen6ure Ha gsuoBe II m VI He ce mpuiarar 3a HOJUMEpPH.

IJIABA 2

Onpeodenenus u odwu pasnopeoou

Ynen 3

Omnpenenenus

Ilo cmucwbia Ha HacToAIIMA PETJIaMCHT:

1. Bewecmeo: 03HauaBa XMMHUYEH €IIEMEHT U HETOBUTE ChEIAMHCHHS B
€CTECTBEHO CHCTOSHHE WM MOJYYCHH 4Ype3 BCEKH MPOU3BOACTBEH
MpOIIeC, BKIOYMTEIHO BCsKa J00aBKa, HEOOXOAMMa 3a 3ama3BaHe
Ha HeroBara CTaOWJIHOCT W BCEKH IPUMEC, W3BJCUCH OT H3IOJ-
3BaHUs TIPOIEC, C M3KIIOUEHHE Ha BCEKH pa3TBOPHUTEN, KOMTO
MOXe 1ga Obpae otdeneH, Oe3 Ja ce 3acsAra CTaOMIHOCTTAa Ha
BEIIIECTBOTO MJIM Jia C€ MPOMEHSI HETOBUST CHCTaB;

2. »M3 Cmec d«: o3HauaBa cMeC WIH Pa3TBOP, CbCTABEH OT JBE HJIH

TIOBCYEC BCIICCTBA,
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10.

11.

12.

13.

. M30enue: o3HauaBa mpeaMeT, Ha KOMTO 10 BpeMe Ha MIPOU3BOACTBOTO

My € JOajacHa CIiCuaJIHa (1)0pMa, NOBBPXHOCT HWIIN HHSaﬁH, KOHUTO
onpeaciiaT HEroOBUTE (byHKI_[I/II/I B IIO-rojissiMa CTCIICH OT HCIOBUS
XHUMHUUYCH CHCTaB,

. Hpouseoaumeﬂ Ha uzdenue. O3HA4YaBa BCIKO (l)I/I3I/I'{eCKO Wi

IOPUIMYECKO JIMIIC, KOCTO IMPOM3BEXKIA WJIHM CrIIO0sSBa H3/CIHC B
pamkuTe Ha OOLIHOCTTA;

. HOJlLLMepZ O3HavdaBa BCIUIECCTBO, CbCTABCHO OT MOJICKYJIU, XapaKTe-

pusupamu cc¢ C IOCICAOBATCIHOCT Ha €IHA WK IIOBCYC BUIOBEC
MOHOMCPHH  CAUHUIIU. TaxkuBa MOJICKYyJIM ~MOraT Ja uMar
Bapupanio MOJICKYJIHO TETJIO, IPU KOETO pasjnduiaTa B MOJIC-
KYJIHOTO T€TJIO C€ OBJDKAT NMPCANMHO Ha pas3jinduiaTa B 6p051 Ha
MOHOMEPHUTEC C€AUHHUIIHU. Enun MOJIUMEP ChbAbpKa CICAHOTO:

a) MPOCTO TETJIOBHO MHO3MHCTBO OT MOJIEKYJH, KOUTO CBIBPKaT
[OHE TPU MOHOMEpPHHU EJMHUIIM, KOBAJEHTHO CBBbP3aHU C IOHE
€lHa Jpyra MOHOMEpHA €IMHMLA WM JIPYT PEareHT;

0) MO-MaJKo OT MPOCTO TETJIOBHO MHO3MHCTBO OT MOJIEKYJH CHC
CBIIOTO MOJIEKYJIHO TETJIO.

[lo cmucema ©Ha TOBa OmpeAeneHUE ,,MOHOMEpPHAa eAMHMIA™
O3HayaBa pearupaiara (opMa Ha MOHOMEPHO BEILECTBO B ITOJIUMED;

. MOHOMepI O3HayaBa BCUICCTBO, KOCTO MOXC Aa 06pa3yBa KOBa-

JIGHTHH BPB3KH C TOpEIHNa MOAOOHM WM PA3INIHU MOJEKYIH
MpU  yCIIOBHATA HA CHOTBETHATA MOJMMEPH3ALMOHHA pEeaKIys,
W3II0JI3BaHa 32 KOHKPETHMS TPOLIEC;

. PeeucmpaHm: O3HavaBa IMPOU3BOAUTE WM BHOCUTE Ha BEIIECTBO,

WJIN MPOU3BOAUTEI UJIM BHOCUTCII Ha U3JACIIHUEC, IMOAATT perucTrpanus
3a BCIICCTBO,

. Hpous’eoacmeo: O3HavaBa I10JIy4aBaHC Ha BCIICCTBA WUJIA HU3BJINYAHC

Ha BCHICCTBA B €CTCCTBCHO CBHCTOSHHUC,

. Hp0u360()umeﬂ: O3Ha4YaBa BCIKO (1)I/I3I/I‘IGCKO WJIn HPpUIANICCKO

nuie, ycraHoBeHO B OOIIHOCTTa, KOETO MPOM3BEXKIA BEIIECTBO B
pamkute Ha OOIIHOCTTA;

Bunoc: o3HawaBa (pU3MUECKOTO BBBEXKJAHE HAa MHTHHYECKATa
Tepuropus Ha OOIIHOCTTA;

Bnocumen: o3HauaBa BCSIKO (1)H3I/I‘IGCKO Wi OPpUAUYCCKO JIUIIC,
YCTaHOBCHO B O6HIHOCTTa, KOCTO € OTITOBOPHO 3a BHOCA;

HyCK'aHe Ha naszapa: O3HavYaBa OOCTaBAHEC WM IMPEAOCTABAHE,
cpeiny 3aruraliaHe Hin 6€3HJIaTHO, Ha TpETa CTpaHa. BuocwT ce
CyuTa 3a IMyCKaHE€ Ha Iasapa,

ITlompebumen wnadony no eepucama: O3HayaBa (PU3MYECKO HIH
IOPUIMYECKO JIMIe, YycTaHOBeHO B OOIIHOCTTa, PA3IMYHO OT
[IPOU3BOUTEIISI MJIM BHOCHTEIS, KOCTO YIOTpeOsiBa BEIIECTBO, B
camocTosATeneH By wid B M3 cmec € npu M3BBPHIBAHETO HA
HErOBHTE TMPOM3BOACTBEHH WM  NPO(ECHOHATHH  JICHHOCTH.
JuctpuOyTophT WM KpalHHAT HOTPEeOUTEN HE ca MoTpeOHTenH
HaJoly 10 Bepurara. JIume, OCBIIECTBSABAINO IOBTOPEH BHOC,
MOMaJali0 B M3KIIOUCHHUSATA ChIJIaCHO wieH 2, maparpad 7, Oyksa
B), CE€ CUMTA 3a MOTPEOUTEN HAJ0Jy MO BEpHUrara;

14. Jucmpubymop: o3HauaBa BCAKO (PU3MYECKO MIIH FOPUAMYECKO JTUIIEC,

ycranoBeHO B OOIIHOCTTA, BKIIOYUTEIHO THProBell Ha ApeOHO,
KOWTO caMO CbXpaHsBa M IIyCKa Ha Ia3zapa BEIIECTBO B CaMo-
crosareneH BuA win B M3 cmec «, 3a TpeTH CTpaHU;
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15. Mesicounen npodykm: 03HauyaBa BEILECTBO, IIPOU3BEACHO 3a, YIOT-
pebeHO BBB WIHM H3MON3BAHO 3a XHMHUYECKa MpepadoTKa, ¢ IIen
HOPEBPBUIAHETO MY B JPYrO BELIECTBO (HApUYaHO I[O-A0JNY ,,CHUH-
Tes3):

a) Heu30aUPaH MexlcOUHeH npooykm: O3Ha4YaBa MEKIMHEH MPOIYKT,
KOWTO MO BpeMe Ha CHHTE3a HEe CE OTCTpaHsBa YMHIIIICHO (C
M3KIIIOYCHUE Ha B3EMAaHETO Ha MpoOu) OT 00O0pYABAaHETO, B
KOETO Ce U3BBpIIBA CHHTE3HT. ToBa 000pyIBaHE BKIIOYBA pEaK-
[IMOHHKS CbJl, HETOBOTO CIIOMAraTelHO OOOpyIBaHE U BCIKO
obopy/aBaHe, Tpe3 KOETO BellecTBoTO(aTa) mpeMuHaBa(T) IO
BpeMe Ha HEMPEKbCHAT UITH MEPUOANYEH MPOIEeC, KAaKTO U TPHOO-
MPOBOJIUTE 3a MPEHOC OT €OWH CHI B APYT 3a CIEABAILUS PEaK-
[IMOHEH eTal, HO M3KJII0YBA pe3epBOapH WM JIPYTH ChIOBE, B
KOMTO BEIIECTBOTO(aTa) ce ChXpaHsIBa(T) Clie/l MPOU3BOJICTBOTO;

0) Mmedncounen npooykm, U30IUPAH HA NIOWAOKAma: O3HavaBa
MEXIMHCH IIPOAYKT, KOWTO HE OTrOBaps Ha KPUTECPUHTE 32
HEHM30JMPAH MEKAWHEH MPOAYKT W KOraTto MPOU3BOJICTBOTO HA
MEXIMHHUS IPOAYKT W CHHTE3bT Ha JPYro BEIIECTBO(a) OT HEro
Ce OCBIIECTBSIBA HA ChIATa IUIOMIAJKa, KOATO CC EKCIUIOATHpa
OT eIHO HWJIM MOBEYC FOPUIMYCCKH JIHIA;

B) MPAHCNOPMUPAH  U3OAUPAH —MedcOuHeH NpoOyKm: O3HadaBa
MEXIUHEH MPOAYKT, KOHTO HE OTroBaps Ha KpPUTEPUHUTE 32
HEM30JMpPaH MEXIUHEH NPOAYKT WU C€ TPAHCIOPTUPA MEXITY
WIK JIOCTaBsl Ha APYTH IUIOLIAJIKU;

16. ITnowaoka: 03HaA4YaBa CaMOCTOSITEJICH TEPEH, B KOWTO OINpeJeeHa
4acT OT MH(PACTPYKTypaTa U CHOPHKCHUATA Ca CIOJCICHU TMPH
HaJIMYKME Ha MOBEYEe OT €IUH IMPOU3BOAMTENl Ha BEIIECTBO(a);

17. Yuacmuuyu 6v6 6epucama Ha Oocmasku: O3HA4aBa BCUYKU
MPOU3BOIUTEIN W/WJIM BHOCHTEIN W/WIIM MOTPEOMTENN HAI0Jy IO
BEpUrara Ha JOCTaBKH;

18. Aeenyusa: o3nHauaBa EBponeiickata areHuMs 10 XUMHUKaJIH,
Ch3/1aJICHA C HACTOSIIHUS PETJIAMCHT;

19. Komnemenmen opean: 03HauaBa OPTaHBT WU OPTaHUTE WU CTPYK-
TypUTE, ONpPEJENICHH OT JbPXKABUTE-WICHKH, /14 U3IBIHIABAT 33.bJI-
JKCHUATA, MPOU3TUYAIIN OT HACTOALIUA PEriIaMEHT,

20. Bwsedero geuecmeo: 0O3HaUaBa BEIIECTBO, KOETO OTrOBaps Ha MOHE
€IMH OT CIICJHUTE KPUTECPHH:

a) BKIIOUYEHO € B EBpOMEWCKUS CIHMCHK Ha ChHIIECTBYBAIINTE
THProBcKkM xuMu4HU BemiectBa (Einecs);

vm23

6) mpousseneHo ¢ B OOLIHOCTTA WM B AbPXKABUTE, IPUCHEAUHUIN
ce kpM EBpomneiickust cpro3 Ha 1 syapm 1995 1., Ha 1 Mmait
2004 r., Ha 1 suayapu 2007 r. unu Ha 1 romu 2013 r., HO He €
MyCKaHO Ha Ta3apa OT MPOU3BOAUTENS WM BHOCHTENS, TOHE
BeIHBK 332 M3MHHAIUTE 15 TOOWHH Npeay BIHM3aHETO B CHIIA
Ha HacTosAlUsA PETJIaMCHT, TPU YCJIOBHUC Y€ TMPOU3ZBOAUTECIIAT
WITH BHOCHTENAT pas3loiaraT ¢ JOKYMEHTH, TOKa3Ball[il TOBA;
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VY M23

B) IIyCHATO € OT MPOM3BOIMTENS MM BHOCHUTENIS Ha Ta3apa Ha
OOmHOCTTa WM B ABbpP)KaBUTE, NMPUCHEAUHWIN ce KbM EBpo-
neiickust ¢bto3 Ha 1 siHyapu 1995 r., na 1 mait 2004 r., Ha
1 sayapu 2007 r. wim vHa 1 1omm 2013 r., mpeaw BIM3aHETO B
CHJIa Ha HACTOSIIMS PEerjaMeHT M Ce € CYHUTalIo 3a HOTU(H-
LUPAaHO B CHOTBETCTBUE C wieH §, maparpad 1, mbpBO THpE OT
JupektuBa 67/548/EVIO, BbB Bepcusita Ha wieH 8, maparpad 1
cien u3MeHeHuero, BHeceHo ¢ upextuBa 79/831/EMO, HO He
OTroBapsi Ha OIPEIEJCHHEeTO 3a IMOJHUMep, YCTAHOBEHO B
HACTOSIIUS PErJIaMEHT, TPH YCIIOBHE Y€ TPOMU3BOAMUTEISAT WIIH
BHOCHTEIISIT Pa3ojiaraT ¢ JOKYMEHTH, IOKa3Balld TOBA, BKIIO-
YUTEIHO JIOKA3aTeJICTBO, Y€ BELIECTBOTO € OWJI0 IIyCHATO Ha
masapa OT KOHTO M Jla € NMPOM3BOAUTET HJIM BHOCHUTEN MEXIY
18 cenremBpu 1981 1. n 31 oxtomBpu 1993 r. BKIIIOYMTEINHO;

21. Homuguyupano eewjecmgo: 03Ha4aBa BELIECTBO, 32 KOETO €
nojajiecHa HOoTH(UKaUs W KoeTo OM Moryio jaa ObJie MycHaTo Ha
mazapa B cbotBercTBHE ¢ JupekTnBa 67/548/EUNO;

22. Hayunouszcreoosamencka u pazeotiHa 0euHOCH, C8bP3ana ¢ RpoOyKmu
u npoyecu: O3Ha4aBa BCSKA HaydHa pa3paboTKa, CBBp3aHa C
pa3paboTBaHe HA MPOAYKT WM II0-HATATBHIIHO pa3paboTBaHe Ha
BEILIECTBO B CaMOCTOsATeNeH BuA, B M3 cmecn « uin B u3zenus,
B TIpolleca Ha KOUTO Ca H3MOJI3BAHH OIUTHO CHOPBKEHHE WIIH
HPOLIECHO M3IHUTBAHE 33 Pa3pabOTBaHE Ha MPOM3BOIACTBEHMS POIIEC
W/WIK 33 U3MHUTBaHE Ha 00JIACTHTE HA NMPHIOKCHHE Ha BEIIECTBOTO;

23. Hayunouszcneoosamencka u paseouna OeliHOCM: O3HadaBa BCEKU
Hay4YeH CeKCIEPUMEHT, aHajdu3 WM XUMHYHO H3CJIC/[BAHE,
MIPOBEJICHN B KOHTPOJHMPAHU YCIOBHUS B 00€M IO-MalbK OT | TOH
3a roAuHa;

24. Vnompeba: o3HadaBa BCsiKa mpepadoTKa, (opMmysupaHe, NoTped-
JICHHWE, ChXpaHCHHE, OTTOBOPHO IMa3eHe, 00padOTKa, NBIHECHE B
KOHTCHHEepH, MPEeXBBPIsSHE OT €IUH ChJ B JAPYr, CMECBaHe,
MIPOU3BOICTBO Ha M3/ICIINE MM BCSKO JPYrO OMOJI30TBOPSIBAHE;

25. Cobcmeena ynompeba Ha peeucmpanma: O3Ha4aBa WHIAYCTpHAIHA
niu npodecroHanHa yrnorpeda Ha pPEerHCTPaHTa;

26. Hoenmugpuyupana ynompeba: o3HayaBa ynorpeba Ha BEHIECTBOTO,
B camocToATeneH Bua uimu B M3 cmec €, mimm ynorpeda Ha
> M3 cmec «, KOATO € NpeBUJCHA OT Y4YaCTHHK BbB BepuUrara
Ha JIOCTaBKH, BKJIOYBAIla HeroBara COOCTBEHA ymHoTpeba WM
ynotpeba, 3a KosTo ¢ HHOOPMUPAH MHUCMEHO OT HEMOCPEACTBEHUS
oTpeduTeN HaJOMy M0 BEPHIara;

27. ITvnen ooxnad na uzciedganeno: O3HaYaBa 3aBBPLICHO H ITOIPOOHO
ONMCaHKWE HAa W3BBPIICHUTE JEHHOCTH 1O chOUpaHe Ha HHPOpMa-
nuaTa. ToBa BK/IIOYBA 3aBBPILIEH HAydyeH JAOKYMEHT, KakTo €
nyOnMKyBaH B JIMTEpaTypara, ONMCBAIl W3BBPLICHOTO H3CJIEBAHE
WIA TBJICH JOKJaJl, H3rOTBEH OT M3MUTBAIATa OpraHU3allus,
OMHKCBAILl U3BBPIICHOTO M3CIIE/IBAHE;

28. I1oopobHo pesrome Ha uszciedsaremo: O3HA4aBa IMOJPOOHO pe3roMe
Ha IENUTE, METOAUTE, PE3YITATHTE W 3aKITIOYCHHATA OT ITBJIHHS
JIOKJIaJl Ha M3CIIEABAHETO, MPEJOCTABSIII0 A0CTAThYHO HH(OPMAIHS
3a M3BBPIIBAHETO HA HE3aBHCHMAa OLCHKA HA H3CJICABAHETO, Orpa-
HUYABAlKUH JI0 MHHAMYM HEOOXOIMMOCTTA OT KOHCYJITHPaHE C
IBJIHMS JOKJIAJ OT M3CIJICBAHETO;

29. Pestome Ha uzcie0éanemo: O3HA4YaBa PE3OME HA LIEJIUTE, METOIUTE,
pE3yJITaTUTE M 3aKJIIOYCHUATA OT ITBJIHUS JIOKJIAJ HA M3CIECIBAHETO,
IPENOCTaBAO0 JAOCTaTbuHAa HHPOpMALUs 32 HU3BBPLIBAHETO HA
OIICHKA Ha MPUIOKHUMOCTTA Ha H3CIIC/BAHETO;
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30.

31.

32.

33.

34.

35.

36.

37.

38.

39.

40.

Ha eoduna: o3Ha4aBa Ha KaJCHAApHA TOJMHA, OCBEH aKO HE ¢
YCTaHOBEHO JIPYrO, 3a BBBEJACHH BCIIECTBA, KOWTO ca OWin
BHACSIHU WM IIPOU3BEXKAAHU IIOHE TPU IIOCICAOBATEIHU TIOJUHH,
KOJINYECTBAaTa 3a TOJMHA C€ M3YMCIIABAT Bb3 OCHOBA Ha OCpEl-
HEHOTO IIPOU3BOACTBO WM BHOC 3a TPUTE MPEIUIIHU KallCHIApHU
TOVHH;

Ocpanuuasane: O3HauaBa BCAKO YCJIOBHE 3a WiIM 3a0paHa Ha
MIPOM3BOJICTBO, YNOTpeOa WM IycKaHe Ha ma3apa;

Hocmaeuux na eewecmeéo uau WM3 cuec €: 03HaYaBa BCEKH
MPOU3BOJUTEN, BHOCHTEN, MOTPEOUTEN HAJO0Jy IO Bepurara Wid
JUCTpUOYTOp, IMyCKalll Ha Ta3apa BEIIECTBO B CAMOCTOSITEIICH BHL
mm B M3 cmec «, win M3 cmec «;

Hocmasuux Ha usdenue: 03Ha4aBa BCEKU IPOU3BOJAMUTEN MM
BHOCHTE] Ha WU3JeNue, IUCTpUOYTOpP MM JApYyr YYacTHHUK BBB
BEpHUraTa Ha JIOCTaBKH, ITyCKalll M3/IeJINE Ha Ia3apa;

Honyuamen na eewecmso uiu W»M3 cumec d: o3Ha4aBa TMOTpe-
Ouren HaJoNy IO Bepurara Wid JIUCTpUOyTOp, Ha KOTrOoTO €
JoCTaBeHO BemecTBo i P M3 cmec «;

Ilonyyamen na wu3denue: O3HA4aBa WHAYCTpUAJCH WIM Ipode-
CHOHAJIEH MOTPEeOHTEN HJIM AUCTPHOYTOp, Ha KOTOTO € JOCTaBEHO
u3zeNnue, HO He BKJIIOYBA KpaiHUTe MmoTpeduTeny,

Manxo u cpeono npeonpusimue (MCII): o3Ha4aBa MaJIKU U CPEIHH
MIPEANIPUSATHSL CHITACHO ONpeNeNIeHneTo, Chabpxkamo ce B [Ipeno-
pbkata Ha Komucusara or 6 mait 2003 r. 3a ompeneneHHETO 3a
MHKpPO-, MAJIKU U cpeadu npeanpustust (1);

Cyenapuii Ha excnosuyus: O3HaYaBa CHBKYIMHOCTTA OT YCJIOBHS,
BKJIFOUUTEIHO pabOTHU YCIOBHS M MEPKH 3a YIpaBlICHHE Ha
pHCKa, KOMTO OMMCBAT KaK BEHIECTBOTO € MPOU3BEACHO WM YIOT-
peOeHO Mo BpeMe Ha KU3HEHHS MY LHKBJI U KaK MPOU3BOAUTEIST
WM BHOCHUTEISAT KOHTPOJMPAT WM MPENOPbUBAT HA MOTPEOUTEIHTE
HAJIONly 110 BEpHUrara Ja KOHTPOJMpAT CKCIO3HLHUITa Ha Xopara U
OKoNHaTa cpefa. Te3um CIeHApHH Ha EKCIO3WIHMSI MOrar ja
00XBallaT €AWH OIpEeJeNieH MPOoLEeC WM ynorpeda MM HIKOJIKO
nporeca Wik yrnoTpeOu, ako ¢ IMOAXOISIIO;

Kameeopus na ynompeba u excnosuyus: o3Ha4daBa CLEHapuil Ha
eKCIO3MIUS, TIOKpHUBall IIMPOK O0OXBar OT NpPOLECH WU
ynoTpebu, IpH KOHTO MPOLECUTE WM YNOTPEOUTE ca MpeACcTaBeHH
Haif-MaJKko moja ¢opmara Ha KpaTKO OIMCaHHE Ha ymoTpedarta;

Bewecmsa, cpewawu ce 6 npupooama: O3HauaBa BEIIECTBO,
Cpellalo ce B NpUpojaTa, B CaMOCTOATENEH BH[, HENPepadOTeHO
M 1pepaboTeHo caMo 10 PhUYEH, MEXaHHYECH WM TPAaBUTAIMOHEH
HAYWH; Ype3 pa3TBapsiHe BbB BOJA, Upe3 (IOTALUs, Ype3 U3BIHYAHE
C BOJIa, Ype3 MapHa JAEeCTUIAlMs UM Ype3 HarpsBaHe €AMHCTBEHO 3a
rpeMaxBaHe Ha BOJAaTa WJIM KOETO € M3BJICUEHO I10 HAKAKBB HAYWH
OT BB3/YyXa;

Xumuyecku Hnemoougpuyupano eewjecmgeo: O3HauaBa BELIECTBO,
YMATO XMMUYHA CTPYKTypa OCTaBa HENPOMEHEHa, JIOPU aKko TO €
HOPeTHPIBUIO XUMHYEH Ipouec mwin o0paboTka mimm  (u3HYecka
MHUHEpaJIOTHYHA TpaHcopMalys, HaIpuMep 3a IpeMaxBaHe Ha
TIpUMecH;

(') OB L 124, 20.5.2003 r., ctp. 36.
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41. Cnaas: o3HauaBa MeTaJleH MaTepHall, XOMOI'€HEH B MUKPOCKOIHUYEH
Mamrad, ChABPIKAIL B WM MOBEUYE €IEeMEHTa, CBBP3aHM IO TaKbB
HAauMH, 4€ HE MoraT jAa ObJaT JIECHO OTICJICHU 4pe3 MEXaHHYHU
cpencTBa.

Ynen 4

O6mu pasnopendu

Bcexu npou3BoanTeN, BHOCUTET WM KBJETO € MOAXOAIIO, ITOTpeOuTeN
HAJIONy 10 BEPUTaTa, HOCEHKH IThJIHATA OTTOBOPHOCT 32 M3ITBJIHEHNE Ha
3aBJDKEHHATA CH CBIVIACHO HACTOSIIMS PErJaMeHT, MOXKE Ja IT0COYH
Tpera cTpaHa, MpPEJCTaBiIsBallda 'O 3a BCHYKH IPOLEIYPH CBITACHO
ynenoBe 11, 19, man Il u unen 53, BKIIOUHTENHO AUCKYCHH C JIPYTH
MIPOM3BOJUTENN, BHOCUTENW HJIHM, KOTaTO € YMECTHO, MOTpeOuTeH
HAJIOJy 10 Bepurara. B Tesu ciydau MICHTHYHOCTTA Ha MPOU3BOIAMTEIS,
BHOCHTEINS WIN MOTPeOUTENs HAMONy IO BEpHTara, KOHTO € TOCOYMI
CBOW Ipe/CcTaBUTEN, OOMKHOBEHO HE CE€ OIMOBECTSBA OT AreHIHUATA Ha
JOPYTHTE MPOWU3BOIUTENN, BHOCHTENIH WM, KOTaTO € YMECTHO, HOTpe-
Ourenn HajoNly IO BEpHUrara.

JUUT 1T

PETUCTPALIUSA HA BEIIECTBA

ITIABA 1

Obwu 3a0va0i1cenua 3a pecucmpupane U U3UCK6AHUA 3a UHGopmayus

Ynen 5

Hsama nannu, Hsama nasap

B cwhoTBeTCcTBHE € pasnopeaduTe Ha uwieHoBe 6, 7, 21 u 23 BemiecTBa B
camocrosiTenied Buja, B P M3 cvmecn € uiam B u3fenus He ce
npou3Bexxaar B OOIIHOCTTa MM HE C€ MyCKaT Ha Ta3apa, OCBEH aKo
T€ ca PErHCTPUPAHU B CHOTBETCTBUE C PA3MOpeI0OMTE HA HACTOSIIHS
JIJ1, KOraTo TOBa CE M3UCKBA.

Ynen 6

O0mm  3agbJKeHUsl 32 perucTpupaHe Ha  BellecTBa, B
camMocTosiTesieH BuA wiu B M3 cmecn <«

1. OcgeH B ciyuyauTe, B KOMUTO HACTOSIIMAT PErJIAMEHT IpEBUXKIA
JPYyro, BCEKH NPOM3BOAMTEN WM BHOCHUTENI Ha BEIIECTBO B Camo-
CTOSITENIEH BHJA WM B eana wmin mosede PM3 cmec € (u) B Komw-
yecTBa OT | TOH WJIM TIOBEYE Ha TOJMHAIOJAaBa perucrpauus B AreH-
LUATA.

2. 3a MOHOMEpH, H3MOJ3BAaHM KaTO H30JMpAaHU Ha IUIOIIAJKaTa
MEXIUHHMA TPOAYKTH WM TPAHCIOPTUPAHU W3OJMPAHU MEXKIUHHU
NpOAyKTH, wieHoBe 17 u 18 He ce mpunarar.

3. Bcekn mnpousBoauTen WA BHOCHUTEN Ha IOJUMEpP I10/aBa
peructpanusi B ATCHIHUATA 32 MOHOMEPHO BEIIECTBO/a MU 3a APYTro
BEIIECTBO/a, KOETO/KOMTO BCE OLIe HEe e/ca PEerucTpupaHo/m oOr
YYaCTHHK Harope I0 BepuUrara Ha JIOCTaBKH, aKO OTroBapsi €IHO-
BPEMEHHO Ha CJICJAHUTE JBE YCIOBHS:

a) MONMMEPBT ChABPKA 2 TErJIoBHH % (W/W) WIH MOBEYE OT CHUIIOTO
MOHOMEPHO BEIIECTBO/a MJIM JIPYro BELIeCTBO/a BBB (opmaTta Ha
MOHOMEPHH €IMHUIN U XUMHYECKH CBBP3aHO BELIECTBO/a;
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6) 00II0TO KOJMYECTBO HAa TaKOBa MOHOMEPHO BEILIECTBO/a WM JPYro
Beniectso/a € 1 ToH wiM mosedye or | TOH HA roguHa.

4.  TlogaBaHeTo Ha peruUCTpaIus € MPHIPYKEHO C TaKcaTa, M3UCKBaHA
B ChOTBETCTBHE C Asu1 [X.

Ynen 7

PeFHCTpal.ll/lﬂ u HOTI/l(l)HKal.ll/Ifl Ha BellecTBa B U3ACIAUA

1. Bceeku MPpOU3BOAUTET WJIW BHOCUTCI Ha U3ACIHA IoJaBa
perucrpanuns B AreHIusTa 32 BCIKO BCIUIECTBO, CHABPIKAIIO CE€ B TE3U
n3aeiusi, ako OTroBapsi €AHOBPEMCHHO Ha CICAHUTE ABC YCJIOBUSA:

a) BCHICCTBOTO MNPUCHCTBA B TE3WU HU3ACIUA B KOJIUYCCTBA O6HIO HaJ 1
TOH 3a NPOU3BOAUTCII WJIIM BHOCHUTECJ Ha TIOJAWHA;

0) oyakBa ce BEIIECTBOTO Ja CE€ OTACIM NPU HOPMAJIHM MU Hpe-
BUIMMH YCJIOBHSI Ha ymorpeoba.

[lomaBanero Ha perucTpanus ce TpUApPYKaBa OT TaKcaTa, W3WCKBaHA
ceritacHo gsut 1X.

2. Bceku mpoHM3BOIUTEN WIM BHOCUTEN Ha HW3ICIHS HOTHU(QHIUpA
AreHuusTa B CHOTBETCTBUE C maparpad) 4 OT HACTOSIIUS YJICH, aKo
BEIIECTBOTO OTTOBAapsl HA KPUTEPUUTE 110 WIeH 57 U € HACHTHOUIIIPAHO
cbrilacHO wieH 59, maparpad 1, ako oOTroBaps €JHOBPEMEHHO Ha
CJICITHUTE JIBE YCIIOBHS:

a) BEIIECTBOTO NMPHUCHCTBA B TE3W M3JCIUS B KoiudecTBa oOmo Ham 1
TOH 3@ MPOM3BOJMTEN HJIM BHOCHUTEJ] Ha TOJIMHA;

0) BEIECTBOTO MPHCHCTBA B TE3M W3JCus B KoHueHTpanuu Haj 0,1
TerIoBHU % (W/W).

3. TIlaparpadp 2 He ce mpwuiara, KOraTo IPOU3BOJIUTEIAT MU
BHOCHUTEIISIT MOXKE JIa M3KIIOUM eKCIIO3MIMs Ha Xopara WM OKOJHATa
cpela NpH HOPMAJHHM WJIM TNPEJIBUIAMMHU YCIOBHS Ha yrnoTpeda, BKIO-
YUTENHO Npu oOe3BpexgaHe. B TakuBa cilydan NPOM3BOAWTENAT HIH
BHOCHUTEIIST TPENOCTaBs IMOAXOAANIM HMHCTPYKIMU Ha IOJy4arens Ha
U3/IEIUETO.

4.  HMudopmanusra, kosto TpsOBa na Obae HOTU(UIMPaHA, BKIIOYBA
CIIETHOTO!

a) WACHTHYHOCT W JAHHM 33 KOHTAKT HA [POU3BOAUTEIS WM
BHOCHTEIIS, KaKTO € OIpeJeleHo B pasien 1 Ha npmioxenue VI, ¢
M3KITFOYCHUE Ha TUIOLIAJIKUTE 3a COOCTBEHa ynoTpeoda;

0) peructpalnMOHHUS HOMep/a, chriacHo B wieH 20, maparpad 1, ako
e/ca HaJIM4YEeH/HH;

B) HaMMEHOBaHHE Ha BELIECTBOTO/aTa, KAKTO € MOCOYEeHO B paznenu 2.1
- 2.3.4 na npuioxenue VI;

r) kiIacuduKanuara Ha BELUIECTBOTO, KAKTO € IIOCOYEHO B pasnenu 4.1 u
4.2 ot npunoxenne VI;

1) KpaTko ONHWCaHHE Ha yHoTpedaTa/uTe Ha BEIIECTBOTO/Ta B H3JeE-
JHETO, KAaKTO € IMOCOYeHO B paszen 3.5 Ha mpuiaoxeHue VI u Ha
yrnotpebara Ha W3/CIHETO/Ta,;

€) TOHaKHHUS O00XBaT Ha BEIIECTBOTO, Karo Hampumep 1—10 ToHa,
10—100 ToHa U T.H.
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5. AreHuusATa MOXE€ Jla B3eM€ PELICHMs Jla U3UCKa OT IIPOU3BOMU-
TEJIUTE UM BHOCUTENIUTE HA U3AENUS Ja 10JafaT PErucTpauus B ChOT-
BETCTBHME C HACTOALIMS JIsJI 33 BCAKO BELIECTBO B TE3M U3JEJIHS, aKO Ca
U3IBJIHEHN BCHUYKH IIOCOYEHU YCIIOBHS:

a) BC€IICCTBOTO € HAJIMYHO B TC3U U3JCIUA B KOJIHMYCCTBA HaJl 1 ToH 3a
MPOU3BOAUTEIT WM BHOCUTCII HA T'OJUHA,

0) AreHuusta UMa OCHOBaHHS Ja MOA03UpA, Ye:
1) BELIECTBOTO CE OTAEISI OT M3JENUSTA,

11) OTACIIAHETO Ha BCLICCTBOTO OT HU3ACIIMATA IPEACTABIsABA PUCK 3a
31paB€TO Ha 4YOBCKa MJIM OKOJIHaTa Cpeaa,

B) BELIECTBOTO HE OTrOBapsl Ha YCIIOBHUsTA, MOcodeHH B maparpad 1.

[TomaBanero 3a perucTpaunusi € MPUAPYKEHO OT TaKcaTa, M3UCKBaHA B
cpoTBeTCTBUE ¢ 151 1X.

6. Ilaparpadpum 1—5 He ce mpuiarat 3a BelIECTBA, KOMTO Beye ca
OWIM perucTpHpaHy 3a Ta3W ymnorpeda.

7. Ot 1 ronu 2011 r. maparpadu 2, 3 u 4 OT HacToAMUS WIEH ce
mpuaarat 6 Mecema ciex KaTo BEIIeCTBOTO € MICHTH(HIPAHO B CHOT-
BeTCcTBUE ¢ wiieH 59, maparpad 1.

8.  BcsKakBH MepKH, NMPEANPHETH 3a H3IIBIHCHHETO Ha maparpadu
1—7 ce mpueMar B CHOTBETCTBHE C MPOIEAypaTa, IIOCOYCHA B WICH
133, maparpad 3.

Ynen 8

H3kiounTesieH npeacraBuTe/l HaA NMPOU3BOAUTE/T U3BBLH OGH[HOCTTa

1. Ouspuecko WIM IOPUIUYECKO JIMIE, YCTAaHOBEHO  M3BBH
OO6mHOCTTa, KOETO MPOU3BEXKIA BEIIECTBO B CAMOCTOSATENEH BHA, B
»M3 cmecu € mmum B us3genus, Qopmynmpa M3 cmec € uam
Npou3BeKOa H3[enne, KoeTo € BHeceHo B OOIIHOCTTa, MOXE IO
B3aMIMHO CBITIACHE Ja IMOCOYH (DH3MYECKO MM IOPHIUIECKO JHIle, yCTa-
HOBEHO B OOIIHOCTTA, /1a U3IBJIHABA, B KAYECTBOTO CU HA HETOB U3KJIIO-
YUTENEH MPEJCTaBUTEN, 3abIDKCHUATA HAa BHOCHTENH CBITIACHO
HACTOSILUS JISUL

2. TlpexacTaBUTENAT CHINO Taka Cra3Ba BCHYKH OCTAHAIH 3abJDKCHHS
Ha BHOCHTEJIHMTE CHIVIACHO HACTOSIIIUS pPErjiaMEHT. 3aToBa TOil TpsiOBa
Jla UMa JOCTAThYCH OMHT B MPAKTUYIECKOTO M3IMOJI3BaHE HAa BEIIECTBATA
u uwHpoOpManuATa 3a TAX, U 0e3 ga 3acsra wieH 36, Aa MOAIbpKa
HaIM4YHAa W aKTyajgHa WHGOpPMAIMATA 332 BHECEHHTE KOJIUYECTBA
BEIIECTBA M 32 KIHCHTUTE, HA KOWTO ca TPOJAJCHH, KAKTO U
uH(OpMaIHs 3a MPeAaBaHEeTO Ha IMOCNIEAHATA aKTyaau3alys Ha HHPOp-
MaIMOHHHUS JUCT 3a 0€30MMacHOCT ChIIacHO wieH 31.

3. Axo B cboTBeTcTBHE ¢ maparpagu 1 u 2 e ompejeneH IpeacTa-
BHUTEN, TPOU3BOIUTEAT M3BbH OOIIHOCTTA NH(OOPMHUpPA 32 TOBAa BHOCH-
TeJst/Te B CHIIATa BEpUra Ha JOCTaBKU. Te3M BHOCHUTENH CE PasTiIexuaT
KaTo MOTPeOMTENU HAAO0Ny MO BEpUraTa IO CMHCHIAa Ha HACTOSIIHS
pETTaMeHT.
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Ynen 9

H3karodyenne o1 00MIOTO 3agbJsKeHHE 3a perucTpupaHe Ha
HAYYHOM3CJIeloBaTeJICKa U Ppa3BoilHa [eilHOCT, CBbp3aHa ¢
npoayktu u npouecu (PPORD)

1. UYnenose 5, 6, 7, 17, 18 u 21 He ce mpwiarar 3a nepuoj or 5
TOAMHM 32 BELIECTBO, Hpou3BeneHo B OOLIHOCTTa MM BHECEHO 32
LeNUTe Ha HayYHOH3CJEIOBATeICKa M pPa3BOMHA JEHHOCT, CBbp3aHa C
IPOAYKTH W TIPOLUECH OT IPOM3BOAUTEN MM BHOCHTE]I WIH
MIPOM3BOJUTEN Ha M3JETHs, CAaMOCTOSTETHO WIH B CHTPYIHHYECTBO C
MOCOYCHH KIIMEHTH, ¥ B KOJMYECTBA, OTPAaHUUEHM 3a 1IeITa HA HAy4HO-
M3CIIeIoBaTeNICKaTa M pa3BOMHA JEWHOCT, CBBp3aHa C MPOAYKTH H
IIPOLIECH.

2. Tlo cmuchia Ha naparpad 1 MpOU3BOAUTEINSAT WIK BHOCUTEIISAT WA
MPOM3BOMUTEIAT HA W3JENUsl HOTH(HIMpA ATEHIHUATa 3a CIeJHaTa
uHpopmarys:

a) MJIEHTHYHOCT Ha NMPOU3BOIUTENS WIM BHOCHUTEIS MM TPOU3BOINTEIS
Ha M3/ETHs, KaKTO € MocoueHo B paznen 1 ot mpunoxenue VI

0) HaMMEHOBAaHHE Ha BEIIECTBOTO, KaKTO € IOCOYEHO B paszjien 2 oT
npuinoxkenue VI;

B) Kiacu(UKalMsi Ha BEIIECTBOTO, KAKTO € MOCOYEeHO B paszzuen 4 or
npuiokenue VI, ako mma Takasa;

I') M3YMCJIICHU KOJHMYECTBA, KAKTO € IOoco4YeHo B pazzen 3.1 or
npuioxenue VI;

) CIIUCHK Ha KIMEHTUTE ChrIacHO maparpad 1, BKIIOUUTENHO TEXHUTE
HUMEHA U aJPECH.

Horudukanusra e npuapyxeHa ¢ TakcaTa, M3UCKBaHa cbhriaacHo 1su1 IX.

IleprionbT, ycraHoBeH B maparpad 1, 3amouBa mHpH MOJydYaBaHe Ha
HOTU(UKAIKATA B ATCHIUSATA.

3. ArennusAra npoBepsiBa IOBbIHOTATa Ha MOJaJeHaTa OT HOTU(U-
mupanus uHdopmarms u wien 20, naparpad 2 ce mpuiara ajanTupa,
aKo ¢ HeoOXOJuMO. ATeHIusATa BIIMCBA HOMEp M JaTa Ha HOTHU(HKA-
LIUATA, KOSITO ChOTBETCTBA HA JaTara Ha MOJIydaBaHe Ha HOTHU(UKALUITA
B ATEHIHATA, CIeJl KOeTO CHhOOIaBa TO3M HOMEp M JlaTa Ha ChOTBETHHS
[IPOM3BOAUTEN] WJIM BHOCUTENI MIM CBHOTBETHUS IIPOU3BOAMUTEN Ha
u3fenus. AreHuusTa ChIIO Taka CcboOmaBa Tasu HH(opMarus Ha
KOMIIETEHTHHS OpPraH Ha CHOTBETHATA JbpiKaBa-wICHKA(H).

4. AreHmustTa MOXE Ja pemM Ja HAJI0XKMU YCIOBHS C Lel Ja
rapaHTupa, 4ye BemiectBoro miu PM3 cmecra W, WIM HM3HENHETO, B
KOETO BEIECTBOTO € BKIIOYEHO, i€ ObJAT H3MOJI3BAHU CaMoO OT
MepcoHaj]a Ha ONHCAHUTE KIMEHTH, KaKTO € MOCOYeHo B maparpad 2,
6yKBa ):[), B JO0CTaThYHO KOHTPOJIMPpAHU YCJIIOBUA CBITIACHO M3UCK-
BaHMATA HA 3aKOHOAATEJCTBOTO 3a 3allUTa Ha pPAOOTHUIHTE W
OKOJIHATa cpeia M M300I110 HiMa Ja ObJe MperocTaBeHo Ha o0IiecTBe-
HOCTTa, HHMTO B CaMOCTOATeNeH BuI, HUTO B PM3 cmec € mim
W3JIeNIie U Y€ OCTaBalUTe KOJIMYeCTBA IIe ObJaT MOBTOPHO ChOpaHH
3a 00e3BpexkIaHe ciell Mepruoja Ha 0CBOOOKIaBaHE.

B TakuBa ciydanm AreHuusTa MOXKE Jia IMOMCKa OT HOTU(QHUUpALIMS J1a
MpeJ0CTaBu HeoOXoauMaTa JIOMbJIHUTEIHA UH(POpMALIHS.

5. Ilpu numncara HAa WHAMKAUUK 32 OOPATHOTO, NMPOU3BOIUTEIAT HIIU
BHOCHUTEJISIT Ha BEIIECTBO HJIM MPOU3BOAMUTENST WIM BHOCUTENST Ha
H3JIeTHsI MOKE J1a TIPOM3BEXK/Ia WIIM BHACS BEIIECTBOTO MJIM MTPOU3BEXIA
WIM BHACS M3JEIIMETO, HE I0-paHO OT JIBE CEAMHMIM Cle]] HOTHU(HKA-
UsTAa.
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6. HpOI/l?;BOI[I/ITeJ'IHT WINW BHOCUTCIIAT WK TPOU3SBOAUTECIIAT Ha
W3/eNHsl CIIa3BaT BCHYKH YCJIOBUS, HAJIOXKCHH OT ATCHIMATA, B CHOT-
BeTCTBUE C mnaparpad 4.

7. Ilpm momckBaHe ATeHIHATa MOXE Ja pemu Jaa YIBDKA 5S-
TOJVIIHMUSA MPEXOJEH IMEepPHOJA C Ollle MAaKCUMYM 5 TOAWHH, B CIy4ai
4ye BeIIeCTBaTa ce YMOTpeOsBAT M3KIIOYUTEIHO HPH pazpaboTBaHETO
Ha JICKapCTBEHM MPOAYKTH 32 XyMaHHa WIM BeTepUHApHa ymnoTpeda
WIN 3a BEIeCTBA, KOUTO HE ca MyCHATH Ha I1a3apa C OLIe MaKCHUMyM
10 roauHU, aKO MPOU3BOJUTEIST WM BHOCUTENSAT WIA TPOU3BOAUTEIST
Ha U3EIUs MOXKE [a JOKaKe, 4e TAKOBA yIbDKaBaHE € 0OOCHOBAHO OT
nporpaMaTa 3a M3CJIeABaHE W Pa3BHTHE.

8. Arennusara He3a0aBHO CbOOLIABa BCSAKO IPOEKTOPEIICHUE Ha
KOMIIETCHTHUTE OpraHd Ha BCSAKa JIbpKaBa-ujeHKa, B KOATO ce
OCBIIECTBSIBAT MPOU3BOICTBOTO, BHOCHT WJIM HAay4YHOM3CJIEOBATEICKATa
U pa3BoiHa JEHHOCT, CBbp3aHa C MPOJYKTH U IMPOLECH.

Koraro B3ema pelieHHs, KakTo € OmpenelieHo B maparpadu 4 u 7,
AreHnusTa B3eMa NpPEIBUJ BCEKM KOMEHTap, HalpaBeH OT KOMIIe-
TEHTHUTE OPraHH.

9.  AreHuusATa ¥ KOMIETEHTHHUTE OPraHW Ha CHOTBETHHUTE JbPIKABH-
YIEHKH BHUHATU Ta3AT IIOBEPUTENHOCTTa Ha WHoOpMaunusTa, IMpen-
CTaBeHa B ChOTBETCTBUE C maparpadu 1—S.

10.  JKanba moxke 1a Ob/Ie BHECEHA B CHOTBETCTBHE C uieHOBE 91, 92
n 93 cpemy pemeHus Ha AreHIOUsATa CbrilacHoO maparpadu 4 m 7 ot
HACTOAIIUS UJICH.

Ynen 10

I/IH([)opMaum{, KOSITO ce MoJAaBa 32 o0IHUTe 1eJIu Ha perucrpanusaTra

Perucrpanusra, U3MCKBaHa CHIVIACHO YiEH 6 wiu wieH 7, naparpadu 1
unm 5 chAbpka ciaepHata wH(opManus:

a) TEXHUYCCKO AOCHE, BKIIHOYBAIIO:

1) WJACHTHYHOCT Ha MPOM3BOJHUTENS/UTE WM BHOCHTEINS/UTE, KAKTO
e mocoueHo B pasnen 1 ot mpunoxenue VI

il) HAaMMEHOBAaHUETO Ha BEIICCTBOTO, KAKTO € MOCOYCHO B pasJieln 2
oT npuioxenue VI;

iii) uHpOpMaIMsl 3a TPOU3BOJACTBOTO U  yIHoTpedaTa/ure Ha
BEI[ECTBOTO, KAKTO € IMOCOYCHO B Pa3len 3 OT MPUIOKEHHE
VI; Ttasu uHbOpMaIs TpeacTaBs BCsKa HACHTH(UIMpaHa OT
peructpanta ynorpeba/u. Tasu wuHbOpManmMs Moxke 1a
BKJIFOYBA, aKO PETHUCTPAHTHT CUMTA, Y€ € YMECTHO, ChOTBETHATA
KaTeropusi Ha ynorpeda M eKCIO3HIIHS;

iV) KiIacuuKalMATa ¥ ETUKSTUPAHETO HA BEIIECTBOTO, KaKTO €
MOCOYEHO B paszaen 4 or npuioxkenue VI

V) yKa3aHus 3a Oe3omacHa ynoTrpeba Ha BEIIECTBOTO, KakToO €
MOCOYEHO B pasfen 5 or npuioxenue VI

vi) pe3sfoMe Ha HH(MOPMAIMATA OT H3CICABAHHATA, ITOTydYCHA OT
npuiaraneTo Ha npunoxenus VII—XI;

vil) moApoOHM pe3romMera Ha HHPOPMAIUATA OT W3CICABAHUSITA,
nojy4eHa OT mpuiaraHero Ha npunoxenus VII—XI, ako ce
M3UCKBA CBIVIACHO TpHIIOKEHHE I;
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viil) cBeneHus nanu wH(OpMaIMATa, NOAAeHa CHIIIACHO TOYKH iii),
iv), vi), vii) uiau OykBa 0) ¢ Ouia mpersieaHa OT OLEHHUTEN ChC
CHOTBETHUSI OMHUT, W30paH OT MPOU3BOIMUTENSI MM BHOCHTEIIS,

iX) MpeIUIOKEHUsI 3a M3MUTBaHWS, H30pocHH B mnpuioxeHus I1X
u X;

X) 3a BemiecTBa B KoumuecTBa oT 1 g0 10 ToHa mH(popmanus 3a
EKCITO3MIUATA, KAKTO € IOCOYCHO B pa3iel 6 oT npuioxeHue VI,

Xi) MCKaHEe OT CTpaHa Ha MPOW3BOIUTEISI WM BHOCHTEIS KOS 4acT
ot uHdopmarusta B wied 119, naparpad 2 aa He Objae myOH-
KyBaHa B VIHTepHET B ChOTBETCTBHE c wieH 77, maparpad 2,
OyKBa J1), BKIIFOUYUTEITHO OOSCHEHHE 3alI0 TyOIMKYyBaHETO MOXKE
Jla HaBPEAM Ha HErOBUTE THPTOBCKM MHTEPECH WM Ha TE3U HA
Jpyra 3aWHTEpecOBaHa CTpaHa.

C usK/IIOYeHHEe Ha ClydauTe ChIJacHO wieH 25, maparpad 3, wieH
27, naparpad 6 win uneH 30, naparpad 3 perucTpaHTBHT € B 3aKOHHO
NpUTEKaHHE WM HUMa pa3pelieHre Ja ce IM030Be Ha ITBJIHUS JTOKIal
OT W3CJIEJIBAHETO, 000OIIECH, ChIVIACHO TOYKU Vi) M Vil) 3a IenuTe Ha
perucTpanusTa.

§

~

JIOKJIaJ 3a 0€30MacCHOCT Ha XMMUYHOTO BEIIECTBO, KOIaTO €€ U3UCKBA
chritacHo wieH 14, BbB (opmara, nocodeHa B npuioxenue . Chort-
BETHHUTE pa3ieid Ha TO3M JOKJIAJ MOraT Jia BKIIOYBAT ChOTBETHATa
KaTeropusi Ha ynorpeda M eKCIO3MIHS, aKO PETHCTPAHTHT CUETE 3a
YMECTHO.

Ynen 11

CBbBMECTHO TOJaBaHe HA JaHHU OT MHOKECTBO PErucTpanTu

1.  Koraro B OOmHOCTTa ce IUIaHUpa TNPOU3BOJCTBO MM BHOC Ha
XMMHUYHO BEMIECTBO OT €AWH HJIM IOBeYe MPOHM3BOMUTENU W/WIN CIHH
WM TIOBEYE BHOCHTEIM M TO € OOCKT Ha PErHCTpalysi ChIIIACHO YJIeH 7,
ce mpuiara CJIeJHOTO:

CorinacHo naparpad 3 nHdopmanusra, nocouena B wieH 10, Oyksa a),
iv), vi), vii) U iX), KaKTO ¥ ChOTBETHUTE CBEJICHHs ChIIIacHO wieH 10,
OykBa a), viil) IbpPBO c€ MOJaBa OT €IMH PEruCTPaHT, AEUCTBAIL ChC
CBIJIACHETO Ha JPYIHTe PETHCTPaHTH (HApPUYaH MO-AOIY ,,BOJCII
peructpant).

Bcekn perucTpaHT MOOTACIHO BIIOCIEACTBHE MOAaBaHH(MOPMALHATA,
mocoueHa B wieH 10, OykBa a), i), ii), iii) U X), KAKTO M CHOTBETHUTE
cBesieHUs cbriiacHo wieH 10, OykBa a), viii).

PeructpantuTe Morar ama pemaTr Jald JAa ToAaaaT HHPOpMAIuMATa,
nocouena B uwieH 10, OykBa a), v) u OykBa 0) W CHOTBETHUTE
cBesieHUsT cbrylacHo wieH 10, OykBa a), Viil), MOOTHENHO WU EAMH
PETHCTPaHT Aa Mojaje Ta3u MHGOPMAIHs OT UMETO Ha JPYTHTE.

2. Bcexu perucTpanT TpsOBa caMoO Ja M3IBJIHSABA W3UCKBAHHUATA HA
naparpad | mo oTHoumeHne Ha HHPOpMAIUATA chItacHO wieH 10, Oyksa
a), iv), vi), vil) 1 iX), KOATO ce M3MCKBA 3a LEJNUTE HA PErHCTpalUsiTa B
TOHaXHHUSI My OOXBaT B ChOTBETCTBHE C wieH 12.
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3. JlameH perucTpaHT Moxe ja nogaBa MH(pOpPMalMATa, IIOCOUCHA B
wieH 10, OykBa a), iv), Vi), Vii) WIK iX) MOOTAEIHO, aKO:

a) CbBMCCTHOTO II0JJaBaHC Ha Ta3u I/IH(l)OpMaI.II/ISI e yBCJIWYU HECH-
PasMEpHO HEIrOBUTE pasxoau; WU

0) CbBMECTHOTO II0JlaBaHe Ha HMH(popMmanuara me J0BeAe 10 OIOBec-
TsBaHE Ha MHQpOPMAIMsA, KOSITO TOH cMsTa 3a THProBCKa TaiHA, U
TOBa BEPOSITHO 1€ My NPUYMHHU 3HAYUTEIHA THPrOBCKA BpPEAa; HIIU

B) TOIl MMa pasnu4Yus ¢ BOACIINS PETHCTPAaHT NpH H300pa Ha Tas3d
uHdopmarus.

Axo OykBHu a), 0) WM B) ce MpujaraT, peruCTPaHThT MO/aBa 3a€JHO C
JOCHETO OOSICHEHHE 3all0 NMPH CHBMECTHOTO MOAaBaHE Pa3XoauTe Omxa
OuI HeChbpa3MEpHH, 3all0 pa3KpUBAHETO HAa MH(OpPMAIUs € BEpPOSTHO
Jla 10BeZE 10 3HAUMTETIHA THPrOBCKAa BPE/Aa MM 32 XapaKkTepa Ha HeChI-
JIaCUeTO, KaKbBTO MOXE Jia ObJe CITydasr.

4. TlomaBaHeTo Ha perucTpanus € NPUAPYKEHO OT Takcara,
M3KUCKBaHa chriacHo asa IX.

Ynen 12

HNudopmanus, kosito TpsioBa na Oble moaageHa B 3aBHCHMOCT OT
TOHAKa

1.  TexHuveckoTo HocHe, mocouyeHo B wieH 10, OykBa a), BKIOYBA
CBIVIACHO TOYKM Vi) M Vii) OT pasnopendHWTe Ha CHINMS 4WICH Lisjara
(DUBUKOXUMHYHA, TOKCHKOJIOTHYHA U €KOTOKCHKOJIOTHYHA MH(pOpMaIs,
KOSITO € ChILIECTBEHa M HaJMYHA 33 PErHCTpaHTa M KaTO MHHUMYM
CJIEIHOTO:

a) uHdopmanmsara, nocoyeHa B mnpwiokeHue VII 3a HeBbBencHH
BEILECTBA U 34 BBBEJECHU BEIIECTBA, OTIOBAPSIIM HAa €AUHMS HIH
JBaTa KpuTepus, nocouyeHu B npunoxenue III, mpoussenenn umu
BHECEHH B KOIMYecTBA OT | TOH WM IIOBedye Ha TIOJHMHA 3a
IPOU3BOJUTEI WU BHOCHUTEIL,

0) uHpopMmanmsaTa 32 (DUIUKOXUMHYHUTE CBOICTBA, IIOCOUYSHU B
npunoxxenue VII, pasnen 7 3a BbBeAEHH BELIECTBA, NPOU3BEICHU
WIA BHECEHHM B KOJMYECTBA OT | TOH WM TOBEYEe HA TOJAMHA 3a
MIPOM3BOJUTEN WM BHOCHUTEN, KOMTO HE OTrOBapsT Ha HUTO €IUH
OT KpUTEpUUTE, TOcOYeHU B mpuioxenue IlI;

B) uH(popmarnmsra, nmocoyeHa B npuioxkenus VII m VIII 3a Bemectsa,
MIPOM3BE/ICHN MJIM BHECEHU B KojmuecTBa OoT 10 TOHa WM 1oBede Ha
TOZIMHA 3a MPOU3BOJANTEN WM BHOCHTEIL,

r) undopmanusra, nocouena B npunoxerus VII u VIII u npennoxenus
3a W3MHUTBaHE, HEOOXOIAMMH 3a MpPEJOCTaBSIHETO Ha HH(OpMarus,
nmocoyeHa B npuioxkeHue [X, 3a BemiecTBa, NPOU3BEACHU WIH
BHeceHHM B KojmdectBa OT 100 ToHa WM IMOBeYe HAa TOIWHA 3a
MIPOM3BOJUTEN WM BHOCUTEI,;

1) uHbopMauusaTa, nocoueHa B npuioxenusd VII u VIII u npeanosxenus
3a W3MUTBaHE, HEOOXOJMMH 3a IPEAOCTaBIHETO Ha HH(pOPMAIHA,
nocoueHa B mpuioxkenus IX u X, 3a BelecTBa, IPOU3BEICHU HIIH
BHeceHH B konuyectBa oT 1 000 ToHa mnM noBeue Ha roJUHA 3a
IPOU3BOJIUTEI UIIA BHOCHUTEIL.



02006R1907 — BG — 09.05.2018 — 038.001 — 21

2. Koraro 3a BemiecTBo, KOETO Bede € OMIO PETHCTPUPAHO, KONH-
9YEeCTBOTO 32 TMPOM3BOJUTEN WM BHOCHTEN JOCTHTHE CIICJBAIIHS
TOH@XEH Ipar, M[POM3BOAUTENAT MM  BHOCHUTEISAT  He3a0aBHO
uabOpMHpa ATEHIHATA 3a JONBIHHTENHAaTa HWH(pOpPMaIusA, KOATO ce
HU3UCKBAa OT HEro cbriacHo naparpad 1. Unen 26, naparpadu 3 u 4
ce Mpuiara ajanTHpaH, KOraTo € HeoOXOIuMO.

3. Hacrosmusar unen ce nmpuiaara 3a IPOU3BOAWUTEIIA Ha HM3ICITHA
ajalTupad, Korato ¢ HCO6X0,HI/IMO.

Ynen 13

O0mu  um3uckBaHusa 3a cbOupaHero Ha uHopManus 3a
XapaKTePHUTE CBOMCTBA HA BellleCTBATA

1. Hudopmanus 3a XxapakTepHHUTE CBOMCTBA Ha BEIECTBAaTa MOXE Jia
Obae chOpaHa U MO HAYMHU, PA3IMYHU OT M3IMUTBAHMSA, NIPH YCIOBHE e
ycloBusiTa, mocoueHu B mpuioxkenue XI, ca n3neianenu. [lo-crnenuanto,
IpU  ONpPEIEISTHETO Ha TOKCHYHOCTTA 3a YOBeKa HWH(pOpMaIusiTa ce
chOMpa MO HAYWHH, Pa3IHMYHU OT W3BBPIIBAHETO HA W3MUTBAHUS
BBPXY TI'PHOHAYHH >XMBOTHH, KOTaTO TOBAa € BB3MOYKHO, IOCPEICTBOM
W3I0JI3BAHETO HA AJTEPHATHBHU METOAM, HAIpPUMEp in Vitro MeToau
WIA KOJUYECTBEHH M KAauyeCTBEHM MOJENM 32 B3aUMOBPB3KA MEXIY
CTPYKTypa M aKTHBHOCT WJIHM OT MH(POPMALUS OT CTPYKTYpHO MOAOOHHU
BellecTBa (IpynupaHe Wi acouunpane). IIpoBex1aHeTo Ha N3MUTBAHUS
B choTBeTcTBHE ¢ npuioxenue VI, pasznenu 8.6 u 8.7, npunoxenue 1X
U npuioxkeHne X Moke Ja ObJie MpOMyCcHAaTo, KbICTO TOBa € 000C-
HOBaHO ¢ HMHGpOpMAIMs 3a EKCIIO3MLUATA W TPHIAraHUTe MEpKU 3a
yIpaBJIeHHE Ha pUCKa ChIVIACHO NpuioxkeHue XI, paszen 3.

2. Te3u meroau peloBHO ce IpepasriiexaaT U Mojo0psBar, 3a Ja ce
HaMaJIM TIPOBEKAAHETO HA M3NUTBAHUS BHPXY I'PHOHAUHU >KUBOTHH U
OposiT Ha 3acerHaruTe >KUBOTHU. Komwucusita ciel KOHCYITAalUU CbC
3aUHTEPECOBAHUTE CTPAHU BBH3MOXKHO Hai-ObP30 M3rOTBSI MPEUIOKEHHUE,
ako € YMECTHO, Jla HU3MeHM periaMmeHta Ha Komwucusita OTHOCHO
METOOUTE Ha M3NUTBAaHE, NPHUET B CHOTBETCTBHE C IPOLEAypaTa,
mocoueHa B wieH 133, maparpad 4 u ako ce Hajara W MPUIOKCHHSITA
KbM HACTOALIMS PEIJaMEHT, Taka ue Ja IpeMaxHe, HaMald WId
Npenu3upa W3MUTBAHMATA BBPXY OKUBOTHH. l3MmeHeHumsiTa Ha
nocoueHus persameHT Ha Komwucusita ce mpueMar B ChOTBETCTBHE C
mpolenypara, MocodeHa B maparpad 3, a H3MEHEHUSATa Ha MPUIIO-
JKEHUSITA KBbM HACTOSIIUSI PErIaMeHT ce NpHeMaT B CHOTBETCTBHE C
npouexypara, nocoueHa B wien 131.

3. Koraro ce u3nuckBaT M3NMUTBaHMs Ha BEIECTBATa, 3a Ja ce chOepe
nHpopManUs 3a XapaKTepHHTE CBOICTBA Ha BelIeCTBaTa, Te Ce
MPOBEXKAAT B CHOTBETCTBHE C METOAWUTE 32 H3IUTBAHE, MOCOYCHH B
permameHT Ha KoMmucHATa WM B CHOTBETCTBUE C JPYTH MEXKITyHAPOIHU
METOAM 3a M3NHUTBaHe, mnpu3Hatu oT Komucusta uinm AreHuusra 3a
noaxoxsamy. Komucusra npueMa mocoyeHus! periiaMenT, MpeaHa3HaueH
Jla M3MEHU HECBHIICCTBEHH €JIEMEHTH OT HACTOSIIMS PErjaMeHT upe3
JOIBJIBAaHETO MYy, B CBHOTBETCTBHE C IIpOLieAypara, MOCOYEHAa B HWICH
133, maparpad 4.

Wudopmarnust 3a XxapakTepHUTE CBOICTBA Ha BelllecTBaTa MOXe Ja Obje
cbOpaHa upe3 Opyru METOAM 3a U3NUTBAHE, IPU YCJIOBUE Y€ Ca CIA3eHU
YCIIOBHUSITA, TIOCOUYECHN B Tpruiokenne Xl.



02006R1907 — BG — 09.05.2018 — 038.001 — 22

4.  EKOTOKCHKOJOTHYHH M TOKCHKOJOTMYHH H3IUTBAHUS M aHAIN3H
ce M3BBPIIBAT B CHOTBETCTBHE C MPHHIMINTE Ha jo0para 1abopaTopHa
npakTuka, nocoueHu B JupextuBa 2004/10/EO mmu apyru Mexny-
HApOJHM CTAaHAApPTH, TPHU3HATH 3a €KBHBAJICHTHH OT KommcuaATa wiam
ArenmuaTa u ¢ pasmnopendoure Ha JlupektmBa 86/609/EMO, ako e
HPHII0KHMO.

5. AKo JaJeHO BELIECTBO Beue € OWIO PErucTpUpaHO, €IUH HOB
PETHCTPaHT ce ONMPaBOMOIIABA Ja Ce MO30BE Ha Pe3foMeTaTa Ha M3Ciejl-
BAaHETO WM IIOJPOOHOTO pe3loMe Ha H3CIEABAHETO 3a CBIIOTO
BEIECTBO, MOJAJEHH II0-pPaHO, JOKa3Bailku, uYe BEIIECTBOTO, KOETO
TOIl perucTpupa cera, € CBIIOTO KaTO PETHCTPHPAHOTO TPEAH TOBA,
BKJIIOUMTEIIHO CTENEHTa Ha YUCTOTA U BUIBT HA IIPUMECUTE, U U€ IPeA-
UITHUAT PETHCTPAHT/H € Jal paspellieHHe 3a T030BaBaHe Ha ITBIHHUTE
JOKJIJF OT W3CIEABAHETO 3a IEeIHUTe Ha PETHCTPAIUsATA.

HoB perucTpant He ce mo3oBaBa Ha NMOJOOHM H3CIEABAHUS C IET Ja
ImpenocTaBl  MH(OpMammsATa, W3MCKBAaHA CBITACHO pa3gedl 2 oT
npunoxxenue VI

Ynen 14

I[OK.]]&)I 3a 6e30ImacHOCT HA XHMHYHOTO BeIleCTBO M 3aIbJI’KEHHE 32
npujaraHe M npenopbyBaHe Ha MEPKH 3a HaMaJ/IIBaAaHE HAa pUCKa

1. be3 nma ce 3acsara wien 4 or [dupektusa 98/24/EO, ce u3BbpIuBa
OllcHKa Ha 0E307MacHOCTTa Ha XHMHYHOTO BEIIECTBO M C€ H3TOTBA
JOKNajg 3a 0e30macHOCT Ha XMMHMYHOTO —BEIIECTBO 33 BCHUKH
BEIIECTBA, MOATEKAIIM HA PETHCTPAIlMsi B CHOTBETCTBHE C HACTOSIIATA
riaBa B konuuecTtBa oT 10 TOHA miu HoBeue Ha IOAMHA 332 PETUCTPAHT.

JloknmaabT 3a 0E30HAaCHOCT HAa XMMHYHOTO BELIECTBO JIOKYMEHTHpA
OoIleHKaTa 3a 0e30IMacHOCT Ha XHMHYHOTO BEIIECTBO, KOSITO C€
U3BBPIIBA B CHOTBETCTBUE ¢ maparpadu 2—7 u ¢ npuioxenue I, mim
3a BEHIECTBO B camocTosTeneH Buja uiau B PM3 cmec €, wm B
W3JIeNIMe WM TpyIa BEIIeCTBA.

2. He e HyxHO na ObJie M3BBpIIBaHA OICHKA 3a 0E30MacHOCT Ha
XMMHYHO BEIIECTBO B CHOTBETCTBHE C maparpad 1 3a BerecTso,
KOETO ¢ HAJMYHO B IMpPEnapar, ako KOHICHTPAIMATA Ha BEIECTBOTO B
npernapara € mmo-Majka OrT:

a) rpaHMYHaTa CTOMHOCT, IHocodeHa B wiedn 11, maparpad 3 or
Permament (EO) Ne 1272/2008;

e) 0,1 TernoBHM mporeHTa (W/W), aKoO BELIECTBOTO OTroBaps Ha
kputepunte B mpuioxkenue XIII xbM HaACTOSIIMS periaMeHT.

3. OHCHKaTa Ha 0€30MacHOCT Ha XHUMHYHO BC€IICCTBO BKIIFOYBaA
CICOAHUTC CTBHIIKH:

a) OIleHKa Ha OIMAaCHOCTTA 3a 3/IPaBeTO Ha YOBEKa;
0) oleHKa Ha (U3UKOXMMHUYHATA OINACHOCT;
B) OIlEHKa Ha OMACHOCTTA 3a OKOJHATa Cpeia;

I) OllEHKa 3a ycToiuuBM, Ouoakymyaupamy u Tokcuunu (PBT) u
MHOI'0 YCTOHYMBH W MHOTO OMoakymynmpaiy Bemiectsa (VPvB).
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4. Ako B pesyidTaT OT NpeANpHeMaHe Ha CTBIKHUTE Mo maparpad 3,
OyKBH a)—T) PpEerucTpaHTBhT 3aKIIOYM, Y€ BEIIECTBOTO OTroBapsl Ha
KPUTEPUUTE 32 KOWTO M Ja € OT CIEJHHUTE KJIAcOBE WM KaTerOpUU
Ha OINACHOCT, ycTaHOBeHH B mnpuioxkeHue | kM Permament (EO)
Ne 1272/2008:

a) kiacoe Ha omacHocT 2.1—2.4, 2.6 u 2.7, 2.8 tunose A u B, 2.9,
2.10, 2.12, 2.13 xareropun 1 u 2, 2.14 xareropuum 1 um 2, 2.15
tunose A—F;

0) kimacoBe Ha omacHocT 3.1—3.6, 3.7 BpenHU edeKkTH BbpPXY MOJIOBaTa
(YHKIMS M OIUIOJUTENHATA CIIOCOOHOCT WM BBPXY Pa3BUTHETO, 3.8
edeKTH, pa3IuYHu OT HapKoTW4YHUTE edekTH, 3.9 u 3.10;

B) KJac Ha omacHocT 4.1;

r) Kiac Ha omacHocT 5,1,

unu e omnpeneneHo karo PBT mnu vPvB, onenkara 3a 6e30macHOCT Ha
XMUMHYHOTO BEIIECTBO BKJIIOYBA CJIEAHUTE JONBIHUTEIHU CTHIIKHU:

a) OIGHKa HA eKCIIO3MIMATA, BKIIOYMTEIHO CB3AAaBAaHETO Ha CIEHa-
puii(n) Ha ekcmo3uuus (WM HACHTH(PUKANUITA HAa CHOTBETHHTE
KaTeropuy Ha yrnoTpeda M EKCIO3WIHs, aKo € YMECTHO), H
ompeJiesIssHe Ha EKCIO3UIUATA;

6) xapaxTepuzalus Ha pUCKa.

CueHapuuTe Ha EKCIIO3HMLUS (KOraTo € YMECTHO, KaTEerOpHHTe Ha
yrmorpeba M eKCHO3WIMS), OLECHKAaTa Ha EeKCIIO3HMLUS W XapaKTepuc-
THKaTa Ha pPUCKA BKIIIOYBAT BCHYKH HACHTH(QHULIMUpPAHW yNoOTpeOW Ha
perucTpanra.

5. He e HeoOX0auMO AOKJIAABT 3a 0E€30MacHOCT Ha XHUMHUYHOTO
BEIIIECTBO JIa BKIOYBA pa3riie)kIaHe HA PHUCKa 3a 37PAaBETO Ha YOBEKa
OT CJIeJIHUTE KpaifHu ymotpeou:

a) B MaTepHald, BIM3allM B KOHTAKT C XpaHW, KOMTO IONajaT B
ooxpara Ha Permament (EO) No 1935/2004 wna EBpomeiickus
napiaMeHT U Ha CwBera oT 27 oxroMmBpu 2004 r. 3a Marepuaiu u
U3JeNusl, TIpeIHa3HAuYeHH Ja BIM3aT B KOHTAKT ¢ xpandu (1);

0) B KO3METHYHU MPOIYKTH, KOUTO IOMaJaT B oOxBara Ha J(upeKkTHBa
76/768/E1O na ChBerTa.

6. Bceku peructpaHT HACHTUPHIKPA H TpHIAra MOIXOMISIINTE
MEpKH 3a aJICKBaTE€H KOHTPOJI HA PHUCKOBETE, WACHTH(UIMpAHH TpU
oIleHKaTa Ha 0e30IacHOCTTa Ha XMMHYHOTO BEIIECTBO M, KOTaTo €
YMECTHO, Jla T'M TIpernopbya B HHOOPMAIMOHHUTE JIMCTOBE 32
0e30MacHOCT, KOUTO MPEIOCTaBs B CHOTBETCTBHE C W3UCKBaHMATA Ha
e 31.

(') OB L 338, 13.11.2004 r., c1p. 4.
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7. Bceku peructpaHt, OT KOTOTO C€ M3UCKBa Ja M3BBPIIM OLIEHKA Ha
0e30MmacHOCT Ha XMMUYHOTO BEIIECTBO, TPSIOBa Ia MOAIbpIKa ITOKIaaa
3a 0€30MaCHOCT HAa XUMUYHOTO BEIECTBO AOCTBIIEH U Ja IO aKTya-
JH3Hpa.

IJIABA 2

Bewecmea, pazenexycoanu Kkamo pecucmpupanu

Ynen 15

BemecTBa B NPOAYKTH 3a pacTUTENIHA 3alUTa W OHOLMIHH
MPOAYKTH

1.  AKTHMBHH BemiecTBa M KO(OPMYJIaHTH, MPOU3BEIACHU WIIM BHECCHU

€IMHCTBEHO 3a ymoTpebda B MPOAYKTH 3a pacTHTENHA 3alura |
BKIIOUCHH Wik B npuiokenne [ kbMm upekrusa 91/414/EUVO (') uHa
Coeera, wmm B Permament (EMO) Ne 3600/92 () ma Komwucwusra,
Pernament (EO) Ne 703/2001 (°) ma Kowmmcusta, Permament (EO)
Ne 1490/2002 (*) na Komucusra, Pemenue 2003/565/EO (°) na Komu-
cHATa, KAaKTO M BCSKO BEIIECTBO, 33 KOETO € B3€TO pelIeHHe Ha
Komucusita mo oTHOIIEHHE Ha IMBJIHOTATa HAa JOCHETO B CHOTBETCTBHE
¢ wieH 6 ot JlupekruBa 91/414/EMO, ce pa3riexaaT Karo peruc-
TPUPAaHH M PETUCTPAIMATa KAaTO 3aBbpIIEHa 32 TPOU3BOACTBO MM
BHOC C IeNl ynoTrpeba KaTo MpOJYKT 3a PACTUTENIHA 3allUTa U H3IbJ-
HSIBAIlM M3WMCKBAHWATA HA TJaBU | M 5 OT HacTOSIIUS S

2.  AKTHMBHHM BEIIECTBAa, NMPOM3BEACHH WIM BHECEHH EIUHCTBEHO 32
yrnorpeba B OMOLMIHHM NPOIYKTH W BKIIOYEHH B TpriokeHws [, [A
wi Ib kM [upextusa 98/8/EO Ha EBpomeiickust mapiaMeHT M Ha
CoBera ot 16 ¢epyapu 1998 r. OTHOCHO TyCKaHETO Ha Ta3apa Ha
Ouoranu nponayktd (°) wim B Permament (EO) Ne 2032/2003 Ha
Komucusta or 4 noemBpu 2003 r. oTHOCHO Bropara (asza Ha 10-
roAuIiHarta paboTHa mporpama, rmocodeHa B wieH 16, maparpad 2 or
Hupextusa 98/8/EO (7), mo matata Ha pelICHHETO, MOCOYECHO B WieH 16,
naparpad 2, Bropa anunes: ot Jupekrusa 98/8/EO ce pasriexmar kato

(") HOupextusa 91/414/EMO Ha ChBeta or 15 roau 1991 r. OTHOCHO ITyCKaHETO

Ha masapa Ha NPOAYKTH 3a pacturenHa 3amura (OB L 230, 19.8.1991 r.,
ctp. 1). JdupekrtuBa, nocieano usmeHeHa c¢ JlupexrtuBa 2006/136/EO Ha
Komucusra (OB L 349, 12.12.2006 r., ctp. 42).

(?) Pernament (EMO) Ne 3600/92 na Kommucusita or 11 mekemBpu 1992 1. 3a
omnpeJesiHe Ha MOAPOOHM NpaBUIa 3a W3II'BIHEHUETO HA IBPBHUs €Tan OT
paboTHata mporpama, nocoueHa B wieH 8§, mnaparpad 2 oT JlupekTusa
91/414/EMO na CsBeTa OTHOCHO ITyCKAaHETO Ha IIa3apa HA INIPOTYKTH 3a
pacrurenna 3amura (OB L 366, 15.12.1992 r., crp. 10). Permamenr,
nocienHo u3MmeHeH ¢ Permament (EO) Ne 2266/2000 na Komucusita
(OB L 259, 13.10.2000 r., ctp. 27).

(®) Permament (EO) Ne 703/2001 na Komwmcusita or 6 ampumn 2001 r. 3a
ompeJieisiHE Ha aKTHBHHUTE BEIIECTBA HA NPOAYKTH 33 PACTHTENHA 3allnTa,
KOMTO TpsiOBa Ja ObJAT OLIEHEHHW MO BpeMe Ha BTOpHs eTam OT paboTHaTa
nporpama, rnocoueHa B wien 8, maparpad 2 or [upekrusa 91/414/EMO na
CpBeTa M 3a H3MEHEHHME HAa CIHCHKA C JOKIAIBAIIM IbPKaBHU-UICHKH
(OB L 98, 7.4.2001 r., cTp. 6).

(*) Pernament (EO) Ne 1490/2002 na Komucusita ot 14 aBryct 2002 r. OTHOCHO
JOIIBJIHUTCIITHU l'[O}]pO6HI/I npaBujla 3a MSIBJIHEHUE Ha TPETUA CTall Ha
paboTHara mporpama, nocodeHa B wieH 8, maparpad 2 oT JlupexTusa
91/414/EMO na Ceeera (OB L 224, 21.8.2002 r., ctp. 23). Permamesnr,
nocneHo usMener ¢ Permament (EO) Ne 1744/2004 (OB L 311, 8.10.2004 1.,
ctp. 23).

(°) Pemenne 2003/565/EO na Komwucusita or 25 roiu 2003 T. OTHOCHO Y[IbII-
JKaBaHe Ha Mepuoja, HpeaBuaeH B wieH 8, maparpad 2 ot JlupexTusa
91/414/EMO na Cseera (OB L 192, 31.7.2003 r., ctp. 40).

¢y OB L 123, 24.4.1998 r., ctp. 1. JlupekTuBa, MOCIEIHO H3MEHEHA C
Jupexrusa 2006/140/EO na Komucusita (OB L 414, 30.12.2006 r., ctp. 78).

(7y OB L 307, 24.11.2003 r., ctp. 1. PermameHT, MOCIETHO H3MEHEH C
Pernament (EO) Ne 1849/2006 (OB L 355, 15.12.2006 1., ctp. 63).
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PEruCTpUpaHy M PErMCTPALUTA KaTo 3aBBbPILCHA 3a IIPOU3BOJCTBO MU
BHOC C IIeNn ymoTpeba B OHOIMIHM TPOMYKTH M H3ITBIHABAIIN H3HUCK-
BaHMATA Ha IIaBU | U 5 OT HacroAmuUS A

Ynen 16

3agbiokeHuss Ha Kommucusita, AreHuMsitTa M PperucTpaHTHTE Ha
BelIeCTBA, CYUTAHU 32 PErHCTPUPAHU

1. 3a BemecTBa, KOUTO C€ CUUTAT 33 PETHUCTPUPAHU B CHOTBETCTBUE C
wieH 15, Komwucusta winm cbhoTBeTHUAT opraH Ha OOmHOCTTA
IpeoCcTaBst Ha ATeHnusTa WH(popManus, chbllaTa KaTo WH(opManusra,
u3nckBaHa 1o wieH 10. AreHnusaTa BKJIIOYBA Ta3u HMHGOpMauuUs HIN
M030BaBaHE HA Hes B CBOMTE OasW JaHHM W Ja HOTH(UIHpA KOMIIe-
TEHTHUTE OpraHU 3a ToBa B Cpok Jo 1 nexemspu 2008 r.

2. UYnenose 21, 22 m 25—28 He ce mpuiarar 3a yHnoTpeOu Ha
BEILIECTBA, Pa3IJIekKIaHN KaTO PErUCTPUPAHU B ChOTBETCTBHE € wieH 15.

IJIABA 3

3aovricenun 3a pecucmpupane u UUCKEAHUA 34 UHGoOpMauus 3a
onpeoenenu 6u006e U3ONUPAHU MEHCOUHHU NPOOYKMU

Ynen 17

Pernchauml Ha N30JIMPaHM Ha IUIomaaKaTa MEXAWHHHU MPOAYKTH

1. Bcexku npousBOAUTEN HAa M30JIMpaH Ha IUIOLIAJKaTa MEXIUHEH
HOPOJYKT B KOJIMYECTBA OT | TOH MM IOBEYE HA TOJMHA, IOAaBa
perucTpanust B AreHIMATAa 332 U30JIMPAaHMs HA IUIOLIAJKAaTa MEXIUHEH
MIPOIYKT.

2. Perucrpauusta Ha M30JMpaH Ha IUIOLIAJKATa MEXIMHEH MPOIYKT
BKIIFOYBa cieqHaTa MHGOpManus B oOema, B KOWTO TPOU3BOIAMTEIST
MOXeE Ja si TPEJOCTaBU 0e3 MPOBEKIAHETO HA JOINBJIHUTEIHU H3IUT-
BaHUS:

a) MJICHTUYHOCT HAa IPOU3BOJUTEIS, KAKTO € IIOCOYeHO B pasgen | or
npuioxenue VI

0) HaMECHOBAaHMETO HA MEXIUHHHSA TPOAYKT, KAKTO € IIOCOYCHO B
pasnemu 2.1—2.3.4 ot npunoxenue VI;

B) Knacu(UKaLUATa HAa MEXAUHHUS NPOAYKT, KaKTO € IOCOYEHO B
pa3znen 4 ot npuioxenue VI;

F) BCsKa HaJIMYHa CHUICCTBYBalla I/IH(i)OpMaIlI/ISI 3a (1)I/ISI/IKOXI/IMI/I‘IHI/IT6
CBOWCTBAa M CBOMCTBAaTa Ha MEKJIWHHUS MPOAYKT MO OTHOIICHHEC
3ApaBC€TO Ha YOBCKa WJIM OKOJIHAaTa cpena. Koraro ¢ HaJIMLC I'bJICH
JOKJIad OT MU3CJICABAHETO, Tpﬂ6Ba Ja c€ moaaac pe3roMe Ha U3CIICa-
BaHCTO,

I) KpaTKo oOwio onucaHue Ha ynoTrpedaTa, KakToO € IOCOYEHO B pasfel
3.5 or mpunoxenue VI

€) moApOoOHOCTH 3a MpHJIaraHUTE MEPKU 3a YIPABICHHEC HA PUCKA.
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C u3KII0YeHHNe Ha clydyauTe, 00XBaHATH OT wieH 25, maparpad 3, dieH
27, naparpad 6 wnu uien 30, naparpad 3, perucTpaHTBHT € B 3aKOHHO
IpUTEKaHUE HAa WU MMa pa3pelleHue Aa ce M030Be Ha I'bIHUS JOKJIAL
Ha W3CJIC[BAHETO, PE3IOMHUPaH CHITIACHO OyKBa I') 32 LEJUTE Ha PErucTt-
panusira.

Perucrpanusita TpsiOBa na Oblie MpHUIpyKEHA OT Takcara, U3UCKBaHA B
CchOTBeTCTBUE ¢ Jsu1 1X.

3. TIlaparpad 2 ce mpuiara camo 3a HM30JIMPAHU Ha IUIOINAJKATa
MEXJIUHHU TPOIYKTH, aKO IPOU3BOAUTEINAT MOTBBPIH, Y€ BELIECTBOTO
€ MPOU3BEKIAHO M YNOTPEOsSBaHO CaMoO IPH CTPOrO KOHTPOJIHMPAHU
YCIOBUSL M € CTPOr0 OrpPaHHYCHO 4Ype3 TEXHUUYECKH CpeICTBa IO
BpeMe Ha MLeJIHs My JKM3HEH IMKbJI. l3monsBar ce KOHTPOJIHH U
MPOLEIYPHN TEXHOJIOTHH 3a MUHHMMH3HpPAaHE HA EMHCHU M IOCIeA-
BallaTra eKCHO3HULUS.

AKO Te3u YyCIIOBHS HE Ca M3IBIHEHM, PETHCTpaLHsiTa BKIIOYBAa HH(OP-
MarusTa, crnenuuinmpana B wied 10.

Ynen 18

Perucrpanmsi Ha  TPAHCHOPTHPAHM  HM30JIMPAHM  MEKIUHHH
MPOAYKTH

1. Bceeku MPOU3BOAUTE WM BHOCUTCII Ha TPAHCIOPTUPAH H30JHPAH
MCKIUHCH MPOAYKT B KOJHMYECTBA OT 1 ToH WM MmoBeue Ha roauHa
nogaBa perucTpanus B AFCHHHSIT& 3a TPAHCIIOPTUPpAHUA U30JIUPAH
MCEKIUHCH TIPOAYKT.

2. Perucrpanusrta 3a TpPaHCIOPTUPAH HM30JMPAH MEXKIMHEH MPOIYKT
BKJIIOYBA cJie(HaTa WH(POpPMALUS:

a) MACHTHYIHOCT HA MPOU3BOAUTEINS MM BHOCHTENS, KAKTO € TTOCOYCHO
B pazzen 1 or mpunoxenue VI

0) HaMEHOBaHHWE HAa MEXKIWHHHA MPOAYKT, KAKTO € IIOCOYCHO B
pasnemu 2.1—2.3.4 ot npunoxenue VI;

B) Kiacu(UKalMs HA MSKIMHHUS MPOAYKT, KAKTO € IOCOYEHO B Paszel
4 ot npwioxenue VI;

I) BCSKa HaJIMYHA CBIIECTBYBaIla MHMOpMAIMA 3a (U3MKOXMMUYHHUTE
CBOMCTBAa M CBOICTBaTa Ha MEXIWHHUS NPOMYKT IO OTHOIICHHE
3]paBeTo Ha YOBEKa MM OKONHaTa cpezna. Koraro e Hamuue mbieH
JOKJIaJl OT M3CIIEBAHETO, C€ MO/AaBa Pe3loMe Ha M3CICIBAHETO;

J) KpaTko OO0 ONUCaHHE Ha ynorpedaTa, KakTo € IOCOUCHO B pa3Jel
3.5 or mpunoxenue VI;

e) uHpopManus 3a MpWIAraHWUTe W MPENOPbYaHH Ha TOTPEOUTEINs
MEpKH 3a yIpaBJeHHE Ha PUCKa B CHOTBETCTBHE C maparpad 4.

C u3KIIIOUCHUE Ha CilyyauTe, oOXBaHATU B uieH 25, maparpad 3, uieH
27, naparpad 6 w unen 30, maparpad 3, perucTpaHThT € B 3aKOHHO
MPUTEKAHIE HA WM MMa pa3pelleHre Jla ce M030Be Ha IBJIHHS JOKIaN
Ha U3CJICBAHETO, PE3IOMHUPAH CHIVIACHO OyKBa I) 3a LIEJIUTE HAa PEruct-
paruTa.
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Perucrpanusara e npuapykeHa oT TakcaTa, U3UCKBaHa chIiiacHo Isu1 IX.

3. Peructpanmsra 3a TpaHCIOPTHPAH HM30JUPAH MEXKIUHEH MPOAYKT
B konmuectBa noBede oT | 000 ToHA Ha roIWHA 3a TPOU3BOAUTEN WU
BHOCHUTENl BKIIIOYBa WH(]OpMamusara, rnocoueHa B mnpuioxenue VII B
NOBITHEHWE KbM WH(MOpMaIusiTa, U3UCKBaHA CHIJIACHO maparpad 2.

3a cpOupaHeTo Ha Tazu uMH(poOpMalUs ce Impuiara uieH 13.

4. Tlaparpadum 2 w 3 ce mnpwiarar camo 3a TpPaHCIOPTHPAHU
U30JIUPAHE MEKAUHHH TIPOIYKTH, aKO [IPOU3BOAUTEISIT UIIH BHOCHTEIIST
JMYHO MOTBBPAN WIH JOKAKE, Y€ € TONYUYHs MOTBbPKICHUE OT MOTpe-
Ourens, 4Ye CHHTE3bT HA JIPYrO BEIHICCTBO(a) OT MEXKIUHHUTE TPOIYKTH
Ce M3BBPIIBA HA APYTH IUIOIMIAIKH IIPU CIICAHUTE CTPOrO KOHTPOIMPAHU
yCIIOBUSL:

a) BELIECTBOTO € CTPOr0 OrPAHMYEHO UYPe3 TEXHUYECKH CPEJICTBA II0
BpeMe Ha NSl MY JKM3HEH LHUKBJ, BKIIOYMTEIHO HPOMU3BOACTBO,
[IPEYUCTBAHE, IOYMCTBAHE M MOJAPBKKA Ha 000pyIBaHETO,
B3eMaHe Ha MPOOH, aHAIM3H, 3apeXkIaHe U pa3ToBapBaHe Ha 000pyI-
BaHETO WJIM ChAOBETE, 00€3BPEIKAAHE HA OTIAIABIM WU [IPEYHCTBAHE
U ChXpaHEHHE;

6) H3MO0JI3BAT CC MNPOUCAYPHHU W KOHTPOJHU TEXHOJOTHU 34 MHUHHUMH-
3UpaHC Ha EMHCHUHU U TOCJICABaIla €KCIIO3UIIUS;

B) C BELIECTBOTO OOPABAT CaMO TOAXOJAIIO O0YUYCHH M YITBJIHOMOIICHH
CITY)KHUTEIH;

I) B cioy4aidl Ha JEHHOCTH IO MOYMCTBAHE M IMOJAPBKKA, CE MpHiIarat
CHELMAIHU IIPOLEypH Karo IpPOJyXBaHE M HU3MHUBaHee, MNpeau
cucTeMara Jia ce OTBOPH M JI0 Hes Jla UMa JIOCTBII,

I) B CiIydail Ha aBapus M IpU FeHEpUpaHe Ha OTHAIbLU CE M3IO0JI3BAT
MPOIICYPHHU W/HIIM KOHTPOJIHU TEXHOJIOTHH C 111 MUHUMH3HpaHe Ha
€MUCHUN W IIOCJIEABAIlla E€KCIIO3UIUS 110 BpEME Ha NPEYHUCTBAHE WIH
MPOLIEAYPH IO MOYUCTBAHE U IMOJAPBHIKKA;

¢) mporeaypure 3a paboTa ¢ BEIIECTBOTO ca A00pe MOKYMCHTHPAaHH H
CTPUKTHO C€ KOHTPOJHpPAT OT OIeparopa Ha IUIONIaKara.

AKO ycnoBusiTa, U30pPOCHU B I'bpBa AJMHES HE Ca M3IIBJIHEHH, PETUCT-
panusTa BKIrOUBa nHGOpMALUATA, onpeseicHa B wieH 10.

Ynen 19

CbBMECTHO TOlaBaHe Ha JaHHM 32 H30JHPAHU MEKIUHHH
NPOAYKTH OT MHOKECTBO PEerucTPAHTH

1.  Koraro B OOmHOCTTa ce IUIaHHpa MPOU3BOJCTBO WM BHOC Ha
M30JMpaH Ha IUIONIAJKaTa MEXKIWHEH NPOAYKT WIM TPAHCHOPTHPaH
H30JIMpaH MEXKIAMHCEH IMPOAYKT OT CIAWH WJIH IOBCYC IPOU3BOAUTECIN
W/WIH eJUH WM TOBeYe BHOCHTEIH, C€ TpHiara CIeJHOTO.
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CeoriacHo naparpad 2 oT HACTOANIMS WieH WHPOPMALUATA, TIOCOYCHA B
uieH 17, naparpad 2, OykBu B) u T) u wieH 18, nmaparpad 2, OykBu B) u
r), TbPBO Ce€ MOAaBa OT €MH MPOMU3BOIUTEN MM BHOCHUTEN, ISHCTBAII
ChC CHIVIACHETO HA JIPYT MPOU3BOIUTEN(M) WM BHOCHUTEN(M) (HapuvaH
M0-7I0J1y ,,BOJIEI] PETUCTPAHT ).

Bceku perucTpaHT BIIOCIEACTBHE TPEIOCTaBs OTIACTHO MH(POPMAIUATA,
mocoueHa B wieH 17, maparpad 2, OykBu a), 0), 1) u €) U wieH 18§,
naparpad 2, OykBu a), 0), 1) u €).

2. TlpousBoauTeNl WJIM BHOCHTEI MOXE Jia MOjAanec WHPOpMaIUsTa,
mocoueHa B wieH 17, maparpad 2, OykBM B) Wid T) W wieH 18§,
naparpad 2, OyKBH B) WJIH T') MOOTAEIHO, aKO:

a) CbBMECTHOTO II0JjaBaHe O YBENMYMIO HEChPAa3MEPHO HETOBHTE
pasxonu; Wiu

6) cbBMECTHOTO NoJaBaHe Ha uH(popmarmara OM HOBEIO OO OIOBEC-
TsBaHe Ha WH(QOpMAaIMs, KOSITO TOH CMATa 3a THProOBCKA TaiiHa,
OIOBECTSBAHETO Ha KOATO BEPOSATHO ILE€ MYy NPUYMHM 3HAYUTEIHA
TBHPrOBCKa Bpela; WIN

B) TOH HE € ChIVIACEH C BOJCIIMS PETHCTPAHT OTHOCHO H300pa Ha
uHdopmanysra.

Axo OykBH a), 0) MM B) CE TPUJIArat, MPOU3BOAUTENAT UM BHOCHUTEIIST
0JjaBa 3aeHO C JOCHETO OOSCHEHHE 3all0 NMPH CHBMECTHOTO MOJaBaHEe
pasxogute Ouxa Owin HeCbpasMEpHH, 3all0 Ppa3KpUBaHETO Ha
nHGOpManUs BEpOSTHO OM MOBENO 10 3HAYUTENHA THPrOBCKA Bpeaa
WIM 3a XapakTepa Ha HEChIVIACHETO, B 3aBUCHMOCT OT CIlydas.

3. TlomaBaHero Ha perucTpanus ce TNpUApPYX,aBa OT Takcara,
W3UCKBaHA ChritacHo msur 1X.

1JIABA 4

Obwu paznopeddu 3a ecuuku pezucmpayuu

Ynen 20

3aab/KeHUs1 HA ATeHIUsATA

1. AreHuusiTa JaBa HOMEp Ha IOoJaBaHE 3a BCsiIKa perucrpanus,
KOUTO Tpﬂ6Ba Ja CC MU3NOoJ3Ba 3a LdjlaTa KOPCCHOHACHIUA TII0
OTHOLICHUE Ha perucTpanuaTa, AOKATO perucrpanusaTa 6’1)):[6 CUYCTCHaA
3a 3aBBPUICHA, W JaTa Ha IOJaBaHC, KOATO € Jdarara Ha II0Jy4YaBaHC
Ha peructpanusita B AFCHI_II/ISITa.

2. AreHuusTta npennpueMa IMpoBEpKa 3a IBIHOTA HA BCSKA PETrUCT-
pamusi, 3a Ja W3ACHM Jall BCHYKHM EJIEMEHTH, HM3UCKBAHU CBHITACHO
yiaeHoBe 10 m 12 wium chriiacHo wieH 17 wim 18, KakTo M Takcara 3a
peructpanusi CbrilacHo 4ieH 6, nmaparpad 4, wieH 7, naparpadu 1 u 5,
wied 17, maparpad 2 wim uwien 18, maparpad 2, ca HaJHYHH.
IIpoBepkara 3a MBJIHOTA HE BKIIIOYBA OIICHKA HA Ka4eCTBOTO HJIHM aJIeK-
BaTHOCTTA Ha TOJAJCHHUTE JAaHHU WIN OOOCHOBKH.

ATeHIMATa U3BBPIIBA MPOBEpPKATa 3a IMBJIHOTA B CPOK JI0 TPU CEAMHIIM
OT Jlatata Ha MOJIaBaHE WM J0 TPU Mecella OT ChOTBETHHUSI KPAacH CPOK
CBIJIACHO WICH 23 MO OTHOIICHWE Ha PErHCTPAIMKTE Ha BBHBEICHH
BCIIECTBA, TOAAACHMW B PAMKHUTC Ha JABYMCECCHYHUSA TICPHUOA, HCIOC-
PEACTBEHO MPEAN M3THYAHETO HA TO3W KPacH CPOK.
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AKO perucrpauusita € HembjiHa, AreHuusTa WHQOpPMHUpa perucTpaHta
NpeId W3THUYAHETO Ha TPHUCEAMHUYHUS WM TPUMECEUHHUS IIEPHOJ,
MOCOYCH BHB BTOpA ayluHes, 3a ¢aKTa, 4e € HeoOXoaAuMa JOMbJIHUTEIHA
uHopMaIysi, 3a Ja Ce 3aBbpIIM PErHCTPaLUsiTa, KaTro ONpeNesd
NPUEMIINB KpPAeH CPOK 3a TOBA. PErnCTpaHTHT 3aBBpIBA PETUCTpALUATA
CH U s MOJaBa 0 ATCHIMATA B ONPEAETCHUs] KpaeH CPOK. ATEHIHUSTA
MOTBBPJK/IaBa JaTtara Ha MoJ[aBaHe Ha JOMbJIHUTEIHATa HH(POPMAIHs Ha
perucTpaHTa. AreHIUsATa W3BBPIIBA MOCIeBalla IPOBEPKa 3a ITBJIHOTA,
pasriieKIaiiKyl 1molaieHaTa JONBIHUTEIHA HH(POPMAIIHS.

AreHuuATa OTXBBPIS PErHCTpalsATa, akO PErMCTPAaHTBT HE ycree Ja
3aBBpPIIM CBOATA PETUCTpAlUs B ONpENeNeHus] KpaeH cpok. Takcara 3a
perucTpanys B TaKkuBa Cllyuyal HE Ce Bb3CTAHOBSBA.

3. Crnex NpUKIIOYBAHETO HA PETUCTpaLUsATa, ATEHUUSATA ONpeaAess
pETHCTPAMOHEH HOMEp 3a ChOTBETHOTO BEIIECTBO W JlaTa Ha PEerHCTpa-
LUATa, KOATO Ja ChBIAJa C JaTaTa Ha MoJaBaHe. ATEHLUATA He3a0aBHO
cb00IIaBa PEruCTPALMOHHUS HOMEp M JlaTaTa Ha PErucTpanys Ha ChOT-
BETHHS PETHCTPaHT. PErucTpallMOHHUAT HOMEp Ce M3IOJI3BaH 3a Lisjara
HoclieiBamia KOPECIOHACHIMS 3a pa3IiiekJaHaTa PerucTparust.

4. B cpok no 30 mHM OT jmaraTa Ha MOJABaHETO ATEHIUSATa HOTHU-
(unmpa KOMIIETEHTHHS OpraH Ha CBHOTBETHATa JIbp)KaBa-wiICHKa, de
cienaHara uH(GopMalysa € HaiudHa B Oa3zaTa JaHHM Ha ATCHIUSATA:

a) PEruCTPalMOHHOTO JIOCHE 3aeJHO C BXO/SIIMS WIH pPErucrpa-
LHOHHUST HOMED;

0) jaraTta Ha TNOJABaHE WJIM JlaTa Ha PETUCTpallvs;

B) PE3yJATaThT OT IPOBEPKATa 3a IIBJIHOTA; U

I) BCAKO HCKaHEe 3a JONBJIHUTENHa HHGOpPMAIMsA M KpallHUAT CPOK,
oIIpesieNieH B CHOTBETCTBHE ¢ maparpad 2, Tpera anmHes.

CpoTBETHATA Abp)KaBa-4JICHKa € JObpiKaBaTa-4JICHKa, B KOATO C€
HU3BBpPIIBA MPOU3BOACTBOTO HUJIKM € YCTAHOBCH BHOCHTCIIAT.

AKO TIPOU3BOAMTENST WMa INPOM3BOACTBEHH IUIOMIAJAKA B IOBEYE OT
elHa TbpKaBa-uIeHKa, BBIPOCHATA JbP)KABA-UICHKA € Ta3u IbpiKaBa-
YJICHKA, KBJICTO € YCTAHOBEHO CENAJMINETO HAa IPOM3BOAMTENS. Jpyrute
JbP)KABU-WICHKH, KBJIETO Ca YCTAHOBEHNU MeCTa 3a MPOU3BOJCTBO, CHIIO
ce HOTHU(HIUPAT.

AreHuusTa He3a0aBHO HOTH(HUIMPAa KOMIICTCHTHHS OpraH Ha ChOT-
BETHATa JbpXKaBa-4JeHKa(M), KOraTro JOIBJIHUTENIHATa HH(pOpMaLus,
MojJiajicHa OT PETHCTpPaHTa, € Ha paslojoKeHue B Oa3zaTa JaHHM Ha
Arenuusra.

5.  Pemenusita Ha AreHUUSTa B ChOTBETCTBHE C maparpad 2 oOT
HACTOSIUSL YJIeH Morar Ja ObaaT oO)KaJBaHH B CHOTBETCTBHE C
pasnopenodute Ha uieHose 91, 92 u 93.

6. Koraro HOB perucrpaHT mnojajae IONBJIHUTEIHA MH(pOpMALHUsS 3a
OMpEJEJICHO BEINECTBO Ha AreHImsATa, IMocieaHara HOTHdUIMpa
C’I)HLCCTByBalLU/ITe pCFI/ICTpaHTI/I, qye Tasu I/lH(i)OpMa]_II/Iﬂ € HaJIM4YHa B
0asara JaHHM 10 CMHCHJIA Ha 4jiaeH 22.
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Ynen 21

HpOI/BBOI[CTBO U BHOC Ha BewecTrBa

1. PeructpaHT MOXe Aa 3all0YHE WM Ja IPOJBIIKH MPOU3BOJCTBOTO
WM BHOCA Ha BEIECTBO WMJIM NPOHM3BOACTBOTO MIJIM BHOCA Ha W3JENHE,
aKo B CPOK [0 TPH CEIMHIHM OT JlaTaTa Ha IOJAaBaHETO HsAMa CBEJICHHE
3a MPOTHBHOTO B choTBeTCTBUE ¢ wieH 20, maparpad 2 oT cTpaHa Ha
AreHnusTa, 6e3 1a ce 3acsrar pasnopenoure Ha wieH 27, maparpad 8.

B ciyuaii Ha perucrpanus Ha BbBEAEHH BELIECTBA, PETUCTPAHTBT MOXKE
Jla TIPOJBIDKN MPOU3BOACTBOTO MIIM BHOCA Ha BEIICCTBOTO M IIPOU3-
BOJCTBOTO WJIHM BHOCA HAa M3JEIMETO, aKO B CPOK A0 TPU CEAMULHM OT
JaTaTa Ha TI0JaBaHETO HAMA CBEJCHHE 32 MPOTHBHOTO CBHITTACHO HIICH
20, nmaparpad 2 oT cTpaHa Ha AreHLUSTa, WIM KOraTo MOJaBaHETO € B
JIBYMECEUHHS epHO MPeAN ChOTBETHHA KPAaeH CPOK CHITIACHO UlleH 23,
aKo J0 TPH Mecela Ipear KpaiHHs CPOK HAMA CBEICHHE 3a IIPOTUBHOTO
cpriuacHo wieH 20, maparpad 2 oT crpaHa Ha AreHuusra, 0e3 ga ce
3acsarar pasnopenourte Ha uwieH 27, maparpad 8.

B ciyudail Ha akTyalu3alus Ha PErUCTpaLys B CbOTBETCTBUE C WIEH 22,
PETUCTPAaHTBT MOXE Ja TPOABIKH MPOU3BOJACTBOTO WM BHOCA Ha
BEILECTBOTO, MM IIPOU3BOACTBOTO WJIM BHOCA HA WU3AEIUETO, aKO B
CPOK 10 TPH CEJIMHIH OT JaTaTa Ha aKTyalIM3alusTa HsIMa CBEJCHHE 3a
IIPOTHBHOTO B CHOTBETCTBHE ¢ wieH 20, maparpad 2 oT cTpaHa Ha ATreH-
usTa, 0e3 ja ce 3acsra wieH 27, maparpad 8.

2. Axo AreHuusta ¢ nHbOpMHpalia perHCTpaHTa, Y€ TOH TpsOBa ja
nojaae JombiaHuTenIHA uH(opmanus cbriacHo wieH 20, maparpad 2,
TpeTa amuHes, PEerHCTPaHTBT MOXKE Ja 3alOoYHE MPOM3BOJICTBOTO HITH
BHOCA HA BEIECTBO WU IPOU3BOJICTBOTO WIIM BHOCA HAa U3JEJIHE, aKO
HsIMa CBEICHME 32 MPOTHBHOTO OT CTPaHa Ha ATEHIHATA B CPOK IO TPH
CeIMULM cjeJ I[Ody4yaBaHE Ha JONbIHUTENIHATa UH(OpPMalUsi, HEoO-
XOAMMa 3a 3aBBPIIBAHE Ha HEroBaTa perucrpanus B AreHuusra, 0e3
na ce 3acsira wieH 27, nmaparpad 8.

3. AKO Bojiell PEerucTpaHT 10/1aBa YacTH OT PETUCTPALUATA OT UMETO
Ha €IMH WM NOBEYE JPYTU PErMCTPAaHTH, KAaKTO € MOCOYeHO B uieH 11
nin 19, Bceku OT JPyruTe PEruCTPaHTH MOXKE Jla HPOM3BENKAA WIH
BHacsi BeuiectBOTO B OOIIHOCTTa WM TPOM3BEXkKAA WINM BHACS H3Je-
JMsATa, CaMo Cliel U3THYAHETO Ha OIPE/IeIEHOTO BpPEME, YCTaHOBEHO B
naparpag | wiam 2 OT HACTOSLIMA WICH, NPU IOJOXKEHHE Ye HsIMa
CBEJICHHE 3a MPOTUBHOTO OT ATEHIHUATa IO OTHOIIEHHE Ha PErucT-
paumsTa Ha BOJCLIMS PErHCTPAHT, JCHCTBAIl OT UMETO Ha JPYTUTE H
HeromaTta coOCTBEHa perucTpanys.

Ynen 22

I[OH'LJIHHTCJIHI/I 3aABJ/IXKEHUSI HA PErUCTPAHTHUTE

1. Cnen perucrpauusita perucTpaHThT € 3aJb/DKEH 10 cOOCTBEHA
HHAIMATHBa U 0€3 HEOCHOBATEIHO 3a0aBsiHe [a aKTyajlu3dupa PErucr-
paumusita chC CHOTBETHaTa HOBa HHGpOpPMAIMA W 1a 5 TMOmaae 10
ATeHIHATA B CIICIHATE CIIyYamu:

a) BCsKa MpOMsHA B HETOBUA CTATYT KaTO MMPOU3BOAUTEN, BHOCUTE UIIN
HpOI/I3BOI[l/ITCJ'I Ha I/lSZleJ'lI/Iﬂ, HEeroBaTta HIACHTHUYHOCT KaTO HMC WU
azpec;

0) BcsKka TpOMsHA B ChCTaBa Ha BEIIECTBOTO, KAKTO € IOCOYECHO B
paszen 2 ot mpuioxkenune VI
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B) MPOMCHU B TOJMIIHHUTE WM OOIIM KOJMYECTBA, MPOU3BEACHU WM
BHECEHHM OT HEro WIM B KOJMYECTBAaTa Ha BEIIECTBA B W3JEIus,
MPOM3BECHN WMJIM BHECEHM OT HEro, ako TOBa BOJHM JIO IMPOMSHA
Ha TOHAXKHATa IPyIa, BKIOYNTEIHO MPEKpaTsABaHEe Ha IPOU3BOJICTBO
WIA BHOC;

I) HOBU HACHTUGHUUUPAHM YHOTPeOM U HOBH HENPEHOPBHUUTETHU
ymotpebu cwrmacHo pasgen 3.7 or mpunoxennme VI, 3a kourto
BEILIIECTBOTO € TMPOM3BEIEHO MJIM BHECEHO;

I[) HOBH JaHHU 3a PUCKOBETC OT BEIICCTBOTO 3a 3JAPaBCTO Ha YOBCKa
W/WIM OKOJIHATa cpeaa, KOUTO TOH MOXKe Jla O4YakBa Ja MYy CTaHat
HU3BECTHU U KOUTO BOJAT A0 IPOMCHU B I/IH(l)OpMaLII/IOHHI/ISI JIMCT 3a
0€30I1aCHOCT WK JOKJIaga 3a 0e30I1acCHOCT Ha XUMHUYHOTO BCHICCTBO,

e) BCsiKa MpOMsIHA B KJ'IaCI/I(l)I/IKaI_II/ISITa 1 CTUKCTUPAHCTO Ha BCUICCTBOTO,

)I() BCAKO aKTyaJM3UpaHC WM U3MCHCHHC Ha JOKJIaJa 3a 0e30MacHOCT
Ha XUMUYHOTO BCHICCTBO WJIM HA pa3acil 5 or MMPUIIOKCHHNE VI,

3) PErHCTPAHTBT € YCTAHOBMJI HEOOXOAUMOCTTa OT IPOBEXKJIAHE Ha
U3MUTBAaHE, MOCOYeHO B mnpuiokenue IX wnm mpunoxenue X, B
KOMTO CiIydaH ce pa3paboTBa MPEIIOKEHHE 332 U3IHUTBAHE;

M) BCSIKA MPOMSHA B pa3pellieHHst JOCTBI 10 WHPOPMALUS 110 PErucT-
pauusra.

AFGHHI/I}ITa C'bO6H.[aBa Tasu I/IHCI)OpMaL[I/IH Ha KOMIICTCHTHUSA OpraH Ha
CbOTBETHATa AbprKaBa-dJICHKaA.

2. PeructpanThT mojaBa B ATEHIMATA aKTyadW3alUsl HA pErucTpa-
ouUsITa, ChABpPKAIIA UHQOpMAIMITA, H3UCKBAHA OT PEHICHHETO, B3ETO B
croTBeTCTBUE ¢ uneHoBe 40, 41 unu 46, win B3ema TOJ BHUMAaHUC
peleHneTo, B3eTO B CHOTBETCTBHE ¢ wieHoBe 60 u 73, B cpoka,
ompeJiesieH B PEHICHUETO. ATCHIMSATa HOTU(PHUIHMPA KOMIETCHTHHUS
OpraH Ha ChOTBETHATa AbpP)KaBa-WwIeHKa, 4e MHPOpPMANUATAa € HaJIWIHA
B HeliHaTa 0a3a JaHHH.

3.  AreHmusrta W3BBpIIBA MPOBEpKa 3a MBJIHOTA ChriaacHo wieH 20,
nmaparpad 2, mbpBa U BTOpa allHEs, 32 BCSKA aKTyaIM3UpaHA PETHCT-
pauus. B ciyuaii, korato akTyanuzanusaTa € B CbOTBETCTBUE C YieH 12,
naparpad 2 w maparpad 1, OykBa B) OT HACTOSIIMS 4YICH, TOraBa
ATreHIMATa TMpoBepsiBa MBIHOTaTa Ha HWH(OpMaIMsATa, MOJNAJCHA OT
perucTpaHTa M ce mpwiarat pasmopendoure Ha wieH 20, maparpad 2
CbC CHOTBETHUTE aJIalTallHH.

4. B ciyuyaure, obxBaHatu oT wieH 11 wim 19, Bceku perucrpat
noJiaBa MooTaAeNIHO MH(OpMalusaTa chriacHo naparpad 1, Oykea B) or
HACTOSIINS HICH.

5. Akryanuszanusra ce npuapy’kaBa OT CbOTBETHATa 4acT OT TaKcara,
HM3KUCKBaHa ChINIacHO Js1 IX.
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IJIABA 5

Ilpexoonu paznopeddu, npunoxcumu no OMHOWIEHUE HA 6bEEOCHU
eewjecmea u Homuuyupanu eeujecmea

Ynen 23

Cnenuduyunn pa3nopendu 3a BbBeeHH BelIecTBa

1.  Unen 5, unen 6, wieH 7, naparpad 1, uien 17, unen 18 u unen 21
He ce mpuwiaraTt 10 1 nexemspu 2010 r. 3a cienHUTE BelLIECTBa:

a) BBBEICHM  BENIECTBA, KIACH(PHUIUPAHW KATO  KaHLEPOTCHHH,
MYTareHHH WM TOKCHYHH 32 PEnpoAyKIusTa, kareropus | wmm 2
B chotBercTBUEe ¢ JlupektuBa 67/548/EMMO wu mnpowusBelncHH B
OOIIHOCTTa WJIM BHECEHH B KOJMYECTBA, JOCTHramM | TOH WIH
[IOBEYE Ha TOAMHA 3a MPOMU3BOJUTEN WM 3a BHOCHTEN, IIOHE
Beauwxk cien 1 ronu 2007 r.;

0) BBBEICHM BELIECTBA, KIACU(GULIUPAHU KAaTO CHIHO TOKCHYHM 32
BOJHHU OPTaHM3MH, KOHTO MOTaT Ja HPHYIMHAT TBITOTpaiHH HeOma-
ronpuatHu edextu BbB BoaHata cpega (R50/53) B cborBeTcTBHE C
JupextuBa 67/548/EVO u npoussenenn B OOIIHOCTTAa WM BHECEHHU
B KoimdecTBa, pocturamm 100 ToHa WiIM MOBede Ha TOJAMHA 3a
NPOU3BOAMTEI WM 33 BHOCHUTEN, OHE BelHBK cien 1 ronu 2007 r.;

B) BBBEICHM BelecTBa, NpousBelneHH B OOLIHOCTTa WM BHECEHH B
konuyecTBa, nocturami 1 000 ToHa wiM TIOBe4Ye HA TOJMHA 3a
MPOM3BOIUTEN WJIM 32 BHOCHUTEI, MOHE BeAHBXK cien | tonm 2007 T.

2. UYneH 5, unen 6, unen 7, naparpad 1, unen 17, uien 18 u uien 21
He ce mpwraraT a0 1 rorm 2013 r. MO OTHOIIEHWE HA BBHBEICHHU
BellecTBa, npousBegeHn B OOIIHOCTTa WJIM BHECEHH B KOJHUYECTBA,
nmocturamy 100 ToHa WM MMOBeYe HA TOAMHA 332 TMPOU3BOAMTEN WU 3a
BHOCHUTEN, MOHE BeAHBXK ciaen 1 ronu 2007 T.

3. UneHn 5, uieH 6, wieH 7, naparpad 1, uien 17, wien 18 u unen 21
He ce mpwiarat a0 | toHm 2018 r. 1Mo OTHOIIEHHE Ha BbBEICHH
BellecTBa, npousBeaeHn B OOIIHOCTTa WJIM BHECEHH B KOJUYECTBA,
JOCTHramy | TOH WM MOBEYE HA TOAMHA 3a TPOM3BOAMTEN WM 32
BHOCHUTEN, MMOHE BeAHBK ciaen 1 ronu 2007 T.

4. Perucrpammsi Moxe jga ObjJe IOJaBaHa II0 BCSIKO BpPEME MPEIH
KpaiiHuTe CpoKoBe, 0e3 aa ce 3acsarar naparpapu 1—3.

5. HacrosmmsaTr wieH chINO ce Tpwiara M 3a BEIIeCTBa, PEruc-
TPUPAHU CBIJIACHO 4YJIEH 7 CbC CHOTBETHHUTE aJallTallWH.

Ynen 24
Hotndunmpanu Bemecrsa
1. Horudukauuss B cworBercTBue ¢ JupektuBa 67/548/ENO ce

pasriexjaa Karo PperucTpaius 0 CMHCBhJIa Ha HACTOALIMS U1 |
AreHnmsITa ompenens perucTpanuoneH Homep a0 1 mekemspu 2008 T.
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2. AKO KOIMYECTBOTO Ha HOTH()MIIMPAHO BEIIECTBO, MPOHM3BEICHO
WM BHECEHO OT INPOM3BOJIUTEN WM BHOCHUTEIN, JIOCTUTHE CIIE/IBaIINs
TOH@XEH Ipar CbhIVIACHO wieH 12, HeoOXoauMaTa JOMBJIHUTEIHA
uH(OpMaIKs, CHOTBETCTBAIA HA TO3M TOHAXKEH IIpar, KakTo W MHQOp-
MalusTa 3a BCUYKHM MO-HUCKM TOH&KHH IIparoBe, ce I10j1aBa B CHOT-
BercTBue ¢ uiaeHoBe 10 m 12, ocBeH ako Bedye € Owmia mojaaceHa B
CBHOTBETCTBHE C TE€3U UJICHOBE.

JUSUT 1T

OBMEH HA JAHHM U U3BATI'BAHE HA HEHYKHU U3IIUTBAHUA

IJIABA 1

Ilenu u o6wu npasuna

Ynen 25

Heau 1 00mu npasuia

1. C uen na ce u3berHar U3NUTBAHUATA BbPXY KUBOTHU, U3IUTBAHUS
BbpPXY IpPbOHAUHM >XMBOTHHM 32 LIEJIUTE€ HA HACTOSIIMS PpEriaMeHTCe
MpoBEXIAaT caMo B KpaeH ciydail. CpINo Taka € HeoOXOOMMO 1a ce
npefnpueMar MEpKM, OrpaHMYaBallld MOBTAPSIHETO HAa APYT'M M3IUT-
BaHUsL.

2. OOMeHBT M CHBMECTHOTO I0JIaBaHe Ha HH(pOpMalUUsi B CHOT-
BETCTBHEC C HACTOSIIUS PErVIAMEHT C€ OTHACST 32 TEXHMYECCKH JIaHHH,
W [0 CHeHuHasHO 3a HWH(OpMalMs 3a XapaKTepHUTE CBOWCTBA Ha
BelllecTBaTa. PerucTpanture ce Bb3IbpiKaT OT 0OMeH Ha MH(popMaius,
3acsrail TAXHOTO MOBE/ICHUE Ha Ia3apa, ¥ MO-CHEeHHAIHO 0 Ce OTHACS
0 KaramureTa Ha MpPOM3BOJCTBO, O0OEMH Ha IPOU3BOJCTBO WM
npoaax0u, obemMa Ha BHOCA WM Ma3apHH JSJIOBE.

3.  Bcuukum pestoMera WM MOIPOOHM pE3OMETa Ha W3CIEIBAHUS,
M0JIaIEHU B PAMKHUTE HA PETHCTPALUS ChIVIACHO HACTOSIIUS PErjlaMeHT,
orrpeny noue 12 roamHu, MoraT na ObJAT M3MOJ3BAHU 3a LIEIUTE HA
perucTpanusara oT Jpyr HNPOU3BOAUTEN MM BHOCHTEIN.

IJIABA 2

Hpaeuﬂa 3a HeebeeoeHU eewiecmea u pecucmpanmu Ha 6b6eOeHU
eeujecmea, KOUmo He ca uzevpuiuiu npedsapumefma pecucmpayun

Ynen 26

3agb/KeHUe 32 NMpPeABAPUTEIHO 3allMTBaHe 32 perucTpanus

1.  Bceku moTeHIMareH PErucTPaHT Ha HEBBBEACHO BELIECTBO WU
MOTEHIMANICH pPEruCTPaHT Ha BBbBEIEHO BELIECTBO, KOWTO HE €
W3BBPUIMI NPEABAPUTENIHA PETUCTpalus B CHOTBETCTBHE € wieH 28,
rnojaBa 3amuTBaHe 0 AreHuusATa Jand Bede € Owia ImoaajgeHa
peructpamus 3a ChIIOTO BemecTBO. ChC 3amMTBAHETO TOM IMOJaBa B
AreHnusTa ciegHata MHGOpMAIH:

a) HeropaTa MWAEHTUYHOCT, KakTO € IOCOYeHO B pazgen 1 or
npwiokenue VI, ¢ M3KIIOYCHHUE HA TUIOIIAJKUTE Ha yrnoTpeoda;
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0) HAMMEHOBAHHETO Ha BEIIECTBOTO, KAKTO € MOCOYEHO B paszaed 2 or
npuioxenue VI

B) KOHu I/IH(i)OpMaHI/IOHHI/I M3UCKBAHHUS OMXa HAIOXKHUIH IIPOBCIKAAHETO
Ha HOBH HU3CJICABAHUSA BHPXY Fp”B6Ha‘{HI/I JKUBOTHH OT HEroBa CTpaHa,

r) Kou HMHPOPMALMOHHM HM3UCKBAHUS OMXa HAIOKWIN MPOBEKIAHETO
Ha JIPyTd HOBHM HW3CIEIBAHUS OT HEroBa CTpaHa.

2. AKO CBIIOTO BEIIECTBO HE € OWJIO PEruCTPUpaHO TPEId TOBA,
AreHnusaTa WHOOPMHpa MNOTCHIHMANIHHUS PETHCTPAHT I10 CHOTBETHHS
HauuH.

3. AKO CBIIOTO BEIIECTBO € OMJIO perucTpupaHo a0 12 roauHu
Ipeny ToBa, ATeHIMATa WHGOPMHpA MOTEHIMATHHSA PETHCTPAHT 3a
UMEHaTa U aJpecuTe Ha NpPENUIIHMS PErucTpaHT(M) U B 3aBUCHUMOCT
OT ciyJas 3a CHOTBETHHTE pe3lOMETa WM TOAPOOHHM pe3foMera Ha
U3CIIeABAaHUATA, MOAATECHU OT TSIX.

I/ISCJ'ICZ[BaHI/IH BBPXY l"pT;6Ha'{HI/I JKUBOTHH HC CC€ IOBTApAT.

ATeHIMsITa €HOBPEMEHHO HH(OPMHUpPA TNPEAUIIHUTE PETUCTPAHTH 32
MMETO U ajapeca Ha [MOTCHIMAIHUS  peructpant. Hamuunute
W3CIIEJIBAHUS CE CHOJCIAT C MOTCHIUAIHUS PETUCTPAHT B ChOTBETCTBHE
¢ uien 27.

4. AKO HAKOJKO TOTCHUMAJIHU PErHCTPAaHTH ca  HaIlpaBUIH
3alUTBAaHE 10 OTHOLICHHE Ha E€IHO U CBIIO BELIECTBO, ATEHLUATA
He3a0aBHO MH(GOPMHUpPA BCUUKU MOTEHIMAIHH PETUCTPAHTH 338 UMETO M
ajipeca Ha JPYruTe MOTEHUUAIHU PErHCTPAHTH.

Ynen 27

O0MeH Ha cbIIECTBYBAIM AAHHH B CJAy4ail Ha perucTpupaHu
BelllecTBa

1. Koraro BemectBo € Ouio peructpupaHo a0 12 roawHW mpenu
TOBa, KAaKTO € YyKa3aHoO B wieH 26, maparpad 3, MNOTEHIMATHUSIT
PETHCTpaHT:

a) B caydail Ha mH(OpPMaNUs, KOATO Ce OTHACA 3a M3IUTBAHUS BBPXY
rpbOHAYHY JKUBOTHHU; U

0) Moxe, B cilyyait Ha HH(OpMAIIKs, KOSTO HE CE OTHACS 3a M3MUTBAHMUS
BbpPXY T'PHOHAYHH JKUBOTHH,

Jla U3MCKA OT MPEAUIIHHS PErucTpanT(u) UHMOpMAIHATA, KOSITO My €
HeoOxoauma cbrimacHo wieH 10, OykBa a), vi) u vii), 3a J1a ce peruc-

Tpupa.

2. Koraro e OTIpaBeHO HCKaHE CBIVIACHO Haparpad 1, MOTEHIH-
QTHUST W TPEAUIIHUAT PErucTpanT(v), KaKTO ¢ MOCOYEeHO B maparpad
1, mpaBsIT BCHYKO BBE3MOXHO, 32 Jia TIOCTUTHAT CIIOpa3yMeHHe 32 0OMEH
Ha wuH(OpMANMATA, W3MCKBaHA OT TIOTCHLUHAIHUS pErucTpaHt(u)
cbrtacHo wieH 10, OykBa a), vi) u vii). TakoBa criopa3yMeHHE MOKE
Jna ObJe 3aMEHEHO C OTHACSHE Ha BBIIPOCA KBM apOUTPaKeH CHBET U
MPUEMAHETO Ha apOMTPaKHOTO PA3IOPEIKIAHE.
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3. IlpenuumHMAT perucTPaHT U MOTCHLHMAIHUS PEerUCTPaHT(1) HoiaraT
BCHYKHM YCHIHs, 32 Ja C¢ TapaHTHpa, 4e pPa3XoJuTe Mo OOMeHa Ha
uH(popMaIMs ca ONPEAENIeHH IO CIPaBEeUIUB, MPO3pPAYeH U HEIUCKPU-
MHHAI[MOHEH HauWH. ToBa MoXe fa ObIe ylIecHEHO upe3 cleBaHe Ha
PBKOBOJACTBOTO 3a IOJENSHE Ha pa3XOJUTE, OCHOBAHO Ha Te3U
NPUHLUNN, TPUETO OT ATEHIMATa, ChbIVIAaCHO wieH 77, maparpad 2,
OykBa k). OT peTHCTpaHTUTE Ce H3UCKBA CaMO Ja CH MOMEINAT
pasxoauTe 3a MHQOpPMAIMATA, KOATO MM € Ouila M3MCKaHa Ja Mojajar,
3a M3IIBIIHEHNE Ha M3WCKBAHMATA 3@ TAXHATA PETHCTPAISL.

4. Bwb3 ocHOBa Ha cnopasyMeHue 3a oOMeH Ha WH(opMaus mpen-
UIIHUAT PETUCTPAHT MPEAOCTaBsl AOroBopeHaTa MH(popMalus Ha HOBUS
pPETUCTpPaHT M J1a My pas3pelld Ja ce M030Be Ha IBIHMA JOKJIax OT
U3CIIEBAHETO HA MPEIUIIHHMA PErUCTPaHT.

5. AKO He ce IIOCTUIHE TakoBa CIOpa3yMeHHe, MOTEHIUATHUAT
peructpant(u) uHGOpMHpa ATEHIMATA W NPCAMUIIHUS PErHCTPAHT(H)
3a TOBa Hali-paHO €IUH Mecell CJieJl NoJIyuaBaHe Ha MMETO M ajpeca
Ha TPEMIIHUS PETUCTpaHT(K) OT ATeHIHsATA.

6. Jlo enmH Mecer ciej MOTy4YaBaHe HA MH(OpPMAIHATA, TOCOUCHA B
naparpad 5, AreHuusATa JaBa paspelieHHe Ha OTEHIMATHUS
PETUCTpaHT Ja ce mo30oBe Ha HH(OpMammsTa, KOATO TOI H3HCKBA, B
CBOETO PErMCTPALIMOHHO JOCHE, IPU YCIOBUE Y€ IOTCHIMAIHUAT
PETHCTpaHT € MpeACTaBWI, MPH TOUCKBAaHE OT ATEHIMATA, O0Ka3a-
TEJCTBO, Y€ € 3aIIaTUI Ha IPEeJUIIHUS PErMCTPAHT(M) YacT OT HaIpa-
BEHUTE Pa3Xxoau 3a Ta3u uHbopManus. [IpeauImHuAT peructpant(u)
MOXE Jla TpeasBM TPETeHIHMH KbM IIOTCHIMATHUS PETHCTPaHT 3a
IPONOPLUOHANIHO TOJEJISHE Ha Pa3XOoAuTe, HApaBeHU OT Hero. M3uuc-
JSBAaHETO Ha MPOMNOPIMOHATHUSA ST MOXKe Jla Obje yJIeCHEHO OT PBKO-
BOJICTBOTO, HPHETO OT ATCHIHATA, CBIVIACHO WieH 77, maparpad 2,
OykBa k). Ilpu ycnoBue, 4e NMPEAUIIHUAT PETHCTPAHT(U) MPEIOCTABH
IBTHUSA JIOKNAJA OT M3CIEIBAHETO HA NMOTCHIMANHUS PETHCTPAHT, TOMH
MOXE€ Ja MNpelsBU HCK KbM HOTCHIMAJHHUS PETUCTPAHT 3a PaBHO
HOJENsHE HAa PA3XOJHTe, HANPAaBEHM OT HEro, KOWTO € HW3IIBIHAM B
HALMOHATIHUTE ChIUIMIIA.

7.  Xanba moxke 1a ObJe BHECEHA B ChOTBETCTBHUE ¢ wieHOBe 91, 92 u
93 cperry pelieHUs] Ha ATCHIUATA ChIVIACHO maparpad 6 OT HACTOSIINS
YJICH.

8. TlepuoabT Ha M3YaKBaHE HA PETHCTPALUS B ChOTBETCTBHUE C YJICH
21, naparpad 1 3a HOBHUS PErHCTpaHT Ce€ YAbJDKaBa ¢ mepuon ot 4
Mecela, aKko MPEJUIIHUAT PErHCTPAHT IO U3UCKA.

1JI4BA 3

Ilpaguna 3a éveedenu eeujecmea

Ynen 28

3agbiokeHHe 32 NpeABAPUTE]HA perucTpauuMsi Ha BbBeleHHU
BelllecTBa

1.  3a ;ma Moxe Ja ce BB3IOJ3BA OT MPEXOHUS MEPUOJ, TIPESIBHICH B
YJICH 23, BCCKH TMOTCHIUAJIICH PETUCTPAHT Ha BBBCACHO BCIICCTBO B
KomM4yecTBa OT | TOH WIM [OBeYe HA TOIMHA, BKIIOYUTEIIHO
MEKIUHHU TPOAYKTH ©O€3 OrpaHWYeHHs, IMoJaBa B AreHIusTa
cienHata UH(GopMarys:

a) HAMMEHOBAHHETO Ha BEIIECTBOTO, KAKTO € MOCOYCHO B pasjien 2 oT
npwioxenue VI, Bxmountenno HeroBus EINECS u CAS nomep
WITH, aKO He € HaJW4YeH, HAKAKBB JPYT KOJ 3a MICHTHYHOCT;
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0) HEroBOTO UME U JIpec, JIMIE 3a KOHTAKTH W, KOraTo € HeoOX0IUMO,
MMETO M aJpeca Ha MPEeJCTaBISIBALIOTO 'O JIMIE ChIVIACHO YJeH 4,
KaKTO € MOCOYEHO B paszen 1 or npunoxenue VI

B) NPEABUJCHUS KPAaeH CPOK 3a pEerucTpanus U TOHAXKHATA IpyIia;

I) HAaUMEHOBAaHHETO(aTa) Ha BELIECTBOTO(aTa), KAaKTO € II0OCOYCHO B
pazmen 2 ot mpunoxkenue VI, BkmountenHo texuute EINECS n
CAS HOMepa WM, akO HE Ca HaJIWYHH, HSKAKBU JPYTH KOJIOBE 3a
WICHTUYHOCT, 32 KOUTO HAJMYHATa MHPOpMALUs MOXKE A2 MOCITYKH
opy npuiaraHeTo Ha pasgenu 1.3 u 1.5 or mpunoxenue XI.

2. Uudopmarnusra, nocouyeHa B maparpad 1, ce momaBa B mepHoja,
3anousanl oT 1 ronu 2008 r. u npuximousaly Ha 1 gexemspu 2008 r.

3. PerucrpanTH, KOWTO He moaanar HH(poOpMaLUATA, KOITO CE
M3UCKBA CHIVIACHO mmaparpad 1, HsIMa Ja UMaT MpaBo Jia ce BH3ION3BAT
oT wieH 23.

4. Jlo 1 sayapu 2009 r. Arenmusita myOIMKyBa Ha CBOSITA WHTEPHET
CTpaHULa CIMCHK C BEIIECTBATa, I0COUeHU B maparpad 1, Oyksu a) u r).
To3nu crmcek ChABpka caMO HANMEHOBAHWATA HAa BEIIECTBATA, BKIIIO-
yurenHo Texuure EINECS u CAS HoMepa, ako ca HalW4HU U APYIu
KOJIOBE 3a MIACHTUYHOCT, W IBPBHA MpPEIBHICH KPaeH CPOK 3a PErucT-
parus.

5. Cnex nyOmuMKyBaHETO Ha CIHCHKA, TOTPEOMUTENl HAJ0INy IO
BepHUraTta Ha BEIIECTBO, KOCTO HE € B CIHCHKA, MOXKE Ja HOTH(PHIIHpPA
AreHuusTa 32 CBOSI MHTEPEC KbM BELIECTBOTO, 33 CBOMTE JaHHU 3a
KOHTAKT M TOAPOOHOCTH 3a HACTOSAIIMS CH JIOCTABYMK. ATCHIUSTA
nyOliMKyBa Ha CBOSITA MHTEPHET CTpPAaHUIA HAWUMEHOBAaHMETO Ha
BEUIECTBOTO W TMpPH TOUCKBAHE TMPEAOCTaBI Ha MOTEHLUUATHUSA
PETHCTPAHT NaHHU 32 KOHTAKT Ha MOTPEOUTEINs HAIO0Ny IO BepHUrara.

6.  IloTeHUMaIHM PErMCTPAHTH, KOUTO 3a MIPBB BT MPOU3BEXKIAT HIU
BHACST BBBEJCHO BEIIECTBO B KOJMYECTBa OT | TOH WJIM IOBEYe Ha
TOJMHA WIM yNOTpeOsBaT 3a NPBB BT BBBEICHO BELIECTBO 3a MPOU3-
BOJICTBOTO Ha W3JENUS WIM BHACAT 3a NPBB IIBT U3JEIHE, ChABPKAIIO
BBBEJICHO BEIIECTBO, MOMJEXKALNIO0 HA PEruCTpalUs, CUHUTAHO OT
1 mexemBpu 2008 T., UMAT MPaBOTO Ja CE€ BH3MOI3BAT OT wWieH 23,
ako mnojanar uHpopMmanmara ceriaacHo naparpad 1 ot HacTosmuUsA
wieH 70 AreHUusTa /10 MIeCT Mecela OT IbPBOTO MPOU3BOJICTBO, BHOC
niM yrnorpeda Ha BELIECTBOTO B KOJMYECTBA OT | TOH WIIM IOBeuYe Ha
roJlMHAa W HE MO-KBCHO OT 12 Mecena mpeau ChbOTBETHHS KPaeH CPOK B
wieH 23.

7. HpOI/ISBOlII/ITCJ'H/I WJIM BHOCHUTECJIIM Ha BBBCIACHU BCIICCTBA B KOJIH-
YyecTBa 10X | TOH Ha TOAMHA, KOUTO Ca B CIUCHKA, IyOIMKYBaH OT
ATreHIUATa B CHOTBETCTBUE ¢ maparpad 4 OT HACTOSIIHS YiICH, KaKTO
1 TOTPeOUTENH HAIOMy 10 BepUraTta Ha Te3H BELIECTBAa W TPETH CTPaHH,
NpUTEKaBal ChOTBETHATa MH(MOPMAIMS 3a TE€3W BELIECTBa, MOrar Ja
nomazat 1o AreHuusaTa mHbopManuaTa mo maparpad 1 oT HacTosmus
YIIeH WM Jpyra MOAXOASANIa HH(pOPMAIMsS 3a TE3W BellecTBa C Iel Ja
CTaHaT 4ieHoBe Ha (opyma 3a oOMeH Ha MHPOpPMALUS 32 BEIIECTBOTO
CBIVIACHO wieH 29.
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Ynen 29

®opymu 3a o0MeH Ha MHpoOpPMAUMA 32 BelIeCTBOTO

1. BCHYKM TOTEHIMANIHU PETHCTPAHTH, MOTPEOUTEIH HAAONIYy IO
Bepurata ¥ TPETH CTPaHW, KOWTO ca MoJald HWHPOpMaIUs B
AreHuusTa B CHOTBETCTBHE C 4WieH 28, WiM 4usATO MH(OpMAIMs ce
ChXpaHsBa OT ATEHIMITa B ChOTBETCTBHE C WIEH 15, 3a €IHO U CBHIIO
BBBEJICHO BEILECTBO, WJIH PETUCTPAHTH, KOUTO Ca MOAAIH PErUCTpaIys
3a TOBa BbBBEJCHO BEILECTBO MpPEAM KpallHUA CpPOK 1o wieH 23,
naparpad 3, cienBa aa ObJaT ydyacTHHIM BBB (opyma 3a OOMEH Ha
unpopmanus 3a BeuecTBoTo (SIEF).

2. Uenra na SIEF e na:

a) yJeCHU 3a ILIeJIMTE Ha perucrpauuara oOMeHa Ha HHGOpMAalUATa,
ompezneneHa B cbhoTBeTcTBHE ¢ wieH 10, OykBa a), vi) u vii),
MEX/y MOTEHIHATHH PETHCTPAHTH, 3a Ja ce M30erHe IMOBTapsHE Ha
U3CIICIBAHUS; U

0) omoOpu KnacupuKanuaTa U ETHKETHPAHETO, KOTAaTO HMMa pPa3Iudus
MEXJy MOTEHIMAIHUTE PErUCTPAHTH 110 OTHOIICHHWE Ha Kiacu(u-
KalUsATa U €TUKETUPAHETO Ha BELECTBOTO.

3. Vyactaumute B SIEF crmemBa ma mpemocTaBIT Ha  IpyTHTE
YYaCTHUIM  CBILECTBYBAIUTE U3CJIEIBaHUs, Ja OTroBapsT Ha
WCKaHuWsITa 3a wuH(pOpMANMs OT CTpaHa Ha JPYTUTE YYACTHHUIH,
ChbBMECTHO Jia WACHTH(UIUpAT HEOOXOAUMOCTTa OT JIONM'BJIHUTEIHU
M3CIe/BaHUs 3a lenuTe Ha maparpad 2, OykBa a) M Ja OpraHuM3upar
MpOBEXKIaHeTo Ha TakuBa uicienBanus. Bcekum SIEF e neiictBam mo
1 roum 2018 r.

Ynen 30

O0MeHn Ha JAHHU OT U3NUTBAHUSA

1. TIlpemm na ce OCBIIECTBM H3MUTBAHE, LENANIO Ja CE M3ITBJIHAT
HU3HUCKBaHUATA 3a I/IH(i)OpMaLIl/lﬂ 3a LECIINUTC Ha perucrpanusra,
yuactHuk B SIEF 3amuTBa nanu e Hanu4yHO MOJOOHO H3CIIE/BaHE B
pamkute Ha HeroBusi SIEF. Ako mnomoOHO wu3cieaBaHe, BKIIIOUBAIIO
W3MUTBAHUS BBPXYy TpHOHAYHM IKUBOTHH, ¢ HamuuHo B SIEF,
yuacTHUKBT B To3u SIEF, m3ucksa ToBa u3ciensaHe. AKO IOAOOHO
NpoydYBaHe, KOETO He BKIIOYBA H3MHUTBAHUS BBPXY T'PHOHAYHU
kuBOoTHH, € HaimumuHo B SIEF, ywacthux B SIEF moxe na wu3ucka
TaKOBa HM3CIIC/IBAHE.

B pamkuTe Ha emMH Mecel] Clie[] MCKaHeTO COOCTBEHWKBT Ha H3CIEHd-
BAaHETO IPEAOCTaBsl JOKA3aTEICTBO 3a CBOUTE PA3XOAM HA Y4aCTHU-
Ka(IluTe), KOUTO TO HW3UCKBAT. YYAaCTHUKBT(LUTE) U COOCTBEHUKBT
monaraT BCHYKM YCHIHS, 3a Ja Ce TapaHTHpa, 4e pasXOAuTe IIo
oOMeHa Ha MH(pOpMaIMAITA ca ONPECICHH MO CIPABEAINB, IPO3PaucH
W HEJIUCKPUMUHALMOHEH HauuH. ToBa Moxe J1a OblIe yJIECHEHO,
cileBailku PBKOBOACTBOTO 3a CIHOAENSHE Ha Pa3sXoJH, OCHOBAHO Ha
Te3W NMPUHLUIMI, TPHETO OT ATEHIHMATA, ChIIACHO wieH 77, maparpad
2, OykBa ). AKO Te He MoraT Ja IIOCTUTHAT TakoBa CIIOpa3yMeEHUeE,
Pa3XoANTE ce MOJEISAT MopaBHO. J[o Be cenMHIM ciel MoTydaBaHe Ha
IJIAIIaHETO COOCTBEHHKBT JaBa pa3pellIcHUE 3a II030BABAHE HA ITBJIHHS
JIOKJIah OT M3CIEOBAHETO 3a LeluTe Ha peructpauusra. OT peruct-
pPaHTHTE Ce M3UCKBA CaMo Ja CH MOACIAT Pa3XOAMTe 3a HH(POPMAIUATA,
KOSTO MM ¢ OWJIa M3MCKaHa Ja I0a1aT 3a U3IbJIHCHHE Ha U3HCKBAHHATA
3a TSXHATa PETUCTpPAIHs.



02006R1907 — BG — 09.05.2018 — 038.001 — 38

2. AKO CBOTBETHO W3CJI€/JBaHE, BKIIOYBAIIO W3MUTBAHMS, HE €
nanmuyao B SIEF, BeB Bceku SIEF moxke nma Obae MpoBEiEHO camMo
€IHO M3CJIe[BaHE 3a JIAJCHO W3UCKBaHE 32 WMH(OpMAaMs OT €IUH OT
HEroBUTE YYaCTHUIIM, ACUCTBAI OT UMETO Ha Jpyrure. Te mpeampuemar
BCHUYKH Pa3yMHH CTBIIKH, 32 Jia IIOCTUTHAT CIOpa3yMEHHE B paMKHUTE Ha
KpaliHusl CpOK, oIlpejiesieH OT AreHLusATa, 3a TOBa KOW Ja Iposene
M3MHUTBAHETO OT UMETO Ha APYTUTE YYACTHUIM W Ja TOJa/e pe3roMe
WINA TOJPOOHO pe3roMe Ha H3CIelBaHETO B AreHuusTa. AKO HeE ce
TIOCTUTHE CIOpa3yMeHue, AreHImsITa TpsiOBa mHa ompenend Kout
PErUCTpaHT WM MOTPEOUTEN HANOJy 10 BepUrarta Aa M3BBPIINA H3IHT-
Banero. Bcwmukm yuactHumm B SIEF, komTto ce Hyxmasar oTr ToBa
U3CIIe/IBaHE, CE BKJIIOYBAT B Pa3XOJHTE 3a pa3pabdOTBAHETO Ha H3CIE-
BaHETO C JsJI, ChOTBETCTBAI Ha OpOs Ha y4acTBAILIUTE IMOTCHIIMATHU
peructpanTd. Te3u y4yaCTHHUIM, KOWTO HE MPOBEXKAAT CAMU H3CIel-
BAaHETO, MMAT MPaABO Ja IMOJIy4aT I'BJIHUS JOKJIA OT U3CJIEIBAHETO J0
NIBE CEIMHIM CIIeJ W3BBpIIBAHE Ha TUIANAHE HAa YYaCTHUKA, MPOBENT
U3CIIEIBAHETO.

3. AKO COOCTBEHHMKBT Ha M3CIIE/IBaHE, KaKTO € IMOCOYCHO B maparpad
1, KoeTo BKIIOYBA W3MHTBaHE BHPXY IPHOHAYHM >KUBOTHH, OTKaXe Ia
HPEOCTaBH WIIM JIOKA3aTEeJICTBO 32 PA3XOAUTE 10 M3CIJICIBAHETO, HIIM
CaMoOTO HM3CNeABaHE Ha JPYr YydYacTHHK(IM), HsAMa Ja MOXKe Ja
NOPOJBDKH PErUCTPAlMATa, JOKATO HE MPEeNoCTaBU HH(OpManuUsITa Ha
apyrust  ydacTHUK(um). Jpyrust ydacTHUK(IIM) TPOIBIDKaBa CBOSITA
peructpanys, 0e3 na € U3IMBJIHII ChOTBETHUTE M3UCKBAaHUS 3a WH(OP-
Manusi, OOsCHABAWKMA MPUYMHATA 32 TOBA B PETHCTPAIMOHHOTO TOCHE.
W3cnenBaneTo He ce MOBTAps, OCBEH ako B paMKuTe Ha 12 mecema or
Jarata Ha PEruCTpanusITa Ha JAPYrus y4acTHUK(IM), COOCTBEHHUKBT Ha
Ta3u HHGOpPMAUsS He sl € MPEeJOCTaBHUI M ATCHLUSTA PEIld, Ye U3IHT-
BaHETO clie/Ba J]a Ce MOBTOPU OT TSAX. AKO PErHCTpanusi, ChIbpiKalia
Ta3u nHdopMalus, Beue ¢ Omia mpeaaaeHa oT APYT PErHCTPaHT, ATEH-
[UsITa, BBIPEKH TOBA JaBa Ha JPYTUs YYAaCTHHUK(IM) pa3pelleHne Ja ce
M030Be Ha MH(OPMAIMATA B HETOBOTO PErHCTpaIllOHHO focue(ta). [Tpu
yCIOBHE Y€ APYTUAT PEruCTpaHT(M) MPEAOCTaBH ITBJIHHS JOKIAL OT
W3CIIEIBAHETO Ha APYTUs YYacTHUK(LHM), TOH MOXKe Ja TPEIsiBH HCK
KBbM JpyTHS y9acTHUK(IM) 32 paBHO TOJENSIHE Ha Pa3xoIuTe, KONTO e
U3IBJIHUM B HAI[MOHATHUTE Ch/MJIMIIA.

4. AKO COOCTBEHUKBT Ha M3CJIEIBaHE, KAKTO € OCOYEHO B maparpad
1, K0eTo He BKIIIOYBA M3MUTBAaHE BBPXY I'PHOHAUYHHU JKHBOTHH, OTKAKE
Jla IPEJOCTaBH WIIM JIOKA3aTEeICTBO 3a Pa3Xxo/AnTe M0 M3CIIEABAHETO, UIIH
CaMOTO M3CJIeJBAHE Ha JPYr ydacTHUK(1M), Apyrure 4ieHoBe Ha SIEF,
MIPONBIDKABAT C PETHCTPAIMATA, KAaKTO B CIy4auTe, KOraTo MOJ00HO
npoy4BaHe He ¢ HainuyHo B SIEF.

5. Kanba moxe ma ObIe BHECEHA B CHOTBETCTBHE C ujeHoBe 91, 92 u
93 cpemry peuieHus Ha AreHuusiTa ChrilacHo maparpadu 2 wid 3 oT
HACTOSIIIKSI YJICH.

6. CoOCTBEeHHMKBT HA HW3CIIeBaHE, KOWTO € OTKa3al Ja MpeJoCTaBh
JIOKA3aTeICTBO 32 PAa3XOAUTE WM CaMOTO H3CJIE/IBaHE, KakTo €
nmocoueHo B maparpad 3 wiam 4, MO/UICKHM HA HaKa3aHUE ChIVIACHO
pasnopendute Ha uieH 126.

JUUT IV

NH®OPMALMS 11O BEPUT'ATA HA JTJOCTABKHA

Ynen 31

HN3uckBanusi 3a MH(GOPMANMOHHH JIUCTOBE 32 0e30MacHOCT

1. JlocraBumkbsT Ha BemecTBo uiam PM3 cmec € mpenocraBs Ha
nonyvarens Ha BemecTsoro umu PM3 cmecra € uHpOpManHOHEH
AMCT  3a  0€30MacHOCT, CBhCTABEH CBITIACHO  M3MCKBAHMATA  HA
npunoxenune I, koraro:
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a) KOraro BEIIECTBO MJIM CMEC OTroBapsi Ha KPUTEPUHTE 3a KIacU(H-
nupaHe KaTo omacHo B cworBercTBHE ¢ Permament (EO)
Ne 1272/2008; wmu

0) BEIIECTBOTO € YCTOMYMBO, OMOAKYyMYJIUPAIIO U TOKCHYHO HIIM MHOTO
YCTOWYMBO M MHOTO OHMOaKyMyJHpalmlo B CHOTBETCTBHE C KpHTeE-
puurte, onpenenenu B npunoxenne XIII; wnn

B) BCIICCTBOTO € BKJIIFOYCHO B CIIMCHKA, U3INOTBEH B CBOTBCTCTBHE C
yineH 59, maparpad | 1Mo NPUYMHH, pa3IMYHH OT HW30pPOCHHTE B
OykBu a) u 0).

2.  Bceku y4acTHHK BbB BEpHUIara Ha JOCTaBKH, OT KOTOTO CE M3MCKBa
la W3BBPIIM OIEHKa Ha 0€30MacHOCTTa HAa XWUMHUYHOTO BEIIECTBO
cbriuacHo wieH 14 wiam 37, rapantupa, ye uHbopManusaTa B uHdGopma-
[IMOHHUS JIUCT 3a 0E30MaCHOCT ChOTBETCTBA Ha MH(OpMalMsaTa B Ta3u
olleHKa. AKO MHQOPMAIMOHHHAT JHCT 32 0€30IacHOCT € pa3padoTeH 3a
» M3 cmecra € U y4acTHHKBT BBB BEpUTaTa Ha JOCTAaBKH H3TOTBH
oleHKa Ha Oe3omacHocTTa 3a Tasu P> M3 cmec «, nocTaTh4HO € HHMOP-
MauusaTa B MHGOPMAIMOHHMS JIMCT 32 0€30MacHOCT JJa ChOTBETCTBA HA
Joknaga 3a OesonacHocT Ha P M3 cmecra €, a He Ha JIOKJIAJUTE 32
0e30macHOCT 3a BCAKO OT BemectBaTa B M3 cmecta «.

3. Ilpu mouckBaHe AOCTABUMKBT NPEIOCTaBs Ha MOIydaTes HHOOp-
MaIMOHEeH JIUCT 3a Oe30MaCHOCT, ChCTaBEH ChIVIACHO mnpuioxenue I,
KOraTo JajiecHa CMeC He OTroBapsl Ha KpUTEpUHTE 3a KIacHpUIMpaHe
karo omacHa cbriacHo gsutose I u I1 ot Permament (EO) Ne 1272/2008,
HO ChIbpiKa:

a) MpU WHIUBHIyaTHa KOHIIEHTPAIMs OT > | TErJIOBHH MPOICHTA MPHU
Herazoo0paszHu cMecd u > (0,2 00eMHM TPOIEHTA TPH Ta3000pa3HU
CMECH TIIOHE C€IHO BEIeCTBO, KOETO Cbh3J[aBa ONACHOCTH 32
YOBEIIKOTO 3/[paBe MJIM OKOJHATA CPE/a; HIIH

0) npW WHIUBHIyalHAa KOHIEHTpauus oT > 0,1 TerJIoBHU MpoLeHTa IpH
Hera3oo0pa3Ha CMeC IIOHE €IHO BEILECTBO, KOETO € KAaHIEPOI€HHO
OT KaTeropusi 2 MW TOKCHYHO 3a PEMpOAYKIHATa OT KaTeropus 1A,
1B u 2, xoxeH ceHcMOWIM3aTOp OT Kareropusi 1, pecruparopeH
CEHCHOMIM3aTOp OT Kareropusi 1, mim oka3Ba eQeKTH BBPXy WIH
Ype3 JaKTalusaTa, WM € YCTOHYMBO, OMOaKyMyJIHPaNlo U TOKCHYHO
(PBT) cbrnacHo xpurepuure, onpenencHu B npuinoxenue XIII, win
€ MHOr0 YCTOWYMBO M MHOro Ouoakymynupaiio (vPvB) cwriacho
Kputepuure, onpenenenu B npunoxenne XIII, wim e BxiIroueHo mno
NPUYUHH, PA3IMYHU OT OCOYEHHUTE B OYKBA a), B CIIHCHKA, H3TOTBEH
chriuacHo wieH 59, maparpad 1; win

B) BEILECTBO, 3a H3JIAaTaHETO HA KOETO Ha pPa0OTHOTO MSCTO MMa
MpeeNIHN CTOHHOCTH, ycTaHOBeHH OT OOIIHOCTTA.

4. He e HeoOXoauMoO Ja ce NpeaocTaBss WHGOPMALMOHEH JIUCT 3a
0e30MacHOCT, KOraTo ONACHM BEIISCTBA MM CMECH, Hpe/UlaraHy MM
OpOaBaHM HAa MAacCOBHsS I1a3ap, Ce MPEJOCTaBAT C JOCTaThUHO HHDOP-
Malps, TO3BOJsIBallla Ha MOTPEOUTENUTE 1a B3eMaT HEOOXOJHUMHUTE
MEpKH 3a 3allfTa Ha YOBEIIKOTO 3/]paBe, OC30IIaCHOCTTa M OKOJIHATA
cpena, OCBCH aKO TaKbB JIHCT HE € IMOMCKaH OT IOTPEOUTEeN HanoIry
[0 BEpUraTa Wid OT JUCTPUOYTOP.

5. HH(popManuMOHHUAT JHCT 3a OE30IaCHOCT Ce€ TMpPEJOCTaBs Ha
OohHUIHANHKS €3UK Ha [bp)KaBaTa-wiICHKA(HM), KbICTO BELICCTBOTO HJIH
» M3 cmecta € ca MycHaTH Ha TMasapa, OCBEH aKo BBIPOCHATA
IbpKaBa-uICHKA HE PA3lOpEIH IPYro.



02006R1907 — BG — 09.05.2018 — 038.001 — 40

6. MHpopmannOHHUAT JUCT 3a OE30MAaCHOCT MMa JlaTa U ChAbpKa
CIICITHUTE 3arIaBusL:

1. HaumenoBanue Ha BemiectBoTo/P»> M3 cmecta € u (dupmara/mpen-
MPUSATHETO;

2. UnentuduiypaHe Ha OMACHOCTHUTE;

3. CocraB/uHpopMmalys 3a ChCTaBKUTE,

4. Mepku 3a OKa3BaHE HA IHPBA TTOMOIIL;

5. IlpoTuBONOXapHU MEPKH;

6. Mepku npu aBapuifHO U3ILyCKaHE,

7. Pabora u chbXpaHeHHE;

8. KoHTpon Ha eKkcrno3uLUsATa/JIMYHU TIPEANa3Hu CPEeICTBa;
9. ®uU3MYHU U XMMUYHH CBOMCTBA;

10. CtaOMIHOCT U PEAKTHBHOCT;

11. TokcukosorHuHa UHPOPMAIHS;

12. Wudopmarust 3a oKoJiHATA Cpe/a;

13. O6e3BpekaaHe Ha OTMAIbIIN;

14. Mudopmanus 3a TpaHCIOPTUPAHE;

15. Mudopmanus cbriiacHO JeiicTBamiata HOpMaTHBHA ypezada;
16. Ipyra uH(oOpMarms.

7. Bcexku yuyacTHMK BBB BepuUrara Ha JIOCTaBKH, OT KOTOTO Ce€
M3UCKBA JIa M3TOTBH JIOKJIAJ 3a 0€30MacHOCT Ha XUMHYHOTO BEIECTBO
cbriuacHo wieH 14 wmnm 37, BKIIOYBA CHOTBETHUTE CIEGHApUM Ha
eKCIIO3uLUs  (BKJIIOUMTEIHO KaTeropuuTe Ha ymorpeba W Ha
SKCIIO3UIHUs, KOTaTO € YMECTHO) B NMPHMJIOKCHUE KbM MH(POPMAIMOHHHUS
JUCT 3a 0E30MacHOCT, KOETO C€ OTHAacs /0 WICHTU(DHUIUPAHUTE
yIoTpeOH M BKJIIOYBA CIICNU(HYHH YCIOBHS, POU3THYANIH OT HpHIIa-
raHeTo Ha paszen 3 oT npuioxkenue XI.

Bcekn morpeburen Hamony IO Bepurara BKJIIOYBA CHOTBETHHTE
CIICHAPHM HA eKCIIO3MIMS W M3MOJ3Ba BCSKA TMOAXOMAINA MH(POpMAIs
OT TpeNoCTaBeHHs My HH(DOPMAIIMOHEH JMCT 3a Oe30MacHOCT NpHU
CBCTaBsIHETO Ha COOCTBEH HH()OPMALMOHEH JIHCT 3a OE30MacHOCT 3a
UICHTU(QUIPAHUTE YIIOTPEOH.

Beeku nuctpubyrop oTpassiBa CbOTBETHUTE CIICHAPUU HA CKCIIO3UIHS 1
W3M0N3Ba BCSIKa MOAXOMAsIA HWH(OpPMANUs OT TMPEAOCTABCHUS MY
MH(POPMALMOHEH JIMCT 3a OE30MaCHOCT MPH CHCTABSIHETO Ha COOCTBCH
MH(POPMAIMOHEH JIUCT 3a 0E30MaCHOCT 3a yIOTpeOHU, 32 KOUTO € IoJall
nHopManus chriaacHo 4wien 37, maparpad 2.

8.  MHdopMamMOHHHAT JHCT 3a OE30MIaCHOCT C€  IIPEIOCTaBs
0e3IUIaTHO HA XapTHEH HOCHTEN WIIH 110 eJICKTPOHEH BT HE MO-KBCHO
OT JlaTaTa Ha MbpBaTa JOCTAaBKa Ha BEIIECTBOTO HMJIM CMECTA.

9.  HocraBuunuTe He3a0aBHO aKTyalu3UpaT UHPOPMALUOHHUS JIUCT
3a 6e30MacHOCT B CICAHHUTE CIydau:

a) BeIHara, ClieJl KaTo Ce TOSBH HOBAa HMH(pOPMAIHs, KOATO MOXeE Ja
3acerHe MEPKUTE 3a YIpaBlIeHUE HA PUCKA WM HOBa WH(oOpMaIus 3a
OIIaCHOCTH;

6) cren M3MaBaHE MM OTKa3 HA Pa3peLICHHE;



02006R1907 — BG — 09.05.2018 — 038.001 — 41

B) CJIeJl HaJlaraHe Ha OrpaHHYCHHE.

HoBara, narmpana Bepcus Ha WH(POpPMaLUATa, MICHTHU(DUIMpPAHA KaTO
LlIpepaboTeHo wW3maHuWe: (ngara)”, ce TpenocraBs OE3IUIATHO Ha
XapTHeH HOCHUTEN WM 10 CNEKTPOHEH MbT Ha BCUYKMA OWBIIHM MOJY-
YyaTeJld, Ha KOMTO BemecTBoto mmu PM3 cmecta € ca Ounn
JIOCTaBsIHM B paMKUTE Ha npeaxojguure 12 wmeceua. Beska axryanu-
3alus, CJICABAIla PErUCTpPAIMATa, BKIKOUBA PETUCTPALIMOHHUS HOMED.

10.  Korarto BemiectBa ce kiacuduuupat cbriacHo Perimament (EO)
Ne 1272/2008 mo Bpeme Ha meproia OT HETOBOTO BJIM3aHE B CHIIA JI0
1 nexemBpu 2010 r., Ta3u knacudukanus Moxe aa ce 1006aBu B HHPOP-
MAIMOHHHMS JIUCT 3a O€30IIaCHOCT 3aeJHO ¢ KiIacH(pHKalHATa ChIIAcHO
Hupekrusa 67/548/EHO.

Ot 1 nexemBpu 2010 r. mo 1 roru 2015 r. HHPOPMALMOHHKUTE JHCTOBE
3a 0e30MacHOCT 3a BEIIECTBA ChABPKAT KaKTO KiacuukamusTa
coriacHo JlupextuBa 67/548/EWO, Taka W Ta3u cbriiacHo Periament
(EO) Ne 1272/2008.

Korato cmecu ce knacudpunmpar cweriaacHo Permament (EO) Ne
1272/2008 mo BpeMe Ha TeEpHOAAa OT HErOBOTO BIIM3aHE B CHJIA JIO
1 ronu 2015 r., Ta3u kinacudukamus Moxe na ce a00aBu B nHpopma-
OUOHHUS JICT 332 0E30IMacHOCT 3aelHO C KiIacH(UKanusATa ChIIAcHO
Hupextusa 1999/45/EO. Bbnpeku TtoBa, no 1 ronu 2015 r., xoraro
BEILlECTBA HWJIM CMECH Ce KIacHpuIupaT M ETHUKETHUpAT ChITACHO
Pernmament (EO) Ne 1272/2008, Tazum kimacudukanus ce BKIIOYBA B
WHPOPMAIMOHHMS JIUCT 3a 0E30MacHOCT 3aeqHO ¢ KiacudukanusTa
CBITIACHO CBOTBETHO JupekTuBH 67/548/EMMO u 1999/45/EO, 3a
BEIIECTBOTO, CMECTa U HEHHHUTE CHCTABKH.

Ynen 32

3agbikeHne 3a  mpenocTaBsiHe Ha HHQopMamus HagoJdy 10

BepUTraTa Ha /JIOCTABKH 32 BellecTBa, B CAaMOCTOSITeJeH BHI WJIH B

> M3 cmecu 4, 32 KOUTO He ce M3HCKBAa HHPOpPMALHOHEH JHCT 32
Oe3omacHocT

1.  Bceku [OCTaBUMK Ha BELIECTBO, B CAMOCTOSITENICH BHA WIH B
» M3 cmec €, xouTo He TpsOBa fJa MPENOCTaBAT HMH(POPMAlMOHEH
aucT 3a 0e30MacHOCT ChIVIACHO wieH 31, mpenocraBsi Ha IOJIydaTels
CclleTHATa MH(OPMAIHS:

a) PEerucTpalMoOHHHAT HOMep(a), mocodeH B wieH 20, maparpad 3, ako e
HQJIMYCH, 3a BCHYKM BEIIECTBA, 3a KOUTO € MpeloCTaBsHa
uHpopmalus mo OykBu 0), B) WM T) OT HACTOSIIUsS maparpad;

6) amy BEIIECTBOTO IOMIEKU Ha paspellaBaHe M HOAPOOHOCTH 3a
BCSIKO paspelleHue, U3aJeHO WM OTKa3aHo, cbryacHo Asn VII, 3a
BEpHTaTa Ha JOCTaBKH;

B) TIOAPOOHOCTH 3a BCSKO OTpaHHUCHHE, HAIOXKEHO cbhriiacHo asa VIII;

T) BCsAKa HaJMYHA M TOIXOJIIA MH(POPMAIHMsS 32 BEIIECTBOTO, KOSTO €
HeoOXonuMa 32 MISHTHU(QUIMpPAHETO M I[pWIAraHero  Ha
MOJIXOMALINTE MEpPKH 3a YIpaBICHHE HAa pHUCKA, BKIIOYUTEIHO
crieuu(GUIHU YCIOBUS, MPOM3TUYAIM OT MpHWJIAraHeTo Ha pasziern 3
ot npuioxxenue XI.

2. Hudopmarnusra, nocoueHa B naparpad 1, ce cpoOIaBa 06e3miaTHO
Ha XapTHEH HOCHUTEJ WM IO EJEKTPOHEH BT, Hali-KbCHO IO BpeMe Ha
nbpBaTa JIOCTaBKa Ha BEIIECTBOTO, B CAMOCTOSATEICH BHA HWIH B
» M3 cmec 4, 3a Bpemero caen 1 ronm 2007 .
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3. JloctaBuMuHUTE aKTyaJu3uparT Ta3u HHpopManusTa He3abaBHO B
CIICHUTE CITydau:

a) BeJHAra clieJl KaTo MMa HOBa HH(OpMAIMs, KOSATO MOXE Jia ce
OoTpa3sd Ha MCPKHTE 3a YIPAaBICHHC HA pPHCKA, HJIA KOraro e
HAJMYHAa HOBa WH(OpPMAINUs 32 OMACHOCTHTE;

0) ciie M31aBAaHETO WM OTKa3 Ha pa3pellcHue;
B) CIie]] HalaraHe Ha OrPaHHYCHHUC.

B nombiaHeHue  akTyanu3upaHata MHQOpPMAaLUs  ce  MPEeIoCTaBs
0e3MIaTHO Ha XapTHEH HOCHTENI WM IO EJICKTPOHEH IbT Ha BCHYKH
OMBIIM TIOIydYaTeNly, Ha KOMTO BemlecTBoTo uian PM3 cmecra « ca
OunM NOCTaBSHU B paMKUTe Ha Ipeaxoxnure 12 mecena. Beuuku akrya-
TMU3alid, CIEABAIIA PETUCTPAIUATa, BKIIOYBAT PETUCTPALUOHHHS
HOMED.

Ynen 33

3agb/okeHue 3a IpeaocTaBsiHe Ha WHGopManusi 3a BellecTBa B
u31eTus

1. Bcekum pnocraBuMK Ha W3JAEIUE, ChIbPXKAILO BELIECTBO, OTrO-
BapsIIO HAa KPUTEPUHUTE HAa WieH 57 W HMIACHTHOUIHUPAHO CBITACHO
ynen 59, maparpad 1, B xoHuneHnTtpauus mo-roisiva ot 0,1 TerjgoBHH
%, € JTbXKEH Ja MpeJOCTaBH Ha MOJydaTelis Ha H3JeIUeTo WH)Op-
Manus, JOCTaTbyHa, 3a Jla Ce TrapaHTHpa Oe3omacHaTa ymorpebda Ha
W3/IEITNETO, ChAbpIKAIlAa Hal-Mallk0O HAMMEHOBAaHMETO Ha BELIECTBOTO.

2. Tlpu mouckBaHe OT CTpaHa Ha KpalHHsS OTPEOUTE] BCEKU
JOCTaBUMK Ha U3JENUE, ChIABPAKAIIO BELIECTBO, OTIOBapAll0 Ha
KpUTEPUUTE Ha wieH 57 W HACHTU(QUIMPAHO CBHIVIACHO YieH 59,
maparpad 1, B xoHueHntpauus mno-romsma ot 0,1 TermoBHH %,
HpenocTaBs Ha KpaiHus HOTpeduTen MHpOpMalus, IOCTaTh4yHA, 3a Ja
ce rapaHTHpa Oe3omacHaTa yrmorpeda Ha H3JETHeTO, ChIbpiKalla Haii-
MaJIKO HaMEHOBAHHETO Ha BELIECTBOTO.

CrorBeTHaTta MH(OpMAIMs ce MpeaocTaBs Oe3ruiaTHO a0 45 AHU OT
MOJy4aBaHETO HA MCKAHETO.

Ynen 34

3agb/KeHHe 32 NpefocTaBsiHe Ha HHQOpPMAnMsi 32 BellecTBa M
> M3 cmecu « Harope 10 BepuraTta Ha JOCTaBKH

Bcekn yuacTHHK BBB BepHrara Ha JOCTAaBKA HAa BEIIECTBO WM
» M3 cmec € mpenocraBs cienHara HH(OpMalMs Ha - ClieIBalIus
YYaCTHUK WM AUCTPUOYTOp HArope Mo Bepurara Ha JOCTABKH:

a) HOBa MH(pOPMAIMs 32 OIMACHU CBOWCTBA, HE3aBHCHUMO OT BBIIPOCHHTE
ynotpeou;

0) Bcsika apyra MHGOpManus, MOCTaBsIla IOJA BBIPOC aIeKBaTHOCTTA
Ha MEpKHTE 3a YIpaBJICHUE HA pUCKA, WICHTH()UUUpAHH B Npenoc-
TaBeHUs] My WHQOPMAalMOHEH JIHCT 32 0E30IacHOCT, KOSATO ce
[IPEOCTaBs CaMO 3a WACHTU(QHIMPAHUTE YHOTPEOH.

JuctpuOytopute mpemocTaBsIT Ta3u HHGOPMALMs Ha CIeIBALIHs
YYaCTHHUK WJIM AUCTPUOYTOp HArope IO Bepurara Ha JOCTaBKH.

Ynen 35

Joctbn 10 uHpopManus 3a padoTHHULH

PaGoTtomarensar ocurypsiBa Ha CBOUTE PAOOTHUIM M TEXHHUTE TpE/ICTa-
BHTEJIM JIOCTBII JI0 HANIWYHATA MH(OpPMALUS ChIIIaCHO wieHoBe 31 u 32
3a BemiecTBaTa Miau P M3 cmecure «, M3MON3BaHU OT TAX MIM Ha
YHETO BB3JICHCTBHE ca M3JIOKEHHU M0 BpeMe Ha paborara CH.
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Ynen 36

3aabiKeHue 1a ce chbXpaHsBa MHGopMaus

1.  Bceku MpOU3BOAMTEN, BHOCUTEN, OTPEOUTEN HAMOMY MO BepHrara
W JUCTPUOYTOp ChOMpa M MOATbPIKA B HATMYHOCT IsIaTa HH(DOpMAIus,
KOSTO C€ M3UCKBA 32 M3MBIHEHHE HAa HErOBUTE 3a/IbJDKCHHSI ChITIACHO
HACTOSIIMSI PETJIAMEHT, 3a HEepUoA OT moHe 10 roIuHU CJIe MOCISTHOTO
My IIPOHM3BOJICTBO, BHOC, OCTaBKa HJIM yroTpeGa Ha BELIECTBOTO WIIH
» M3 cmecta €. To3u mpou3BOAMTEN, BHOCHTEN, MOTPEOUTEN HAIOIY
[0 BepUrara WM JAUCTPHOYTOp HE3a0aBHO IPEIOCTABS WM OCHIYPsBa
JOCTBII 0 Ta3u MHGOpPMAIMs MPU MOUCKBAHE HA BCEKM KOMIIETCHTEH
OpraH B [IbpiKaBa-wICHKa, KbJCTO TO ¢ YCTAaHOBCH, WM Ha ATCHIUATA,
6e3 na ce 3acarar gsuose Il n VI

2. B cnywail Ha pPerucTpaHT, HOTPEOUTEN HAMOJIY [0 BEpHIraTa MM
JMCTPUOYTOP, MPEKPATSBALL CBOSATA ACHHOCT WM MPEXBBPIIALL 4acT OT
Hes WIHM IUlaTa Ha TpeTa CTpaHa, CTpaHarTa, OTTOBOPHA 3a JIMKBHJHU-
paHeTo Ha JACHHOCTTA HAa PErMCTPaHTa, [OTPEOUTENs HaJoIy MO
Bepurara WiIM JUCTpUOYyTOpa, WM [OeMalla OTrOBOPHOCTTAa 32
IyCKaHETO Ha Iasapa Ha ChOTBETHOTO BemlecTBO uian BM3 cmec <,
¢ 00Bbp3aHa OT 3aAB/DKEHHETO 10 maparpad 1 BMeCTO perucTpanra,
HOTpeOUTeINIs HAjoy 10 BepHUraTa WIH JUCTPHOyTOpA.

JULT V

INOTPEBUTEJIM HAJIOJIY 11O BEPUT'ATA

Ynen 37

Ounenkn Ha 0e30MacHOCTTa HA XHMHMYHOTO BeHNIeCTBO Ha

NMOTPeOUMTEIM HAZ0Jy MO Bepurara W 3aJbJKeHHe Ja ce

uaeHTHGUUHMPAT, TPWIATAT M  NPenopbYBAT  MeEpPKH  3a
HaMaJIsiBaHe HAa PUCKaA

1. Tlotpebuten Hamoly MO BepHrata WIM JUCTPHOYTOp MOXKE Ja
npeaocTaBs uH(pOpMaNus, 3a Ja MOoJIoMara MOArOTOBKATa 3a PErucT-
panusi.

2. Bceku motpebuTeN HaJ0My IO BEPHraTa UMa IPaBOTO 1a ONOBECTH
MUCMEHO (Ha XapTHEH WM EJCKTPOHEH HOCHTEN) yrnorpedara WM Haii-
MaJIKO KpaTko OOIIO0 ONMCaHWe Ha yrorpebara Ha IMPOWU3BOAUTEIS,
BHOCHUTENS, MOTPEOUTENs] HAAONy [0 BepuUrata WiIH AUCTPUOYTOpA,
KOWTO r0 CcHabIsBa C BEIICCTBOTO, B CaMOCTOSTCIICH BHA HJIA B
> M3 cmec «, ¢ Hen Ja HampaBu Tasd yIoTpeOa HACHTU(DUIUPAHA.
IIpu omoBectsiBaHe Ha ymnoTpeda, TOW MPEAOCTaBs JTOCTATHYHO HHPOP-
Manus, 3a Jia TO3BOJIM Ha TPOM3BOJUTENS, BHOCHTENS HIIN NOTPEOUTENS
HAaJIOJy [0 BepHrara, KOWTO JOCTaBs BELICCTBOTO, Jla M3OTBH CLICHAPHI
Ha EKCIIO3MIMS WM, aK0 € YMECTHO, KaTeropus Ha ymorpeda W Ha
CKCIIO3ULMsI 3a HErosara yrnoTpeda B OIGHKAaTa Ha 0OE30MacHOCT Ha
XMMHYHOTO BEIIECTBO HA IIPOM3BOJMTENS, BHOCHUTENS WA HAa IOTpe-
OuTens HaIONy MO BEepUrara.

JluctpuOyTOpUTe MPEAOCTaBsIT TakaBa HWH(MOpPMAIMsS Ha CICIBAIIHS
YYaCTHHK HJIM JUCTPUOYTOp Harope 1o Bepurara Ha joctaBkd. [loTpe-
OGuTenuTe HAJONy IO BEpUTaTa MpH MOJydYaBaHe Ha TakaBa HHPOpMAIUsI
MOraT [a HM3TOTBAT CICHAPHH Ha EKCIIO3WIMs 328 HICHTH(HIMpaHaTa
ynorpeba(u) WM Jga TpeAocTaBAT HWHPOpMANMsTa Ha CIICABALIHS
YYaCTHHK HArope Mo BepHraTa Ha JOCTABKH.

3. 3a peructpupaHd BEIICCTBA MPOU3BOJIUTEISAT, BHOCHUTCIAT HIIH
MOTPEOUTENAT HAJI0Ny TI0 BEpHrara M3IIBJIHSABA 3aJbJDKEHHSTA, YCTa-
HOBEGHU B 4ieH 14, Wi mpeau cielBaiia JOCTaBKa Ha BEIIECTBOTO, B
camocTosiTeNneH Bua uin B M3 cmec € Ha NOTpeOuUTENs HANOIy IO
BEpUrara, OTIPaBUJI UCKAHETO, MMOCOUEHO B maparpad 2 oT HaCTOSIIUS
YJICH, MPU YCJIOBHE Y€ MCKAHETO € OTIPABCHO HaW-MaJKO eIUH MeECell
npead JOCTaBKaTa, WM [0 €IMH Mecell ClieJl HCKaHETO, KaTo
OTIpEJIeIIAIL € TO-KbCHHUSAT CPOK.
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3a BBBCJICHU BEUICCTBA, IPOU3BOAUTEIIAT, BHOCUTECIIAT UIIU HOTpC6I/ITCJ'l$[T
HAJIOJy 0 BepHUraTa OTrOBOPS Ha MCKAaHETO Ha IMOTPEOUTEIsI HaJoIy MO
BEpUrarTa U J1a U3IbJIHIBA 33b/DKCHUATA, YCTAHOBEHU B WiieH 14, npean
M3THYAHETO Ha CHOTBETHHS KPacH CPOK IO wieH 23, MpU ycJoBUE 4e
MOTPEOUTENAT HAJOIY 10 BEpUraTta € OTIPaBHJ CBOETO HCKaHe, Haii-
Maiko 12 Mecena npeau BBHIPOCHUS KPAaeH CPOK.

Koraro mpoW3BOAMTENAT, BHOCHTENST WIM TMOTPEOUTENAT HAIONy II0
BEpHUTaTa, OLCHWI ymnorpebaTta B CHOTBETCTBHE C WieH 14, He Moxe
Ja s BKJIIOYM KaTo WAEHTHHIHMpaHa ymnorpeda, MO IPUYMHH,
CBBP3aHM CHC 3aIlUTa Ha 3[paBETO Ha YOBEKa WM OKOJHATa Cpela,
ToH He3ab0aBHO HHGOPMHUpAa THMCMEHO ATreHLUsTa M HOTpeOuTens
HAJOJy II0 BepHUrara, OTHOCHO NpHYMHATA(WTE) 3a TOBA pPEUICHHE W He
JIOCTaBsl Ha MOTpeOuTeNs(MUTEe) HAOMy 0 BEpHUrara BEIleCTBOTO, 0e3 j1a
BKJIIOYM Ta3W NpUYMHA(M) B WHPOpMAIUITA, TOCOYCHA B wieH 31 win
32. IIpou3BOAUTENIAT MM BHOCHTEIATBKIIOYBA Ta3H yHOTpeba B pasfen
3.7 or mpunoxkenue VI mpu cBosiTa akTyanusalus Ha PEerucTpauusra
chriiacHo wieH 22, maparpad 1, Oyksa T).

4. TlotpebuTen HaJ0Ty MO BEPUraTa Ha BELIECTBO B CAMOCTOATENEH
Bug mmn B PM3 cmec €, M3roTBsd JOKIan 3a O€30IacHOCT Ha
XUMHYHOTO BELIECTBO B ChOTBETCTBHE C mpunoxenue XII 3a Bcska
ynotpeba W3BBbH YCIOBUATA, OINUCAHW B CICHAPUS HA CKCIIO3UIHA
WM, aKO € YMECTHO, KaTeropusra Ha ymoTpeba M Ha EKCITO3HINS,
KOMTO Ca My HpPEeJOCTaBeHH B MH(MOPMALMOHHHUSA JHCT 32 6E30MacHOCT,
W 32 BCAKA HEMPETIOPBUNTENHA yIOTpeba, 3a KOATO € IpeaynpeaeH OT
JI0CTaBYMKaA.

IMotpedutensart Hanoly Mo Bepurara He TpAOBa Ja MU3rOTBS TAKbB JAOKJIAL
3a 6e30MacHOCT HAa XUMHYHOTO BEIIECTBO B CICIHHUTE CIydau:

a) HE Ce W3UCKBA Ja Cce TMpenocTaBs HWHPOPMAIMOHEH JIMCT 32
Oe3omacHOCT ¢ BemecTtBoTo mian P M3 cmecta € B ChOTBETCTBHUE
¢ uien 31;

0) HE ce U3HCKBAa HETOBHST JOCTaBYMK Ja W3TOTBS JIOKJIAm 3a
0e30MacHOCT Ha XMMHUYHOTO BEIIECTBO B CHOTBETCTBHE C wWieH 14;

B) MOTPEOUTENST HAMOJIy IO BEpHUrara ynoTpeOsiBa BEIIECTBOTO WIIH
» M3 cmecta €4 B 00H[0 KOJMYECTBO I10-MajJKo OT 1 TOH Ha
roJIMHa;

I) MOTPEOUTENAT HAZONy [0 BEpUraTa H3MBJIHSABA WM IPENOpbUYBa
CIEHapUi Ha EKCHO3MLUS, KOWTO BKIIOYBA KAaTO MHUHHMYM YCIIO-
BUSTA, ONUCAHW B CIHEHApPHS Ha EKCIO3MIUS, NPEAOCTaBEH MY B
MH()OPMAIMOHHUS JHCT 32 0€30MacHOCT;

JI) BEIIECTBOTO ce chabpka B P M3 cmecra € B KOHIEHTpauus, IO-
HHUCKa OT KOSITO M Ja € OT KOHIEHTpAalWHUTEe, MOCOYEeHH B wWieH 14,
naparpad 2;

€) TOTpeOUTENIAT HaJoly II0 Bepurara ymnoTpedsBa BEIIECTBOTO 3a
[eTUTe HAa HAyYHOM3CIIENOBATENICKa M Pa3BOMHA JEHHOCT, CBBP3aHa
C MPOAYKTH M TPOLIECH, NPH YCIOBHE Y€ PHCKOBETE 3a 3ApPaBETO Ha
YOBeKa M OKOJHATA Cpela ca aJeKBAaTHO KOHTPOJIMPAHU, B CHOT-
BETCTBHE C H3WCKBAHWSTA HA 3aKOHOJATEJCTBOTO 3a 3allUTara Ha
pabOTHUIIMTE W HA OKOJHATA CpeAa.

5. Bcexu morpeduten HamoMy IO BepuUrara MIACHTH(GHUIMpA, IpuUiIara
1, KOTaTO € YMECTHO, MpernopbuBa MOAXOSIIIM MEPKH 3a aJeKBATHO
KOHTPOJIMPAaHe Ha PHCKA, ONpPE/eNIeH! BbB!

a) TpepocTaBeHuss My MH(pOpPMAIMOHEH JHCT(0BE) 3a OE30MaCHOCT;

0) HeroBata COOCTBEHa OIIEHKa 3a 0€30IacCHOCT Ha XHMHUYHOTO
BEIIIECTBO;

B) BCcsika MH(OpMalMs 3a MEPKUTE 3a yNpaBJICHHE Ha PUCKA, TPEI0C-
TaBeHa My B CHOTBETCTBHE C wWieH 32.
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6. Koraro nmorpeduten Hamoidy MO Bepurara He M3rOTBS JIOKJIAJ 3a
0e30MmacHOCT Ha XMMUYHOTO BEIECTBO B CHOTBETCTBUE ¢ maparpad 4,
OykBa B), TOW B3eMa NpenBuj yrnorpedata(uTe) Ha BELISCTBOTO U HIICH-
TUQHIMPa W TpHUIara BCSKAKBU TOIXOMIIIN MEPKU 3a yNpaBlIeHHE Ha
pHCKa, HEOOXOAUMH, 3a [a CE FapaHTHpPa, Y€ PHUCKOBETE 3a 31pPABETO Ha
YOBEKa M OKOJIHATA cpeJlia ca aJeKBaTHO KOHTpoaupanu. Korato e HeoO-
XOMMO, Ta3u MH(OpMalus ce BKIIOYBA BBB BCEKH HH(OpPMALOHEH
JUCT 3a 0€30MaCHOCT, U3TOTBEH OT HETO.

7. HOTp€6I/ITeJ'II/IT€ HaJ0Jy IO BE€pUrara noaabpikaT AOKIAANUTE CH 3a
0E30IMaCHOCT HAa XHMHYHOTO BCIICCTBO aKTyaJIMU3UpPAaHW WM Ha pasmnojio-
KCHHUC.

8. HoxmagbsT 3a 0€30M1aCHOCT HA XUMHUYHOTO BEIIECTBO, M3IOTBCH B
ChOTBETCTBHE ¢ maparpad 4 OT HACTOSIIHS WICH, HE ¢ HeOOXOIUMO Ja
pasriiexa PUCKOBETE 3a 3APAaBETO HA 4YOBEKA OT KpaiHHTE ymoTpeoOw,
mocoueHu B wieH 14, maparpad 5.

Ynen 38

3axbiKkeHne 3a NOTpedUTeJUTe HAJ0J1y 10 Bepurara Jaa JA0K/J1aABaT
uHpopManus

1. Ilpemm 3amouBaHe WM MPOIBDKaBaHE Ha ONpelelieHa ymoTpeda
Ha BEILECTBO, KOETO € OMJIO PErucTpUpaHo OT YYAaCTHUK Harope Io
Bepurata Ha JOCTaBKH, B CHOTBETCTBHE C wieHoBe 6 mim 18, moTpe-
OuTenAT HaIOMy IO BepUrara JOKJaaBa B AreHIHsTa WHPOpMaIUsTa,
nocoveHa B maparpad 2 oT HACTOSIIMS WICH, B CICAHUTE CIydau:

a) TOTPeOUTENIAT HAA0Ny MO Bepurara TpsOBa Ja W3TOTBH JIOKIAJ 3a
0e30MMacHOCT Ha XHMHYHOTO BEIIECTBO CBIVIACHO wWieH 37,
naparpad 4; wim

6) moTpeOUTENAT HAMOMy [0 BepUrara ce Mo30BaBa Ha M3KIIOUCHHUSTA B
wieH 37, naparpad 4, OykBa B) WIH €).

2.  HWudopmamusra, goKiIaaBaHa OT MOTPEOUTENS HAJOIY IO BepHrara
BKJIIOYBA CJIEJHOTO:

a) Heromara MJICHTUYHOCT M JAHHH 33 KOHTAKT, KaKTO € MOCOYEHO B
paszen 1.1 ot mpunoxenue VI

0) peructpanuoHHus HOMep(a), mocodyeH B wieH 20, maparpad 3, ako e
HaJINIIE;

B) HaUMEHOBAHUETO HA BEIIECTBOTO(A), KAKTO € ONPE/IEICHO B pa3zein
2.1—2.3.4 ot npunoxenue VI;

I') MICHTUYHOCTTA HA TNPOU3BOAUTENS(UTE) WM BHOCHTEISI(UTE), HIIU
Ipyr AOCTaBYMK, KaKTO € OmpeneneHo B pasgen 1.1 ot mpumo-
xxenue VI

JI) KpaTKo OO0 omucaHWe Ha ynorpebara(ure), KaKTO € ONpE/ICICHO B
paszgen 3.5 ot mpminoxkenue VI, u Ha ycnoBusTa Ha ynorpebarta(ure);

€) NPEUIOKCHHE 3a JONBJIHUTCIHO W3IOUTBAHE BBPXY TI'PHOHAYHM
JKHBOTHH, KOTaTo TOBA CE CUUTA 32 HEOOXOMUMO OT TOTpeOHTEIs
HAJOJly 10 Bepurara, 3a 3aBbpIIBAHC Ha HEroOBaTa OLCHKA 3a
0e30MacHOCT HAa XWMHYHOTO BEHIECTBO, C H3KIIOYCHHC Ha
ClIy4auTe, B KOMTO MOTPEOUTENAT HAJONy [0 BEpUrara ce Mmo3oBaBa
Ha W3KIIOYCHUSTA ChIIacHO uwieH 37, maparpad 4, OykBa B).

3. IloTpeOurensaT Hamody IO BepUraTa akTyalusupa Tasu
uHpopManus He3abaBHO B Cliyyail Ha mNpoMsiHa B HHPOpMALUsATA,
JIOKJIaJ[BaHa B CHOTBETCTBHE C maparpad 1.

4, HOTp66I/IT6J'I$[T HagoJly 1O BE€purata AOKJIaJIBa B AFEHHHHTH, aKo
HEroBaTa KJ'IaCI/I(i)I/IKaLlI/Iﬂ Ha BCHICCTBOTO € pa3jinyHa OT Tas3u Ha
HCTOBUA TOCTAaBYHUK.
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5. JloxmanBaHe B CBHOTBETCTBHE ¢ maparpadu 1—4 oT HacTosmus
YlieH He Ce M3HMCKBa 3a BEIIECTBO, B CAMOCTOSITEJICH BHA WIH B
> M3 cmec €, KOETO C€ U3MOJI3BAa OT NOTPeOMTEN HAAOIYy IO
BepUraTta, B KOJMYECTBA MO-MalKd OT | TOH Ha TOAMHA 3a Tasu
KOHKpETHa ymHoTpeba, ¢ M3KIIOYCHHE HA CIy4auTe, B KOHTO IOTpe-
OUTENAT HAMOJTy MO BEpUrara ce I030BaBa Ha HM3KIIOYCHMATA 10 WICH
37, naparpad 4, Oyksa B).

Ynen 39
M3mbiHeHNe Ha 3aIbKEHHSATAa Ha TMOTPeOMTE HATOJIy IO

Bepurara
1. IlotpeOutenuTe HagONy MO BEpUraTa ca JUIHKHH Ja C€ ChOOPA3AT
C M3HMCKBAHMATA IO WieH 37, He MO-KbCHO OT 12 Mecena cieq moiyda-
BaHCTO HAa PETHCTPAIlMOHEH HOMEp, IPEJOCTaBeH KM OT TEXHHTE
JIOCTaBUHUIM B WHPOPMAIMOHHHS JIMCT 32 OE30IMacCHOCT.
2. TlorpeburenuTe HaJOJy 1O BEpUrara ca JUIbXHHU Jia ce ChoOpassrT
C M3UCKBAHMUATA IO WiIeH 38, He MO-KBCHO OT IIeCT Mecela Clie]| ITOMy-
YaBAHETO HA PETHCTPAIIMOHEH HOMEp, NPEAOCTABCH MM OT TCXHHTE
JIOCTABUHUIM B WHPOPMAIMOHHUS JIUCT 332 OE30IMAaCHOCT.

IISIT VI

OLIEHKA

IJIABA 1

Ouyenka na oocuema
Ynen 40
Pa3sriiekaaHe Ha MpeUIOKeHHs 3a MPOBEKTaHe HA M3NMUTBaHe
M3

1. AreHuusra pasriekaa BCSKO INPEIJOXKEHHE 3a IMPOBEXKIaHE Ha
U3IUTBAHE, ChABPKAILO CE B PErMCTpalysITa WIM B JOK/IaJa Ha MOTpe-
OuTens HaJoNy IO Bepurara, 3a TPENOCTaBIHE Ha HH(POpPMAIHATA 3
BEIIeCTBOTO, onpeaeneHa B npunoxenus IX u X. Ilpuopurer ce nasa
Ha PErucTpallMMTe Ha BELIECTBA, KOMTO IPUTEKABaT MM Morar na
mpuTexaBaT ycTOHUUBM, Ouoakymynupamu U Tokcuunu (PBT), mHoro
yCTOWYMBM M MHOro Ouoakymyiupamu (VPvB), cencuOunusupamm
U/MAM KaHLEPOI€HHW, MYyTareHHU MM TOKCHYHU 3a PEHpOLyKLHsTa
(CMR) cBoiictBa, mim BemiectBa B KojuyectBa Haja 100 ToHa Ha
rofuHa, ¢ yHOTpeOM, KOMTO MOrar Ja JAOBeJaT 0 LIMPOKO pPasIpo-
cTpaHeHa U Ju(dy3HA EKCIO3ULUS, NPU YCIOBUE UYE€ OTroBapsT Ha
KPUTEpUMTE 3a HAKOW OT CIEJAHUTE KIACOBE MJIM KaTeropud Ha
omacHoCT, ompeneneHn B mnpuioxenue | xpm Permament (EO) Ne
1272/2008:

a) kiacoe Ha omacHocT 2.1—2.4, 2.6 u 2.7, 2.8 tunose A u B, 2.9,
2.10, 2.12, 2.13 xareropun | u 2, 2.14 xareropuum 1 u 2, 2.15
tunose A—F;

6) xiacose Ha omacHocT 3.1—3.6, 3.7 BpeqHu edekTH BbpXY M0J0BaTa
(YHKIMS M OIUTOJUTENHATA CIIOCOOHOCT WM BBPXY Pa3BUTHETO, 3.8
edeKTH, pa3IuYHd OT HapKoTh4yHuTe edextH, 3.9 u 3.10;

B) KJac Ha omacHocT 4.1;

r) Kiac Ha omacHocT 5.1.
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2.  Vudopmamuss OTHOCHO MpPEIJIOKEHHs 3a IPOBEXKAAaHE Ha
M3NHATBAaHE, BKIIOYBAIM H3MUTBAHMSA BBPXY TIPHOHAYHU XUBOTHH, CE€
nyOaMKyBaT Ha HHTEPHET CTpaHMLara Ha AreHuusra. AreHuusra
myOnuKyBa Ha CBOSTa WHTEPHET CTPaHWIA HANMEHOBAaHMETO Ha
BELIECTBOTO, KPUTHYHATA TOYKA HA ONACHOCT, 3a KOATO € IPEII0KEHO
MPOBEXKIAHETO Ha M3IHUTBAHE BBbPXY I'PHOHAUHM KUBOTHHM, M JaTara, 10
KOATO Ce M3HMCKBA MPEJOCTaBsHE Ha MH(OPMAIUSA OT TPETU CTpaHH. T
IpUKaHBA TPETU CTPaHM, U3NONI3Baliku (opmar, NPeJjoCTaBeH UM OT
AreHuusaTa U Jo 45 OHU OT JaraTa Ha IyOIMKyBaHe, Ja IIPEAOCTaBsT
Hay4yHO BaJIMAHA uHGOpMALUs U H3CJIEABAHUSA 33 CBHOTBETHOTO
BEIIECTBO M KPUTHIHATA TOYKA HA ONMACHOCT, OOEKT HA MPEIIOKECHHETO
3a INpoBeXkJaHe Ha M3NMUTBaHe. llsdnara nodydyeHa Hay4yHO BalWIHA
uH(bOPMAIMA U U3CICABAHUA, Ce B3eMAaT NPEABHI OT ATEHNUATa TpU
U3rOTBSHE Ha pelleHHe B ChOTBETCTBUE C maparpad 3.

3. Bb3 ochHoBa Ha mperiena cbriacHo maparpad 1, Arenmusra
M3TOTBSI TIPOEKT Ha €IHO OT CICTHHTE PEIICHUS W TOBA PEIICHHE Ce
B3€Ma B CHOTBETCTBHE C TpOLieLypaTa, ycTaHOBEHa B uneHoBe 50 u 51:

a) pelIeHue, W3UCKBAIIO OT BBIPOCHHUS PETUCTPAHT(M) WM MOTPEOH-
Ten(M) HaJody MO BEpHraTa Ja IPOBEAE NPEIIOKEHOTO H3ITHTBAHE
U YCTAaHOBSIBALO KpaeH CPOK 3a MPENOCTaBIHE Ha pe3loMe Ha
W3CIIEIBAHETO WM MOAPOOHO pe3foMe Ha H3CIIEBAHETO, aKo TOBa
ce M3UCKBA OT NpHIIokKeHHe [;

0) perieHue B ChOTBETCTBHE C OyKBa a), IPOMEHSINO YCIOBHUSATA, HPU
KOUTO TpsAOBa aa ObJie MPOBEICHO M3IHUTBAHETO;

B) pECIIEHHE B ChOTBETCTBUE C OYKBH a), 0) WIIH T'), KOETO U3UCKBA PETUCT-
paHT(¥) WM moTpeduTen(v) Aa MPOBEAE €IHO WM IOBEYE JIOIBJI-
HUTEIIHA W3MUTBaHUS, B CIy4ad Ha HECHOTBETCTBHME HA TIpen-
JIO’)KEHUETO 3a MPOBEXJaHe Ha u3nuTBane ¢ npunoxenus 1X, X u XI;

I) peuieHue, OTXBBPILIIIO INPEUIOKEHHETO 3a MPOBEXKAAHE HA
U3IUTBAHE;

II) pelieHne B CBHOTBETCTBHE ¢ OykBHM a), 0) WAM B), aKO HSIKOJIKO
PETHCTPaHTH WM TMOTPeOUTENN HAJONy II0 Bepurara Ha €IHO U
CBLIO BELIECTBO Ca MPEICTaBMIN IPEAJOXKEHHS 3a ChIIOTO
W3NHUTBaHE, KOETO KM JiaBa BB3MOXKHOCT Ja IOCTHTHAT CIOpa-
3yMEHHME KOH Ja U3BBPIIM M3NUTBAHETO OT UMETO Ha OCTAHAIMUTE U
na uHopmupar AreHuusra, B pamkure Ha 90 nHU. AKO AreHumsTra
He ObJe MH(OpMUpaHa 3a TAaKOBa CHOPa3yMEHHE B PAMKUTE Ha TE3HU
90 mHU, TS ompeness €AWH OT PETHCTPAaHTUTE WIM MOTPEeOUTETHTe
HAJI0JIy TI0 BepUrara ChbOTBETHO Ja MPOBEJEC M3IMUTBAHETO OT UMETO
Ha BCHYKH.

4. PGFI/ICTpaHT’bT W HOTpe6I/ITeJI}IT Hago0Jly IO BEpurara IoJaBa
HU3KCKBaHaTa I/IH(I)OpMaI_[I/IH B AFCHHI/IﬂTa B ONpe€Ac/iCHUsl KpacH CPOK.

Ynen 41

HpOBepKa 32 CbOTBETCTBHEC HA perucrpanuure

1.  AreHmmsaTa MOXKE J]a pasriena BCSKa PETUCTpalus, 3a Ja MPOBEpU
Janu:

a) uHpopMaIMiITa B TEXHUYECKOTO JIocue(Ta), MPEeoCTaBeHa ChIIIACHO
wieH 10, chOTBeTCTBAa HAa M3KMCKBaHMsTa Ha wieHoBe 10, 12 u 13 u
npunoxkenus 11l u VI—X;

0) ajanTanuuTe HA WU3MCKBAHMATA 3a CTaHAapTHaTa HHpoOpMaunus U
CBBP3aHUTE C TOBa OOOCHOBKM, TIPEICTABEHH B TEXHUYECKOTO
jJocue(ra), CbOTBETCTBAT Ha IpaBUJIaTa, KOMTO Ce Ipuiarar 3a
TakMBa aJanTaluy, YCTaHOBeHM B mpwioxkenus VII—X u Ha
o0mmTe TpaBuia, yCTAHOBEHW B MpUiIokeHne XI;
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B) BCsIKa M3MCKBaHa OIICHKA Ha 0E30MaCHOCTTA HA XUMHYHOTO BEILIECTBO
M JIoKian 3a 0e30HacHOCT Ha XMMHYHOTO BELIECTBO OTroBaps Ha
W3MCKBAaHMATA Ha MpWiIokKeHHe | W TpeaIoKeHUTE MEpKU 3a
yIpaBJIeHHE Ha pUCKa ca a/IeKBaTHH;

I) BCAKO OOsicHeHHe(s), IPEACTaBEHO B CBHOTBETCTBUE ¢ uieH 11,
naparpad 3 wim wien 19, naparpad 2 uma 0OEKTHBHO OCHOBaHHE.

2.  CnouceKbT Ha JOCHETaTa, TPOBEPEHH 3a CHOTBETCTBHE OT
AreHuusTa Cce NpPEAOCTaBd Ha pAa3lOJIOKEHHEe Ha KOMIIETCHTHUTE
OpraH{ Ha ABPKABUTE-WICHKH.

3. Bwb3 ocHOBa Ha pa3riexIaHeTO, U3BBPIICHO ChIVIACHO maparpad 1,
AreHnusITa MOXe, B paMKUTe Ha 12 Mecema OT HavaloTo Ha MpoBepKaTa
32 CHOTBETCTBHE, Ja H3TOTBU MPOCKTOPEIICHHE, KOETO HW3UCKBa OT
peructpanTa(uTe) Ja NpPeJoCTaBu BCsKakBa MH(OpMalus, HEOOXOoauMa
3a TPUBEKIAHETO Ha PErHCTpauusTa(dTe) B CHOTBETCTBHE CHC CBHOT-
BCTHUTC I/IHq)OpMaL[l/lOHHI/I HN3UCKBAaHUs n onpenes aJICKBAaTHU
CpPOKOBE 3a IIOJAaBaHETO Ha JONBJIHUTENHa WHpopmanus. Takoa
pelieHre ce B3eMa ChIIAcHO MpOoIeypaTa, YCTaHOBeHa B wieHoBe 50
u 51.

4. PeructpanThT € IIBXKEH Ja NpencTaBu HH(OpPMAIMATa, H3UCKBAHA
0T AreHLUATa, B ONpEJeNICHUs KpaeH CpOK.

5. 3a nma rapaHTHpa, Y€ PETUCTPAlMOHHUTE JOCHETa OTTrOBapsAT Ha
W3MCKBAaHUATa HAa HACTOALIMA  perjlaMeHT, AreHnusra wu30upa
OTpezieNieH MPOLEHT OT Te3M J0CHeTa, HEe MO-MalIbK OT 5 % OT BCHUKH
MOJy4YeHH B ATEHIHUATa JOCHeTa 32 BCSKAa TOHAXHA Tpyma, C Iel
MpOBEpKa 32 ChOTBETCTBHE. ATEHIIMATA JaBa MPEIUMCTBO, HO HE U3KJIIO-
YUTENTHO, Ha JOCHeTaTa, OTrOBapsliM Ha IIOHE €IMH OT CICIHUTE
KPUTEPHU:

a) IOCHETO ChAbpkKa mHpopManus mo 4wien 10, Oyksa a), iv), vi) u/uim
vii), OAaAeHO MOOTAENHO chINIacHO WwieH 11, maparpad 3; wan

6) OCHETO € 3a BEILECTBO, IPOU3BEAECHO UIM BHECEHO B KOJIMUYECTBA OT
| TOH WioHM TOBeYe HA TOAWHA W HE OTTOBaps HAa M3MCKBAHHATA HA
npuioxenue VII, npunaranu cerimacHo wieH 12, maparpa¢ 1, Oyxsu
a) wim 0), copesn ciydas; WiH

B) JTIOCHETO € 3a BEIECTBO, BKIIOYCHO B MOJPOOHUS TUIAH 3a IeHCTBHE
Ha OOmHOCTTa, TIoco4YeH B wieH 44, naparpad 2.

6. Bcsaxa Tpera cTpaHa MoXe JAa NPEAOCTaBH MO €IEKTPOHEH MbT
nH(OpManUs 0 ATeHIHATa, OTHACSINA CE 3a BEIIECTBA, BKIIOUCHU B
CIIUCBHKA, IIOCOUEH B wieH 28, maparpad 4. AreHuusita B3eMa NpeaBH[
Ta3u MHGOPMAIHSA 3aeTHO ¢ MH(OPMAIUATA, MONa/CHA B CHOTBETCTBUE
¢ uieH 124, korato mpoBepsiBa ¥ u30upa JOcUETa.

7. Kommcusta Moxke, clel KOHCYNTamus ¢ ATCHIMATA, Ja B3eMe
pelleHue Ja IIPOMEHM HpOLeHTa Ha M30paHHUTEe JocHeTa U Ja U3MEHH
WITH BKJTIOYH IONBIHUTENHN KPUTEPHUH B maparpad 5, B ChOTBETCTBHE C
npouenypara, ycraHoBeHa B wieH 133, maparpad 4.

Ynen 42

IIpoBepka Ha nogajgeHata uMHGoOpMANUsS U TOCJHEABALIU JIelCTBUS
cje] OLeHKAa HAa JA0CHETO

1. AreHuusta pasriexnaa Bcska HH(OpMalMs, PEJOCTaBEeHA
BCIIEAICTBHE peEIIeHneTo, B3eTO ChrimacHo wieH 40 wm 41, u ako e
HEOOXOJMMO, H3TOTBSI IMPOEKTH Ha CHOTBETHUTE PELICHUS CHIVIACHO
TE3W YJIEHOBE.
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2. Cnen mpuKIIOYBAaHE Ha OIIEHKAaTa Ha JOCHETO, ATEHIIUSITa HOTH-
¢unmpa Komucusata ¥ KOMIETEHTHHTE OPraHH Ha IbpiKaBUTE-YICHKH
OTHOCHO TIOJIlydeHaTa UH(OpMalMs M HAIpPaBEHUTE 3aKIIOYEHHS.
KommereHTHUTE OpraHM H3MON3BAT IOJy4eHaTa OT Ta3h OLEHKa
nHdopManus 3a HelauTe Ha wieH 45, maparpad 5, wien 59, maparpad
3 u uneH 69, naparpad 4. AreHumsra W3MoJ3Ba NOJy4eHATa OT Ta3u
OLleHKa MH(pOpManus 3a Henute Ha wieH 44.

Ynen 43

IMpoueaypa u cpokoBe 3a pa3rjekIaHe Ha NpeLIoKeHHsITa 3a
NpoBeKIaHe Ha U3NUTBaHe

1. B ciyuail Ha HeBBbBelIeHM BellecTBa ATreHLHUATA M3TOTBA NPOEKT
Ha pelieHue B choTBeTcTBUE ¢ wieH 40, maparpad 3 B pamkute Ha 180
JHU OT IIOJIy4aBaHETO HA PErMCTpalUsl WIM Ha JOKJIAJ Ha HOTpeOuTeln
HaJIoly IO BEpUrara, CbIbPKAlll NPEUIOKEHUE 3a IPOBEKIAHE Ha
U3IUTBAHE.

2. B cuyuaii Ha BbBEICHHU BellecTBa ATeHIUATA U3TOTBS MPOEKTH Ha
peuieHust B choTBeTCTBUE ¢ wieH 40, maparpad 3:

a) o 1 mexemBpu 2012 T. 3a BCHYKHM PErUCTPALMM, IMOJIYYEHH IO
1 mexemBpu 2010 T., chabpIKamy MPEINIOKEHUS 3a TPOBEXKIAHE HA
U3IUTBAaHE, C LeJl U3IBJIHCHUE HA NH(OPMALMOHHUTE W3UCKBAHUS B
npunoxkenus [X n X;

6) mo 1 ronm 2016 r. 3a BCHYKM pETHCTpaluy, MOJy4YeHH A0 | IOHH
2013 r., chabpIKaAIIN MPEIIOKEHHSI 32 TIPOBEXKIaHE HA M3IUTBAHE, C
el M3MBJIHEHHEe Ha HMH(OPMAILMOHHUTE W3UCKBAaHHMA CaMO Ha
npuioxkenue [X;

B) o 1 tomm 2022 r. 3a BCHYKH PETHUCTPAINH, CBHIBPIKAIIN TpPea-
JIOXKEHUS 32 TPOBEX/1aHe Ha M3NHUTBaHe, nonydeHu a0 1 ronu 2018 r.

3. CHuChKbT HAa PETHCTPALMOHHHUTE [OCHETa, OICHEHH ChIIIACHO
uiied 40, ce mpenocraBsi Ha Pa3MOJIOKEHHE HA IbPKABUTE-YIICHKH.

1JIABA 2

Ouenka na eewecmea

Ynen 44

Kpurtepun 3a oneHka Ha BelecTBa

1. 3a nma rapaHTHpa XapMOHM3HMPAH MOJIX0J, ATEHIUATa B CHTPYIHU-
YECTBO C JIbPKABUTE-WICHKH pa3padoTBa KPUTEpUHM 3a JaBaHe Ha
IPUOPUTET HA BELIECTBA C I MOCHeABaIIO oleHsBaHe. [Ipuoputusu-
paHeTo € MOJIXO0Jl, OCHOBaH Ha pucKka. Kpurepuure B3emar HpenBUI:

a) uH(oOpMaIMs 3a OMACHOCTTa, HAMPUMEpP CTPYKTypHA MpHIHKA Ha
BEILIECTBOTO C M3BECTHH BEIIECTBA, MOPAXKIANIM OC3MOKONCTBO HIIH
C BCILECTBA, KOUTO Ca YCTOMYMBH U CKIOHHH KbM OHOAKyMYyJIHpaHe,
JOIYCKAfKN, Y€ BEHICCTBOTO WM CIAWH WIH [OBEYEC OT HETOBHTE
NPOAYKTH Ha TPEBPBIIAHe, MPUTESKABa CBOWCTBA, MOPAKIAIIH
0C3MOKOMCTBO WM € YCTOWYHBO M CKJIOHHO KbM OHOAKyMyJIHpPaHE;

0) uHpOpMAaIHs 33 EKCIIO3HIIUATA;
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B) TOHaX, BKJIFOUUTEIHO OOIIMS TOHAX OT PETHCTPALUMKUTE, MOJaJICHH OT
HSAKOJIKO PErHMCTPaHTA.

2. AreHuusra u3moi3Ba KpuTepuure B maparpad 1 3a neaure Ha
U3TOTBSHETO Ha TMPOEKT Ha MOApoOeH IiaH 3a AelicTBue Ha OONIHOCTTa,
KOWTO 00XBaIa Mepruox OT 3 TOIMHH H OIPEAENs BEIIecTBaTa, KOUTO Ce
OLICHABAT BCsika rouHA. BelnecTBa ce BKIIIOYBAT, aKO MMa OCHOBAHUS
Ja ce cuMTa (WM BB3 OCHOBA Ha OIICHKA HA JOCHETO, M3BBPIICHA OT
AreHlusTa, WIM Bb3 OCHOBAa Ha JpPYyr MOAXOJSAL] M3TOYHUK, BKIIIO-
YUTeTHO WHGOpPMANHUATA B PETHCTPAIMOHHOTO JOCHE), 4Ye HaAeHO
BEILECTBO IIPEJCTABIIsABA PUCK 3a 3[paBeTO HAa YOBEKA WM OKOJIHATa
cpena. AreHIMATa NPEACTaBs Ha IbP)KABUTE-WICHKH IBPBUS MPOEKT
Ha NoApoOHMs TaH 3a aeiictBue qo0 1 gekemBpu 2011 1. AreHmusra
IPEJCTaBs Ha JbPXKABUTE-UIEHKH €XErOeH NPOEKT Ha aKTyaau3aluu
Ha TIOAPOOHMS IUIaH 3a AeicTBHe 10 28 (eBpyap BcsKa TOIWHA.

ATeHIMATa TpHeMa OKOHYATENHHWsS NOAPOOEH IUTaH 3a JeiicTBHe Ha
OOmHocTTa BB3 OCHOBA Ha craHoBumero Ha Komurera Ha
JUbPYKaBUTE-UICHKH, Ch3/IaJICH B ChOTBETCTBUE C WieH 76, maparpad 1,
OykBa 1) (HapuyaH mO-70iy ,,KOMUTETBT Ha AbpPKABUTE-WICHKU ) U
myONMKyBa IUIaHA Ha CBOSTAa HWHTEPHET CTPAHMIA, ITOCOYBAWKU
IbpKaBaTa-uWiIeHKa, KOSTO 1€ U3BBPILIBA OLIGHKaTa Ha BELIECTBATa,
U30pOCHU B HErO, ChIVIACHO uiieH 45.

Ynen 45

Komnerenten opran

1.  AreHmmsTa OoTroBapsi 3a KOOPIWHUPAHETO Ha IMpoIleca IO OIEeHKa
Ha BELIECTBA M TapaHTHpa, Y€ BEIIECTBATa OT IMOJIPOOHHUS IUIaH 3a
neiicreue Ha OOIIHOCTTA, ca OlEHEeHW. [IpaBelikn TOBa, ATEHIHMSTA
pa3unTa Ha KOMIIETEHTHUTE OPraHd Ha Jbp)KaBUTE-4JeHKH. [Ipu u3Bbp-
IIBAHETO Ha OLEHKAa Ha JAJICHO BEIIECTBO, KOMIICTCHTHUTE OpPTraHU
MOTaT J1a ONpEAENAT JIPYyr OpraH, KOWTO Ja JecTBa OT TAXHO HME.

2. Jlanena nbpkaBa-uwiICHKa MOXe JHa u3zbepe BemiectBo(a) OT
MpOeKTa Ha TOAPOOHMs IUTaH 3a jaeiictBue Ha OOMIHOCTTA € 1EN Ja
CTaHe KOMIIETEHTEH OpraH IO CMHUChjia Ha uieHoBe 46, 47 u 48. B
cilydail, 4e OINpeJesieHO BEIIECTBO OT MPOCKTa Ha IMOJPOOHUS TUIaH 3a
neicteue Ha OOmHOCTTA HE € OWiI0 W30paHO OT HHKOS IbpiKaBa-
YjieHKa, ATCHLUSATa TapaHTHpa, Y€ BEUIECTBOTO € OLIEHEHO.

3. B cmyyam, xorato JABe WM IOBEYE IbPIKABU-WICHKH H3PA3AT
HWHTEepeC 3a OIEHKAaTa Ha €HO M ChIIO BEUIECTBO M HE MOraT aa ce
pasbepar kot TpsiOBa na ObJe KOMIETCHTHHST OpraH, KOMIICTCHTHHUST
Opras Mo CMHCHJIa Ha wieHoBe 46, 47 u 48 ce onpenenst B CbOTBETCTBUE
ChC CJIeHAaTa IpoLexypa.

ArenmusaTa ce3upa KommTera Ha AbpikaBUTE-4ICHKH C IEeT JAa ce
[IOCTUIHE CIOpa3yMEHUE KOW OpraH € KOMIIETEHTEH OpraH, Karo
B3UMa NpeIBH[ IbpKaBaTa-4iIeHKa, B KOSTO € YCTaHOBEH NPOU3BOAUTE-
aA(WTe) WM BHOCHTENSA(UTE), CBOTBETHHSA I OT oOmms OpyTeH
BBTpEIIEH MPOoAyKT Ha OOIHOCTTA, Oposi Ha BellecTBAaTa, KOUTO Beue
ca OWIM OIEHEHH OT IbP)KaBa-uICHKA W HATWYHHSA MPAKTHYECKH OIIUT.

Axo B pamkure Ha 60 mHU OT ce3mpaHeTo, KOMUTETHT HA ABp)KaBHUTE-
YJIEHKH IIOCTUTHE €IUHOJAYIIHO ChIVIACHE, BBIPOCHUTE JIbPIKABH-
4YJICHKH, ChOTBETHO, MPUEMAT BEIECTBATa 3a OILICHKA.
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Axo KomuteTbT Ha JAbpKaBUTE-WIEHKHM HE YycCIee Jla IIOCTUTHE
€MHOIYIIHO CbIJlache, ATEHIMATa IPEACTaBs IMPOTUBOIOJIOKHUTE
craHoBuma B Komucusita, KoATo pemiaBa KO opraH jga Obae Komie-
TEHTHUST OpraH B CHOTBETCTBHE C MpPOIEAyparTa, mocoueHa B wieH 133,
naparpad 3, a BBIPOCHUTE JbP)KAaBU-WICHKH CBHOTBETHO IpUEMaT
BEIecTBaTa 3a OIICHKA.

4. KoMmmeTeHTHUST opraH, HOCOYEH B CHOTBETCTBUE C Haparpadu 2 u
3, oleHsABA pa3MpEle/ICHUTE BELIECTBA, B CHOTBETCTBUE C HACTOSAILATA
TJ1aBa.

5.  JIppkaBa-4JIeHKa MOXeE TI0 BCSKO BpeMe Ja HOTU(HIUpa
ATeHIuATa 3a BEIIECTBO, KOETO HE € B MOAPOOHWS IUIAH 3a JeiCTBHE
Ha OOIIHOCTTA, BAHATH KOTAaTo pasmojiara ¢ HHGOpMamus, KOsATO Mpej-
noJsara, 4e BEeUIECTBOTO € C MPUOPHUTET MPH OICHKA. ATEHIUsITA pelaBa
Janu ja j100aBH TOBa BEHIECTBO KbM MOAPOOHWS IUIaH 3a [ICUCTBHE Ha
OOmHOCTTa B3 OCHOBA Ha cTaHOBHINE Ha KoMuTeTa Ha JbpiKaBUTE-
YWIEHKH. AKO BEUIECTBOTO c€ J00aBH KbM MOJPOOHHUS IUIaH 3a
nevicteue Ha OOMIHOCTTA, Tpelularaimara JIbp)KaBa-wieHKa WIH Apyra
JbpIKaBa-wWICHKA, KOSTO € ChIVIACHA, OLICHSIBA TOBA BEIIECTBO.

Ynen 46

HUckanusi 3a pgonbjHuTeHAa UHGOPMAUMs U TMpoBepKa Ha
noaajeHara MHpopmanus

1. AKO KOMIICTCHTHHSAT OpraH C4YeTe, 4€ € HEeoOXOJuMa JIOIbJI-
HUTENHA HMH(POpMANus, BKIIOYUTEIHO, aKO € yMECTHO, HH(pOpMAaIms,
KOATO HE ce M3UCKBa B mpuiokeHus: VII—X, Toil m3rorss mpoekTope-
IIEHHE, B KOETO H3jlara NPUYMHUTE, M3MCKBALIM pErucTpaHta(ure) jaa
IpPEeloCTaBd JONBIHUTETHA HMH(GOpPMAnUs M IOCTaBs KpPaeH CPOK 3a
HeliHOTO mnojaBaHe. IIpoexropemieHneTo ce M3roTBs B paMkute Ha 12
Mecena OT MyOJMKyBaHETO Ha TOApPOOHHMSA IUIaH 3a JCHCTBHE Ha
OOImHOCTTa HA HMHTEPHET CTpaHWIaTa Ha ATEHIUsTa, 3a BEIIEeCTBa,
KOUTO TpssOBa na ObJaT OLEHEHHM CblaTa roAuHa. PemnieHuero ce
B3eMa B CHOTBETCTBHE C IMpOIEAypaTa, yCTaHOBEeHA B uieHoBe 50 u 52.

2. Peructpantbr mpenctaBs — MHpOpManMATa, H3MCKBaHA  OT
ATeHIuATa 0 ONpeleieHus KpPaeH CPOK.

3. KoMnereHTHHAT opraH pasriexja Bcska rmojajaeHa nHdopmamus u
W3rOTBS MOAXOASIIM PELIeHNs ChITIACHO HACTOSIIMS YICH B paMKHUTE Ha
12 Mecena OT TOAAaBaHETO HAa WH(POPMAIHSITA.

4.  KOMIETeHTHUST OpraH MPUKIIOYBA CBOMTE JICHHOCTH IO OI[CHKATA
B pamKnTe Ha 12 Mecena OT HAYAIOTO HAa OLCHKATa Ha BEIICCTBOTO HJIH
no 12 mecema oT monmaBaHeTo Ha HMH(poOpMalmATa mo maparpad 2 u
ChOTBETHO HOTH(]UIUpPa AreHUUsATA. AKO TO3M KpaceH CpOK Obje
[IPEBHUILICH, OICHKATA CE CUYMTA 3a 3aBBPIICHA.

Ynen 47

Bpb3ka ¢ apyru geiiHocTH

1.  OueHkara Ha BEUIECTBO CE€ OCHOBAaBa Ha IisuiaTa MojajacHa uHdop-
Malyis, OTHACSIIA CC A0 KOHKPETHOTO BELICCTBO M HA BCSIKA MPEIMIIHA
OIICHKA, M3BBPINCHA B CHOTBETCTBHE ¢ Hacrosiuus U1 Koraro uHdop-
MalisATa 32 XapaKTepPHHTEC CBOWCTBA Ha BEIIECTBOTO € Omia chOpaHa
MOCPEICTBOM  IM030BaBaHE HA CTPYKTYPHO CXOJHH BEIECTBO(a),
OllCHKaTa MOXKE CBIIO Ja OOXBamla M TE3W CXOJHM BellecTBa. B
CIIy4aH, KOraTo IpeIu TOBa € OWUIIO B3ETO pEIICHHE 3a OICHKA B CHOT-
BercTBue ¢ wieH 51 wim 52, BCAKO IPOEKTOPELICHUE, HW3MCKBAIIO
JOIBJIHUTENHA MHpOpMaLus ChrIacHO wieH 46, Moxe na Obae oboc-
HOBAHO CaMO C MPOMsHA B OOCTOSITENCTBATA WM HPHIOOUTH 3HAHHSL.
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2. 3a ;a rapaHTHpa XapMOHHU3UpPAH MOJXOJ 3a HCKAaHUS Ha JIOMbJI-
HUTeNHa wWHGpOpManus, AreHuusTa HaOMIOZaBa MPOSKTOPEIICHUSTa
ChIVIACHO wieH 46 u pa3paborTBa KpuTepuu u npuopurerd. Korarto e
YMECTHO, C€ NMpHeMaT MEpKH 3a MpWIaraHe B CHOTBETCTBHE C MPOLe-
ngypata B wieH 133, maparpad 3.

Ynen 48

IlocaenBamm geiicTBHA cJie] OlleHKAa HAa BeleCTBa

Crier KaTo OICHKAaTa Ha [aJCHO BCLICCTBO 3aBBPIIM, KOMIICTCHTHHUST
OpraH peiaBa Kak Jia W3IO0JI3Ba IMOJydeHaTa MH(POPMAIUS MO0 CMHUCHIA
Ha wieH 59, naparpad 3, wien 69, naparpad 4 u uien 115, naparpad 1.
KowmrereHTHuAT OpraH HHGOPMHpPA ATCHIMATA 32 CBOUTE 3aKIIFOUCHUS
OTHOCHO TOBa Jald WIM Kak IIe H3II0J3Ba MOJydeHaTa HH(MOPMAIIHS.
AreHnmsTa Ha cBod pex uHpopmupa Kommcusra, perucTpanta u
KOMIICTCHTHUTE OpraHu Ha APYIUTC AbpPiKaBU-UJICHKH.

1JI4ABA 3

Ouenka Ha mexcOuHHU RPOOYyKmu

Ynen 49

I[OH'I)JIHI/ITCJ]HEI MH(])OpMaIIl/Iﬁ 3a H30JHPAHH Ha IJIoIIaaKarTa
MEKIUHHU NMPOAYKTH

3a M30JMpaHU Ha IUIOMIAJKAaTa MEXKIAWHHU MPOAYKTH, KOHUTO C€
W3M0JI3BAT IIPU CTPOTO KOHTPOJIUPAHHM YCIOBUS, HE C€ NpHilara HHUTO
OLIEHKa Ha JI0CHE€, HUTO OLIEHKa Ha BELIeCTBO. BbIpexu ToBa, KOraro
KOMIIETEHTHUAT OpraH Ha Jbp)KaBaTa-djeHKa, Ha YHUATO TEPUTOPHUS Ce
HaMMpa IUIOIAJKaTa, CYeTe, Y€ OT ymnoTpedara Ha M30JIMpPaHU Ha
IUIOIA/IKaTa MEXKIUHHU IPOAYKTH BB3HMKBA DPHUCK 3a 3[paBEeTO Ha
YOBEKa WJIM OKOJIHATa CpeZa, paBeH Ha CTENEeHTa Ha OE3MOKOWCTBO OT
ynoTtpebara Ha BEISCTBA, OTIOBAPALIM HA KPUTEPUUTE B WiICH 57, U 4e
TO3M PUCK HE € NMPaBWIHO KOHTPOJHMPAH, MOXKE Ja:

a) M3MCKa OT PETUCTPaHTa Ja MPEeAOCTaBH AONBJIHUTENHA UH(DOPMALUS,
NpSKO CBBbp3aHa C HACHTHOUUUpaHHs pUCK. ToBa WCKaHe ce
Opuzipy’kaBa OT IHCMEHA OOOCHOBKA;

0) pasriiesia BCsKa mpefocTaBeHa MH(OpMAIMS W, aKO € HEe00XOIUMO,
Jla Tpernopbya MOIXO/SIIM MEPKU 32 HAMalsBaHE Ha HICHTH(UIM-
paHHUTE M0 OTHOIICHHE HA BBIIPOCHATA IUIOLIAJKa PUCKOBE.

IMpouenypara, mpeaBuaeHa B IbpBus maparpad, Moxe na Oble mpea-
IpUeTa caMo OT KOMIIETEHTHHUS OpraH, Hoco4eH B Hero. KoMnereHTHUAT
opraH nH(opMHUpa ATreHIUATa 3a Pe3ylaTaTUTE OT TaKaBa OIEHKA, KOSTO
OT CBOSL CTpaHa, MHGOPMUpPA KOMIETEHTHUTE OpPraHM Ha JpPyruTe
JBPKABU-WIEHKM U UM IPEJOCTABU PE3yITAaTHUTE.
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IJIABA 4

Obéwu paznopedou

Ynen 50

IIpaBa Ha pernMcTPaHTUTE W MOTPEGUTEIMTE HAXOJIY MO BEpPHUraTa

1. Arenuumsra HOTU(UIMPA CHOTBETHHS PETHCTPAHT(M) WM IOTPeOU-
Ten(M) HAIOMy IO BepHrara 3a BCSKO IPOCKTOPEHICHHE CBHITAcHO
uieHoBe 40, 41 wunm 46, xato TM MHPOpPMHpA 3a MPAaBOTO UM Ha
KOMeHTap B pamkuTe Ha 30 AHM OT jmaraTa Ha IMOJlydaBaHe. AKO CHOT-
BETHHUSAT pErucTpaHT(u) wWin mnorpeduren(u) Haaoly IO Bepurara
MOMCKAT Ja KOMEHTHUPAT, T€ NMPEIOCTaBsIT TEXHUTE KOMEHTapu Ha AreH-
nusta. AreHnusTa Ha CBOM pex He3ab0aBHO WH(OpMHpa KOMIETCHTHHS
OpraH 3a NpEJCTaBsHETO Ha KoMeHTaputTe. KoMmmereHTHHAT opraH (3a
pellieHHs, B3ETH ChITIACHO 4iieH 46) n AreHuusTa (3a pelieHHs, B3CTH
corimacHo wieHoBe 40 u 41) B3emar MHpenBUJ BCUUKU IIOJIyYEHHU
KOMEHTapu M MOTaT ChOTBETHO J1a M3MEHSAT IMPOEKTOPEIICHUETO.

2. AKO IaieH PEervCTPaHT MPEYCTaHOBU MPOU3BOJCTBOTO HJIM BHOCA
Ha BEIIECTBOTO, WM IPOU3BOJACTBOTO WIIM BHOCA Ha W3JCIHE, HIN
MOTPEOUTENSAT HAMONy IO Bepurata — ymnoTpedata, TOW HHPOpMHUpa
AreHnumsaTa 3a TO3u (aKT, B PE3yNTAT, HA KOETO PETHCTPUPAHUSIT
o0eM B Heropara perucTpainusi, ako € YMECTHO, Iie ObJe 3aHyJieH U
HsAMa Ja ObJe M3MCKBaHA JOMBJIHHUTEHA WH(OPMAIHS MO0 OTHOLICHHE
Ha TOBA BEIIECTBO, OCBEH aKO PETMCTPAHTHT HOTU(HIUpA 3a MOIHOBS-
BAHETO Ha MIPOU3BOJACTBOTO MIIM BHOCA HA BEIICCTBOTO HJIA MPOU3BOJI-
CTBOTO WJIM BHOCA HA W3JCIHETO, WM I[OTPEOUTENSIT HAAONY IO
Bepurara HOTH()HIUpA 3a MOJHOBSIBAHETO HA yrorpebara. ATCHIHSATA
uHGOpMHUPAa KOMIIETCHTHHS OpPraH Ha Ibp)KaBaTa-wiICHKA, KBIETO €
YCTaHOBCH PETMCTPAHTHT WM MOTPEOUTEISIT HAMOMy IO BEpHUTaTa.

3. PeructpanthT MOXe Ja MPEYCTAHOBU MPOU3BOJCTBOTO MM BHOCA
Ha BEIIECTBO WJIM MPOM3BOJICTBOTO MJIM BHOCA HA W3JEIHE, WU TOTPE-
OWUTENST HAMOMy TI0 Bepurara — ymoTpebara, MpH IMOJyYaBaHETO Ha
NpOeKTa Ha pellleHHe. B TakuBa CIydam PErHCTPAHTBT WM IOTpe-
OuTeNAT HaJONy IO Bepurara nHpopMHpa ATEHIMITA 3a TO3H (akT, B
pe3ysTaT Ha KOETO HEeroBaTa PEerucTpalds WM JOKJIaj Bede HsMa Ja
ObJaT BaIMIHU U HsAMA Ja ObJie M3UCKBAHA JOMBIHUTEIHA HHPOPMALIUS
[0 OTHOIIEHHWE HA TOBAa BEIIECTBO, OCBEH aKO TOH HE IOHaZe HOBa
peTuCTparsi WIH JOKIan. AreHnusta WHOOPMHUpa KOMITCTEHTHHSI
OpraH Ha Jbp)KaBaTa-uiCHKAa, KBJICTO € YCTAHOBCH PErHCTpaHTa WA
MOTPeOUTENsT HAIOMY MO BEpUTaTa.

4.  HesaBucumo ot maparpadpu 2 u 3, Moxe 1a ObJe H3UCKBaHA
JNOUBJIHUTENHA WH(OpPMAIMs B CHOTBETCTBHE C WieH 46, B eAWHHSA
WIH U B JIBaTa CIIydYasi, KOraro:

a) KOMIICTCHTHUAT OpraH H3roTBs AOCHUC CHIJIACHO MNPUHIIOKCHHUC XV,
3aKquaBaﬁKH, Y€ CHUICCTBYBA IMOTCHIUAJICH OBJITOCPOUCH PHUCK 3a
3ApaBE€TO HAa YOBCKa HJIM OKOJIHATA CpEla, 000CHOBaBalKu HE00XO0-
JUMOCTTA OT IOIIbJIHUTECIIHA I/IH(i)OpMaIII/ISI;

0) eKCMO3WIMATa HAa BEUIECTBOTO, IPOU3BEACHO MM BHECEHO OT
perucrpanra(ure), WIM Ha BEIIECTBOTO B M3JIEIHETO, IIPOH3BEICHO
WIM BHECEHO OT perucTpaHra(uTe), WIM Ha BEIIECTBOTO, YIOTpe-
0siBaHO OT MOTpeOUTENsI(MTE) HAMOMY IO BEpUTaTa, 3HAYUTEITHO
JIOTNPHUHACS 32 TO3U PHUCK.

[Iponenypara B uieHoBe 69—73 ce npwuiara mutatis mutandis.
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Ynen 51

HpneMaHe Ha pelieHUusl NMpu OUeHKa Ha JocHeTa

1.  AreHuusta HOTH(QHUIUpPA KOMIETEHTHHUTE OpPraHW Ha Ibp)KaBUTE-
YJIEHKH 32 CBOETO NMPOEKTOpEelIeHne B chOTBeTcTBHE ¢ WwieH 40 mmm 41
3a€/JHO C KOMEHTapuTe Ha PErucTpaHra.

2. B pamkure Ha 30 IHU OT pa3mpocTpaHSIBAHETO HAa JOKYMEHTHUTE,
Ibp)KaBUTE-YJICHKH MOTaT Ja Ipe/ylaraT W3MEHEHUS Ha IpPOeKTope-
IIEHUETO Ha ATEHIUATA.

3. Ako AreHnmsiTa HE MONYyYX HIKAKBH MPEUIOKEHUA, TS IIe TIpreMe
pelICHHETO BBbB BapuaHTa, HOTU(PHUIMPAH chriaacHo naparpad 1.

4. Ako AreHumsra moiy4d MpeiokKEHHE 3a U3MEHEHHE, TS MOXE Ja
WU3MEHH MPOCKTOPEIICHHETO. ATEHIUsITA TPenpaliia MpOeKTOPEIICHUETO
3aeIHO C BCSIKO MPEUIOKEHO M3MEHEHHe KbM KomureTa Ha AbpikaBuTe-
YJIeHKH B pamMkuTe Ha 15 muu cnen kpas Ha 30-AHEBHHUS TEPHOJ,
yrnomeHat B maparpad 2.

5.  AreHuusTa He3a0aBHO CbhOOIIAaBa 3a BCAKO MPEIOKEHHE 3a
W3MEHEHHWE Ha BCEKM 3aCErHaT PEruCTPaHT MM MOTPEeOUTEN HaI0Iy
10 Bepurara, KaTo WM JlaBa BB3MOXKHOCT 32 KOMEHTap B pPaMKUTE Ha
30 nuu. KomuTeThT Ha Ibp)KaBUTEC-UICHKH B3e€Ma IPEIBUJ BCEKU
TIOJIy9eH KOMEHTap.

6. Axo B pamkure Ha 60 aHM OT mpenpamaHero KoMuTersT Ha
IbPKAaBUTE-WICHKH MOCTHTHE €IMHOMYIIHO CBIIIACHE OTHOCHO TPOEKTO-
pelleHreTo, AreHnusara CbOTBETHO IIPUEMa PELICHHUETO.

7. Axo KomurterpT Ha ABp)KaBUTE-4JICHKM HE YCIEe Ja IOCTUTHE
eIMHOAYIIHO chriacue, KoMucusiTa M3roTBs MPOEKTOpEIICHHE, KOETO
na ObZe MPHETO B CHOTBETCTBUE C NpOLEAypara, MOCOYCHA B 4JICH
133, maparpad 3.

8. Janba moxe ma Obae BHECEHA B ChHOTBETCTBHUE ¢ wieHOBe 91, 92 u
93 cpemury perieHus Ha ATEHIMsITAa CbhriacHo maparpagu 3 u 6 or
HACTOSIIUSI YICH.

Ynen 52

IlpnemMaHe Ha peleHHs MO OIEHKA HA BellecTBa

1. KoMmereHTHHAT OpraH pa3mpOCTPaHsSBa CBOETO MPOEKTOpPEIICHHE
B CHOTBETCTBHUE C WICH 46 3aeTHO C BCHYKH KOMEHTApU OT PErUCTPaHTA
WIM TOTpeOUTEeNs HaIoNy MO Bepurara 10 ATEHUIHUsTa W 10 KOMIIe-
TEHTHHUTE OPraHW Ha JIPYTHTE AbPKaBU-UICHKU.

2. Pasnopenbure Ha uwieH 51, maparpadgu 2—S8 ce npwiarart mutatis
mutandis.

Ynen 53

IMoneasHe Ha pa3xoauTe 3a M3MUTBAHHS 0e3 CIOpasyMeHHE MEKIY
PerucTpaHTUTe M/MWJIM NOTPefUTeJUTe HAJ0Jy N0 Bepurara

1. Koraro oT perucTpanTH WM NOTPEOUTENN HAOTy IO Bepurara ce
M3MCKBA M3BBPIIBAHETO HA M3MUTBAHE B PE3YyJTaT Ha PEIICHHE, B3ETO
CBITIACHO HACTOSIIUS ST, TE3H PETHCTPAHTH WM TOTPEOUTENN HAIOTY
[0 BepHrara mnojaraT BCHYKH YCHJIMS 3a IOCTUTAHE Ha CHOpa3yMEHHE
OTHOCHO TOBa KOW Ja W3BBPLIM H3MHUTBAHETO OT MMETO Ha JPYTHTE
PErUCTPaHTH WM MOTPEOUTENM HAJO0Jy IO Bepurara M ChOTBETHO Ja
uHpopmupa AreHnusra B paMkute Ha 90 1HU. AKO ATeHIUsITa HEe Oble
nHpOpMHpaHa 32 TaKOBa CIIOpa3yMeHUe B paMKuTe Ha Te3u 90 nHu, T
MOCOYBA E€AMH OT PETUCTPAHTUTE WM IOTPEOUTENUTE HAA0NIy IO
BepuraTta, KOWTO Ja W3BBPIIU HM3MUTBAHETO OT MMETO HA OCTAHAJIWTE.
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2. AKO majeH pPEruCTpaHT WIM NOTpeOUTed Hagoly IO BepHurara
M3BBPIIY U3IUTBAHE OT UMETO Ha APYIUTe, T€ CU IMOJEIAT Pa3XOAUTe
3a TOBA M3CJIC/BAHE NOPABHO.

3. B cuyuaure, nocouenu B maparpad 1, perucTpaHTbT MM IOTpe-
OuTendT Hamody TIO BepHraTa, KOHTO M3BBPIIBA H3MUTBAHETO,
[IPENOCTaBsIT HAa BCEKH OT OCTaHAIUTE 3aCerHATH, KOIME Ha IIbIIHUSA
JOKJIaZ OT M3CIEIBAHETO.

4. Jluuero, NPOBEXAAINO U MPEACTaBALIO HU3CIEIBAHETO, HUMa
NpaBOTO CHOTBETHO Ja TMpelsBsiBAa MHCK KbM OCTaHamuTe. Bcsko
3aCerHaTto JMIe HMMa IpaBo Ja MNpelsdBM HCK 3a 3abpaHa Ha Jpyro
JWIEe J1a TPOM3BEKAA, BHACA MM IyCKa Ha Ias3apa BeIECTBO, aKO
TOBA JPYTO JIMIIE HE IIATU CBOS IS OT Pa3sXOAWTE WM HE NPEAOCTaBH
rapaHiys 3a TOBa KOJUYECTBO, WIM HE JaJe KONUE OT IBbIHUS JOKJIAM
Ha U3BBPIICHOTO M3cileABaHEe. BCHYKM MCKOBEe ca M3IMBIHAMHU B HAIHO-
HaJlHUTE CchAWIUIIA. Besko nuue moxxe Aa usbepe Aa Hopane CBOUTE
UCKOBE 3a IUIAIlaHE KbM apOUTPakeH CBbBET M Ja HpueMe apOuT-
PaXKHOTO Pa3IOPEXIAHE.

Ynen 54

IIy6auxyBane Ha MHGoOpMAaNMs 32 OLEHKA

Jlo 28 (deBpyapu Bcsika roaMHa AreHIMsATa MyOJUKYyBa Ha CBOSITA
MHTEPHET CTpaHUIa AOKJIAJ 3a HampeabKa, MOCTUTHAT Mpe3 Mpea-
XO/HAaTa KaJeHJapHa TOJHMHA, C el M3IBJIHEHHE Ha 3aJIbJDKCHHATA,
BB3JIOXKEHH BBB BpB3Ka C OIEHKara. TO3W JIOKJIAJ BKJIIOYBA, IIO-
CHCLMAIHO, TMPENOPbKH KbM  TOTCHIHATHUTE PETHUCTPAHTH 32
MoJ00psiBaHEe KaueCTBOTO HA OBJICIIUTE PErUCTPALHH.

JUSUT VI

PA3PEINIABAHE

IJIABA 1

H3uckeanus 3a paspeuiagamne
Ynen 55

He.n Ha pa3pemaBaHETO H C'bOﬁpa)KeHI/lﬂ 3a 3aMeCTBaHE

Ilenra Ha TO3M AN € Ja TapaHTUpa OE3NPENsATCTBEHOTO (YHKIHUO-
HHUpaHe Ha BBTPCIIHHA T1a3ap, KaTo €JHOBPEMEHHO C TOBA TapaHTHPA,
4ye PUCKBT OT BELIECTBATa, [OPaXKAAIld CEPUO3HO OE3NOKOMCTBO, €
NPaBUJIHO KOHTPOJMpPAaH M Y€ Te3M BELIeCTBA IIOCTENEHHO ca
3aMEHEHH C MOAXOMANIM aNTePHATHBHH BEMIECTBA WM TEXHOJOTHH,
KOraTo TOBa € MKOHOMMYECKH M TEXHHUYECKHM HAJISKAHO. 3a Ta3u Lel
BCHYKM TIPOM3BOAUTENH, BHOCHTENM W TOTPEOMTENM HAAONY IO
BepUraTa, KaHIUJATCTBAILU 3@ PA3pEIlCHUs, aHAIU3UPAT HAJIMYUETO Ha
anTepHATHBH W B3eMaT IPEIBHJ TEXHHTE PHCKOBE, TEXHHYECKAaTa H
HMKOHOMHMYECKATa BB3MOXHOCT 3@ 3aMECTBaHE.

Ynen 56

O6mu pasnopenou

1.  EguH npou3BOAMTEN, BHOCHTEN WIM MOTpeOHTEN HAJIO0Iy IO
BEepUrara He IyCcKa BEIIECTBO Ha Maszapa 3a ymnoTpeba WM Herosa
coOcTBeHa yrnorpeba, ako TOBa BEIICCTBO € BKIIOYCHO B TPHIIOKCHUC
XIV, ocBeH axo:

a) ynorpebara(ure) Ha TOBa BEIIECTBO B CAMOCTOSTENICH BHJ WIH B
» M3 cmec «, WM BJIAraHeTo Ha BELIECTBOTO B U3JEJHUE, 33 KOATO
BEIIECTBOTO € MYyCHATO Ha Mas3apa, WM 3a KOSATO TOH ymoTpeOsiBa
BEIIECTBOTO 3a cebe cu, € Omna paspemieHa B CHOTBETCTBHE C
yyieHoBe 60—64; win
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0) ymorpebara(ure) Ha TOBa BEHICCTBO B CAMOCTOSTENICH BHJ WIH B
» M3 cvec € MM BIAaraHETO HAa BEIIECTBOTO B M3JIEIHE, 3a KOATO
BEILIECTBOTO € IIyCHATO Ha Ia3apa, WIM 3a KOSATO TOH yHoTpeOsiBa
BEILIECTBOTO 3a cebe cu, € Omia HM3KIYeHa OT H3WCKBAHETO 3a
paspemaBane o npuiaoxeHue XIV B cboTBeTCTBUE C wieH 58,
naparpad 2; uim

B) Jarara, mocoveHa B wieH 58, maparpad 1, OykBa B), i), He ¢ Ouna
JIOCTUTHATA; WU

r) jarara, mocodyeHa B uieH 58, maparpad 1, OykBa B), i), ¢ Ouna
JOCTHTHATa W TOW € mojan 3asBicHHe 18 Mecena mpead Tas3u jara,
HO pElICHHE M0 3asBJICHUETO 3a pa3pellaBaHe OIle He ¢ OMIIO B3ETO;
WITH

J1) B ClIydauTe, KOraTo BEIECTBOTO € IIyCHAaTO Ha maszapa, ¢ OuIo
U3a7€HO pa3pelleHue 3a Ta3u yrnoTpeda Ha HEroBUS HENOCPEICTBEH
noTpeOuTeNn HajloIy MO BEpUraTta.

2. EnuH mortpebuTen Hajody MO Bepurara Moxke Ja yHorpeOsBa
BEIIIECTBO, OTrOBAapsIIO HAa KPUTCPHUUTE, YCTAHOBCHH B maparpad I,
IpH yCJIOBHE 4Ye yrnoTpedaTa ChOTBETCTBA Ha YCIIOBHSTA B M3/aJCHOTO
paspeleHre Ha YYacTHHK HArope 110 HeroBaTa BEpHTa Ha JOCTABKH 3a
Ta3u ynorpeoda.

3. TIlaparpadu 1 u 2 He ce npuiiarat npu ynorpedara Ha BEIIECTBa 3a
Hay4YHOMU3CJIe0BaTeICKa M pa3BoiiHa aenHocT. llpunoxenne XIV
ompeznens nanu maparpadgu 1 m 2 ce mpuiarar 3a Hay4HOM3CIIEHOBa-
TEJICKa U pa3BoilHa NEHHOCT, CBbp3aHa C MPOLYKTU U IPOLECH, KAKTO
U MaKCHMAaJTHOTO OCBOOOAEHO KONHYECTBO.

4. Tlaparpadmu 1 m 2 He ce mpuiarar 3a CICIHUTE YINOTpeOU Ha
BEIL[ECTBA!

a) ymoTpeOM B MPOAYKTH 3a pacTUTENHAa 3amura B oOxBara Ha
HupextuBa 91/414/EUO;

0) ymorpeOu B OHOIMIHK MPOAYKTH B oOxBarta Ha Jupektura 98/8/EQ;

B) ymoTpeba KaTo MOTOpHH TropuBa B oOxBara Ha J{upextuBa 98/70/EO
Ha EBponeiickus napnamenT u Ha CobBeta oT 13 oxromBpu 1998 r.
OTHOCHO KauecTBOTO Ha IeTpoyia u au3enoBure ropusa (1);

I) yHoTpeOM KaTo TOpWBa B IOJBMDKHH WM CTAllMOHAPHH TOPHBHHU
MHCTAJAlMK Ha MPOJYKTH OT MHUHEPAIHO Macio M yrnorpeba Karo
ropHuBa B 3aTBOPEHH CHCTEMH.

5. B ciyudail Ha BemecTBa, MOJJISKALIH Ha pa3pelIeHue caMo IIopaau
TOBa, Y€ OTrOBApsAT HAa KPUTEPUUTE B 4iieH 57, OyKBHU a), 0) WK B) WK
3aI0TO ca WICHTH(HINPAHA B CHOTBETCTBHE C WICH 57, OyKBa €) camo
HOpaay ONACHOCTH 3a 3[paBeTo Ha 4YOoBeKa, maparpadu 1 u 2 or
HACTOSIIIUS YIEH He Ce MpUJaraT 3a CICTHUTE YIOTpeOH:

a) ynorpeOM B KO3METHYHM TIpOJYKTH B oOxBara Ha JlupekTuBa
76/768/ENO;

0) ymorpeOM TpM MaTepHai B KOHTAaKT C XpaHM B o0OXBaTa Ha
Permament (EO) Ne 1935/2004.

6. Ilaparpadu 1 u 2 He ce mpuiaraT 3a ynorpedaTa Ha BELIECTBA,
Korato te npuchcrsat B B> M3 cmecu «:

a) 3a BEIIECTBA, MOCOYCHH B uiieH 57, OYKBHU T), 1) U €), O] IpaHHIIA
Ha KoHueHTpausara ot 0,1 rernoBuu % (W/w);

(") OB L 350, 28.12.1998 r., ctp. 58. JlupekruBa, usmetena ¢ Permament (EO)

Ne 1882/2003.



02006R1907 — BG — 09.05.2018 — 038.001 — 57

6) 3a BCHYKH JPYTH BEIIECTBA, KOUTO Ca O] CTOMHOCTHTE, YCTAHOBEHU
B wieHn 11, maparpad 3 or Permament (EO) Ne 1272/2008, xowuto
BOJAT JI0 KJIACH(UIMPAHETO HA CMECTa KaTo ONacHa.

Ynen 57

BeuiecTBa, npeaMer Ha BKJIIOUBaHe B Npuio:kenue XIV

CrenHuTe BellecTBa MoraT Aa ObIaT BKIIOYEHH B mpuioxeHue XIV B
CBOTBETCTBHUE C TPOIEAypaTa, yCTAHOBEHA B WieH 58:

a) BEIIeCTBa, OTTOBAPSIIM HA KPUTEPHUTE 3a KIAaCH(HIpaHe B KIac Ha
OIIaCHOCT KaHILEPOreHHOCT, Kareropus 1A unu 1B cbriacHo pasnen
3.6 ot mpunoxenue I kpMm Permament (EO) Ne 1272/2008;

0) BelecTBa, OTrOBAPAIIM Ha KPUTEPUUTE 3a Kiacu(UIMpaHe B Kiac Ha
OIIaCHOCT MYTareHHOCT 3a 3apOJUIIHUTE KIETKH OT KaTeropus 1A
niu 1B ceriacuo pazzgen 3.5 ot npunoxenue | koM Pernament (EO)
Ne 1272/2008;

B) BEIIECTBA, OTTOBAPSIIA Ha KPUTEPHUTE 3a KIACH(UIPaHEe B KIac Ha
OIIaCHOCT TOKCHYHOCT 3a penpoaykuust oT kateropust 1A wmm 1B,
BpenHH e(eKTH BBPXy TMonoBaTa (YHKIMS U OIUIOAWTENHATa
CIOCOOHOCT MIJIM BBPXY Pa3BUTHETO CbIVIACHO pasznen 3.7 oT
npunoxenue I kbm Permament (EO) Ne 1272/2008;

I') BEILIECTBA, KOUTO Ca YCTOHYMBH, OMOAKyMYJIHMpalld U TOKCHYHHU, B
CHOTBETCTBUE C KpPHUTEpUHUTE, ycTaHOBeHU B mpuioxenne XIII xpm
HACTOSIIUS PErJIaMEHT;

JI) BELIECTBA, KOUTO Ca MHOIO YyCTOIUMBH M MHOIO OMOaKyMyJIHMpalld, B
CbOTBETCTBHE C KpUTepuuTe, ycraHoBeHH B mpuiioxkeHue XIII xbpm
HACTOSIIUS PErJIaMEHT;

€) BellecTBa, MMl CBOWCTBAaTa Ja pa3pyllaBaT EHAOKpPUHHATa
cUCTeMa WIM IPUTSKAaBallld YCTOWYMBH, OHOAKyMyJlupaimy U
TOKCUYHH CBOWCTBA, WJIM MHOI'O YCTOHYMBH M MHOTO OHOaKyMy-
JMpally CBOMCTBA, KOUTO HE OTroBapsAT Ha KpUTepUHTE Ha OyKBa
T) WIM 1) — 32 KOUTO MMa HAy4YHO JOKA3aTEJCTBO 33 BEPOSTHU
CEpUO3HU BB3/CHCTBHUSA BBPXY 3ApPABETO HAa HYOBEKA WIJIM OKOJIHATA
cpena, U KOMTO MOpakJaT EKBUBAJIEGHTHA CTENEH Ha OE3MOKONCTBO
CIpsIMO BELIECTBaTa, ONHWCAHM B OYKBH a) - 1), U KOHTO ca
OIIPENENEHU 3a BCEKM KOHKPETEH cllydail CBIVIACHO IpOoLeAypara,
yCTaHOBeHa B WieH 59.

Ynen 58

Bxiaroupane Ha BemecTBa B npuioxenne XIV

1.  Koraro ObJe B3eTO pellicHHE 3a BKJIHOUBaHE B NpuiioxkeHue XIV
Ha BEILECTBA, IIOCOUEHU B WIEH 57, TO TOBA PEIICHUE C€ B3eMa B CHOT-
BETCTBHE C Tpoueaypata mno wieH 133, maparpadp 4. Pemenuero
oIIpezeNs 3a BCSAKO BELIECTBO:

a) HAaUMEHOBAHUE Ha BELIECTBOTO, KAaKTO € IOCOYEHO B pazfen 2 oT
npunoxenue VI

0) XapakTepHOTO CBOMCTBO(CBOICTBA) Ha BEIICCTBOTO, YIOMEHATO B
jieH 57;
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B) MPEXOJHH PasNopenon:

i) narata(ute), OT KOSTO IyCKAaHETO Ha Maszapa W yrnorpebara Ha
BEIIECTBOTO CE 3a0paHsIBaT, OCBEH aKO € HM3IaJCHO pa3pelieHue
(HapuuyaHo mO-m0Ny ,Jara Ha 3a0paHa‘), KOSTO, KOratro e
MOAXOMIIO, ClelABa a B3eME MPCIBHI IIPOM3BOJCTBEHHS
IIMKBJI, YCTAHOBCH 3a Ta3u ymnortpeba;

il) mara wiu natu, noHe 18 mecena mpenu natata(ute) Ha 3a0paHa,
0 KOWUTO TpsaOBa mAa OBJAT TIONYYCHH 3asBICHHATA, aKo
3asBHUTEIAT MCKA 13 MPOJBIDKU [a yIOTPeOsBa BEIIECTBOTO HJIM
Ja ro IMycKa Ha ma3apa 3a ONpeAeieHH YIOTpeOH Ciei ara-
ta(uTe) Ha 3a0paHa; Te3M MNPOABDKUTEIHHM yIOTpeOu ce
JOITyCKaT CJIe[l JAaTaTa Ha 3a0paHa, HOKaTo ObJe B3ETO PEIICHHE
1O 3asBJICHHETO 33 Pa3pellaBaHe;

r) HepHOAM 3a MpepasriekKIaHe 3a ONPEACICHH YIOTpeOH, ako e
YMECTHO;

JI) YHOTpeOH MU KaTeropuu ynorpedu, 0cBOOOJEHU OT U3UCKBAHETO 32
paspelenne, ako ChIIECTBYBAT TAKMBA, U yCIOBUS 3a TAKMBA M3KIIO-
YEHUs], aKO CBLIECTBYBAT TAKUBA.

2. VYnorpebu miu Kateropuu ynorpeOu morar 1a 0baaT ocBOOOJEHU
OT H3UCKBAaHETO 3a pa3pelllaBaHe, MPH YCIOBHE Y€ BBH3 OCHOBA Ha
CBILECTBYBAIIOTO  CHEUU(PHYHO 3aKOHOJATENCTBO Ha OOIIHOCTTA,
Hajaramo MHHAMAHA W3UCKBAHUS, CBBP3aHM CBC 3alIHTaTa Ha
30paBeTO HA 4YOBEKAa WM OKOJHATA Ccpeja Ipu ynorpedbara Ha
BEIIIECTBOTO, PHCKBT € MPaBUIHO KOHTpoiupaH. IIpu ycraHoBsBaHe Ha
TaKoBa OCBOOOXaBaHE TMO-CIIENIMAIHO BHUMaHWE ce oOpbma Ha
Bpb3KaTa MEX/y PHCKa 3a 3IpaBeTO HAa 4YOBEKA M OKOJIHATA Cpela U
TPUpO/IaTa HA BEIMIECTBOTO, HANPHMEP KOTaTO PUCKBT CE MPOMEHS OT
(DU3MYHOTO CHCTOSIHUE.

3.  Ilpenu pemieHue 3a BKIIOYBaHE Ha BellecTBa B mpuioxkeHue XIV,
AreHIHMATa Karo B3eMa NpenBua craHoBumieto Ha Kowmwurera Ha
JIbP)KaBUTE-YJICHKH, IPENopbyYBa BKIIOYBAHETO HA NPUOPHUTETHU
BEILIECTBA, KAaTO ONpEJelsi 3a BCAKO BEIIECTBO €JIEMEHTHTE, W3JIO0KEHH
B maparpa¢ 1. IIpuoputeT OOMKHOBEHO Ce JlaBa Ha BEIECTBA ChC:

a) PBT wm vPvB cBoiicTBa; uimu
0) MWHPOKO pa3poCTpaHeHa yrnoTpeda; Wiu
B) ToJIeMH O0EeMH.

bposat na BemecTBaTa, BKJIIOYEHHM B mpuioxkeHue XIV u parure,
ompeneneHr B maparpad 1, chllo Taka ca chOOpa3eHH C KamaluTera
Ha AreHuusTa na oOpaboTBa 3asBIICHHATAa B IPEIBHICHOTO BpeMe.
AreHnusTa TpaBu CBOSITAa IbpBAa IMPENOpbKa 3a NPUOPUTETHH
BEIIECTBA, KOUTO Ja ObJaT BKIOUEHH B mpuioxkenue XIV mo 1 roHm
2009 r. AreHuusATa NpaBM NO-HATaTBIIHM IPENOPBKH IIOHE Ha BCsKa
BTOpa TOAMHA C OrJIe[ BKIIOYBAaHE HA JOMBJIHUATEIHM BEIIECTBA B
npunoxxenne XIV.

4. Ilpeau AreHuusTa Ja U3NpaTu cBosATa npenopbka Jo Komwucusra,
TS S IPaBU OOINECTBEHO JOCTHITHA Ha CBOsITa MIHTEpHET CTpaHMIA, KaTo
MOCOYBA SICHO JaTaTa Ha MyOJIMKyBaHE M KAaTO B3eMa IMPEIBUJ YJICHOBE
118 u 119 orHOCHO AocThna 10 UHpOpMAaIKs. ATCHIMATA KAHU BCHUKU
3aMHTEPECOBAHM CTPAHU Jia MPEJOCTABIAT KOMEHTapU B PAMKHUTE Ha TPH
Mecela OT Jarata Ha MyOJMKyBaHe, M MO-CIICIUATHO 3a YNoTpeOuTe,
KOHMTO cieJBa Ja ObJaT OCBOOOJEHM OT M3MCKBAHETO 3a pas3pellaBaHe.

AreHuusTa aKTyanu3upa NpernopbKaTra CH, KaTo B3eMa IpelIBUJ IOJy-
YEHUTE KOMEHTapHu.
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5. Tlpemmer Ha pasmnopenbute Ha maparpad 6, ciies BKIIOYBaHE Ha
BemiecTBo B npwiokenne XIV, ToBa BelecTBO He IMOIUIEKHA Ha HOBU
OrpaHMYeHMs CbIVIACHO mpoueaypara B g1 VII, obxsamama
PHCKOBETE 3a 3/paBeTO Ha YOBEKa WJIM OKOJHATA Cpejia OT ymoTpebdara
Ha BENIECTBOTO, B CAMOCTOsATENEH Bu, B M3 cmec € miu BlaraHeTo
MY B U3JCIHC, MPOU3THYAIIN OT XapaKTCPHUTC MY CBOﬁCTBa, IIOCOYCHU
B npuioxenue XIV.

6. BemectBo, BrirOueHo B mpmiokeHne XIV, moxe na Obae
MIOJUI0’KEHO Ha HOBM OrpaHuueHus no mpoueaypara B asin VIII, xouto
00XBaIaT PUCKOBETE 3a 3/IpaBETO HA YOBEKA WJIM OKOJHATA Cpeja OT
MPUCHCTBUETO HA BEIIECTBOTO B JAICHO U3AeIHne(s).

7. BemectBa, 3a KOMTO BCHUYKM ymnoTpebu ca Owin 3abpaHeHH
cbriacHo Jst VIII wimum ot mpyro 3akoHozmarenctBo Ha OOIIHOCTTA, HE
ca BKIIOYEHHU B npuiokeHue XIV uiam ce M3KII0YBAT OT HETO.

8. BemecTBa, KOUTO BCJIEACTBHE HAa HOBAa MH(pOpMALUSI HE OTTOBapsT
TIOBeYE Ha KPUTEPUUTE HA WICH 57, ce M3KIoUBaT oT npuioxenue XIV,
B CBOTBETCTBHUE C IIpoLieAypara, mocoueHa B wieH 133, maparpad 4.

Ynen 59

HNnentudguuupane Ha BellecTBaTa, NOCOYEHH B ujieH 57

1. Tlpouenypara, ycraHoBeHa B mnaparpagu 2—10 OT HacTOsIIUS
YJleH, ce MpuJiara 3a IeluTe Ha HASHTH(UINPAHETO Ha BEIIeCTBa, OTIO-
BapsIIM Ha KPUTEPUUTE, IOCOYCHU B WIEH 57 M M3rOTBSHETO Ha CHHCHK
C KaHAWIAT-BEIECTBA 32 BH3MOXHO BKIIOYBaHE B mpuiioxenne XIV.
AreHuusATa MOCOYBAa B PAMKHUTE HAa TO3HM CIIMCHK BELIECTBATa, KOWUTO
ca B HeliHaTa pa0OTHAa mporpama chriacHo wieH 83, maparpad 3,
OykBa 1).

2.  Kommucusita Moxe 1a moucka ATeHIUsTA Ja HM3TOTBH JIOCHE B
CHOTBETCTBME CBHC CHOTBETHUTE pa3fenu Ha mnpuwiokenne XV 3a
BELIECTBA, KOUTO 110 HEHHO CTAHOBHIIE OTrOBApAT Ha KPUTEPUUTE, yCTa-
HOBeHU B usieH 57. M3 Jlocuero Moxke Aa ObJe OrpaHHYEHO, aKo €
YMECTHO, JI0 IT030BaBaHe Ha BIMCBAaHE B YacT 3 OT mpuiokenue VI kpM
Pernament (EO) Ne 1272/2008. € AreHuusTta npeaocTaBs TOBa JOCHE,
KOETO € Ha PA3MOJIOKeHNE Ha JIbP)KaBHTE-UICHKH.

3. Bcsxa appikaBa-4ieHKa MOYXKeE Jia U3TOTBH J0CHE B ChOTBETCTBHUE C
npuiokeHue XV 3a BEIIeCTBa, KOUTO MO HEHHO CTAHOBUILE OTrOBApAT
Ha KPUTEPHUHTE, YCTAHOBEHU B WieH 57, W Ja TO MpenpaTtu KbM AreH-
muara. M3 Jlocueto Moxe Ja ObJie OrpaHUYEHO, aKO € YMECTHO, JIO0
[030BaBaHe Ha BIIMCBaHE B 4acT 3 or mpuioxkenue VI kbm Permament
(EO) Ne 1272/2008. € AreHumsra TmpenocTaBs ToBa JIOCHE Ha
pa3MoNoKeHNe 3a APYTHTE JbpXKABU-4JICHKH B pamMkuTe Ha 30 JaHH OT
JlaTata Ha TOJIy4aBaHEeTo.

4.  AreHmmsATa ImMyONMKyBa Ha CBOSITA MHTEPHET CTPAHWIA H3BECTHE,
4ye € M3rOTBEHO JocHe IO mpuiaokeHue XV 3a JaleHO BELIECTBO.
AreHuusATa TpUKAaHBA BCHYKM 3aMHTEPECOBAHM CTpPaHU Ja M
MPEJOCTAaBAT KOMEHTApH B PAMKHUTE Ha OIpEesieH CPOK.

5. B pamkure Ha 60 gHM OT pa3NpPOCTPAHEHHWETO Ha JOKyMEHTa
JIPYTUTE OBbPKABU-WICHKH WM ATEHIHsATAa MOTraT Ja KOMEHTHpAT HJIEH-
TU(UKAIMATA HAa BEIICCTBOTO BBHB BPB3KAa C KPUTECPUUTE B WieH 57 B
JIOCHUETO KbM ATCHIUSITA.

6. Ako AreHuusTa He MOJY4YH WJIM HalpaBU HUKAKBH KOMEHTapH,
BKIIIOYBAa TOBa BENIECTBO B CIHHCHKA, IOcoYeH B maparpad 1.
AFGHLll/IﬂTa MOXKE [Oa BKJIIOYHM TOBa BCLUIECTBO B CBOUTEC IIPCTIOPHKU
chriiacHo wieH 58, maparpad 3.
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7. Ilpu HampaBeHM WM NOJIy4YECHH KOMEHTapH, ATeHIUsTa Mpenpala
nocueto KbM KomureTa Ha Ibp)KaBUTE-WICHKH B paMKHTE Ha 15 mHH
ciiell IpUKiIoYBaHe Ha 60-IHEBHUS MEpuoJ, MOCo4YeH B maparpad S.

8. Axo B pamkure Ha 30 mHM OT mpempamianero, KomMuTteTsT Ha
JbP)KaBUTE-YJICHKH TOCTHIHE €IMHOAYIIHO ChIVIACHE OTHOCHO HJCHTH-
¢uxanusaTa, AreHIusTa BKIIOYBA BEIIECTBOTO B CIHCHKA, NOCOYEH B
nmaparpad 1. AreHuusTa MOXKe Ja BKJIIOYHM TOBa BEIIECTBO B CBOUTE
NpenopbKH ChIVIACHO wieH 58, maparpad 3.

9. Axo KomuTerpT Ha ABpKaBUTE-WICHKHM HE YCIEe Ja TOCTUTHE
eIMHONYIIHO cbriacue, KoMmucusaTa U3roTBsi NPOEKTOIPEIUIOKEHUE 3a
UICHTU(UIPAHE HA BEIIECTBOTO B PAMKUTE Ha 3 Mecela OT IOIyda-
BaHETO Ha CTaHOBMINETO Ha KomuTera Ha JIbp)KaBHTE-UICHKH.
KpaiiHoTo pemieHue 3a HACHTH(GULUPAHETO HA BELIECTBOTO CE B3eMa
MpeIBUJ B CBHOTBETCTBHE C TpoOleAypara, MmocodeHa B wieH 133,
naparpad 3.

10.  AreHnusra nyOJMKyBa M aKTyallM3upa CIIMCHKA, IIOCOYCH B
naparpad 1 Ha cBosATa MHTEpHET CTpaHMIA He3a0aBHO Cllell B3eMaHe
Ha pelIeHUe 3a BKJIIOYBAHE HA JAJICHO BEIIECTBO.

IJIABA 2

H30aeane na pazpewienusn

Ynen 60

H3paBane Ha pa3peLieHust

1. Komucusra e OTTOBOpPHA 3a B3CMAaHETO Ha PCHICHHUA IO 3asBJICHUA
3a paspe€uicHus B CbOTBETCTBUC C HACTOALIUA I

2. bes na ce 3acsra naparpad 3, pasperieHue ce u3/iaBa, ako PUCKBT
3a 3/1paBeTO HAa YOBEKA MM OKOJIHaTa cpega OT ynorpebata Ha
BEIIECTBOTO, MPOU3THYAIL OT XapaKTEPHUTE MY CBOMCTBA, ONpEACICHU
B npuioxenue XIV, e aJeKkBaTHO KOHTPOJUpPAaH B CHOTBETCTBHE C
pazzmen 6.4 ot mpuioxenue I, U KakTO € JOKyMEHTHpPaHO B JOKJaaa
3a 0€30MacHOCT Ha XHMMHUYHOTO BELIECTBO OT 3asBHUTENs, KaTo ce
B3eMe IpelBH] CTaHOBUIIETO Ha Komurera 3a oLEHKa Ha pUCKa,
ynomMeHat B wieH 64, mnaparpad 4, OykBa a). Koraro wu3smasa
paspenieHre ¥ Ipu yCIOBUATA, NMOCTaBeHH B Hero, Komucusra B3ema
NpEeIBUI BCHYKM M3IYCKaHMS, €MHCHM W 3aryOH, BKJIIOYHTEIIHO
pUCKOBETe, TOPOJCHU OT AU(PY3HU M JIUCIEPCHU YMOTPeOU, M3BECTHU
[0 BpeME Ha B3€MaHETO Ha pEILICHUE.

Komucusita He pasriexaa pHCKOBETE 3a 3IpaBeTO Ha YOBEKa,
MPOM3THYAILM OT ynorpedara Ha MJaJeHO BEIIECTBO B MEIUIIMHCKO
uznenue, perigamentupano ¢ dupextuBa 90/385/EMMO nHa CbBera oT
20 ronu 1990 r. oTHOCHO cOyMKaBaHEe Ha 3aKOHOJAATEICTBOTO Ha
IbP)KaBUTE-WICHKH, CBBP3aHO C AKTUBHUTE HMIUIAHTUPYEMH MEIH-
uunckn wm3zgenus (), JupextuBa 93/42/EMMO na CobBera or 14 roHH
1993 r. orHOCHO MeauuuHCKHTE wW3Aenus (?) win  JupexTuBa
98/79/EO na Espomeiickust mapiameHT U Ha CbBera OT 27 OKTOMBpPH
1998 r. OTHOCHO JAMATHOCTHYHHWTE METULUHCKA U3menus in vitro (3).

() OB L 189, 20.7.1990 r., ctp. 17, JlupekTHBa, MOCICIHO H3MEHEHA C
Pernament (EO) Ne 1882/2003.

(®» OB L 169, 12.7.1993 r., crp. 1, JlupexTuBa, MOCIEIHO H3MEHEHA C
Pernmament (EO) Ne 1882/2003.

(®) OB L 331, 7.12.1998, ctp. 1, [AupekTrBa, MOCIEAHO U3MECHEHA C PerimaMeHT
(EO) Ne 1882/2003.
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3. Iaparpad 2 He ce mpuiara 3a:

a) BEILECTBA, OTTOBAPSIIU Ha KpUTEpUHTE B 4ieH 57, OykBu a), 0), B)
WM T), 32 KOHTO € HEBB3MOJKHO [a CC OINpPEACNH IMpar B ChOT-
BETCTBHE C pazfen 6.4 oT mpunoxkenue I

6) BellecTBa, OTIOBApSIY HA KPUTEPUUTE B WieH 57, OyKBU I') WIH [);

B) BELIECTBA, WUACHTUGULUPAHU CBIJIACHO ujieH 57, OykBa €), KaTo
TPHUTEKABANIA YCTONYMBH, OMOAKyMyIHpPAIld ¥ TOKCHYHH CBOHCTBA
U MHOIO YCTOMYMBU U MHOIO OMOaKyMYyJIMpallyd CBOHCTBA.

4. Axo He MOXe Ja ObJie M3JaJeHO pa3pelleHne ChIIacHo maparpad
2 WM 3a BEUIECTBA, ONMUCAHU B maparpad 3, paspelieHue Moxe aa Obie
M3JaJICHO CaMO aKo Ce JOKaxke, 4e COLUUATHO-UKOHOMHYECKUTE MOJ3H
HAJXBBPIAT PUCKA 3a 3APAaBETO Ha YOBEKAa WM OKOJHATa Cpela,
MIPOM3THYAI] OT yrnoTpedaTa Ha BEIIECTBOTO M aKO HsIMa MOAXOISIIN
aNTepHATHBHHU BEIIECTBA WM TeXHOIOrud. ToBa pelleHHe ce B3eMa
Cllel pasriIekJaHe Ha BCEKH OT CIICJHHTE €IEMEHTH M KaTo ce HMa
mpeaBu craHoBuileTo Ha Komurera 3a ornenka Ha pucka u Komurera
3a COLMATHO-MKOHOMHYECKH aHalM3, YIOMEHaTu B wieH 64, maparpad
4, OykBu a) u 0):

a) PUCKBT, NPEAN3BHKAH OT YIOTPEOUTE HA BEIIECTBOTO, BKIFOUHTEITHO
1e71ecb00pa3HOCTTa M ePEKTUBHOCTTAa Ha NPEIUIOKEHUTE MEPKU 32
yIpaBJIeHHe Ha PUCKa;

6) CONNATHO-UKOHOMHUYCCKUTE II0JI3W, TMPOU3THYAIOHW OT HEroBaTra
yHOTpe6a U CONMATHO-MKOHOMHYCCKUTEC YCIJIOKHCHHSA OT OTKasa 3a
paspeuiaBaHe, MU3JIOKCHHU OT 3asABUTCIIA WA APYTH 3aMHTCPCCOBAHU
CTpaHu;

B) aHalM3a Ha AalNTepPHATHUBUTE, MPEACTABEH OT 3asABHTENS CBHITACHO
e 62, maparpad 4, OykBa 1) WIM IUIaHA 33 3aMECTBaHE, Ipe.-
CTaBeH OT 3asBUTEINS ChIVIACHO wwieH 62, maparpad 4, OykBa ¢) u
BCsika MH(OpPMAIMS OT TPeTa CTpaHa, MPEJ0CTaBeHa ChITIACHO UICH
64, naparpad 2;

I) HaIMYHAaTa MHPOpMANUs OTHOCHO PHCKOBETE 32 3/IPaBETO HA YOBEKA
WA OKOJIHATA Cpeja OT BCUYKH AJITEPHATHBHU BELIECTBA WIIM TEXHO-
JIOTHH.

5. Koraro oueHsBa HaIMYUETO HA TMOAXOASAIIM aAJITEPHATUBHU
BelleCTBA WJIM TeXHOJOrmu, KoMmucusita B3eMa TMPEIBU BCHYKH
CHOTBETHU ACIIEKTH, BKIIOYUTEIIHO:

a) Janmum 3aMsHaTa ¢ ajlTepHATHBH OW JlOBela 10 HaMalsiBaHEe Ha
IPUIOCTHHSL PUCK 3@ 3[paBETO Ha YOBEKA W OKOJIHATA Cpejia, Karo
ce B3eMa MpeIBUJ LeNechoOpa3sHOCTTa W ePEeKTHBHOCTTa Ha
MEpKHTE 3a YIpaBJiCHHE Ha PUCKa;

6) TCXHUYCCKATa U MKOHOMHYCCKATA INPHUIOKHUMOCT Ha aJITCPHATUBUTC
3a 3asABUTCIIA.

6. Jlanmena ymoTpeba He ce pa3pemiaBa, ako TOBa OU MPEACTaBISBAIO
CMEKYaBaHE Ha OTpaHUYEHUSITA, yCTaHOBEHHW B mpuioxenue XVII.

7.  Paspemienue ce mu3aBa caMO aKko 3asBIECHHUETO € M3TOTBEHO B
CHOTBETCTBHE C M3UCKBAHHUATA Ha 4ieH 62.

8. PaspemeHusra nomnexar Ha MEPHOIUYHO IMpepasriexnane, 6e3 na
ce 3acsra KOeTo U Jja € pelleHue, OTHACALIO ce 3a ObAell Iepuoj] Ha
mpepasriekaaHe W CcieiBa Ja IOJUIeKAT Ha YCIOBHS, BKIOUHTEIHO
MOHUTOPHUHT. TIpOIBIKUTEIHOCTTa HA MEpUOa 3a MpepasriekKIaHe Ha
IaJeHO 3asBIEHHME 3a BCAKO pas3pellieHHe, ce ONpeAens 3a BCEKH
KOHKpETeH CIy4ai, KaTo ce B3eMa MpEeABUJ IsIaTa ChOTBETHa HH(OP-
Malus, BKIFOUUTEIHO €JIeMEHTHTE, ONrMcaHu B naparpad 4, OykBu ot a)
JI0 T), aKO € yMECTHO.
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9.  Paspemienuero nocoysa:

a) yuuero(ara), Ha KOETO € W3/aJICHO Pa3peliCHHETO;

0) HaMMEHOBAHMETO HAa BELIECTBOTO(aTa);

B) ynoTpeOara(ute), 3a KOSTO € U3/aJEHO Pa3pelIeHHUeTo;
T) BCHYKH YCIIOBHS, IPH KOUTO € M3AaJEHO Pa3pelIeHHeTo;
J) OTpaHHYEHHS BBB BPEMETO HEpUOJ Ha IIpepasIiIeKuaHe;
€) BCSKAaKBH Pa3nopeady 3a MOHUTOPUHT.

10.  HeszaBucumMo OT BKJIIOYEHHUTE B pa3peLICHHE YCIOBUS, MpUTE-
JKATENST TapaHTHpa TOJKOBA HUCKO HUBO Ha EKCIO3UIMS, KOJIKOTO €
TEXHUYECKH M MPAKTUYECKH OCBIIECTBUMO.

Ynen 61

IIpepasriiexxaaHe Ha pa3penieHHst

1.  Paspemenus, u3iajeHu B CHOTBETCTBHE ¢ wieH 60, ce cuuraT 3a
BaJIMAHU, JOKATO Komucusra peuin ga U3MCEHHM WK OTTCIJIU
pa3penIeHneTo B pe3yiTaT Ha IpepasriiexaaHe, IpH yCIOBHe Ye IPHTe-
JKATEISIT HA Pa3pelieHUeTo MPEICTaBh IOKIa] 3a Mpepasriexaane Haii-
Manko 18 Mecema mpeau HM3THYAHETO HA OTPAHUYCHUSI BBB BPEMETO
MepUo/l Ha TpepasriexaaHe. BMecTo MOBTOPHO MOJaBaHE Ha BCHYKU
CJICMCHTH Ha OPUTHHAJIHOTO 3asBJICHHME 33 HACTOSIIOTO pa3pelICHHUE,
MIPUTEXKATEIST HA pa3pelleHre MOoXKe Ja MoAaje camMo HoMmepa Ha
HACTOSIIIIOTO pa3pelieHue, MPEeAMEeT Ha BTOPa, TPETa U YSTBHPTA aJHuHes.

Bcexu mpurexaTen Ha paspelieHHe, W3AaAeHO B CHOTBETCTBHE C WIEH
60, mpezcTaBs aKTyalu3alys Ha aHajdW3a Ha alTepPHATUBHTE, MOCOYCHHU
B wieH 62, maparpad 4, Oyksa J), BKJIIOUUTEIHO HH(pOPMAIUS,
OTHacsIla Ce JO0 CHOTBETHATa HAyYHOM3CIIENOBaTeJICKa W pa3BoifHA
JNEHHOCT Ha 3asBUTENS, aKO € YMECTHO M IUIaH 3a 3aMecTBaHe, INpe[-
CTaBEH ChIVIACHO wieH 62, maparpad 4, OykBa €). AKO aKTyalIn3alusTa
Ha aHaJu3a Ha alTepPHATUBUTE MOKA3Ba, Y€ € HAJIUIE MOJXOJIIIA anTep-
HATHBa, KaTO B3eMa MpeJBU elieMeHTUuTe B wieH 60, maparpad 5, Ton
MpeACTaBs IUIAH 32 3aMECTBaHE, BKIIOYHTENIHO TIpaduk 3a Mpel-
JIO)KEHUTE OT 3asiBUTENsl AEHHOCTH. AKO TpPUTEXATENIsT HE MOXKe 1a
JOKaXke, 4e PUCKBT € aJEeKBATHO KOHTPOJMpPAH, TOH NPEICTaBsl aKTya-
JU3alKs Ha COIUATHO-MKOHOMHUYECKHUS aHaJIM3, ChAbpPIKAIl CE B OPHUIH-
HAJHOTO 3asiBJICHUE.

AKO € B CbCTOSIHUE Ja JOKaXKe, Y€ PUCKBT € aJeKBATHO KOHTPOJIUPAH,
TOI TpeAcTaBs aKTyaldu3aluss Ha JOK7Iaja 3a 0e30MMacHOCT Ha
XMMHYHOTO BEILECTBO.

AKO HSIKOHW JIpYT elIeMEHT Ha OPUTUHAJIHOTO 3asBICHHE CE M3MEHH, TOU
MPEJCTaBsl ChIO AKTyalIM3alisi Ha TO3U eleMeHT(H).

Koraro e mpejicTaBeHa akTyaln3upaHa WH(POPMAIUsS B ChOTBETCTBUE C
HacTOSIIMUs maparpad, BCIKO pelieHre 3a H3MEHEHHE WM OTHEMaHe Ha
paspelieHrne B KOHTEKCTa Ha MPEpasTiekJaHeTo, Ce B3eMa B CBHOT-
BETCTBHE C MpOIeAypaTa, MocodeHa B wWieH 64, mpwiaraHa mutatis
mutandis.

2. PaSpCHIEHI/ISI morar aga 6’B,I[aT MMpepasriICKaaHu 1Mo BCSIKO BpPEME,
aKo:

a) obcrosiTesicTBaTa MO OPHIMHAIHOTO Pa3peIICHHE Ca Ce MPOMCHMUIIH,
Taka 4e 3acsraT pHCKa 3a 3/paBeTO Ha YOBEKa WIIM OKOJHATa Cpeja,

WJIM COIMAJIHO-UKOHOMHYECKOTO BL3I[CﬁCTBHC; njim

0) ¢ HayuIle HOBa MH(OPMAIHS 32 Bb3MOXKHH 3aMECTUTEIIH.
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Komucusita moctaBsi IPUEMITHB KPAaeH CPOK, B pAMKHUTE Ha KOWTO MpUTe-
JKaTemaT(UTe) Ha pa3pelieHHeTO MOKE 1a TPEICTABH JIONBIHUTEIHA
uHdopmals, HeoOXoAMMAa 3a TPEPasTISKIAHETO M Ja MOCOYH
BPEMETO 3a B3eMaHe Ha pellieHHe OT HeliHa CTpaHa B ChOTBETCTBHE C
yjeH 64.

3. B cBoero pemenue mo mpepasriexaanero Komucusra moxe, ako
ca MPOMEHEHU OOCTOSTENCTBATA U KATO B3eMe NMpEIBHJ NMPHUHIMNA HA
MPOMOPIHOHATHOCT, Ja H3MEHH WJIH OTHEME pPa3pelieHHeTO, aKko B
pe3yiTaT Ha IMPOMEHEHHTE OOCTOATENCTBa HE OW Moo jga Objae
U3JaJICHO pa3p€lICHUEC WK Ca CC MOABUIIN NMOAXOAANN aJITCPHATUBU B
cpoTBeTcTBHE ¢ wieH 60, maparpad 5. B To3m cmyuwait, Kommcusra
U3KMCKBA OT IPUTEXATeNIsi Ha Pa3pelICHHETO Ja IpPEJCTaBH IUIAH 3a
3aMecTBaHe, ak0 TOW He IO € HampaBWI BeYe Karo 4acT OT CBOETO
3asBJICHHE WIIM aKTyalH3allysl.

B ciydanre, KOraTo uMa CepuO3€H M HEIMOCPEACTBEH PUCK 3a 3PaBETO
Ha 4YOBEKa WM OKOJNHAara cpena, KoMucusaTa MOXe Ha NpEeKpaTu
pa3pelIeHHeTo MO BpeMe Ha IPepasriekaaHeTo, KaTo B3eMa MPEIBH
MPUHIKIA HA IPOIIOPIHOHAIHOCT.

4. AKo nmajeH CTaHAApT 3a KAauecTBO Ha OKOJHATA CPEZa, MOCOYCH B
Hupextua 96/61/EO He ce cma3pa, pa3pelieHHETOo, U3aJICHO 33 YIOT-
pebaTa Ha BBIIPOCHOTO BEIIECTBO, MOXE Ja OBJE Ipepasriie/iaHo.

5. AKo menure Ha OKOJHATa Cpefa, KakTo € MOCOYeHO B WieH 4,
naparpad 1 or Hupextusa 2000/60/EO He ca u3mbIHEHH, paspelle-
HHATA, M3NAJeHU 3a yHoTpebaTa Ha BBIPOCHOTO BEIIECTBO 3a CHOT-
BETHHS pedeH OaceiH, MoraT ga ObAaT IpepasrieaHM.

6. AKO BIOCIEACTBHE yroTpebara Ha JaJCHO BEIIECTBO ObJle
3a0paHeHa WM orpanndeHa cbriacHo Permament (EO) Ne 850/2004
Ha EBpomneiickus mnapiaamenT u Ha CbBera or 29 ampun 2004 T.
OTHOCHO  ycToiunBHTe OprannuHu 3ambpeurend (1), Kowmwucusita
OTHEMa pa3pelIEeHUETO 3a Ta3U ymnorpeoda.

Ynen 62

3asBiIeHUsI 32 pa3pelieHus]

1. 3asBICHUETO 3a pa3p€uIeHue ce mnojaBa B AFEHHI/IHTa.

2. 3asBieHUS 3a pa3pellaBaHe Ha BEIIECTBO Morar ja Obaar
MOJIaBaHU OT TPOM3BOAMTEINSA(MTE), BHOCUTEISI(MTE) W/WIM TOTpeOuTe-
ns(MTe) HaMoNy 1O Bepurara. 3asBIEHHs MOrar aa ObJaT I[oJaBaHH
OT €IHO WJIM HSKOJKO JIMIL.

3. 3asBieHuss MoraT jga ObJaT IOJAaBaHH 33 €IHO WM HIKOJIKO
BEILIECTBA, OTIOBAPSIIM Ha ONPENeNeHHEeTO 3a Ipyma OT BeIlecTBa B
pazmen 1.5 or mpunoxkenne XI, a chIIO W 3a eIHA WM HIKOJIKO
ynoTtpeOu. 3asBieHus MoraT Ja ObJaT MmojaBaHu 3a cOOCTBEHATa YIOT-
peba(u) Ha 3asBUTENS W/WIM 332 ynoTpeOH, 3a KOMTO TOW Bb3HAMEpsBa
Jla IyCHE BELECTBOTO Ha Iasapa.

4.  3asBICHUETO 3a pa3pelieHHE BKIKOUYBA Clie[HATa WHPOPMAIHUS:

a) HaMMEHOBAaHHE Ha BELIECTBOTO(A), KAKTO € MOCOYEHO B pasfen 2 oT
npuioxkenue VI;

0) UMETO M JAHHUTE 3a KOHTAKT Ha JIMIECTO WM JIMIATa, MOaBally
3asBJICHUETO;

B) HCKaHe 3a pa3pelleHre, B KOeTO e MOCOovBa 3a Kakpa ynorpeda(u) ce
MCKa paspelIcHre, M BKJIIOYBAIIO yIoTpedara Ha BEIICCTBOTO B
» M3 cmecu € W/HIM BIATAaHETO HA BELIECTBO B HM3JEIHE, KOTraTo
€ YMECTHO;

() OB L 158, 30.4.2004 r., crp. 7, monpasex B OB L 229, 29.6.2004 r., ctp. 5.
Pernamenr, nsmenen ¢ Permament (EO) Ne 1195/2006 (OB L 217, 8.8.2006 1.,
ctp. 1).
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I) OCBEH aKo Be4e € I0JaJCH KaTo 4acT OT PErHCTPALHsATa, JOKJIAI 3a
0e30macHOCT Ha XUMHYHOTO BENIECTBO B  CBOTBETCTBUE C
npuiokeHue [, BKIIFOYBAIl PUCKOBETE 3a 3[PAaBETO Ha YOBEKa
W/WIM  OKOJIHATa cpeAa oOT ymorpebara Ha BelIecTBOTO(ara),
NPOM3THYALIM  OT  XapaKTepHUTEe CBOWCTBA, ONpEICICHH B
npunoxenue XIV;

J) aHaJIM3 Ha aJITEPHATHBUTE, Pa3IICKIAIl TEXHUTE PUCKOBE U TEXHHU-
yeckaTa M HMKOHOMHYECKATa BB3MOXKHOCT 3a 3aMECTBAHE, BKIIIOYM-
TEJIHO, aKO € YMECTHO, WH(POpPMALUsI OTHOCHO ChOTBETHATAa HAy4YHO-
W3CIIeI0BATENICKa M Pa3BOMHA ACHHOCT Ha 3asiBUTENS;

€) IUIAH 3a 3aMEeCTBaHE, BKJIIOYBAI rpadUK HA MOPCIUIOKCHUTE OT
3asBUTENS JISHHOCTH, KOTaTo aHaJIM3bT MO OyKBa J) MOKa3Ba, 4e ca
HAJIMIE MOAXO/UIIIN ANTCPHATHBH, KATO B3eMa IPEABUJ CIICMCHTHTE
B wieH 60, maparpad 5.

5. 3asBICHUETO MOXKE Jla BKJIFOYBa:

a) COLUAIHO-UKOHOMHYECKU AaHAJIU3, U3BBPLIIEH B CBOTBETCTBUE C
npuioxenue XVI;

0) 000CHOBKa 3a HEOTYMTAHE Ha PHUCKOBE 3a 3[pPABETO HA YOBEKA W
OKOITHATA CpE/id, Bb3HHUKBAIH WU OT:

1) eMHCHM Ha BEINeCTBO OT HWHCTAlalus, 3a KOATO € W3JaJeHO
paspemmrtenHo B chorBercTBue ¢ JlupekruBa 96/61/EO Ha
CobBeTa, Win

il) M3MyCKaHHWs Ha BEIIECTBO OT TOYKOB HW3TOYHMK, MOMAJIAIl O]
M3UCKBAHETO 32 TMPEIBAPUTEIHO PETyJIUpaHe, MOCOYCHO B WICH
11, nmaparpa¢ 3, O6yksa x) ot Jupektua 2000/60/EO u 3akoHO-
JaTeNICTBOTO, TIPHETO CBIIACHO wWieH 16 OT MocodyeHata
JUPEKTHBA.

6. 3asBICHMETO HE BKIIIOYBA PHCKOBETE 3a 3[pABETO HA YOBEKA,
MPOM3THYAIIM OT ynorpebara Ha BELIECTBOTO B MEAMIMHCKO H3/Eine
B oOxBaTta Ha upextusu 90/385/EMO, 93/42/EVIO unu 98/79/EO.

7. 3asBieHHETO 3a pa3pelleHHe ce MpHIpyKaBa OT Takcara,
M3KMCKBaHa ChINIacHO Js1 1X.

Ynen 63

IMocaenBamu 3asiBJeHHs 32 pa3penieHne

1. Ako e TomajgeHO 3asBJICHHE 3a OIpelesicHa yhoTpeba Ha
BEIIECTBO, CIEIBAIIMAT 3asiBUTE] MOXE Jla C€ MO30BE HAa CHOTBETHUTE
YacTH OT MPEIUIIHOTO 3asBICHUE, TOJAICHO B CHOTBETCTBHE C WICH 62,
naparpag 4, OykBu T), 1) U €) U 4ieH 5, OykBa a), IpU yCIOBHE dYe
CJICIBALIMST 3asiBUTEJI MMa MO3BOJICHUE OT IMPEIUIIHUS 3asBUTEN Ja ce
[I030BE Ha TE3W YACTH Ha 3asBICHHETO.

2. Ako e W3NaJeHO pa3pelleHHe 3a OmpeseneHa yroTpeba Ha
BEIIECTBO, CIEIBALIMAT 3asBUTEN MOXKE J]a CE M030BE€ Ha CHOTBETHHTE
9acTH OT MPEIUIITHOTO 3asBICHUE, MOAAJCHO B ChOTBETCTBUE C UIlieH 62,
naparpad 4, OykBU I), 1) U €) U wieH 5, OyKkBa a), IpU YCJIOBHE 4e
CIEeIBAIIMAT 3asBUTEN WUMa MO3BOJEHHME OT TpUTEXaTens Ha
pa3pelIeHneTo Ja ce Mo30Be Ha TEe3M YacTH Ha 3asBICHUETO.

3. Ilpenu nozoBaBaHe KbM IIPEAUIIHOTO 3asBJIEHHE B CbOTBETCTBUE C
naparpagu 1 u 2 cieBamuAT 3asBUTEN aKTyalu3upa uHdopmaruara B
OPHUTHHAIIHOTO 3asBIICHHE, aKO € HEOOXOJIMO.
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Ynen 64

IIpouenypa 3a B3eMaHe Ha pelleHUsI 3a pa3pelieHue

1. Areniusra MOTBBpPIKJAAaBa JaTaTa Ha IOJydaBaHEC Ha 3asBJICHUCTO.
KomurernTe Ha AreHiusra 3a OIICHKAa Ha pHCKa MU 3a COIIMAIIHO-UKOHO-
MUYCCKH aHAJIU3 AaBaT CBOUTC IMPOCKTOCTAHOBUIIA B PAMKHUTC Ha JACCCT
MeEcCela OT Jarara Ha IOJy4YaBaHC Ha 3asABJICHUCTO.

2. AreHuusTa npeAocTaBs Ha pPAa3MOJIOKEHHE Ha CBOSTa HMHTEPHET
cTpanuna oOma WHpOpMaIUs 3a yrnoTpeOuTe, 3a KOUTO ca Owin
HOJIyYeHU 3asdBICHHS U 3a MpepasriekaaHe Ha pa3pellcHusi, KaTo
B3eMa mpeasun wieHose 118 u 119 3a mocrbna no mHPOpMAIMs, KaTo
MIOCOYM KpaeH CPOK 3a IIOJaBaHe HAa WH(OpPMANWs 3a alTePHATHBHH
BEILIECTBA WM TEXHOJOTHH, KOSTO MOXKE Ja ObJe MoJajeHa OT 3auHTe-
pecoBaHU TPETH CTPaHU.

3. Ilpm HW3TOTBSHETO HA CBOETO CTAaHOBHWIIE BCEKH OT KOMHTETHUTE,
nocoueHn B maparpad 1, TBpPBO IpoBepsBa JalM  3asBICHHUETO
BKJIIOYBA Iis1ata WH(OpMAaIMs, MmocoueHa B 4WieH 62, B paMKUTE Ha
TEXHUTE KOMIIETEHIMH. AKO € HeO0OXOJAMMO, KOMHMTETUTE CJe
KOHCYNTallusi TIOMEXAY CH OTIHPaBsIT CHBMECTHO HCKaHE KbM
3asiBUTEIIS 3a JOMBIHUTEIHA HHPOPMAITHS, 32 J1a IPUBE/IAT 3asBICHUETO
B CHOTBETCTBHME C M3MCKBaHUATA Ha wieH 62. KoMUTETHT 3a cOLMAIHO-
MKOHOMMYECKH aHali3 MOKE, aKO CYeTe 3a HEOoOXOIMMO, J1a M3UCKa OT
3asIBUTEIIS WIM Jla IPUKAHU TPETH CTPAHM Ja MPECTABIT B pAaMKHUTE Ha
ompeJiesieH MepHoj  OT BpeMe JONbJIHHUTENHA HH(popManus 3a
Bb3MOXKHUTE aQJITEPHATHBHU BEIIECTBA WJIM TEXHOJOruu. Bceeku
KOMHTET CBIIIO TaKa B3eMa MpEABH]] BCSKa MHPOPMAIHs, MPeI0CTaBeHA
OT TPETU CTPaHHU.

4. HpOCKTOCTaHOBI/IH.[aTa BKJIHOYAT CICOHUTE CIICMCHTHU!

a) Komurer 3a omeHka Ha pHCKa: OIEHKa Ha PHCKa 3a 37paBeTO Ha
4OBEKa W/WIM OKOJHATa cpela, Ipou3THYall OT yrnorpebara(ure)
Ha BEIIECTBOTO, BKJIFOUHTEIHO IIeNechoOpa3sHOCTTa U e(eKTHBHOCTTA
Ha MEpKHTE 3a yIpaBlICHHE Ha pHCKA, KAaKTO € OIMCAHO B 3asiB-
JIEHHeTO W, aKO € YMECTHO, OLIEHKa Ha PUCKOBETE, MPOU3THYAIIH
OT BB3MOXKHH aNTEepHATHBN;

6) Komurer 3a corpanHO-MKOHOMUYECKH aHAIN3: OIIEHKA Ha COIHATHO-
UKOHOMHYECKHUTE (DaKTOPH M JIOKOJIKOTO Ca HAIMYHH, MOIXOMSANIH U
TEXHUYECKU TPWIOKUMHU alTepPHATUBHUTE, CBBP3aHH C ymoTpeda-
Ta(MTE) Ha BELIECTBOTO, KAKTO € OIMCAHO B 3asBICHHETO, KOraTo
MOCJIETHOTO € HANpPaBEHO B ChOTBETCTBUE C WieH 62 U BCsika HHPOP-
Mamnusi, MpefocTaBeHa OT TPETH CTpaHH ChriacHo maparpad 2 oT
HACTOSIIUS YIEH.

5. AreHuusTa H3Ipalia TE3W NPOEKTOCTAHOBUILA HA 3asgBUTEINS JIO
Kpas Ha Cpoka, ompezeieH B maparpad 1. B pamkure Ha eamH Mecer
OT TMOJy4aBaHETO Ha IPOEKTOCTAHOBMILETO, 3aSBUTEIAT MOXKE Ja
IpeJCTaBl IMUCMEHO HW3BECTHE, Y€ JKejlae Jia HalpaBH KOMEHTap.
IIpoekToCcTaHOBHIIETO €€ CuMTa 3a IOJy4eHO 7 JHH Clel Karo
AreHnusTa TO € M3MpaTuia.

AKO 3asBUTENAT HE Kellae J1a HallpaBU KOMEHTap, ATEHIMATa U3Ipalia
Te3u craHoBuma a0 Komucusara, nbpiKaBUTE-WwIEHKM M 3asBUTEIS B
pamMkuTe Ha 15 AHU OT Kpas Ha IEepUOJa, B KOHTO 3asBUTENAT MOXKE
Jla KOMEHTHpa WM B paMKUTE Ha 15 THM OT MOJyuyaBaHETO HAa U3BECTHE
OT 3asBUTEJIS, Y€ TOH He Bb3HAMepsiBa Ja HallpaBU KOMEHTap.

AKO 3asBUTEIAT XKejlae Ja KOMEHTHpPA, TOM H3Ipalla CBOsATa IHCMEHa
apryMeHTaIus 10 AreHuusra B paMKUTe Ha 2 Mecela OT [0JIy4aBaHeTo
Ha mpoekTocTaHoBumieTo. KomureTure pasriiexaaT KOMEHTapuTe H
IpueMaT CBOUTE OKOHYATEJIHU CTAHOBHUILA B PaMKHUTE Ha 2 Mecela oT
MOJy4aBaHETO Ha MHMCMEHaTa apryMEHTallMsl, KaTo B3eMaT MPeJBHU]l Ta3u
apryMeHramus, Korato € yMmecTHo. B pamkure Ha ome 15 aHun
AreHIuATa WU3Mpalla CTAHOBUINATA, C IPUIOKEHATa IHCMEHA apry-
MeHTauus 10 Komucusra, AppKaBUTE-WICHKH U 3asBUTEIIS.
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6.  AreHuusara ompejaens B cboTBeTcTBHE ¢ wieHoBe 118 m 119 kou
YacTH OT HEHHUTE CTAHOBUINA M KOW YacTH OT BCHYKH IPHIOKEHHS,
ciesBa Ja ObAaT JOCTBHIIHU 3a OOLIECTBEHOCTTA HA HEHHATa UHTEPHET
CTpaHUIIA.

7. B ciyuante, oOxBaHaTH OT wieH 63, maparpad 1, AreHuwmsra
pasriexia 3asBICHMATAa 3a€IHO, NPU YCJIOBHE Y€ KpailHUTE CpPOKOBE
3a IIBPBOTO 3asBJIICHWE MOTAT Ja OBJaT CIa3eHu.

8. KommucusaTa moaroTssi MpoeKTOPENICHUE 32 pa3pelIeHHe B PAMKHTE
Ha TPHM Mecela CJeJ IOJyYaBaHETO HA CTAHOBMINATA OT ATCHIHATA.
KpaiiHoTo pelieHune, qaBaiio WM OTKa3Balllo Pa3pellcHHE, Ce B3eMa B
CBHOTBETCTBHE C TpoleaypaTta no wieH 133, maparpad 3.

9.  Pestomerara Ha pemenusita Ha Komucusara, BKIIOYUTETHO HOMEPA
Ha pa3pelieHHeTO M IPUYMHUTE 3a PELICHUETO, OCOOEHO KOraro
CBIIECTBYBAT IMOAXOMSIIM AITEPHATHBU ce MyOnuKyBaT B Oguyuanen
séecmuukx na Egponelickusi ¢vio3 U Ja ca JOCTBITHU 32 OOIECTBEHOCTTA
B Cch3AajeHara 0a3a JaHHH, KaTo ce MOJAbP)KAT B aKTyaJIHO ChCTOSHHE
0T AreHuusTa.

10. B ciyuaute 1o wieH 63, naparpad 2 KpalHUST CPOK, OMpEIeiIcH
cbriacHo maparpad 1 oT HAacTOSIIMS WIEH, ce ChbKpalllaBa Ha 5 Mecela.

1J7I4BA 3

Pa3pemeuu}l 6b6 éepucama Ha oocmaexu

Ynen 65

3aabiKeHHe HA NPHUTeKaTeJIMTe HA pa3pelleHus

[Mputexxatenn Ha paspelieHne, KAaKTO W MOTPeOUTeNHn Hajgoly II0
Bepurata no wieH 56, maparpad 2, BKIIOUMTENHO W 3a BelllecTBaTa B
» M3 cmec «, TpsOBa na BKIIOYBAT B €THKETAa HOMEpa Ha paspelie-
HHMETO, mnpeau BemecTBoto uanm P M3 cmecra €,  chabpKaml
BEIIECTBOTO, Ja ObJe MyCHATO Ha Iaszapa 3a paspelicHa ynorpeba, 0e3
Jla IPOTUBOPEYH Ha m3uckpaHusTa Ha P M3 Jlupexrusa 67/548/EMO n
Pernament (EO) Ne 1272/2008 4«»>M3 ——— «. Tosa ce
npaBU He3a0aBHO, Clie]l KATO HOMEPHT Ha pa3pelleHueTo € OWl mpen-
OCTaBEH Ha pa3MOJIOKEHUE Ha OOLIECTBEHOCTTAa B CHOTBETCTBUE C UJICH
64, nmaparpad 9.

Ynen 66

IHoTpeduTenn HagoJly MO Bepurara

1. TIlorpeburenn HamoTy IO BepHraTa, YIOTpeOsSBAaIIM JaJCHO
BEILIECTBO B CBHOTBETCTBHE C wieH 56, maparpad 2, HoTHduUUMpaT
ATeHIIMATa B paMKATE Ha 3 Mecema OT IIbpBaTa JOCTaBKa Ha
BEIIECTBOTO.

2. AreHuumsiTra ch3AaBa M MOAABPXKA AKTyalleH PETUCTBP HA MOTpeOH-
TENUTe HAIOJNy MO BEpHrara, KOUTO ca HANpaBWiIM HOTH(HUKALIUS B
cboTBeTcTBHE ¢ maparpad 1. AreHnusara ocurypsiBa AOCTBII IO TO3U
pPETUCTBP Ha KOMIETEHTHUTE OPTaHU Ha JbP)KaBUTE-UJICHKH.
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JUSUT VI

OI'PAHUYEHHUSI HA TIIPOU3BOACTBOTO, IIYCKAHETO HA
ITABAPA U YIIOTPEBATA HA  OIIPEJAEJIEHU  OIIACHH
BELIECTBA, » M3 CMECHU <« U U3JAEJIUSA

IJIABA 1

O6wu nonoxcenus

Ynen 67

O0mm paznopendu

1. BemecTBo B camocTosATeNeH BuA, B M3 cmec € unu B u3jenue,
3a koeto B npuiokeHre XVII ce cpappka orpaHuueHue, He TpsiOBa ja
Obze IPOU3BEXKIAHO, IyCKAaHO HA Ia3apa WM YHOTPeOsSBaHO, OCBEH aKo
HE OTroBaps Ha M3UCKBaHMATA HAa TOBAa OrpaHUYeHHe. ToBa He ce
OTHAcCs 3a NMPOU3BOJICTBOTO, ITYCKAaHETO Ha Ias3apa WM yrnoTpedara Ha
BEIIECTBO, M3IMOJ3BAaHO 3a HAayyHOU3CJIEJNOBaTeJCKa W  pa3BoOiiHa
nerHoct. Ilpunoxenue XVII ompenens ganu OrpaHUYEHHETO HE Ce
npuiara 3a Hay4dyHOM3CIIE[OBaTelICKa M Pa3BOMHA JIEHHOCT, CBbp3aHa C
MIPONYKTH U MPOLECH, KAKTO U MaKCHMAaTHOTO KOJIHYECTBO, OCBOOOIECHO
OT OTrpaHHUYEHUSATA.

2. Tlaparpadp 1 He ce mpuiara 3a ymoTpedaTa Ha BelIECTBa B
KO3METHYHHU MPOAYKTH cbhritacHO [upexTtuBa 76/768/ENO c ornen orpa-
HUYEHUSTA, OTHACAIIM C€ J0 PHCKOBETE 3a 3APAaBETO HA YOBEKA B
obXBaTa Ha Ta3W AWPEKTHBA.

3. Jo 1 rorn 2013 1. Besika 1bprkaBa-uiIeHKa MOKE Jia 3aa3d BCUYKH
CBUIECTBYBALIM U IIO-CTPOTM OIPAHUYEHUS BBB BPB3Ka C IPUIIOKEHUE
XVII 3a npousBOACTBOTO, IIyCKAaHETO Ha Ia3apa WM yHnoTpeOara Ha
BEIIIECTBO, MPU YCIOBHE Y€ TE3HW OrpaHWYeHHs ca OMIM HOTU(DUIMPAHU
cerimacHo Jlorosopa. KomucusTa chcTaBs U MyONIMKyBa CIHCHK HA TE3H
orpanmueHus 1o 1 rorm 2009 T.

IJIABA 2

Hpouec Ha ocpanuuvaeane

Ynen 68

B'bBe)RIlaHe Ha HOBU M UBMCHEHHE HA CHIIECTBYBAlllM OIrPaAaHUYCHUSA

1. Tlpm Hanuuue Ha HENPHUEMIIMB PHUCK 3a 3[paBETO HAa YOBEKA WU
OKOJIHaTa Cpeaa, MPOM3THYAN] OT IPOU3BOACTBOTO, ymoTpedara WIIN
MyCKAaHeTO Ha Ta3apa Ha BElIeCTBa, KOWTO M3MCKBA MpeanpHeMaHe Ha
Mepku Ha paBHuile Ha OOmHocTTa, npuioxenne XVII ce u3mens B
CHOTBETCTBHE C TIpOLEAypaTa, ycraHOBeHa B wieH 133, maparpad 4,
qpe3 MpPUEMAaHCTO Ha HOBU OTPAHUYCHHUS WJIM U3MEHCHHUCTO Ha CHUICCT-
BYBaIll OrpaHUYeHus B mpuiokenne XVII 3a mpom3BoAcTBOTO, yHOT-
pebara WM MyCKAaHETO Ha Ma3apa Ha BEIeCTBA B CAMOCTOSITENICH BHI, B
» M3 cmecu € miu B M3eNMs B CHOTBETCTBHE C IIpOLEAypaTa,
mocovyeHa B 4ieHoBe 69—73. Besko TakoBa pelieHHE B3eMa MpeIBUJ
COLIMAJTHO-MKOHOMUYECKOTO BB3CHCTBHE HA OrPAaHUYCHUETO, BKIIIO-
YUTETHO HAJMYMETO Ha alTepPHATHBH.

[TbpBaTa anMHes He ce NpUiara 3a ynorpedara Ha BEIIECTBO, KOETO
[PE/ICTABIsIBA M30JIMPAH Ha IUIOLIAJKATAa MEXKIMHEH MPOIYKT.
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2. 3a OTHEeNHO BEILIECTBO, BEUIECTBO B CMEC WJIM B H3JIENHE, KOETO
OTroBapsi Ha KPUTEPUHTE 3a KIAaCH(HUIUpPaHEe B KJIACOBETE Ha OMACHOCT
KaHI[EPOTeHHOCT, ~MYTareHHOCT 3a  3apOJMIIHUTE  KIETKH WU
TOKCHYHOCT 3a peNnpoayKiusTa, kareropuss 1A wimm 1B, koero Owm
MOIJIO Jia ObJie M3II0J3BaHO OT moTpeduTens u 3a koeto Komucusara e
NpeUIOKUIa OrpaHUuYeHUs] 3a ymnorpedaTa My OT MOTpPeOHUTeNH,
npunoxkenne XVII ce u3MeHs B CHOTBETCTBUE C IMpoleaypara,
nocoueHa B wieH 133, maparpad 4. UnenoBe 69—73 He ce mpuiarar.

Ynen 69

H3rorBsine Ha NnpeaIoKeHue

1. Axo Komwucwusra cuura, 4e Npou3BOACTBOTO, IIyCKAaHETO Ha Mazapa
Wi yrnorpebaTa Ha JaJ€HO BEIIECTBO B CAMOCTOSITENICH BHI, B
»M3 cmec € uaM B U3JENME, NPEJCTaBsABa PHCK 3a 3/paBETO Ha
YyOBEKa WM OKOJHAaTa cpeja, KOWTO He € aJeKBaTHO KOHTPOJIUPaH U
Tpsi0Ba na OBJAT MPEONPHETH ASHCTBHS, TS W3UCKBA OT ATreHIMATa 1a
U3TOTBM  JIOCH€, KOETO Ja CHOTBETCTBA Ha M3HCKBaHUATA Ha
npuioxenne XV.

2. Cnen nmarara, mocodeHa B wieH 58, maparpa¢ 1, Oyksa B), 1) 3a
BEIIECTBO, BKIFOUEHO B mpriioxkenne XIV, AreHimsra pasriexia Jaiu
yrnoTpebaTa Ha TOBA BEUIECTBO B M3ZEIHS MOPaX/a PUCK 3a 3/IpaBETO Ha
YOBEKa WJIM OKOJIHATA Cpeflad, KOWTO HE € KOHTPOJIHMPaH alIeKBaTHO. AKO
ATeHIMATa CUMTa, Y€ PUCKBT HE € KOHTPOJIHPAH aeKBATHO, TSI U3rOTBS
JIocHe, ChOTBETCTBAIO HA W3MCKBAHMATA HA TPUIIOKeHHEe XV.

3. B pamkxure Ha 12 Mecema OT IOJNy4YaBaHE Ha HCKAHETO OT
Kommucnsara B maparpad | m ako ToBa JOCHE IOKake HEOOXOIMMOCT
OT IIpeAllpUeMaHe Ha MEPKH Ha OOIIHOCTHO paBHUILE, OCBEH BeYe Ipea-
TPHETHTE MEPKH, ATCHIUATA TpeJIara OrpaHWIeHUs C IIeN Ja 3arodHe
HpolleC Ha OrpaHHYaBaHE.

4. Axo [fangeHa Jpp)KaBa-WwIGHKAa CYHWTA, Y€ IPOU3BOJCTBOTO,
MYCKaHETO Ha Ma3apa WM ynorpebdara Ha ONpEAEJCHO BEUIECTBO B
camocrosiTeneH Bui, B M3 cmec € mimm B u3zenue NPENCTaBIIABA
pHCK 3a 34paBeTO Ha 4YOBEKAa WJIM OKOJIHATa cpeja, KOHTO He ¢
aJICKBATHO KOHTPOJHpAH W TpsOBa Aa ObAAT MPEANPHUETH ACHCTBHS,
T HOTH(UIMpa ATrCHIHUATA, Y€ BB3HAMEpsBA Jla H3TOTBU JOCHE,
KOCTO OTFOBapH Ha MH3UCKBAaHHATA Ha CBOTBCTHUTC pa3)16n1/1 HaA
npuinokenne XV. AKO BeIIeCTBOTO HE € BKIIOYEHO B CITHCHKA,
MOJUIbpXKaH OT ATEHIMsTa, TOCOYeH B mnaparpad 5 OT TO3M dJeH,
IbpKaBaTa-4wIEHKAa WM3TOTBSI JIOCHE, KOETO Ja CHhOTBETCTBA HA H3UCK-
BaHUATA Ha mnpuioxeHue XV B pamKuTe Ha 12 mecena oT HOTU(H-
KalusaTa 10 AreHiusaTa. AKO ToBa JOCHE JOKaxke, 4ye € HEoOXOIUMO
Jla ce MpearprueMarT MEpKA Ha OOIIHOCTHO pPaBHHUINE, OCBEH BEYEe MpE-
MPUETHTE MEPKH, JbpXKaBaTa-4JieHKa o MpeJlocTaBsi Ha ATCHIUSATA BbB
(dhopmara, mocoueH B NMpuIokeHue XV, ¢ el Ja ce 3al0vHe Mpoleca Ha
OrpaHUYaBaHE.

AreHIMATa WM [Ibp/KaBUTE-UICHKH C€ I1030BaBaT Ha BCAKO JIOCHE,
JOKNIaJg 3a 0E30MacHOCT HAa XMMMYHOTO BEIIECTBO WM OLEHKAa Ha
pucKa, OJAJCHU B ATCHIMATA WM AbPKABA-4JIEHKA, B CbOTBETCTBUE
C HACTOALIMA pErVIaMEeHT. ATEHLUATa WIM ABbPKaBUTE-YIEHKU CBIIO
Taka Cce I030BaBaT Ha BCAKA CHOTBETHA OLICHKA HA PHUCKA, IPEACTaBEHA
3a LEJUTE Ha APYrM perjlaMeHTH Wi JupektuBd Ha OOmHocTTa. 3a
Ta3y LN APYTM OPraHu KaTo areHIMH, Chb3AaJCHH ChC 3aKOHOIATENICTBO
Ha OOIHOCTTa W W3IBIHABAIIM IIOJOOHM 3a/adud, IIPEHOCTABST
uHpopmarys Ha AreHuusTa WIM Ha BBIPOCHATAa AbpiKaBa-4JICHKA IIPU
TIOMCKBAHE.
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KomurersT 3a omenka Ha pucka ¥ KoMHUTETBT 3a COLMAIHO-MKOHO-
MHUUYECKM aHAJIU3 [IPOBEPSIBAT Jajld HNOAALAECHOTO JIOCHE ChOTBETCTBA HA
U3UCKBaHUATA Ha npuioxenue XV. B pamkute Ha 30 AU OT naraTa Ha
MONy9aBaHETO CBOTBETHHAT KOMHTET HH(OpMHpa ATCHIHATA HIH
Ibp)KaBaTa-4JeHKa, Ipeaarama OrPaHUYEHHs, OTHOCHO CBOTBETC-
TBUETO Ha JOCHETO. AKO JIOCHETO He OTroBaps Ha W3UCKBaHMATA,
[OPUYUHUTE C€ MPEACTaBAT I[UCMEHO Ha AreHuuara WId Ha
IbpKaBaTa-4IeHKa B PaMKUTe Ha 45 IHU OT JaraTa Ha IOJIy4yaBaHETO.
AreHLUATa WK IbpKaBaTa-4IeHKa B paMkuTe Ha 60 IHU OT JaraTa Ha
Nojy4aBaHe Ha npuuuHuTe oT KomureTure nmpuBekaa JOCHETO B ChOT-
BETCTBHE, B IIPOTUBEH Clly4ail, IIpolieflypara 110 HAcTOsALIaTa IJaBa ce
npekparsaBa. AreHuusra OyOlUKyBa HE3a0aBHO HAMEPEHHETO Ha
Komucusara nnm Ha JIbpkaBa-djeHKa Jja 3all04HE IpoLeaypa MO orpa-
HUYAaBaHE Ha OMNpPEJEICHO BEImIeCTBO M HH(OpPMHpa Te3H, KOUTO ca
MOJallM PEerucTpanys 3a TOBa BELECTBO.

5. AreHuusTa TpsiOBa Ja MOINbpPXKA CIIUCHK Ha BEIIECTBA, 38 KOUTO,
ce IUTaHUpa WM Ce M3TOTBS JJOCHE, CHOTBETCTBAIIO HAa M3MCKBAHUATA HA
npuwiokeHue XV WM OT CTpaHa Ha ATEHLUATA, WIN IbpKaBa-uJIeHKa
3a LEJUTE Ha MPEUIOKEHO OrpaHuuYeHHE. AKO JaJeHO BELIECTBO € B
CIHCBHKa, HE Ce M3TOTBS JIPYro TaKoBa JOCHE. AKO CBIIECTBYBAIO Orpa-
HUYEHHe, BKIOYeHOo B mpuioxkenue XVII, e mpennoxkeHo 3a mpepas-
TIIeKAaHe OT AbprKaBa-WwICHKA WM OT ATEHIHUSATa, TO PEelIeHHe OTHOCHO
TOBa Ce B3eMa B CHOTBETCTBHE C IpoOlle/ypara, nmocodyeHa B wieH 133,
naparpad 2, Bb3 OCHOBa Ha NPEACTABEHH OT IbprKaBaTa-dJeHKa WIN
AreHuusTa J10Ka3aTeicTBa.

6. be3 ma ce sacsrar wienose 118 m 119, Arenmmsara He3abaBHO
OocUrypsiBa OOILIECTBEH JOCTHII Ha CBOSATAa HWHTEPHET CTpaHHMLA 0
BCHYKH JIOCHETA, OTTOBapsI HAa W3UCKBAHMATA Ha TpUIIOKeHHEe XV,
BKJIFOYMTEJIHO TNPEJUIOKEHUTE OTpaHUYeHUs chrilacHo naparpadu 3 u 4
OT HACTOSILMS 4YJICH, KaTO SCHO I0COYBa Jararta Ha IyOJIMKyBaHe.
ATreHIUsTa KaHH BCHYKH 3aWHTEPECOBAHH CTPaHH B pPAMKUTE Ha 6
Mecena OT Jjarara Ha MyOJMKYBaHETO Ja MPEJCTAaBAT MOOTACTHO WU
CBBMECTHO:

a) KOMEHTapH IO J0CHeTaTa U MPEUIOKEHUTE OTpaHHUYCHUS;

0) coLMATHO-UKOHOMHYECKH aHalIW3 Ha TNPEUIOKECHUTE OrPaHUYCHUS
Wi uHPOpPMANKs, KOSATO MOXE Ja IO JOIBJIHH, pasriexaaia
MPEeJUMCTBATa M HEJOCTATHLUUTE Ha TNPEAJIOKCHUTES OTpaHHYCHHS.
Toif orroBapss Ha M3NCKBaHHATA HA TpuioxkeHne XVI.

Ynen 70

CranoBuie Ha Arennusita: Komurer 3a oneHka Ha pHucka

B pamkure Ha 9 Mecela OT qarara Ha MyOIMKyBaHE, IOCOYCHA B WiCH 69,
naparpad 6, KoMUTeTHT 3a OlleHKa Ha PUCKA U3TOTBSI CTAHOBHIIIE OTHOCHO
TOBA JIAJTH TIPEAJIOKCHUTE OrPAaHUYCHHUSI Ca TOXOISIIH 32 HAMAaJIsIBaHE Ha
pHCKa 3a 3/[paBeTO Ha YOBEKa /WM OKOJIHATA Cpe/id, OCHOBAHO HA CHOO-
paxeHHsITa My [0 CBOTBETHHTEC YacTH Ha jJocueTo. ToBa CTAaHOBHIIE
OTYWTa JOCHETO HA JbPKABATA-WICHKA WM JOCHETO, HU3TOTBEHO OT
AFGHLll/IﬂTa 10 UCKAHEC Ha KOMI/ICI/IﬂTa, U TJTICAHUTE TOYKU HA 3aUHTCPECO-
BaHUTE CTPaHH, IOCOYCHU B WieH 69, maparpad 6, Oyksa a).
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Ynen 71

CraHoBulle HA AreHumsTa: KoMuTeT 32 CONMATHO-MKOHOMUYECKH
AaHAJIU3

1. B pamkute Ha 12 Mecena ot jarata Ha MmyOJMKyBaHe, MIOCOYCHA B
wieH 69, naparpad 6, KomMuTeThT 32 COUMAIHO-MKOHOMHYECKH aHAJIN3
W3rOTBSl CTAHOBMILE MO TIPEAJOKEHUTE OrpaHUYCHUs, OCHOBAaHO Ha
ChOOpakeHHATa MYy I10 CHOTBETHHTE YacTH Ha JIOCHETO M COLMAJIHO-
MKOHOMUYECKOTO BB3JIeHCTBHE. TOH H3roTBs NPOEKTOCTAaHOBHUIIE IIO
MPE/UIOKEHUTE OrPAaHMYCHHUS W CBBP3aHOTO C TAX COLMAIHO-UKOHO-
MHYECKO BB3ACHCTBHE, KATO B3e€Ma MPEABHJ aHAIMW3UTE WM HHPOpMa-
IUSITA, TOCOUCHA ChITIACHO B WieH 69, maparpad 6, OykBa 0), ako uMa
TakuBa. AreHuusATa He3a0aBHO ITyOJIMKyBa HPOEKTOCTAHOBUILETO Ha
CBOSITA WHTEPHET CTpaHMIA. ATCHIHUATA TPUKAHBA 3aMHTEPECOBAHHUTE
CTpaHM Ja IpPEACTaBAT CBOUTE KOMEHTapu I10 IPOEKTOCTAHOBHUILIETO,
HE T0-KbCHO OT 60 AHU ciiesl yOIuKyBaHe Ha TOBA IPOEKTOCTAHOBHIIE.

2. KomuTerpT 3a COLUMATHO-UKOHOMHYECKH aHaIM3 He3a0aBHO
mpueMa CBOSTO CTAaHOBHWIIE, KaTO B3eMa MPEIBUJ, KOTato € YMECTHO,
HOJly9CHHTE B pAMKUTE HA OMNPEACICHUS] CPOK  JOIBJIHUTCIHH
koMeHTapu. ToBa craHOBHINE B3eMa TPEIBHI KOMEHTapuTe U
COIMATHO-UKOHOMUYECKUTE aHAIM3H Ha 3aWHTEPECOBAHUTE CTPaHH,
MPEICTaBEHU ChIVIACHO wieH 69, maparpad 6, OykBa 0) u 10
naparpad 1 OT HACTOSIIMS YIICH.

3.  Koraro cranoBumero Ha Komurera 3a oleHka Ha pucka ce
pa3nnuyaBa 3HAYUTENHO OT NPEAJOKECHHUTE OrpaHUYECHHUs, ATEHIUSTa
MOXK€ Ja OTJIOKM KpaWHHsl CpoK 3a crtaHoBumiero Ha Komurera 3a
COLIMAJTHO-MKOHOMUYECKH aHAIN3 ¢ MakcuMyM 90 nHU.

Ynen 72

IIpencraBsine na cranoBuule npex Komucusita

1. Arenuumsra He3abaBHO mpencraBs Ha Komucusra craHOBHIIAaTa Ha
KOMUTETHUTE 3a OLIEHKA Ha PUCKA U 33 COLMAHO-MKOHOMHUYECKU aHAIU3
OTHOCHO OTPaHUYEHUSTA, MIPEAJOKEHH 32 BELIECTBA, B CaMOCTOSTEICH
Bua, B M3 cmecn € uam B m3jenusA. AKO €IMHHUAT WIM M JBaTa
KOMUTETa HE W3rOTBAT CTAHOBUINE B PAMKUTE HAa KpalHUS CPOK,
ompenenieH B wieHoBe 70 u 71, maparpad 1, AreHuusita wH(GOpMHUpa
cboTBeTHO Komucusra, kato 00sCHsABA IMPUUYUHUTE.

2. be3 nma ce 3acsarar uienoBe 118 u 119, AreHnusra He3abaBHO
myOlMKyBa CTaHOBHINATA Ha JiBaTa KOMHTETa Ha CBOSATA MHTEPHET
CTpaHHIIa.

3. AreHuusTa npenoctaBs Ha Komucusta w/uian Ha JbpikaBa-4ieHKa
[IpY TIOMCKBaHE BCUYKU JIOKYMEHTH M JIOKA3aTeJCTBA, NMPEIOCTABEHU U
WIN pasrieJaHd OT Hesl.

Ynen 73

Pemenne na Komucusita

1. AKO ycloBHSTAa, YCTaHOBEHH B WieH 68, ca W3IMBIHEHH,
Komucusta wusrorss mnpoexkronsmMeHeHue Ha mnpuiokenue XVII B
pamkuTe Ha 3 Mecema OT TIOJy4YaBaHETO Ha CTAHOBHUINIETO Ha
Komurera 3a conuanHO-HKOHOMHYECKH aHAIW3 WM JI0 Kpas Ha CpOKa,
YCTaHOBEH B WieH 71, ako TO3M KOMHUTET HE € W3TOTBHWJI CTAaHOBHIIE,
KOETO OT JBETE € IMO-pPaHo.

Koraro mpoekTbT Ha U3MEHEHUE CE OTKJIOHSBA OT OPUTMHAIHOTO IPEA-
JO’KEHME MM aKO He ca B3eTH IPeABUJ CTaHOBUIATA HA ATEHLUATA,
Komucusara npunmara noapoOHO OOSCHEHHE OTHOCHO NPHYMHHUTE 32
pasIn4mATa.
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2. OKOHYATEIHO pelIeHHE ce B3eMa B CHOTBETCTBHE C MPOLEypaTa,
nocoueHa B wieH 133, maparpad 4. Komucusra usnpaiia npoeKTon3mMe-
HEHHMETO Ha JIbpIKaBUTE-4JICHKH Hai-Maliko 45 JQHU Tpean IiacyBaHETo.

JUSUT IX

TAKCH U IVIAINAHUSA

Ynen 74

Takcn ¥ mIAIAHUA

1.  Takcute, KOUTO Ce M3HCKBAT B CHOTBETCTBUE C WiICH 6, maparpad
4, unen 7, maparpadu 1 u 5, unen 9, maparpad 2, wien 11, naparpad 4,
uieH 17, naparpad 2, unen 18, naparpad 2, unen 19, naparpad 3, unen
22, maparpad 5, wieH 62, maparpad 7 u unen 92, maparpad 3, ce
OIIpe/IeNAT ¢ peraaMeHT Ha KoMmucusTa, IpueT B ChbOTBETCTBUE C MPOIIe-
nypara, mocouena B wieH 133, maparpad 3, mo 1 ronu 2008 r.

2. He TpsbBa nma ce miama Takca 3a PErHCTpallUdsi Ha BELIECTBO B
kosmyectBO OoT 1 g0 10 ToHa, KOraTto perucTpanuoOHHOTO JIOCHE
ChIbpKa IsIaTa WHPopManus B npuioxkenue VII.

3. Crpykryparta u pa3MepbT Ha TaKCHUTE, IOCOUEHH B maparpad 1, ce
OIIpEeNAT, KaTo ce B3eMe NpelBH[ paboTara, KOATO Ce W3UCKBa Ja
Obie Wu3BBPIICHA OT ATEHIMATAa M KOMIIETCHTHUS OpraH CbIJIaCHO
HACTOSIIIUS PEerJIaMeHT, M ce (UKCHpaT Ha TakoBa HUBO, Ha KOETO Ja
rapaHTUpaT, 4€ NPUXOABT IOJIYyYeH OT TAX, KOraro ce KoMOHMHUpa ¢
JIpYrd W3TOYHHLM Ha MNPUXOAM Ha ATreHIMATa ChIVIacHO wieH 96,
maparpad 1 e mocraThueH a TOKpUE Pa3XOIUTE IO INPEIOCTABEHUTE
ycayru. TakcuTe, ONpeneneHd 3a PerucTpalus, ce OMpeiessiT KaTo ce
B3eMa mpeaBua padoraTa, KOSTO MOXe Ja ObJe M3BBPIICHA, CHITACHO
s VI

B ciyyante no wien 6, naparpad 4, uien 7, naparpadu 1 u 5, wien 9,
naparpad 2, wien 11, naparpad 4, unen 17, maparpad 2 u uneH 18,
naparpad 2, cTpykTypara U pa3MepbT Ha TaKCHTE Ce OIpEeIes, KaTo ce
B3eMa IPEJBUJ TOHAKHUAT O00XBAaT, B KOWTO BEIIECTBOTO € peruc-
TPHUPAHO.

BbB BCHUKH Cilydau ce ONpejeis HaMaleHa Takca 3a MaJKH M CPCIAHU
npeanpusitust (MCIT).

B ciyudas no uien 11, maparpad 4 cTpykTypaTa U pa3MepbT Ha TaKCUTE
ce OmpejessT, KaTo ce B3eMa NpeABHJ Jand HHpopMaiusTa ¢ Ouia
[0JaJeHa CbBMECTHO WIHM IIOOTIEIHO.

B cmyuyail Ha uckaHe, HampaBeHO mo wieH 10, OykBa a), Xi), CTpyk-
TypaTa M pa3sMepbT Ha TAKCHUTE CE OMPENENAT, KaTo Ce B3eMa MPEIBH
paboTaTa, U3UCKBaHA OT ArEHIMATA 110 OLEHKAa Ha OOOCHOBKATa.

4.  PernmameHTbT, IOCOYEH B maparpad 1, ompenens oOCTOsTENCTBATA,
MPU KOUTO YacT OT TAKCUTE C€ MPEBEX/]a Ha ChOTBETHHS KOMIETCHTCH
OpraH Ha Jbp)KaBaTa-dJICHKA.
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5.

AreHIusTa MOXKE Ja ChOMpa IUIalaHus 3a JPYrd YCIIyTH, Mpeaoc-

TaBCHU OT HCH.

L.

JUIT X
ATEHIAS

Ynen 75

Cn31aBaHe U mpepasriieskiaHe

Cp3naBa ce EBporieficka areHIus 1o XUMHUKAJIU C 1€ yIIpaBJIeHHE

U B HIKOU Cllydad OCBHIICCTBABAHC HAa TCXHUYCCKUTE, HAYYHUTC U aAMU-
HUCTPATUBHUTC ACIICKTU Ha HACTOAIIUA PEIIIaMEHT W TapaHTHPAHC Ha
ChbIJIaCyBaHOCT Ha 06HIHOCTHO paBHUIIC BBB BPbH3Ka C TE3U ACIECKTH.

2.

a)

0)

r)

)

Arenuusita ¢ 00eKkT Ha mnpepasriexnane a0 1 ronu 2012 r.

Ynen 76

CobcraB

AreHnpsTa c€ ChbCTOH OT:

VYnpaBuTenaeH CbBET, KOWTO M3IBJIHABA OTTOBOPHOCTHTE, YCTa-
HOBEHHU B WieH 78;

W3nbIIHUTENCH  TUPEKTOp, KOWTO H3MBJIHSABA OTTOBOPHOCTHUTE
CBIJIACHO WIeH &3;

KomuTter 3a oleHKa Ha pUCKA, KOWTO OTrOBOPsI 32 M3TOTBSIHE HA
CTAaHOBHUILETO Ha ATEHUIMSATa OTHOCHO OLCHKH, 3asBICHUS 32
paspelleHue, HOPeAIOoKEHUs 3a OrpaHMYaBaHe U IPEAJOKEHHs 3a
knacuukauus M eTUKeTUpaHe cbriaacHo WPM3 nan1 Vo Ha
Pernament (EO) Ne 1272/2008 4 wu BCHYKH JAPYTH BBIPOCH,
MIPOU3THYALIM OT ACHCTBHETO HAa HACTOSIIMS PETJIAMEHT, OTHACSIIU
ce JI0O PUCKOBE 3a 3ApaBeTO Ha YOBEKA WIIM OKOJHATA Cpena;

Komurer 3a conuamHO-MKOHOMHYECKH aHaJIN3, KOWTO € OTIrOBOPEH
32 W3rOTBSIHE HA CTAHOBHIIETO Ha ATCHIMATA 10 3asBICHUS 3a
paspelieHue, NpeIoKeHUs 3a OrpaHMYaBaHE W BCSKAKBH JIPYyTH
BBIPOCH, NPOM3TUYALIM OT JICHCTBUETO HA HACTOSIIMS PETJIAMEHT,
OTHACAIIM C€ JO0 COLMAJHO-WKOHOMHYECKOTO BB3/CHCTBHE Ha
BB3MOKHHTE 3aKOHOJATEJIHU JCWUCTBHS [0 OTHOLICHHWE Ha
BEIIIECTBATA;

Komurer Ha gbpKaBUTE-4wIEHKH, KOWTO € OTFOBOpEH 3a
paspcuraBaHC Ha NMOTCHUHAJIHU pPa3jiniusg B CTaHOBUIIA IO ITPOCKTO-
peIIeHNs, TPEMIOKEHH OT ATEHIUATa WM JbPXKaBHTE-UICHKH
cbrilacHo  As1 VI u  mpepnoskeHuss 3a  MASHTH(UIMpaHe Ha
BEIIECTBA, MOPAXKIAINIM CEPHO3HO OE3MOKONHCTBO, KOHTO Ja
HoJyIeKaT Ha IpouefypaTa 3a paspellaBaHe cbriaacHo asi VII

®opyM 3a oOMeH Ha MH(pOPMALMs 3a IpHiIaraHe (HapuyaH MO-IO0Ty
»DOPYMBT™), KOWTO KOOpPIWMHHMpA Mpexara OT OpraHd Ha
JIbPXKABUTC-WICHKN, OTTOBOPHH 32 H3IBIHCHHETO HAa HACTOSIINSA
periaMeHT;

CekperapuaT, KOHTO pabOTH IOJ PBKOBOJACTBOTO Ha WM3mbiHH-
TEJIHUSL TUPEKTOp M TPENOCTaBsi TEXHUYECKA, HAyYHAa W aIMHHHUCT-
patuBHa mojakpena Ha komuterute U Dopyma, M TapaHTHpa
MOJIXO/AIIa KOOPJIUHALMS IOMEXay HMM. Tol TpsiOBa cChIIO J1a
M3BBPIIBA PaboTaTa, M3UCKBaHA OT ATEHLHUSATA IO MPOLEIypUTe 3a
MIpeBapUTEIHA PErucTpalys, PEerucTpanus M OIEHKa, KakTo M 3a
NOJrOTOBKaTa Ha PBHKOBOJCTBA, MOIAPHKKATA Ha 0a3a HaHHU H
npepocTaBsHe Ha WHpOpMAanus;
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3) ANeJaTHBEH CBBET, KOMTO B3eMa peIleHus Mo oO)KanBaHHMsS Ha
peIIeHNUs, B3eTH OT ATCHIHUATA.

2. Bceku ot Komuterure, nocoueHu B OyKBH B), T) U 1) OT naparpad
1 (HapuyaHu MO-HOINy ,,KOMHTETUTE ), © DPOPYMBT MOTar a chopMHupar
paboTHN Ipymu. 3a Ta3W LEN Te Clie/Ba Ja MpUeMaT B CHOTBETCTBHE C
TEXHUS MPOLEeypeH NPAaBUIHUK TOUYHHM Pa3rnopeadu 3a JelerupaHeTo Ha
OIIPEACNIECHN 3aJaul Ha Te3u pabOTHU IpPYIIH.

3.  Kowmurerutre u @opymMbT MOrar, ako CMETHAaT 3a YMECTHO, Ja
TBPCAT CBBET IO BAXKHHU OOIMIOHAYYHH WIH ETHIHH BBIOPOCH OT
NOJXOSIIY €KCIEPTHU M3TOUHMIIH.

Ynen 77

3apaun

1.  AreHuusta mpenocTaBs Ha JIbPXKABUTE-WICHKH M HA HMHCTH-
Tynuute Ha OOLIHOCTTAa BB3MOXKHO HaW-100pHs Hay4eH M TEXHHYECKH
CBBET OTHOCHO BBIIPOCH, CBBP3aHM C XMMHUKAJIH, KOUTO Ca OT HEHHaTa
KOMIIETCHIIUSI B CBOTBETCTBHE C pa3nopeaOuTe Ha HACTOSLIUSA
periamMeHt.

2. CekperapuaTbhT M3IBJIHIBA CICAHUTE (DYHKIHMHU:

a) M3MBJHABA 3aJauuTe, KOMTO ca My OTpeAeHH cbriacHo s I
BKJIFOUMTENTHO YJIECHSBAT e(QEKTUBHATA PETHCTpaldsl HA BHECEHH
BEUIECTBA, [0 HAYMH, CBOTBETCTBAI HAa MEXKAyHAPOJHUTE
3agbokeHns Ha OOIIHOCTTa 3a THPTOBHS C TPETH CTPAHH;

0) M3MBJIHABA 33/aUUTE, KOUTO ca My OTpefeHH cbriacHo asn III;
B) M3IIBJIHSBA 33J]a4UTE, KOUTO Ca MY OTPEAEHHU ChINIacHO Jsl VI;
I') U3IBJIHABA 3a/la4NTe, KOUTO ca My oTpeleHd chbriacHo s VI

o) »M3 ycraHoBsBaHE M TOAABPKaHE Ha 0Oas3a(M) HaHHH C
nHopMaIUsl 3a BCHYKH PETHCTPUPAHM BEHIECTBA, CIHCHKA 32
KIacUpUKaMs U eTUKETHPAaHEe ¥ XapMOHHU3UPAHHMS CIIHCHK 32 KIIacH-
(bUKamys W eTUKeTUpaHe, W3TOTBEH B CHOTBETCTBHE C PeriameHT
(EO) Ne 1272/2008 . CekperapuaTbT mnpaBd HHPOpPMALUSATA,
ompeneneHa B wieH 119, maparpagu 1 u 2, B 0aszara JaHHU
myOJIMYHO JOCTBIHA, OE3ILIATHO M MOCpencTBOM VHTEpHET, OCBEH
KOTaTo JlaJIecHO MCKaHe, OTIpaBeHo chriiacHo wieH 10, OykBa a), Xi)
€ CYETeHO 3a OCHOBATENHO. ATreHIHMsATa TpeaocTaBs Apyra HHGOp-
Manusi, HaTMYHa B 0a3uTe JaHHW IMPU TTOMCKBAHE, B CHOTBETCTBUE C
wied 118;

€) OCHTypsiBa OOIIECTBEH JOCTBII A0 MH(POPMAINKS 3a BEIIECTBA, KOUTO
ce OLEHsBAT WIK ca OWiM olleHeHH B pamkuTe Ha 90 AHU OT moJy-
YyaBaHe Ha MHPOpPMAIUATA B ATCHIUITA B ChOTBETCTBHE € uieH 119,

naparpad 1;

) TPEeocTaBs TEXHHYECKO M HAYYHO PBHKOBOJCTBO M HHCTPYMEHTH,
KOraTo € YMECTHO, 332 H3IIBJIHCHHETO Ha HACTOSAIINS PEIIaMEHT, U
HO-CIEIMATHO  TIoJIoMara  pa3paboTBaHETO Ha JOKJIAAUTe 3a
6e301MacHOCT Ha XUMUYHOTO BELIECTBO (B CHOTBETCTBHE C UJIEH
14, unen 31, naparpad 1 u unen 37, nmaparpad 4) u mpuaaraHero
Ha uneH 10, Oyksa a), viii), wien 11, maparpad 3 u wien 19,
maparpa¢ 2 OT CTpaHa Ha HMHAYCTPUATA, U TIO-CIEIHATHO OT
Mankute u cpennu npeanpustas (MCII); u TexHMYecko M HAayIHO
PBKOBOACTBO 3a MpWJIaraHe Ha wWieH 7 OT MPOU3BOAUTENM U
BHOCHTENIH Ha W3ICIHS;
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3)

H)

a)

0)

B)

a)

0)

B)

1)

npeaocTaBst TCXHUYCCKO U HAYYHO PBKOBOJACTBO IIO H3I'BJIHCHUCTO
Ha HACTOSIIHS PETJIAMEHT 38 KOMIIETCHTHUTE OpraHH Ha JbpyKaBUTE-
YIEHKH W J1a MpeJoCTaBsi MOJKperna Ha MH(OpMAlMOHHUTE Oropa,
CB3JaICHN OT ObpKaBUTe-wieHKH cbriacHo msun XIII;

MPEOCTaBsl PBHKOBOJACTBO HA 3aMHTEPECOBAHUTE CTPAHH, BKIIO-
YUTEIIHO HA KOMIIETCHTHHUTEC OpraHu Ha IbpPKaBUTC-UJICHKH, IO
MPEOCTABSIHETO HAa WH(OpPMAIHs OTHOCHO PHCKOBETE U Oe30IacHaTa
ynorpeba Ha BellecTBa B caMocTosATeseH By, B M3 cvmecu € u B
W3JIeNHsl, Ha OOLIECTBEHOCTTA;

IIPEJOCTaBsl ChBET U CHJCHCTBUE HA NPOU3BOAUTEIN M BHOCHUTEIH,
pETUCTpHUpAIlK BELIECTBA, B ChOTBETCTBHE C wieH 12, maparpad 1;

U3rOTBS pa3siCHUTENHAa MHGOPMALUs [0 HACTOSIIMS PErIaMeHT 3a
JIPYTH 3aMHTEPECOBAaHHM CTPAHU,

mpu noucksane or KomucusaTa ocurypsiBa TeXHHUYECKa M HaydHa
MOJIKpera MpPU CTBIKH KbM I0J00psSBaHE Ha CHTPYJHUYECTBOTO
Mexny OOIIHOCTTa, HEHHUTE IbP)KaBU-WICHKH, MEXIYHApOAHH
OpraHu3allii M TPETH CTPaHH, N0 HAYYHU U TEXHUYECKH BBIIPOCH,
CBBbp3aHU C 0€30IIaCHOCTTAa Ha BEIIECTBATa, KaKTO M AaKTUBHO
y4acTHe B TEXHHYECKOTO IOJIOMaraHe M JEHHOCTHTE IO H3rpax-
JTaHEeTO Ha KamaluTeTa 3a A00pO YNpaBlICHUE HAa XUMUKAIUTE B
pa3BUBAILUTE CE CTPAHU;

noaabpKa PBKOBOJACTBO OT PCUICHHSA W CTAHOBHUIIA, OCHOBAHO Ha
3akmroueHns or Komwurera Ha ABPKABUTC-YJICHKN 110 OTHOIICHHE
Ha TBHJIKYBAaHCTO U U3II'BJIHCHUCTO HAa HACTOALIUA PCTIIaMCHT,

chOOIIaBa 3a PELICHUATA, B3ETH OT ATEHIIMATA;
npegocTaBs GopMmard 3a mojaBaHe Ha MHGOpMAaIWs Ha ATEHIHMATA.
Komurerure n3mbJHABAT CIEIHUTE 3a]layuu:

V3MBIHSBAT 3aJadynTe, OTpeNeHH uM cbraacio P> M3 nsmose
VI—X «;

IpU  TOMCKBaHE OT 3ObIHWUTENHUS  AMPEKTOp  OCHTypsiBaT
TEeXHUYECKAa M HayuyHa MOAKpena NpH CTBHIKM 3a MOJOOpsBaHE Ha
CHTPYIHHYECTBOTO Mexay OOMHOCTTa, HEWHHTE IbPXKABU-YICHKH,
MEXIAYHApPOJHU OpraHU3alMd M TPEeTH CTpaHH [0 HayuyHU U
TEXHUYECKH BBIPOCH, CBBP3aHU C OE30IaCHOCTTA Ha BEIIECTBATA,
KaKTO M aKTUBHO Yy4YacTHE B TEXHMYECKOTO IOJIIOMAaraHe M
JNEHHOCTUTE M0 M3rPaXKIaHeTO Ha KamauuTeTa 3a J00po yIpaBlCHHE
Ha XMMUKAJIWTE B pa3BUBAILU CE CTPaHM;

Opd  NOMCKBaHE OT M3NbIHMTENHMS JUPEKTOp Ja M3rOTBAT
CTaHOBHMIILE 110 BCAKAKBU JPYI'HM aclEeKTH 110 OTHOLIEHHE Ha Oe3omac-
HOCTTa Ha BENIECTBATa B CaMoCTosATeNeH Bul, B M3 cvecn < unm
B U3/CIHS.

CDOpyM’bT U3IBJIHABA CICOAHUTC 3ada4u:

pasnpocTpaHsBa qo0paTa MpaKTHKA M MPUBJIMYA BHUMAHHETO BBPXY
npobjeMyu Ha OOLIHOCTHO PaBHUILE;

npempiara, KOOpAWHHUPpA W OLCHABA IIPOCKTU 3a XapMOHU3UPAHO
npuiaaraie 1 CbBMCCTHU HWHCIICKIHNH;

KOOpAuHUpa oOMsiHATa Ha HWHCICKTOPHU;

Oonpeaciss U3IMIbJIHUTCIIHU CTPATCIUH, KAKTO U Haﬁ-)lo6paTa IMpaKTHUKa
Py U3I'BJIHCHHUCTO,

pa3BHBa METOIM 3a paboTa M MHCTPYMEHTH 3a yHoTpebda OT MECTHHU
HHCIEKTOPH;
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e) paszpaboTBa Iporeaypa 3a eJIeKTpOHHA OOMsIHa Ha MH(OpMALHUS;

’K) OCBILECTBSIBA BPB3KA C MHAYCTPUATA, KAaTO B3eMa INPEIBM] CIICLH-
¢uunure Hy:)xau Ha MCII u apyru 3auHTEpecOBaHU CTPAHU, BKIIIO-
YUTEHO CHOTBETHHTE MEXKIyHAPOIHH OPTaHU3AIMU, KOTaTo € HeoO-
XOAUMO;

3) mpoyyBa MNPEIOKEHMATA 32 OTpaHUYABaHE C e Ja JaBa CHBETH
OTHOCHO BB3MOXKHOCTH 3a Hajlarase.

Ynen 78
II'baHOMOIIMA HA YHPABUTEJHUS ChbBET
VYrpaBUTETHHUAT ChBET Ha3zHauaBa VI3MBIHUTETHUS TUPEKTOP CHIJIACHO

uineH 84 u cueroBoamTeN B choTBeTCTBUE ¢ WieH 43 oT Permament (EO,
EBpatom) Ne 2343/2002.

Toit npuema:

a) 1o 30 ampui Bcska roadHa oOIIMs JOKJIA[ Ha ATCHIMSATA 32 Mpe-
XOJ/IHATA TO/IMHA,

6) o 31 oxTOMBpM BCsiKa rofuHa paboTHAaTa IporpaMa Ha AreHuusra
3a IpeACTOsIATa I'OIUHA;

B) OKOHUATENHUs OOJDKET Ha ATeHIusATa ChIIacHO wWieH 96 ot
HACTOSIIIUS PErJIAaMEHT TPEIM HavajJoTo Ha ()MHAHCOBaTa TOJMHA,
[IPUCIOCOOSBAMKK TO, KOraro € YMECTHO, CIIOpe] IIpUHOca Ha
OOLIHOCTTa U BCEKU JIPYT MPHUXOJ Ha ATCHIUSATA;

I') MHOTOTOJHIIHA pabOTHA MpOorpaMa, KOsITO PEJOBHO ce MpepadoTBa.

Toii mnpuema BBTPEIIHWTE TNpaBWIa W MPOLEAYPH Ha ATCHIUATA.
IpaBunara ca OOLIECTBEHO NOCTBITHU.

Toli wu3mBNHSABAa CBOMTE 3aIb/DKEHUS BBB Bpb3Ka C OlOKeTa Ha
ArenuusTa cbriiacHo uwieHoBe 96, 97 u 103.

Toll u3nbIHABa (PyHKLUUTE HA AUCLUILIMHAPEH OpraH cupsMo M3mbi-
HUTEJIHUSA TUPEKTOP.

Tolt mpuema cBOM NPOLETYPEH MPABUIHUK.

Toil HazHauaBa npejacenaTens, 4JICHOBETE M 3aMECTHUIUTE Ha Armena-
THUBHHS ChBET B CHOTBETCTBHE C 4ieH 89.

Toli Ha3HayaBa 4YWICHOBETE HAa KOMUTETUTE Ha ATCHIMATA, KAKTO €
oTIpefieNieHo B 4ieH 85.

Toil exxeroJHo mpernparia BesikakBa MHGOpPMALUs, CBbP3aHa C pe3yirara
OT MpOIEIYpPUTE O OIICHKA, B ChOTBETCTBHE C wieH 96, maparpad ©.

Ynen 79

CbcraB Ha YnpaBHUTeJIHHS CbBeT

1. praBI/ITeJ'IHI/IﬂT CbBET CC€ CHCTOM OT IO €AWH HOPEACTAaBUTCI OT
BCJAKa JObpiKaBa-4wiICHKAa MW MAaKCHUMyM IIECTUMa MNPEACTABUTCIIH,
onpeaciicHu OT KOMI/ICI/ISITa, BKJIFOUUTCJIIHO TpHUMa IMPEACTAaBUTCIIA Ha
3aUHTCPECOBAHN CTPaHU 0e3 IpaBO HaA rjac v JOI'BJIHUTCIHO ABC HE3a-
BHCHUMM JiMla, OIPEACIICHU OT EBpOHeﬁCKHﬂ napJ1aMeHT.

Bcsu(a ,I['bp)KaBa-‘{.]'ICHKa HOMI/IHI/Ipa HJICH 3a praBl/ITeﬂHl/Iﬂ CBHBCT.
UnenoBete, KOUTO ca HOMUHHpAHU, ce€ Ha3HadaBaT oT ChBeTa.
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2. UnenoBere ce oOmpeAensiT Bb3 OCHOBAaTa Ha CHOTBETHUS MPaK-
THYECKH OIUT M IO3HAHUSA B 00JacTTa Ha XHMHYECKaTa Oe30IacHOCT
WIN yNpaBJICHUETO Ha XMMHUKAJIM, KaTO B CHILIOTO BPEME CE rapaHTHpa,
ye cpen uieHoBere Ha ChBeTa MMa TaKWBa, MPUTEKABAIIN ChOTBETHUTE
rmo3HaHusi B o0nacTra Ha OOIIM, ()MHAHCOBH M IOPUIMYECKH BBIIPOCH.

3. IlpogpmxuTenHOCTTa HAa MaHJaTa Ha JUIBKHOCTTa € YEeTHPH
roavHd. MaHJaThT Ha [UIBKHOCTTA MOXE Ja OBbJC IOJHOBSBAH
BeIHBK. Brnpeku ToBa 3a mbpBus Mannat Komucusara omnpezens moso-
BHHATA OT HeilHWTe Ha3HaueHUs, a ChBeTHT omnpenens 12 OT HEroBHUTE,
32 KOWTO TO3W MEPUOJ| € LIECT T'OAMHHU.

Ynen 80

IIpeacenaresicTBo Ha YNpaBUTEIHUSI CbBET

1. YmpaBurenHusT cbhbBeT M30upa Ipencenaresl M 3aMEeCTHHK-IIPE-
cemaTtesl H3MEXIy 4WICHOBETE C IpaBO Ha IJac. 3aMECTHUK-TIPea-
ceaTensT aBTOMATUYHO 3aeMa MACTOTO Ha IpeJcenaTess, ako TOoi e
BB3MPEIATCTBAH J1a M3IIBJIHSABA CBOUTE 33 bJKCHHS.

2. Mangarture Ha JUTHKHOCTTA HA TIpecCenaTellss U 3aMeCTHUK-TIPEeI-
ceqaTens ca JBE TOAMHHM M M3THYAT C MPEKpaTsABaHE HA YJICHCTBOTO UM
B YmnpaBuTenHHs ChBeT. MaHAAaThT Ha JUIHKHOCTTA MOXeE Ja Obje
[TOJIHOBSIBAH CaMO BEJIHBIK.

Ynen 81
3acenanus Ha YHNpaBHTEIHHS ChBET
1. 3BacemanmsTa Ha YIIpaBUTENHHS CHBET CE CBHKBAT 110 MOKaHa Ha

HCTOBMA MpeAceaaTe WK 10 UCKAaHE Ha IMOHE €Ha TPETa OT YICHOBCTC
Ha CbBECTA.

2. V3UbIHMUTENHUAT AMPEKTOp B3eMa ydacTHe B ChOpaHMsATa Ha
VYnpaButenHusi cbBeT 0€3 MpaBoO Ha TJac.

3. Ilpencenarenure Ha KOMUTETUTE M TpexacenarensT Ha Popyma,
KaKTO ¢ yrmoMeHaTo B wieH 76, naparpad 1, OykBu B) - €), ca OIpaBo-
MOIIIEHH J1a IOCEIIaBaT 3acelaHusATa Ha YIIPaBUTEIHUs ChBET 0€3 IpaBo
Ha riac.

Ynen 82
I'macyBane Ha YnpaBuTeJHHs CbBeT
YpaBUTETHUAT ChBET MpHUEMa IPOLEAYPHUS MPABUIHUK 3a TIJIaCyBaHe,
BKJTIOUMTENTHO YCJIOBHATA, MPU KOWTO JaJeH WIEH MOXe Jia Ti1acyBa OT

HUMCETO Ha ApPYT YJICH. praBI/ITeHHI/IﬂT ChBET JehcTBa Ipu ABE TPETHU
MHO3WHCTBO OT BCHYKH YJICHOBE C MIpaBO Ha Tjiac.

Ynen 83
3aabikeHus U npasoMouus Ha M3IbIHUTEIHUsI TUPEKTOP
1. Arenuumsta ce ympaBisiBa OT CcBOW W3ImbiIHUTENEH AMPEKTOD,

KOWUTO W3IBJIHSIBA CBOUTE 3abJDKEHUA B HHTCPEC Ha O6H.[HOCTTa u
HE3aBHUCHUMO OT BCSKAaKBU JAPYTU CHCLII/I(l)I/I'{HI/I HUHTEPCCHU.

2. VBUbIHUTETHUST AMPEKTOP € 3aKOHOB MpPEACTaBUTEN Ha ATreH-
nusAta. Toll € OTroBOpeH 3a:

a) ©XKEJHEBHOTO YIIpaBJIICHHE Ha ATCHIMATA;

0) ynpaBJIGHHETO Ha BCHYKH PECYpCH Ha ATEHIMATA, HEOOXOIUMH 3a
OCBIIECTBSIBAHE Ha HEWHUTE 3a/1a4u;
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B) TapaHTUpaHE HA CHa3BaHETO Ha KpallHUTE CPOKOBE, YCTAHOBEHH B
3aKOHOMATeNCcTBOTO Ha OOmHOCTTa OTHOCHO IIPUEMAaHETO Ha
CTaHOBUILA OT ATrCHIUATA,

I') OCHTYpSIBAaHETO Ha IMOJXOJAIIA W HaBPEMEHHAa KOOPIUHALUS MEXIY
komuteTute 1 Popyma;

1) CKJIIOYBAHETO U YIPABICHUETO HA HEOOXOJAMMHTE JOTOBOPU C
JIOCTaBYHIM HA YCIyTH;

€) M3rOTBSIHETO Ha OTYET Ha TMPUXOJIUTE M PA3XOIHUTE U U3IIBIHECHHUETO
Ha Oro/pKeTa Ha ATEHIMATA B CHOTBETCTBHME C ujaecHOBE 96 m 97;

’K) BCHYKU BBIPOCH, CBBP3aHU C IEPCOHAIA;
3) opranu3upane Ha CekpeTapuar Ha YIPaBUTEIHUS CHBET;

M) U3TOTBSIHETO HA IIPOEKTOCTAHOBUINA HA YIPABUTEJIHHS CbBET,
OTHACAIM C€ N0 NPEATIOKCHUS NPOLEAYPeH NPABUIHUK Ha KOMU-
terute u Dopyma;

f) M3rOTBsIHE HA IOrOBOPCHOCTH, IO MCKAaHE Ha YIIPAaBHUTEIHHS CHBET,
3a M3IBJIHEHUETO Ha BCSKA MOMBJIHHUTENHA (YHKIHA(M) (B paMKHTE
Ha uwieH 77), oTpeneHa(n) Ha AreHuusTa 4ype3 jaenerupane ot Komu-
CHATA;

K) YCTaHOBSIBAaHE M TOAIBPXKaHE Ha PEIOBEH auaior ¢ EBpomeickus
MapJIaMeHT;

J) ompeleisHC HAa W3UCKBAHUITA W YCIOBHATA 3a H3I0J3BAaHE HA
coryepHu makeru;

M) KOpUT'HpaHC Ha pEHICHUsA, B3CTH OT AI‘GHIIH}IT& ciaen oO)kaJIBaHe H
CJI€d KOHCYJITallUU C MpeAaceaaTeisd Ha arcjIaTUBHUA CHBCT,

3. Becsxa roguna M30blIHUTENHUAT JUPEKTOP NpeAcTaBs Ha YIpaBU-
TEIHHUS CBhBET 3a 0J0OpeHne CIEeTHOTO:

a) NMPOEKTONOKIAN 3a JCHHOCTTa Ha ATEHIUSATa 3a MpPEeAXoaHaTa
TO/IMHA, BKITIOYUTENHO MH(OPMANUs OTHOCHO Oposl Ha IMONydYCHHTE
PErucTpallioOHHU JOCHeTa; Opos Ha OLEHEHUTE BeIllecTBa; Opos Ha
TIONTy9IeHNTE 3asBICHUS 3a paspelraBane; Oposi Ha MPeToKEHHATA 32
OrpaHUYaBaHe, IIOJNydeHU OT ATrEHIMATa, U 3a KOUTO € [JaJEeHO
CTAHOBHILE; BPEMETO, U3Pa3XOJCHO 3a M3BHPILIBAHE Ha CHOTBETHHUTE
HPOIEYPH, W pa3pelIeHUTe BEIISCTBA, OTXBBPICHH IOCHETa, Orpa-
HUYECHU BEILECTBA; IIOJYUYEHH OSKaIOM M MPEANpUeTH JeHcTBUS;
npernen Ha aerinocture Ha dopyma;

0) mpoekT Ha pabOTHA MporpaMa 3a MPEACTOoANIATa TO/INHA,;
B) MPOEKT HAa TOMUIIHUTE CYCTOBOJHUTE CMETKH,
) IOPOEKT Ha MPOTHO3EH OFOKET 3a MPEICTOsIIaTa rojInHa,
1) IPOSKT HAa MHOTOTOJMIIHA PabOTHA Mporpama.

V30BIHUTENHUAT AUPEKTOpP cielBa cied ofo0peHHe OT YTpaBUTETHUS
CBBET Ja Ipernpainia padoTHATa mporpaMa 3a MPeACTOosIIaTa TOJuHa U
MHOTOrOIMIIHATa PabOTHA Mporpama a0 Abp)KaBUTE-WICHKH, EBpo-
niefickust mapiament, CeBeta 1 KoMucusita u a ri myOJUKyBa.
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WB3IbJIHUTEIHUAT AUPEKTOp ClelBa Ciiel] 0Jo0peHre OT YTpaBUTEIHHUS
ChBET Ja mpenpamia oOIIus JOKIa] Ha ATEHIHATA JI0 IbpKaBUTE-
wieHku, EBporneiickus napnament, CbBera, Komucusita, EBponeiickus
WKOHOMHUYECKH W comuaieH komuteT W (CMeTHaTa majmata W Ja TH
1y 06IIuKyBa.

Ynen 84

Ha3nauaBane Ha M3NbJIHUTETHHSI THPEKTOP

1. M30baHUTENHUAT JUPEKTOp Ha AreHuusATa ce Ha3HauyaBa OT YIIpa-
BUTEJIHUSI CbBET Bb3 OCHOBA HAa CHHUCBK C KAHAWAATH, MPEAJIOKEHH OT
Kowmucusra, cnen myOnukyBaHe Ha TIOKaHA 3a U3pa3sBaHE HA WHTEPEC B
Oduyuanen eecmuux na Eseponetickus cvlo3 U IpYrH NEPUOAUYHU
U3/1aHMs WM Ha MHTEPHET CTPAaHMIM.

M3bIHUTETHUAT JUPEKTOp C€ Ha3dHavaBa BH3 OCHOBA Ha KaucCTBaTa U
JOKYMEHTHUPAHUTEC AAMUHHUCTPATHUBHHU U PBKOBOJHU YMCHHUS, KAaKTO H
HETOBHUA IPAKTUYCCKHA OIIUT B 00acTTa Ha XMMHUYECKaTa 0€30IacHOCT
WK YIpaBJICHUE Ha XUMHUKaJIH. yr[paBI/ITCJ'IHI/IﬂT CbBE€T B3€Ma CBOCTO
pemieHue ¢ ABC TPECTH MHO3UHCTBO OT BCUYKH YJICHOBE C ITPaBO Ha rJac.

HpaBOMOHII/Ie Ja OCBO60)K)18.Ba W3mbaHuTEeTHUS AUPEKTOP OT JIBXHOCT
nMma y}'[paBI/ITeJIHI/IHT CBbBET B CBOTBCTCTBHUC CHC ChINATa Iporeaypa.

IMpenn na Obae Ha3HAueH, KaHIUIATBT, U30paH OT YNPaBUTEIHUS
CBBET, C€ KaHH BB3MOXKHO HAaW-CKOPO, Ia HANPaBU H3SBICHHE IIPe
EBporneiickust mapiaMeHT U Jla OTrOBapsl Ha BBIPOCU OT WICHOBETE Ha
ITapnamenTa.

2. MaHnaarbT Ha JUIBKHOCTTa Ha V3IBIHUTENHUS AUPEKTOp € 5
roguau. Toit Moxe na ObJie YABIDKEH OT YIPAaBUTEIHHS ChBET €HO-
KpaTHO 3a OIIe €JHH MEepHOJa OT 5 TOAWHH.

Ynen 85

Cp31aBaHe HA KOMHUTETHTE

1. Bcska pgppkaBa-uieHKa MOXKE Ja HOMHHHpA KaHAWOATH 3a
wieHcTBO B KomuTera 3a omneHka Ha pucka. V3IbIHUTENHUST
JUPEKTOP ChCTaBsl CHUCHK Ha HOMHHHPAHUTE, KOWTO ce MyOJMKyBa Ha
WHTEpPHET CTpaHWIaTa Ha AreHmmsTa, 0e3 mga ce 3acsra wieH 88§,
naparpag 1. VYmopaBUTeNIHUAT CbBET Ha3HayaBa WICHOBETE HA
KOMHTETa OT TO3U CIMCHK, BKIIOYBAMKHA IIOHE EIUH 4YJICH, HO HE
MoBeYe OT JBaMa OT KAaHIHMJIATUTE Ha BCSAKA Jbp)KaBa-4JICHKa, KOSTO €
HOMHMHMpana KaHauaaTh. UneHoBeTe ce Ha3HayaBaT BBH3 OCHOBA Ha
TAXHATA POJII W ONUT B M3MBIHEHHUETO HA 3aJaduTe, TOCOYEHU B
unen 77, nmaparpad 3.

2.  Bceska [1ppkaBa-uwiIeHKa MOXKE Jla HOMMHHpA KaHIUAATH 32
yieHcTBO B Komurera 3a conualHO-HKOHOMMYECKH aHanu3. M3mbiaHu-
TEJIHUAT JUPEKTOP CBCTaBA CIUCHK HA KaHAWAATUTE, KOWTO ce
nyOJInKyBa Ha MHTEPHET CTpaHWIaTta Ha AreHuusaTra, 0e3 Ja ce 3acsra
uwieH 88, maparpad 1. YnpaBUTEeTHHMAT ChBET Ha3HA4YaBa YJICHOBETE Ha
KOMHTETa OT TO3HM CIIMCHK, KaTO BKIJIIOYBA ITIOHE €JMH YJIeH, HO He
roBeye OT ABaMa OT KAHIMIATUTE Ha BCAKA JAbpKaBa-wJICHKA, KOATO €
HOMHHHUpaNa KaHAujaTtd. YiieHoBeTe ce Ha3HayaBaT Bb3 OCHOBA Ha
TAXHATa POJIi W ONHWT B M3IBJIHCHUETO HA 3a/a4MTe, IOCOYCHH B
el 77, naparpad 3.

3. Besxa nbpkaBa-uieHka omnpenens eauH wieH 3a Komurtera Ha
JIbPKaBUTE-WICHKH.
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4. KomureTure ce CTpeMsT Jla MMAaT HIMPOK OOXBAaT OT EKCIEPTCH
OITUT B CHOTBETHATa OOJACT CPEeJ TEXHUTE WICHOBE. 3a Ta3H LeJ KOMH-
TETHTE MOrarT JAa IpHeMaT MakKCUMyM IHeT JONBbJIHHUTEJHH YJICHOBE,
M30paHK Ha OCHOBaTa Ha CEIU(HUYHATA UM KOMIIETEHTHOCT.

UneHoBeTe HA KOMHUTETUTE CEe Ha3HA4aBaT 3a IEepPHOJ OT TPH TOAUHH,
KOWTO MOKe Ja OBJe IMOTHOBEH.

UneHoBeTe Ha YTNpaBUTENHUS CHBET HE Morar ja ObJaT 4JICHOBE Ha
KOMHTETHUTE.

UneHoBeTe Ha BCEKM KOMUTET MOraT Ja ObAaT MpPUAPYKAaBaHU OT
CBHBETHHUIIM 110 HAYYHH, TEXHUYECKH WM PETYJAaTOPHU BBIPOCH.

W30bIHUTENHUAT AUPEKTOP WIIM HETOB NPEICTABUTEN U NPEACTaBUTEIN
Ha Kommcusra ciensa ga ObIaT YIIBIHOMOIICHH JIa MMOCEIIABAT BCHYKH
3acelaHusl Ha KOMUTETUTE U paOOTHUTE TPYNH, CBUKBAHU OT ATEHLUATA
WM HeWHHUTE KOMHUTETH, KaTo HaONojaTelNH. 3aMHTEPECOBAHH CTPAaHU
MOraT CbLIO Ja ObJaT KAaHEHW KaTo HaOIIoaTesd Ha 3acelaHMATa,
KOTaTo € MOJXOJsII0, N0 MCKaHEe Ha WIEHOBETe Ha KOMMTETa WM Ha
YnpaBuTenHusA CBBET.

5. UneHoBeTe HAa BCEKM KOMMTET, Ha3HAUCHM CJIeJI HOMHUHALIUS Ha
IbpiKaBa-4I€HKa, TapaHTUpaT, 4Ye CbIIEeCTBYBa MOAXOAAINIAa KOOp-
JTUHALIMS MEXKY 3a/lauuTe Ha AreHimsaTa ¥ paboraTa Ha KOMIICTCHTHHS
OpraH Ha TsSXHaTa JAbprKaBa-dJICHKA.

6. UneHoBeTe Ha KOMHUTETHTE CE MOJINOMAraT OT HAyYHHUTE M TEXHHU-
YECKHUTE PECypcH, C KOUTO pasIojiaraT JIbpKaBUTE-WICHKH. 3a Ta3u el
JbPYKABUTEC-YJICHKH TPEIOCTABAT TMOAXOASIIM HAyYHH U TEXHHYECKH
pecypcu Ha WIEHOBETE HAa KOMMTETHTE, KOUTO TE€ Ca HOMHHHPAIH.
Bcekn kommereHTeH opraH Ha JIbpiKaBa-uICHKa yJECHSBA JCHHOCTHUTE
Ha KOMHUTETHUTE W TEXHHUTE pabOTHH TIpYIIH.

7. II’I)p)KaBI/ITe-'-IJ'IeHKI/I CC€ BB3ABbPKAT OT AaBAHETO HAa KAaKBATO U Aa €
HUHCTPYKOHUA HA YWICHOBCTC Ha KommuteTa 3a OIICHKAa Ha pHUCKa WK Ha
Komurera 3a CONMATHO-UKOHOMUYCCKHU aHaJIN3, WJIN Ha TEXHU HAYYHU U
TCXHUYCCKHU CBHBETHHUIUM U CKCIICPTH, KOATO € HECbBMECTUMA C MHAWBU-
AYAJIHUTE 3aJa4u Ha TE3W JIMIa WK CbC 3aJaYUTE, OTTOBOPHOCTUTC U
HE3aBHCHUMOCTTa Ha AFCHHI/IﬂTa‘

8. Koraro W3roTBs CTaHOBHINE, BCEKM KOMHTET IIOJara BCHYKH
yCUIHs, 3@ Ja TIOCTHUIHE KOHCEHCYC. AKO TMOJ00EH KOHCEHCYC He
MOXe Ja ObIe TOCTHTHAT, CTAHOBHIIETO CHABPXKA IIO3MIMATA Ha
MHO3UHCTBOTO OT YIEHOBETE, BKIIOUUTEJIHO TeXHUTE OCHOBaHMs. [lo3u-
uATa(Te) HAa MAIIMHCTBOTO, BKITIOYMTENHO TEXHHUTE OCHOBAHUS, Ce
myOJIHMKyBa.

9. Bceku koMuTEeT pa3paboTBa MpPEUIOKEHHE 3a CBOW COOCTBEH
MPOLICAYPEH TMPABIIHUK, KOUTO Na ObJe 0J00peH OT YIpaBHTEITHHS
CBbBET, B paMKHUTe Ha 6 Mecena, CleJ KaTo KOMHTETHUTE 3a MPBB BT
ca OWIM Ha3HAYCHH.

Te3u mpaBuiIa MO-CHELUATHO ONPENessIT NPOLEeIypuUTe 3a 3aMsHa Ha
YJICHOBE, TNPOLEIYpUTE 3a JelleTMpaHe Ha ONpeAeIeHH 3aJauyd Ha
paboTHu Tpymu, cGopMUpaHETO Ha pabOTHU TPYMH M Ch3JaBAHETO Ha
mporexypa 3a CIEHNIHO IpueMaHe Ha craHoBuiua. llpenceparenst Ha
BCEKM KOMHTET € CIIy)KUTEN Ha ATeHIHsATA.

Ynen 86

Cb3naBane Ha ®opyma

1. Bcska nbpkaBa-wieHKa TpsiOBa Ja OINpeNeNnd 3a TPUTOAWULICH
MaHJaT, KOMTo Moxe na Obae MOJHOBEH, MO eIuH wieH Ha Popyma.
Usnenosere ce M30MpaT Bb3 OCHOBA Ha TAXHATA POJS M OMUT B Hala-
raHEeTO Ha 3aKOHOJATEJCTBOTO 33 XUMHMYHM BEIIECTBA M MOIIbpPXKAT
CHOTBETHUTE KOHTAKTH C KOMIIETEHTHUTE OPIaHU Ha JIbprKaBaTa-dJIeHKa.
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DopyMBT Ce CTpEeMH Ja UMa HIMPOK 00XBAT OT MOJXOJSIL MPAKTUYECCKU
OITUT Cpell CBOMTE WICHOBE. 3a Ta3u Hed (OpyMBT MOXE Ja HpHeMe
MaKCHUMyM TII€TUMa JOIIBJIHUTEIHN 4YJICHOBE, M30paHu CIIOpes CIIeIH-
(¢uuHaTa UM KOMIICTEHTHOCT. Te3W 4IeHOBE ce Ha3HauaBaT 3a MaHJIAT
OT TPH TOJIMHH, KOWTO MOXe Ja ObJe mogHoBsABaH. HiieHoBeTe Ha Yipa-
BUTEITHHS CHBET HE Morar jaa Obaar wieHoBe Ha Dopyma.

Unenosere Ha Popyma Morar ma ObAaT NPUAPYKABaHU OT HAYYHH U
TEeXHUYECKH CHBETHHUIIH.

V30BIHUTENHUAT JUPEKTOP Ha ATEHIMATa WIM HEroB NPEICTaBHTEN U
npezcraBureny Ha Komucusra ca ybJIHOMOLIEHH Ja IIOCEIABAT CPEIU
Ha ®opyma U HeroBuTe pabOTHM I'PyNU. 3aMHTEPECOBAHU CTPAHU MOTAT
CHIIO Ja ObJAT MOKAaHEHM Ja MOCELIaBaT CPEUIUTe KaTo HaOIronaTesu,
KOraTo € MOJAXOAINO0, 0 McKaHe Ha wieHoBeTe Ha dopyma mimm Ympa-
BUTEIHUS CHBET.

2. UYnenosere Ha Dopyma, OnpeneneHu OT IbpiKaBa-wiICHKa, rapaH-
THUPAT, Y€ CHIIECTBYBA MOAXONIA KOOPIUHALUS MEXIY 3aJauuTe Ha
¢dopyma m paboTata Ha KOMIETCHTHHMS OpraH Ha TSIXHATa IbpKaBa-
YJICHKA.

3. UenoBere Ha ¢dopyma ce MmoArmoMaraT OT HayYHHTE M TEXHH-
YECKUTE PECypCH, HaJUYHM TPUd  KOMIIETEHTHHTE OpraHd Ha
Jbp)KaBUTE-4JIeHKU. KOMIETEHTHUAT OpraH Ha BCsKa JIbpiKaBa-ujeHKa
yinecHsiBa jaeiHocTHTe Ha PopymMa W HEroBUTe pabOTHU TPYIH.
JIbp)kaBUTEe-4JICHKM C€ BB3ABPKAT OT JaBaHEe HAa KakBaTo M Ja ¢
MHCTPYKLHUS Ha 4WIeHOBEe Ha (opymMa WM Ha TEXHUTE HAy4YHH U
TEXHUYECKU CHBETHHUILIM U €KCIEePTH, KOSTO € HEChbBMECTUMA C WH/UBU-
JyaJTHUTE 3a7a4y Ha Te3H JIMLA WIK ChC 3aJa4uTe U OTTOBOPHOCTHUTE HA
dopyma.

4. ®opyMbT H3rOTBsI IPOEKTONPEUIOKEHUE 3a CBOSL IPOLEIYPEH
MPaBUIHHUK, KOHTO 1a OBJe MpHEeT OT YIPaBHTETHUA CBHBET, B
paMKkuTe Ha 6 Meceua, cies karo POpyMbT € CBUKAH 3a IPbHB IbT.

Te3u mpaBmiia MO-CHEUATHO ONPEAEAT NPOLEAYPUTE 3a Ha3HayaBaHE
U 3aMsHaTa Ha Mpejcelarelis, 3aMsHaTa Ha WICHOBE M MPOLEAYpPHUTE 32
JeJieTupaHe Ha ONpelesieH! 3a1aud Ha pabOTHHTE TPyIH.

Ynen 87

IlOKJ]a}J‘ll/llIH HAa KOMHUTETHUTEC M HU3MOJ3BAHC HA €KCIEPTH

1.  Koraro B chOTBETCTBHE C 4JicH 77 ONpe/eiieH KOMUTET TpsiOBa Jia
Jlajie CTAaHOBMIIE WM Ja PEIld JajlH ONpPENeNICeHO JOCHe Ha JbpiKaBa-
YIeHKa CBHOTBETCTBA HAa W3HCKBAaHUSATA Ha mpuioxkeHue XV, Toil
ompesieNiss €AWH OT CBOWTE WICHOBE 3a JOKIATINK. CHOTBETHHST
KOMHTET MOJXKE Jia OIpeJelid BTOPU 4YIEH, KOWTO Jia JeHCTBa KaTo
BTOpH JIOKJIAAYUK. BBB Bceku ciy4ail MOKIaTYUIUTE W BTOPUTE
JOKJIQJYMIIM  [OeMaT 3aJbJDKCHHETO Ja JIeHCTBaT B HWHTEpeC Ha
OOIIHOCTTAa ¥ THCMEHO JIeKJIapupaT OOBBP3aHOCTTA CH Jia W3IBIHIBAT
CBOUTE 3a/IBJDKCHHUS, KAaKTO W JCKIapUpaT MHUCMEHO CBOUTE HMHTEPECH.
UneH Ha KOMHUTETa HE ce M30Mpa 3a JOKIAIUUK 3a ONpEeesieH Cilydaii,
aKo TOW JeKJapupa MHTepec, KOMTO Moxe na Obae B yurbpO Ha Hesa-
BUCHMOTO pasriiek/JIaHe Ha TO3U ciiyyail. ChOTBETHUSAT KOMHUTET MOXKE
10 BCSAKO BpeME Ja 3aMCHU JIOKJIQJAUWKa WM BTOPHUS JIOKJIAIUUK C
HSIKOW JIPyr OT CBOMTE WICHOBE, aKO HalpHMEp T€ ca HECIIOCOOHHW Ja
M3MBJIHAT CBOMTE 3aJ/bJDKCHHSI B YCTAHOBEHHUTE CPOKOBE MJIM aKO CE
KOHCTaTHpa MOTCHLHAJICH KOH(DIMKT Ha MHTEPECH.

2.  JIbpaBUTe-WwICHKH NPEICTAaBAT Ha ATEHIMATa HWMEHarta Ha
eKCIICPTH C JIOKa3aH OIMT B 3aJaYTe, M3UCKBAHM CHIVIACHO 4WieH 77,
KOHUTO Ouxa OWIIM Ha PA3IOJIOKCHHUE []a y4acTBaT B pabOTHUTE TPyNd Ha
KOMHTETHTE 3aCJHO C TOCOYBAHE HA TEXHHUTE KBATU(PUKAIIMH U
creni(UIHU 007IaCTH Ha TPAKTHUYECKH OITUT.
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AreHnusATa TMOANBpPXKA AakKTyaJleH CHHChK Ha ekcnepTd. CHUCBHKBT
BKJIFOUBA E€KCIIEPTUTE, IMOCOYECHH B I'bpBAa AJIMHEA, U JIPYTM EKCIEPTH,
nocoueHu npsiko or Cekperapuara.

3. IlpenocraBsiHETO Ha YCIyTH OT WICHOBE HA KOMHUTETA MM KOWTO U
Ja € ApYyr eKClepT, y4yacTBall B pabOTHa Trpyna KbM KOMHUTETHTE WIIH
dopyma, WM W3NBIHABALL HAKAKBA [pyra 3ajada 3a AreHuusara, ce
perjaMeHTHpa upe3 IHCMEH JIOTOBOp MEXIy ATCHUUSATA M JIUIETO
WM, KOTAaTO € YMECTHO, MeXIy ATeHIHsATa W paboToiarens Ha CBOT-
BETHOTO JIMIIE.

CBOTBETHOTO JIMIIE WJIM HETOBHST paboTonarel, ce Bb3HArpakaaBa OT
AreHuusiTa, B CBHOTBETCTBHE C pa3Mepa Ha Bb3HAIPAXKICHHUSATA,
BKJIIOYCHH BBB (HHAHCOBHUTE pas3NopenOu, YCTAaHOBEHH OT YIpaBH-
TesnHus cbBeT. Koraro chbOTBETHOTO JIMIIE HE W3IIBJIHSIBA CBOUTE 3a.IbJI-
JKeHMs, VI3MBJIHUTETHHUAT JUPEKTOP HMMa IMPaBOTO A3 TPEKPATH WIIH
BPEMEHHO Jla OTJIOXM M3IIBJIHEHHETO Ha JI0roBOpa WIN Ja 3albpXKH
BB3HArPAXKICHUETO.

4, Hpe,HOCTaBSIHeTO Ha yCJIyru, 3@ KOUTO UMa HAKOJIKO MOTECHUHAJIHU
JAO0CTaBYMKa, MOXKE J1a M3HUCKBa IOKaHa 3a HU3pa3siBaHC Ha MHTCPECC:

a) AKO HAYYHHUAT U TEXHUYCCKHU KOHTCEKCT IIO3BOJISIBA; U

6) aKO € CbBMECTUMO CbhC 3aABJDKCHHATA Ha AFGHHI/IHTa, 0co0eHo HEOO-
XOAUMOCTTa Ja OCUTYPHU BHUCOKO HMBO Ha 3allliTa Ha 3ApPaBCTO Ha
YOBCKa M OKOJIHATa cpeaa.

YipaBuTenHUAT CBHBET INpHEMa MNOAXOMALIMTE MPOLELYPU IO Ipel-
J0keHHe Ha M3IbIHUTEIHUS AUPEKTOP.

5. AreHuusATa MOKE Ja M3IOJ3Ba YCIyTUTE HA €KCHEePTH 32 H3IBI-
HEHHETO Ha JPYrH clielu(UIHM 3a]adyd, 38 KOHTO TS € OTrOBOpHA.

Ynen 88

Kpanupukanus u MHTepecu

1.  YnencrBoro B xomureTute U Popyma ce omoBecTsBa ITyOIUIHO.
OtaenHuTe WIEHOBE MOraT Ja M3MCKBAaT TEXHMTE MMEHA Ja He ObJar
M3HECeHN MyOJIMYHO, aKO CUMTAT, Y€ TaKoBa IyOJIMKYBaHE MOXE Jla TH
U3710KU Ha pHUCK. V3IBIHUTENHUAT AUPEKTOp pelllaBa Jaau Ja YAOB-
JIETBOPH TakuBa McKaHWA. [Ipu myOnmkyBaHe Ha BCSKO Ha3HA4YEHHE Ce
moco4Bar npodecHoHATHUTE KBATU(DHUKAIMNA HAa BCEKH WICH.

2. UnenoBere Ha YIpaBUTEIHUS CHBET, M3MBIHUTENHUS TUPEKTOpP U
YJICHOBETE HA KOMHUTETUTE M Ha PopyMa MpaBsT JIeKiapanus 3a 00Bbp-
3aHOCT Jla W3IIBJIHSABAT CBOUTE 3aJBJDKCHUS W JIEKJIapanus 3a HWHTe-
pecuTe, KOMTO MOTaT Ja HAKBbpPHAT TAXHATA He3aBUCHMOCT. Te3n
JEKJIapaluy ce MPEeICTaBAT MUCMEHO BEAHBXK TONUIIHO M, 0e3 Ja ce
3acsara maparpad 1, ce BBBEKAAT B PETUCTBHP, MOJIbPXKAH OT AreH-
nusATa, KOHTO € JOCTBIEH 3a OOLIECTBEHOCTTa IIpU IIOMCKBAaHE B
ciy)xOure Ha AreHIusTa.

3. Ha BcsAko oT TexHUTE 3acejaHus YJICHOBETE Ha yr[paBI/ITeJ'IHI/ISI
CBBCT, M3mbaHUTEITHAST JUPCKTOP, YICHOBCTC HAa KOMHUTETUTEC M Ha
(DopyMa U BCHUYKH CKCIICPTH, ydaCTBaAllM B 3aCCAaHUCTO, ACKJIIapupar
BCCKH MHTEPEC, KOHTO OM MOI'BJI J1a HAaKbpHHU TAXHATa HE3aBUCHUMOCT, 110
OTHOHICHHUEC Ha BCAKA OT TOYKUTC OT AHCBHHUA PEI. BCGKI/I, JACKJIapupat
HO,Z[O6CH HUHTCPCC, HC y4daCcTBa B KaKBOTO M Ja € TJlaCyBaH€ IO CBHOT-
BE€THATa TOYKa OT AHCBHUA PECI.
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Ynen 89

Cpb31aBaHe HAa AnejaTHBEeH ChBeT

1. ATneIaTUBHUAT CHhBET CE CHCTOU OT npeacenaresl u ABama Apyru
YJICHOBC.

2. Hpez[cez[aTenﬂT W JBaMaTta 4JCHOBC HMMAT 3aMCCTHUIHM, KOUTO Ja
TH IpEACTaBJIIBAT B TAXHO OTCHCTBHEC.

3. Tlpencenarenst, IpyruTe WICHOBE M 3aMECTHHUIMTE CE HA3HAYaBaT
OT yNpPaBHUTEIHHUS CHBET Bb3 OCHOBA HA CIUCBK C MPEUIOKEHH OT
Komucusara kanaunaty, cieq NyOJIMKyBaHe Ha IOKaHA 3a W3pa3sBaHe
Ha uHTepec B Oduyuaren eecmuux Ha Eeéponelickusi cvio3 U B IPYTd
MCPHOMYHI M3IaHWsl, WM HA MHTEPHET CTpaHWIHU. Te ce m3bupar Bb3
OCHOBA Ha TEXHUS MPAKTHYCCKU OMUT M MO3HAHUS B 00JAaCTTa HA XUMH-
yeckara OE30IaCHOCT, CCTECTBCHUTE HAyKH WIM PEryJaTopHH |
CBCOHM TPOLEAYpH OT CIUCHK C KBATHDUIMPAHH KAHIUIATH,
onobpen or Komucwusra.

VIpaBUTETHUAT CHBET MOXKE Jia Ha3HAYaBa JONBIHHTCIHH UICHOBE M
TEXHM 3aMECTHHLH [0 Ipernopbka Ha M3IIBIHUTENHUS JUPEKTOp,
cleiBaiikM chbllata IpOLEAypa, aKko TOBa € HeoOXoAuMo, 3a Ja
rapaHTupa, 4e anabure morar ga ObaaT oOpaOOTEHU CBC 3al0BO-
JINTEITHO TEMIIO.

4.  Kpanudukauuure, W3UCKBAHM 3a UWICHOBETE Ha AIEIaTUBHUA
CBbBET, ce ompenemsT oT KoMmucusaTa B CHOTBETCTBHE C MPOLEAypaTa,
mocoueHa B uwieH 133, maparpad 3.

5. IlpencemarensT m 4wieHOBETe MMAT PaBHM IpaBa 3a riacyBaHe.

Ynen 90

YjieHoBe HA aneJIaTUBHHUSI ChbBeET

1. MaugaTeT Ha JIBKHOCTTA HA YJICHOBETE HAa AICIATUBHUS CHBET,
BKIIIOUMTEIIHO HAa TpeIcenaTeNs M 3aMECTHHLUTE, € 5 TOAuHH. Toi
MOXe J1a Obe yAbIDKaBaH BEIHBK.

2. UYneHoBere Ha AmenaTUBHUS CbBET ca He3aBUCUMHM. [Ipu u3rotr-
BSHETO Ha TEXHHUTE pELICHUs T€ HE ca OOBbP3aHM OT HHKAKBU
UHCTPYKLUH.

3. UiieHoBeTe Ha ATIeJTaTUBHHS CHBET HE MoraT Jda HU3IBJIHABAT
HUKAaKBH OPYTU 3adbJDKCHUSA B Arenuusra.

4.  YneHoBere Ha ATMENAaTUBHHS CHhBET HE Morar jga ObJaT OTCTpa-
HSIBAaHH, KaKTO OT JUIBKHOCT, TaKka M OT CIIMCHKa MO0 BpeMe Ha TEXHUS
MaHZaT, OCBEH aKO MMa CEPHO3HN OCHOBAHMS 3a TAKOBA OTCTPAHSIBAHE U
Komucusra, ciaen mnonydaBaHe Ha CTaHOBMIIETO OT YIIPaBUTEIHHA
CBBET, B3eME pEIICHUE 3a TOBA.

5. UneHoBeTe Ha AMCIIAaTUBHUS ChBET HE MOTAT Jla B3€MarT y4acTuc B
KakBaTO U Ja € mpoueaypa mno 06)KaJ'[BaHC, aKO HUMAaT HSKAaKbB JIMYCH
HUHTEPEC OT HE WJIM aKO Npeau ca NpCACTABIIABAIN HAKOSA OT CTPAHUTE
B IIponeca, Wi aKo C€a y4JacTBaJld B PCUICHUCTO IIO 00’KaJIBaHETO.

6. AKo wieH Ha AmeNaTHBHHS CHBET CUETE MO MPUYNHHU, YIIOMEHATH
B maparpad 5, e Toil He TpsiOBa Ja ydacTBa B OIpeieieHa Mpoueaypa
mo oOanBaHe, TOW CBOTBETHO HWH(MOPMHpA amreNaTUBHUS CHBET.
UneHoBe Ha CbhbBETa MOraT Ja ObIAaT OTXBBPJICHH OT BCSAKAa OT
CTpaHUTE B INpoleaypaTa Mo oOKalBaHE IO BCSIKO OT OCHOBAHHMATA,
yrmoMeHatd B maparpad 5, WM ako ca 3alo03peHH B MPHUCTPAcTHE.
Bb3paxkeHHETO HE MOXKE Ja C€ OCHOBaBa Ha HAIMOHAIHATA IIPUHAI-
JIOKHOCT Ha YWICHOBETE.
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7.  AmnenaTUBHHMAT CbBET pelllaBa KakBO AeHcTBHE nAa Oble Ipea-
TPHETO B CIydYaWTe, MOCOYCHH B maparpadm 5 u 6, 6e3 ydacTHeTo Ha
CHOTBETHUs WIEH. 3a LIENIUTE HA B3EMaHE HA TaKOBa PEIICHUE WICHBT,
3a KOIOTO C€ OTHACH, CE 3aMeCTBa B AIENaTUBHUS CHBET OT 3aMECTHHK.

Ynen 91

Pemenusi, moajieskaniu Ha 00KajiBaHe

1.  JKanba moxe nma ObJe TOAaACHA CpEIly PEHICHUS HAa ATCHIUSATA,
B3eTH chbriacHo wieH 9, wieH 20, unen 27, maparpad 6, wien 30,
naparpadu 2 u 3 u wieH 51.

2. Kanba, neno3upaHa B chOTBETCTBHE ¢ maparpad 1, uma mpeycra-
HOBSBAIO JIeiicTBUE.

Ynen 92

Jluna, ymbJIHOMOILIEHH Ja 00:KajaBaT, CPOKOBe, TakcH U (popMu

1. Bcesko ¢u3Muecko WM FOPUAMYECKO JIHMIE MOXe Ja oOxaiBa
pelieHre, OTHACSIIO Ce 3a HEero, WIH PEeIIeHHEe, KOeTO BBIIPEKH 4Ye ce
OTHAcs 3a APYro JHMIEe, € OT MPSAKO W JIMYHO 3HAYCHHE 33 HEro.

2. KanOara 3aeHO ¢ MOTUBUTE 32 OCHOBAHUSATA CE I110/1aBa ITMCMEHO
B AreHuusrta B paMKUTE Ha TPU Mecela OT HOTH(UKanuATa Ha CHOT-
BETHOTO JIUIIE 32 PEIIEHHETO WM, IPU OTChCTBUETO HA TOBA, OT JEHS, B
KOWTO TOBa € CTaHAJIO0 M3BECTHO HA IOCJIEAHMS, OCBEH aKo HE € Ipea-
BHUJICHO JIPYrO B HACTOSIIUS PETJIAMEHT.

3. Moxe ma Opae OBDKMMa Takca OT JIMIATa, IMOJaBalld >kayiba
Cpellly pelieHue Ha ATeHIusTa, B ChbOTBETCTBHE ¢ As1 1X.

Ynen 93

Pasruexnane u peumieHud 1o o0xaIBaHe

1. Axo ciex KOHCyJTalMs ¢ TIpelacenareliss Ha alelaTHBHUS CBBET,
M3IIBJIHUTCIHUAT JUPEKTOP CYETe jkajbara 3a OCHOBATeNHA U JI00pe
000CHOBaHa, TOW MOXKE Jla MOIMpPAaBU pPEHICHUETO B pamkute Ha 30 aHM
OT TI0/IaBaHETO Ha ajbaTa B CHOTBETCTBHE C wieH 92, maparpad 2.

2. B cimywam, pa3smM4YHH OT Te3H, I[OCOYEHHM B maparpag 1 ot
HaCTOAIIUA 4YJICH, MNPCACCHaTCIIAT Ha anejlaTUBHUA CBBET IIPOy4Ba
Jany okandara e ocHoBaresqHa B pamkute Ha 30 AHM OT IOJAaBaHETO
Ha kajnbara B CbOTBETCTBHUE C WieH 92, maparpad 2. IIpu monoxurenHo
peuieHue okanbara ce mOpenpaiia KbM - anejgaTUBHHS —CbBET 32
pasriexJaHe Ha OCHOBaHMSTa. Ha cTpaHmTe B mpoleaypara IIo
o0XaliBaHe ce JiaBa IPaBoO Ja HAINPABAT yCTHO HPEACTaBSHE MO BpeMe
Ha Ipoleypara.

3. ATICTaTHBHUAT CHBET MOXE Ja YIpaXHU BCHUYKH IIPABOMOIIMA,
KOUTO ca B KOMIICTCHIIMUTE Ha ATCHIMSATA WA J1a npernparu ciay4as
KbM KOMIICTCHTHHA OpraH Ha ATeHIMsITa 3a TMO-HATATBITHO JICHCTBHE.

4.  Tlpouenypure Ha aneyiaTUBHUS ChBET ce orpenensit or Komucusra
B CBHOTBETCTBHE C MpOIeaypaTa, nocoueHa B wieH 133, maparpad 3.
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Ynen 94

Hckose npen [IbpBonncTanumonnus cbl U Chaa Ha EBponeiickure
00LIIHOCTH

1.  Moxe na Ob1e 3aBefieH UCK Tpe [IbpBOMHCTAHIIMOHHMSI ChJ WA
npen Ceaa Ha EBponeiickute oOmHocTH B choTBeTCTBUE € WieH 230 ot
JloroBopa 3a OCHIOpBaHE Ha PELICHHUE, B3ETO OT ATICIATUBHUS ChBET MIIH
oT AreHuusTa B ClIydau, KOTaTo HE ¢ MPEJIBHICHO MPaBo Ha 00XaaBaHe
npes ChBeTa.

2. Axo AreHnmsaTa He B3eME pCIICHHE, MOXKE Jia ObJIc 3aBEJICH HCK
cpemly HempaBoMepHO Oe3zelicTBue mnpen [IbpBOMHCTAHIMOHHHS ChJl
win npen Cwaa Ha EBpomeiickure OOINIHOCTH B CHOTBETCTBUE C UJICH
232 ot [orosopa.

3. Ot Arennusra ce M3HMCKBa Ja peAnprueMe HEOOXOIMMHUTE MEPKH,
3a J1a ce choOpasu ¢ perieHrueTo Ha [IbpBOMHCTAHIIMOHHMS ChJ MM Ha
Cwaa va EBpomneiickute 0OIIHOCTH.

Ynen 95

ITpoTuBOpeYHsi ChC CTAHOBHINA HA APYrH OPraHu

1.  AreHuusTa ce TpIKH 3a rapaHTHpaHE Ha PaHHO WJCHTU(HUIHpaHE
HAa TOTEHIMAIHM W3TOYHMIM HA NPOTHBOpPEUNE MEXKAY HEHHHUTE
CTaHOBMIA M TE3W OT JAPYI'M OpraHW, Cb3JaJIHH ChC 3aKOH Ha
OOIIHOCTTa, BKIIOYUTEIHO OT areHmuu Ha OOIIHOCTTa, M3IBIHIBAIIM
rnoso0Ha 3aj7a4a 10 OTHOILIEHHE Ha BBIPOCH OT OOII MHTEpeC.

2. Koraro AreHuusta uaeHTuuuupa NOTEHLUANEH H3TOUHHMK Ha
NPOTHBOpPEYHE, T C€ CBLP3BA CbC CHOTBETHMA Oprad, 3a Ja
rapaHTHpa CIOJEIIHETO Ha CBOTBETHATA HAaydyHa MWIH TEXHHYECKa
uHopmals M Oa UACHTUQUIMPA HAYYHUTE WIM TEXHUYECKU
BBIIPOCH, KOUTO €a MOTEHIMAIHO CIOPHH.

3. Koraro mma oCHOBHO MIPOTHUBOPCUNE IO HAYYHH HIJIM TCXHUYCCKHU
BBIIPOCHU M CHOTBETHHUAT OpPraH € AFGHHI/Iﬂ Ha O6LL[HOCTTa W HAy4YCH
KOMMUTCET, AFCHIIPIS[Ta U CBbOTBCTHHAT OpraH pa60T§IT 3a€JHO 3a
pa3pciiaBaHe Ha IMPOTUBOPEYUETO WK 3a IMpE€AaBaHC Ha CHBMECTCH
JOKYMECHT 10 KOMI/ICI/I}ITa, H3ACHABAIl HAYYHHUTC W/WIH TEXHUYECKH
BBIIPOCH Ha NPOTUBOPCHUCTO.

Ynen 96

Brog:xker Ha AreHuusiTa

1. Ilpuxonute Ha AreHUUSTAa CE€ CBCTOST OT:

a) cyocuaus ot OOUIHOCTTA, MocThlmiIa B o0mmus Orjpker Ha EBpo-
neiickure obmHoctu (pazaen Ha Komucusira);

0) TakcuTe, IJIATCHU 10 3a/1a4UTE;
B) BCEKHU JOOPOBOJICH NMPUHOC OT IBPIKABHTC-UICHKH.

2.  Pa3xomure Ha AreHmusATa BKJIIOYBAT pPa3XOJUTE 3a IEpCOHAa,
aJIMAHUCTPATUBHUTE, UHPPACTPYKTYPHUTE U OTEPATUBHUTE PA3XOJIH.

3. Haii-kecHo 10 15 ¢eBpyapu Bcsika ToguHA M3MBIHUTSITHUAT
JUPEKTOp pa3paboTBa MpeIBApUTENICH MPOSKTOOIOKET, IOKPUBAII
ONEpPaTHBHUTE Pa3sXoAd M paboTHaTa INporpaMa, O4akBaHH 3a ClEJ-
Bamata (MHAHCOBA TOAWHA, M TO BHACA B YIPABUTENHHSA CHBET
3a€[HO C IUIaH 33 HAIMYHUS CbCTaB, HPUIPYKEH OT HEOKOHUYATEIHO
MATHO Pa3MUCaHHUE.

4.  Ilpuxoxute W pa3xomuTe ca B OanaHc.
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5. Beska roauHa ynpaBUTENHUAT CHBET Bb3 OCHOBA Ha IPOEKTa,
M3rOTBEH OT H3IIBJIHHUTEIHMS JUPEKTOp, TpaBH OOKETHAa INPOTHO3a
Ha MPHUXOJHUTE U pa3xoAuTe Ha AreHuusATa 3a ciejBamiara (GUHaHCOBA
roguHa. Tasu NMPOrHosa, KOSATO BKIIOYBA IMPOEKTOIUIAH 3a HAJIUYHMA
ChCTaB, Ce€ Iperpama OT YIpPaBUTEIHUS CbBEeT KbM Komwucusita Haii-
KbCHO 70 31 maprt.

6. Tlporno3ara ce mpenpama oT Komwucusrta xkbM EBpomeiickus
napiaMeHT 1 KbM ChbBeTa (HapU4aHW MO-A0JY ,,0F0JDKETHUSAT OpraH‘)
3aCMHO C [pPEIBAPUTEIHHS HPOCKTOOI/pKET Ha  EBpormeiickute
00IIHOCTH.

7.  Ha 6a3arta Ha nporHo3ara KomucusTa BpBeXK/Ia B MPEABAPUTEITHUS
npoekToOopkeT Ha Epponelickure oOIIHOCTH IPOrHO3UTE 3a IUIAHA 3a
HAJIMYHHS ChCTAaB U pazMepa Ha CyOCHAMATAa OT OOIIHS OFOIDKET, KOUTO
TS CYMTA 32 HEOOXOIMMH W KOWTO TsI BHAcs IpeJ OIO/KETHUS OpraH B
chOTBETCTBHE ¢ WwieH 272 ot JloroBopa.

8. BrojkeTHUSAT opraH paspelniaBa OTIYCKaHETO Ha cyOcuausta Ha
Arenuusra.

BIO)I)KCTHI/ISIT OopraH npuema IjiaHa 3a HaJIMYHHS CbCTaB Ha AFCHIII/ISITB,.

9.  bromkerspT Ha ATeHIUsATA ce MpUEMa OT yNPaBUTEIHUS ChBET. Toi
CTaBa OKOHUATEJIEH CJIe] OCIEIHOTO 0J00peHe Ha 00U OI0MKeET Ha
EBpomneiickute obmuoctu. Korato e ymectHo, TOil CbOTBETHO € KOpH-
THpaH.

10.  Bcesika npoMsHa B OOKETa, BKJIFOYMTEIHO IUIAH 32 HAIWYHUS
ChCTaB, Clie/IBa MpoLelypaTa, olucaHa Mo-rope.

11.  VYnopaBuTenHuAT CbBET He3a0aBHO HOTUGHLUpPA OOKETHUSL
OpraH 3a HaMEPEeHHETO CH Ja OCBILECTBSABA KAaKbBTO M Ja € IIPOEKT,
KOWTO MOXKE Jla HMMa 3HAuUTeJHH (UHAHCOBU YCIOKHEHUS BBHPXY
(MHAHCHPAaHETO HAa HETOBHA OFOKET, M IO-CIEIHANTHO, IIPOCKTH,
OTHACAIY c€ 10 COOCTBEHOCT, KaTO HAlpUMEp HaeMa WU IIOKyIKara
Ha crpanu. Toi mudopmupa Kommucusra 3a tosa.

Koraro kioH Ha OMO/DKETHUs OpraH € HOTUHLUpal 3a CBOETO
HaMepeHHe 1a TPEeACTaBH CTAHOBHINE, TOH OTMpaBs TOBA CTaHOBHIIE
KBbM YIIPaBHTEIHHS CHBET B CPOK IO 6 CEIMUIM OT Jarara Ha HOTH-
(buxanus 3a IPOEKTa.

Ynen 97

HM3nbiaHeHne Ha 6[0H)]€6Ta Ha AFeHIIl/lﬂTa

1.  V3OBJHUTENHUAT JUPEKTOP U3MBJIHSABA  3aIb/DKCHUSATA  HA
pasmopeauTen ¢ OFUKSTHH KPeOUTH M peaju3upa Orojkera Ha ArcH-
LHATA.

2.  HaGmiogeHnero Ha OIOJPKETHM aHTQKUMEHTH M Pa3IUIALaHEeTO 110
BCHYKH Pa3XOAW Ha ATEHIHMATA W CH3JaBaHETO M BH3CTAHOBABAHETO HA
BCHYKM TPHXOAM Ha ATCHIUATA, CC W3BBPIIBA OT CYCTOBOAUTEINS Ha
AreHuusTa.

3. Haii-kbcHo 110 1 MapT cnen Bcska (pMHAHCOBA TOJMHA CYETOBO-
JUTENSIT Ha ATEHIMATa ChOOLIaBa MPEABAPUTEIHUS OTYET Ha CUETOBO-
mutenst Ha Komucusra 3aeHo ¢ JoKiIan 3a OIOPKETHOTO U (PUHAHCOBO
ynpasieHue 3a Ta3u punancosa roguHa. CueroBoauterst Ha Komucusra
KOHCOJIMJIMpA MIPEBAPUTEIHNS OTYET HA MHCTUTYLIUUTE U JICLIEHTPAIN3HU-
panuTe opranu B choTBeTcTBHE ¢ wieH 128 ot Pernmament (EO, EBpaTom)
Ne 1605/2002 ot 25 rouu 2002 1. otHOCHO DUHAHCOBHS PErJIAMEHT,
OPHIIOKUM 32 001ust Gropker Ha Eporneiickure obmHocTH (1).

(') OB 248, 16.9.2002 r., ctp. 1. Permamenr, msmenen ¢ Permament (EO,
EBparom) Ne 1995/2006 (OB L 390, 30.12.2006 r., ctp. 1).
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4.  Haif-xpcHo no 31 maptT cnen Beska (UHAHCOBA T'OAMHA CUETOBO-
mutensT Ha KommucusTa TpencraBs TpeaBapUTENHHS OTYEeT Ha
Arennusta B CMeTHaTa najara 3aeHO C JOKJIaAa 3a OIOKETHOTO U
(uHAHCOBO ympaBieHHe 3a Ta3u (uHAHCOBa TrojauHA. JOKIaabT 3a
OI0IKETHOTO M (PMHAHCOBO YIpaBIICHHE 3a Ta3H (pUHAHCOBA TOJWHA
chIllo ce mpenpamia Ha EBpomelickus nmapinament u Ha CbBera.

5. Ilpu nonyuaBane Ha 3a0enexxkute or CMmeTHara majnara mo mpej-
BapUTENHHUSI OTYET Ha AreHIMATa chriaacHo wieH 129 ot Permament
(EO, EBpatom) Ne 1605/2002 M3IBbIHUTETHUST JUPEKTOP M3TOTBSI OKOH-
YaTeJIHUS OTYET Ha ATEHIMTAa Ha HEroBa OTIOBOPHOCT M 'O Hpemnparia
Ha YIPaBUTENHHUS CHBET 3a CTAHOBHIIE.

6. yrlpaBI/ITCJ'IHI/IHT CBbBCT MPCAOCTaBsA CTAHOBHUIIC IO OKOHYATCIIHUA
OTYECT Ha AI'GHL[I/IHTa.

7. Hati-kbcHO 10 1 r0AM Ha clienBaiiaTa roJMHA U3IIBJIHUTCIHUST
JUPEKTOP H3Mpalia OKOHYATEIHUSI OTYET 3ae/JHO ChC CTAHOBHIIETO HA
yIpaBUTEIHUS CbBET 10 EBponeiickus napmament, no CbBera, 10
Komucusara u 1o CMmeTHaTa majara.

8. OKOHuaTeNHUAT OTYET ce MyONIUKYBa.

9.  V3mpmHUTENHUAT [uUpekTop wm3mpama ©Ha (CMeTHaTa manaTa
OTrOBOp Ha HEHHUTE KOHCTaraluu Haili-kbcHO 10 30 centemBpu. Toi
CBINO TaKa HM3Mpalia TO3M OTTOBOP U Ha YTPAaBUTETHHS CHBET.

10.  Espomeiickusar mapnameHT mo npenopbka Ha CbBera mpeau 30
anpun Ha roauHa N + 2 mpHema oT4eTa Ha M3IMBIHHTEIHUS JUPEKTOp
OTHOCHO I3IIBIIHEHMETO Ha Oro[pKeTa 3a romxuHa N.

Ynen 98

Bopb6a ¢ nusmamure

1. C uen 3a Oopba ¢ uW3MaMu, KOPYMIHS W JAPYTHM HE3aKOHHU
neitHocTH pasmopenbure Ha Permament (EO) Ne 1073/1999 na Espo-
neiickusa napiaaMeHT u Ha CbBeta oT 25 Mail 1999 r. oTHOoCcHO pascnen-
BaHMATA, MPOBEXKAAHN OT EBpormelickara ciyxba 3a 6opba ¢ m3mMamure
(OLAF) (1), ce mpuiaratr 0e3 OrpaHWYEHHs 110 OTHOLIEHHE Ha AreH-
IUATA.

2. AreHuusta € 0OBBbp3aHa OT MEXAYMHCTUTYIIMOHATHOTO CHOpa-
3ymenue ot 25 maii 1999 r. mexny EBpomneiickus mapmament, CpBeTa
Ha EBpomneiickus cbio3 u Kommucusra na EBpomelickure oO0IHOCTH
OTHOCHO BBTPEIIHUTE pa3ciiefiBaHusi OT EBpormeiickara ciyxba 3a
6opba ¢ wmsmammre (OLAF)(®>) m wu3nmaBa, He3abaBHO CHOTBETHHTE
pasnopenou, MpUIOKHUMHU 3a IEIHs ¥ HepCOHall.

3. PemeHusATa OTHOCHO (pUHAHCHPAHETO W NPUJIATAHETO HA CIIOPasy-
MCHHATA W HHCTPYMCHTUTE, IMNPOU3THYAIIN OT TAX, HU3PUYHO IOCTa-
HOBsBAT KaTo ycioBue, de Cwmernara mamara u OLAF wmorar na
OCBIIECTBSIBAT, aKO € HEOOXOJUMO, MPOBEPKM Ha MACTO Ha IOIyda-
TenuTe HAa (UHAHCHpaHe OT ATEHIMATa U HA arceHTHTE, OTTOBOPHH 32
Pa3NpPEnEIsIHETO My.

(') OB L 136, 31.5.1999 r., c1p. 1.
() OB L 136, 31.5.1999 r., crp. 15.
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Ynen 99

DUHAHCOBU npasuJja

OUHAHCOBUTE MNpaBWIa, NPWIOKHUMH 32 ATrEHLIUSATa, C€ HpUEMaT OT
YIpaBUTETHUA CBBET cren KoHcynTamus ¢ Kommcnmsara. Te me morar
Jla ce OTKIOHSBAT OT pasnopenoute Ha Permament (EO, EBpatom) Ne
2343/2002, ocBeH ako TOBa € CIHEIMAIHO HEOOXOIMMO 3a paboTara Ha
ATeHIUATA U C TIPEABAPHUTEIHOTO Chriacue Ha Komwmcusra.

Ynen 100

IOpuauyecka npaBocy0eKTHOCT HA AreHUHUSITa

1.  Arennusrta e opran Ha OOIIHOCTTA ¥ MMa IOPUIUYECKA MIPABOCY-
OekTHOCT. BBB BCsika IbpiKaBa-uiICHKA TS CE TI0J3Ba C HAM-IIMPOKaTa
IOpUIMYECcKa TPABOCYOCKTHOCT, MPEIOCTaBeHA HA FOPUANYCCKUTE JIMIA
CBIJIACHO TEXHHUTE 3aKOHH. Ilo-crienuanHo, TS MOXKE Ja MpuaoduBa u
pasmonara ¢ JBW)KAMa M HEJIBIKMMa COOCTBEHOCT W MOXKe Ja Oble
CTpaHa 1o ChACOHU MPOLETYPH.

2. AreHmmsTa ce MpeAcTaBisiBAa OT HEWHUS M3IBIHUTEICH ITHUPEKTOP.

Ynen 101

OTroBopHOCT Ha AreHuUsITa

1. ﬂOFOBOpHaTa OTrOBOPHOCT Ha AFGHL{I/IS{T& CC onpeaeid OT 3aKOHa,
MNPpUJIOXKHUM KbM BBIIPOCHUSA  JAOr0OBODP. C’I),Z[’I)T Ha EBpOHeﬁCKHTC
O6IIIHOCTI/I HMa HOpUCIUKIUA BbB BPBH3Ka C BCAKaA ap6HTpa>1<Ha KJj1aysa,
CbhbAbpiKalia c€ B A0TOBOpP, CKIIOYEH OT AreHuusra.

2. B cnyuaii Ha HEZOroBOpHAa OTTOBOPHOCT ATEHLHATA B CHOT-
BETCTBHE C OCHOBHHTE NPHUHIMIH, OOIIM 32 3aKOHHUTE Ha IbpiKaBHTE-
YJIEHKH, CJIe/[Ba Jia TMOIPaBU BCAKA Bpena, NMPUUYMHEHA OT HEs WK OT
HEWHHUTE CIY)KUTENH NPH H3IBIHEHHE HA TEXHUTE 3aIBbJIKCHHS.

CoabT Ha EBporieiickute 0OIIHOCTH MMa FOPUCAUKIIUS BBB BCEKH CIIOP,
CBBbp3aH ¢ 00e3lIeTeHHe 3a TaKUBa BPE/U.

3. JIuunara ¢uHAHCOBA M IUCLMIUIMHAPHA OTTOBOPHOCT HA HEWHHUTE
CITy’KHTEIIH TI0 OTHOIIECHHE Ha ATEHINATA Ce YIPABIIABA OT CHOTBETHHUTE
IpaBuia, OpWIAraHu [0 OTHOLICHHE HAa IEepPCOHANa Ha ATEHIMATA.

Ynen 102
IpuBuiaernu ¥ UMYHUTETH HAa AreHIUSATA

[IpoTokonbT 3a NpPUBHUIETUWUTE W WMyHUTeTHTE Ha EBpomeiickure
OOIIHOCTH Ce mpuiiara 1Mo OTHOLICHHE Ha ATCHLUSTA.

Ynen 103

IIpaBuia u pa3nopeadu OTHOCHO MepPCOHAJA

1. IlepcoHansT Ha AreHuusTa MOAJEKM HA pasnopenadure u
mpaBuiaTa, [OPUWIOKMMHU 3a JUIBKHOCTHUTE JMLIA U JAPyTuTe
ciyxutenu Ha EBponeiickute oOmiHoctu. [lo OoTHOIIEHME HAa HEWHUS
nepcoHan AreHIMsATa yIpaxKHABA BJIACTTa, IPEXBbPIIEHA I OT Ha3Haya-
BalllaTa MHCTUTYILIHSA.

2. VYmopaBuTenHUAT CbBET ¢ omoOpeHuero Ha Kommucusata mnpuema
HEOOXOJMMHTE MpHJIaraiiyd pa3rnopeaou.
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3. IlepconanbT Ha AreHuusTa ce CbCTOM OT AJBKHOCTHU JIMILA,
Ha3HAUeHH WIH KOMaHAWpoBaHH oOT Kommucusrta wuim abpikaBHTe-
YIEHKU BPEMEHHO U OT JPYTH CIY>KUTENU, HAETU OT ATEHIHUATA, aKo
¢ HeoOXOaMMO, 3a Ja U3IBIHABAT HEHHUTE 3agadun. ATCHIHATA
Ha3HayaBa CBOsS IEPCOHAl Bb3 OCHOBAa Ha IUIAH 3a HaOupaHe Ha
HepcoHan, KOWTO Ja ObJe BKIIOYEH B MHOTOTOJMIIHATA PabOTHA
Imporpama, MocodeHa B WwieH 78, OykBa T).

Ynen 104
E3unu
1. Permament Ne 1 ot 15 anpun 1958 r. 3a ompexnensiHe Ha €3UIUTE,

KOMTO Ja OBJaT u3NOoN3BaHM B EBpomeiickata HKOHOMHYECKA
o6mrroct (1), ce mpuiara 1Mo OTHOILIEHHE Ha ATEHIHSTA.

2. VYcmyrute 3a mpeBoJ, HEOOXOAUMHU 3a (YHKIMOHUPAHETO Ha ATreH-
nusiTa, ce mpenoctaBat oT LleHTspa 3a mpeBoau Ha opranuTe Ha EBpo-
NEHCKUA ChIO3.

Ynen 105
3axbiKeHne 32 MOBEPUTETHOCT
UneHoBeTe Ha YNPABUTEIHUSI CHBET, WICHOBETEC Ha KOMHUTETHTE M Ha
(dbopyma, eKcriepTuTe W JUTHKHOCTHHUTE JIMIA U OCTAHAIUTE CITYKUTEIN
Ha AreHIMsATa ca 3aJb/DKEHH JIOPH CIel TIpeKpaTsBaHe Ha TEXHUTE

3aIbJDKCHUsSI J1a HE OMOBECTSABAT MH(MOPMAIHS, PESIMET Ha 33bIDKCHHUEC
3a omas3BaHe Ha Mpod)eCHOHANHA TaiHa.

Ynen 106
Y4yacTue Ha TpeTH CTPaHU
VYHpaBUTETHUAT CHBET MOJXKE, CHIVIACYBAHO CHC CHOTBETHHS KOMHUTET

i ($opyma, 1a KaHH TPEICTABUTENN HA TPETHU CTPAHU Jia y4acTBYBaT
B paborara Ha AreHuusTa.

Ynen 107
YuacTHe Ha MEXKIYHAPOJAHU OPraHU3ALUU
YHpaBUTETHUAT CHBET MOXKE, CBIJIACYBAHO ChC CHOTBETHHUS KOMHUTET
win Gopyma, a KaHHU MPEJCTABUTEIIN HA MEXIYHAPOIHU OpraHU3aIlH

C UHTEpecH B 00JNacTTa Ha YIpaBlICHHE HAa XUMHYHUTE BEIIECTBA Ja
y4acTBaT Karo HaOmojareiad B paboTara Ha AreHIHsTA.

Ynen 108
KoHTakTH ¢ opraHu3auuM HAa 3aHHTEPECOBAHU CTPAHH
YpaBuTeTHUAT ChBET, ChIilacyBaHo ¢ KomucusTa, pa3BuBa Moxosuu

KOHTAaKTH MEXIY AFCHL[I/I}ITa U CBOTBCTHHUTC OpPraHU3allid Ha 3aWHTC-
pecoBaHu CTpaHU.

() OB 17, 6.10.1958 1., crp. 385/58. PermameHr, MOCIEOHO H3MEHEH C
Pernament (EO) Ne 920/2005 na Cseera (OB L 156, 18.6.2005 r., ctp. 3).
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Ynen 109

IIpaBuia 3a mpo3payHoCcT

3a ja rapaHTHpa TPO3PAvyHOCT, YIPABUTEIHUAT CHhBET Bb3 OCHOBA Ha
MPE/UIOKECHHE OT  HM3MBJIHUTCIHUS JUPEKTOP W  ChIJIACYBAHO C
Komucusita npuema npaBuia, ¢ KOUTO Jla OCUTYPU OOIIECTBEH JIOCTBII
JI0 BCSIKA peryJiaTOpHa, Hay4YHa MJIM TeXHUYeCKa MH(POpMaLUs, 3acsramia
6e30macHOCTTa Ha BEIECTBATa, B caMocTosATeNeH BU, B P> M3 cmecn <«
WM B U3JIENIUS, KOSATO HE € OT MOBEPUTEITHO €CTECTRO.

Ynen 110

OTHoOLIeHHsI ChC CHOTBETHUTE MHCTHTYI UM Ha OOmHOCTTA

1.  AreHuusrta CH CBTPYOHHYH C JPYTUTE€ HMHCTUTYLMH Ha
OOmHOCTTa, 32 1a OCUTYpsiBa B3aUMHA IMOJKpENa MpH H3MbIHCHHE Ha
CHOTBETHUTE UM 3aJ1auH, U MO-CIEIHAIHO, 3a Ja u30erne nyOnupane Ha
paborara.

2. V3UbIHUTENHUAT JUPEKTOp, ciel KoHcynTaumu ¢ Komurera 3a
OLleHKa Ha pucka u EBpormeiickust opran 3a 0€30HMacCHOCT Ha XpaHUTE,
YCTaHOBSBA IPOILEIYyPEH MPABUJIHUK MO0 OTHOIIEHHE HA BEIIEeCcTBaTa, 3a
KOHMTO € ThPCEHO CTaHOBHIIE B KOHTEKCTa Ha 0E30MacHOCT Ha XpaHUTE.
To3u mpouenypeH NpaBUIHMK C€ INpHeMa OT YIPaBUTEIHUS CbBET,
cbriacysaHo ¢ Komucwusra.

HacrosimusT st He 3acsira MO JApYr HA4WH KOMIIETEHIMHUTE, BMEHEHU
Ha EBpormelickust opran mo 0e30MacHOCT Ha XpaHHTE.

3.  HacrosmmsaT msim He 3acsira KOMIIETEHIIMHUTE, BMEHEHU Ha EBpo-
relickara areHIys 3a JeKapcTBara.

4.  V3ObIHUTENIHUST AUPEKTOp, cilel KoHcynrauuu ¢ Komurera 3a
OLleHKa Ha pucka, Komurera 3a COLMAIHO-UKOHOMHYECKU AaHAIU3 M
KoncynratuBHus cbBeT 1O 0€30IaCHOCT, XUIMEHAa M 3allluTa Ha
31paBeTo Ha PabOTHOTO MACTO, YCTAHOBSBA MPOIECAYPEH INPaBHIHUK,
3acsTail BBIIPOCHTE 3a 3al[uTa HA paboTHummTe. To3W mpouexypeH
IpaBUJIHUK C€ IIpUeMa OT YNPaBUTEIHMS CbBET, ChriacyBaHo ¢ Komu-
cuATa.

HacrosmusT s He 3acsira 3akOHHHTE KommeTeHnun Ha KoHcynra-
TUBHHS CbBET NO O€30MacHOCT, XWUTMEHa M 3allUTa Ha 3JIpaBeTo Ha
pabotHOTO MsicTo 1 Ha EBpomeiickara areHiys 3a 31paBe 1 0€3011aCHOCT
Ha pa0ora.

UYnen 111

®opmatu U codTyep 3a noaaBaHe Ha MHPopMALHsA B AreHUHMATA

AreHnusita ompeznens (GopMmMaTHTe W TH HpaBH TOCTBIHU OE3IUIATHO,
KakTo W CcOMTyepHHTE MAaKeTH W TH [PaBH JOCTBIIHM Ha CBOSTA
MHTEPHET CTPAaHUIIA 33 BCAKO MOJaBaHe HAa MHPOpMANUS B ATCHIUATA.
JbprKkaBUTE-YICHKH, MPOU3BOIUTEINTE, BHOCHUTEIIHNTE, AUCTPUOYTOPHTE
WK TOTPEeOUTENUTE HALONy [0 BEpHUrara, M3M0J3BaT Te3u (OopMaTH H
IakeTH IpH IojJaBaHe Ha wuHpopManuss B ATrEHIUATa CBIJTACHO
HACTOSIIIMS periaMeHT. U mo-creruanHo ATCHIUSTa MPaBU JAOCTHITHU
copTyepHH MHCTPYMEHTH 3a YJICCHSBAHE MOJABaHETO Ha IisaTa HHPOP-
Mamus, OTHACsIIAa CC 3a BEIIECTBA, PCTHCTPUPAHH B CHOTBETCTBHE C
wieH 12, nmaparpad 1.

3a memure Ha perucrpanmAra (GopMaThT Ha TEXHHYECKOTO JOCHUE,
ynomenat B wieH 10, OykBa a), ¢ [UCLID. AreHnusra KOOpAMHHpA
[0-HATATHITHOTO pa3BUTHE Ha TO3W Qopmar ¢ OpraHumsanusara 3a
UKOHOMHYECKO CHTPYAHHYECTBO © pPa3BUTHE, 3a Ja OCHTYpsBa
MaKCHMAaJTHa XapMOHH3ALIHS.
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JUSUT XTT
MH®OPMAILUS

Ynen 117

JlokaaaBane

1. Ha Bceku mner TOIUHHM JIbPKABHTC-WICHKH IPEJCTABAT Ha
Komucusta noknan 3a AeHCTBHETO HA HACTOSALIMS PErJIaMEHT Ha ChOT-
BETHHUTE UM TCPUTOPUH, BKIFOUBANKHU Pa3JIesin 32 OILICHKA U M3ITbJIHCHHE,
KaKTO € OIMCaHo B ujeH 127.

[IspBusT nokmazn ce moxasa ao 1 rorm 2010 T.

2. Ha Bceku mer romuHu AreHuusTa npencrass Ha Komwucusra
JOKTah 3a JeHCTBHETO Ha HACTOSMIMA perylaMeHT. ATeHHusITa
BKJTIOYBA B CBOS JOKJIAA WH(OpPMANMsA 32 CHBMECTHOTO IOAaBaHE Ha
uHpopmalys B ChOTBETCTBHE ¢ wieH 11 u obu mperyien Ha oOsAcHe-
HHATA, JaJCHHU 32 MOAAJCHATA TTOOTICIHO MH(POPMAIHS.

IIbpBusT pnoxnaxn ce npenasa go 1 ronu 2011 r.

3. Ha Bceku TpU TOAWHU AFGHL{I/I}ITa B CBHOTBECTCTBHUEC C ITOCTaBCHATa
e 3a HaCcbpdaBaHC Ha MCETOAUTE 3a IMPOBCKIAAHC Ha U3NMUTBAHUS 0e3
JKUBOTHM TIPCACTaBsA Ha Kommcusta pokmanx OTHOCHO craryca Ha
WU3IBJIHCHUE W U3MNOJA3BAHCTO Ha METOAUTE 3a IIPOBCKIAAHC Ha
M3MUTBaHNs 0€3 )KUBOTHH U CTpaTCeruu 3a MpOBCKAAHC HA HU3MHUTBAHUA,
H3II0JI3BaHU 3a CT)GI/IpaHe Ha I/IH(bOpMaIII/ISI 3a XapaKTCPHUTE CBONCTBa Ha
BCIIECTBaTa M 3a OILICHKA Ha pHCKa, OTroBapsliu Ha HU3UCKBaHHUATA Ha
HaCcTOAIMUA PEriIaMEHT.

IbpBusaT poxnaxn ce npenasa go 1 ronu 2011 r.

4. Ha Bcexku mner roamHu Komwucusta myOSUKyBa OOI[ IOKJIaJ
OTHOCHO:

a) TPUAOOUTHS OMMT OT ACHCTBHETO HAa HACTOSIIWS PErTaMEHT, BKIIO-
qUTEIHO MH(pOpMalusaTa, nocoyeHa B naparpadu 1, 2 u 3, u

0) pasMepa W pas3npesie]ICHUETO Ha (PMHAHCOBU CPEJICTBA, OTIYCHATH OT
Komucusita 3a pa3paboTBaHe W OIIEHKA Ha aITEPHATHBHH METOIH 3a
W3MUTBaHE.

IIbpBusaT poxnan ce mybnukysa g0 1 ronu 2012 r.

Ynen 118

Joctben g0 nudopmanus

1. Permament (EO) Ne 1049/2001 ce mpuiara 3a JOKyMEHTH, TPUTE-
JKaBaHH OT ATCHIHATA.

2. OmnoBecTsiBaHETO Ha clexHaTa WHGOPMALUS IO TMPABUIIO CE CUUTA
3a MMOCEraTesICTBO BbPXY 3alllUTaTa Ha ThPrOBCKUTE MHTEPECH Ha 3acer-
HAaTUTE JIMLA:

a) moapoOHOCTH 3a ITBJIHUS ChcTaB Ha ganeHa P> M3 cmec «;

0) O6e3 na ce 3acsrar wieH 7, maparpad 6 u uwieH 64, maparpad 2,
TouHata ymorpeba, (QyHKIMS WIM [PUWIOKEHHE Ha IaJICHO
BemiectBo miu  PM3 cmec €, BKIIOYMTENTHO HHpoOpMauus 3a
TOYHATa yroTrpeba Karto MEXIMHCH HPOAYKT;

B) TOYHHUS TOHaX Ha BellecTBoTo Wi P> M3 cmecra <, npousBeACHU
WM MyCHAaTH Ha Ta3apa;
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I) BPB3KH MEXIYy IPOU3BOIAMUTEN WMJIM BHOCHUTEI U HETOBUTE IUCTPH-
OyTOpH WIIM TIOTPEOMTENN HAZOJy 110 BepHrara.

Korato ¢ HeoOXOQUMO CIICIIHO JCHCTBHE 3a 3alluTa 3/ApaBeTO Ha
YOBeKa, OC30MACHOCTTa WM OKOIHATa Cpela, Karo B aBapUiHH
CUTyallMu ATreHIMsATa MOXE Ja OMOBECTH MH(OpMaIMsiTa, MOCOYCHA B
HACTOSIIHUS maparpad.

3. VYmOpaBUTENHUAT CBBET INpHEMa MPAKTHYECKH MEPKH 3a IpHia-
ranero Ha Permament (EO) No 1049/2001, BKJIOYHMTENHO KajaOW WM
KOPHTHpAIIH MEpKH, HEoOXOAWMH 3a MpepasriexkIaHe Ha YacTHYCH
WIN IIBJICH OTKa3 Ha UCKaHUS 3a KoHuAeHIHanHoCT 10 1 roHn 2008 T.

4.  PemeHns, B3eTH OT ATeHIMATA ChIJIacCHO WieH 8§ oT PeriiameHTt
(EO) No 1049/2001, wmorar ma ObgaT MOBOJ 3a OIUIAKBaHE 0
OmOyncmana wiu  3a  jeiictBue mnpenq Cohaa Ha  EBporeiickure
OOIIHOCTH, IO YCJIOBHUATA, CHOTBETHO YCTAaHOBEHH B 4WiieHOBE 195 u
230 ot [orosopa.

Ynen 119

Enexrponen nmyd/jauveH I0CTHI

1.  Cnennara nuHpopmaus, NpUTeKaBaHa OT ATCHIMITA 32 BEIIECTBA
B camocrosaTeneH Buja, B M3 cvecn € wiam B M3JENUS CE TIPaBH
nyOIM4HO AOCThIHA, Oe3ruiaTHO, upe3 VIHTEpHET, B ChOTBETCTBHE C
uieH 77, naparpad 2, Oyksa n):

a) 0Oe3 jma ce 3acsaraT pasnopenoute Ha maparpad 2, OykBU €) U XK) OT
HACTOSIIIUS YICH, HanMEHOBaHHETO Mo HoMeHknaTypara Ha [UPAC
3a BEIIEeCTBA, OTTOBApSIIM HA KPUTEPHHTE 32 HAKOW OT CIICTHHTE
KJIaCOBE MJIM KAaTCTOPHU HAa OMACHOCT, OMpPEJCICHH B IPUIIOKCHHE
I xeMm Permament (EO) Ne 1272/2008:

— knacoBe Ha omacHocT 2.1—2.4, 2.6 u 2.7, 2.8 tunoBe A u B,
2.9, 2.10, 2.12, 2.13 xareropuu 1 u 2, 2.14 xareropuu 1 u 2,
2.15 tunose A—F;

— KijacoBe Ha omacHOCT 3.1—3.6, 3.7 BpemHu eQeKTH BBPXY
nojoBata (pyHKIUS U OIUIOJUTENHATA CIOCOOHOCT WIIH BBPXY
passutHero, 3.8 edexTH, pa3IuyHU OT HAPKOTHYHHTE e(eKTH,
3.9 u 3.10;

— Knac Ha omacHocT 4.1;

— KJac Ha omacHocT 5.1;

0) aKo e MPUIIOKHMO, UMETO Ha BEIIECTBOTO, KAKTO € YCTAHOBCHO B
EINECS;

B) KJIAaCH(UKALUATA ¥ CTUKETHPAHETO Ha BEIIECTBOTO;

F) (I)I/I3I/IKOXI/IMI/I‘IHI/ITC JaHHM 3a BCUICCTBOTO W HNBbTHIIA U 6’LHCHIC Ha
OKOJIHaTa cpela,

M) pe3yiTaTbT HA BCSKO TOKCHKOJOTHYHO M EKOTOKCHKOJIOTUYHO
U3CIIEBAHE;

€) BCsiKa Mojy4eHa HexaelcTBama no3a/koHuentpauus (DNEL) wunm
npeanonaraemara HeaeWcTBama KoHueHtpauus (PNEC), ycra-
HOBEHH B CHOTBETCTBHE C NpHIIOKeHHE I;

’K) PBKOBOJICTBO 3a Oe3omacHa ynorpeba, IpeJoCTaBeHO B ChOT-
BeTCTBUE ¢ pasnenu 4 u 5 Ha mpuioxenne VI

3) AHAJIMTUYHU MCTOAH, aKO C€ HU3UCKBAT B CBHOTBCTCTBUC C
MPUITIOKCHUE IX wm X, KOHUTO MpaBiAT Bb3MOXHO OTKPHUBAHECTO Ha
OITaCHO BCHICCTBO IIPU HM3IYCKaHE B OKOJIHaTa Cpcla, KakTO HU OIlpe-
JCIIMHETO HAa TUPCKTHATa CKCIIO3HIHNA Ha Xoparta.
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2. Cnennara uHpOpManusi 3a BELIECTBA B CAMOCTOSITENICH BHJ, B
mpenapard Wid B M3JETHs Ce MpaBH MyOJMYHO NOCTBITHA, OE3IUIaTHO,
nocpencTsoM MHTepHET, B ChOTBETCTBUE C wieH 77, maparpad 2, Oyksa
1), OCBEH KOraTo CTpaHaTra, NpeJoCcTaBsia WHPpOpManusTa, MpeacTaBy
00ocHOBKa B choTBeTcTBHE ¢ wieH 10, OykBa a), moaToyka Xi), Ipuera
KaTo BaJIMJHA OT ATCHIUATA, OTHOCHO TOBA, 3alll0 TaKOBa MyOJIMKyBaHE
€ TIOTEHIIMATHO BPEIHO 32 THPrOBCKUTE MHTEPECH HA PETUCTPaHTa WU
Ha HAKOSI Jpyra 3acerHara cTpaHa:

a) aK0 € OT CBIIECTBCHO 3HAUCHHME 3a KiIacH(UKAIMATA U CTUKCTH-
paHeTO, CTENEeHTAa Ha YMCTOTA HA BEIIECTBOTO M HACHTHYHOCTTA Ha
MPUMECHUTE W/WIIM JOOABKUTE, KOMUTO Ca MU3BECTHU KATO OINACHU;

0) obmara ToHaxHa rpyna (Hampumep 1—10 rona, 10—100 ToHna,
100—1 000 Tona wmm wam 1 000 TOHA), B KOSITO OMPEAEIECHOTO
BEILIECTBO € PErUCTPHPAHO;

B) pe3roMeTaTa Ha M3CJICABAHETO WM TOAPOOHHUTE pe3loMeTa Ha
W3CIIeIBAHETO, BKIIIOYBAINM WH(OpMaIHATa, MOCOYeHA B maparpad
1, OykBu T) U n);

r) udopmanus, pazaMyHa OT Tas3W, onucaHa B mnaparpad 1,
ChIbpiKama ce B WHGOPMALMOHHUS JHCT 32 0€30MacHOCT;

1) THPrOBCKOTO(MTE) HAUMEHOBAaHME(s]) Ha BEILIECTBOTO;

e) npu cna3BaHe Ha wieH 24 ot Pernament (EO) Ne 1272/2008, Hanme-
HOoBaHmero 1o HomeHkimatypata ©Ha [UPAC 3a HeBbBemeHH
BelIeCTBa, IOco4YeHU B naparpad 1, OykBa a) OT HACTOSIIUS UJIEH,
3a MepHoJ OT HIECT T'OJIMHH,

k) Ipu crmaszBaHe Ha wieH 24 ot Permament (EO) Ne 1272/2008, nHaume-
HOBaHMETO 0 HoMeHknarypata Ha IUPAC 3a BelecTBa, 0COYEHU
B maparpa¢ 1, OykBa a) OT HACTOSILUS WICH, KOUTO CE H3IOJI3BAT
caMo KaTO €JHO MM TI0BEYEe OT CIEIHHTE:

1) Karo MeXIUHEH MPOIYKT;
il) TIpy HayYHOM3CIIENOBATENICKA W Pa3BOiHA AEHHOCT;

iil) TpU Hay4yHOM3CIIEJOBATENCKa U Pa3BOMHA JEWHOCT, CBbp3aHa C
MIPOIYKTH ¥ TPOLECH.

Ynen 120

ChTpYyIHHYECTBO C TPETH CTPAHM M MEKIYHAPOIHH OPraHU3ALMH

HezaBucumo ot winenoBe 118 u 119 wmHpoOpmaius, monydeHa OT
ATCHIMATA CHITIACHO HACTOSIIMS PErIaMEHT, MOXKe J1a Obje OMOBECTEeHA
Ha BCEKH IPABUTEICTBEH WJIM HAIMOHAIEH OpraH Ha TpeTa CTpaHa WU
Ha MEXIyHAapoJHA OpraHH3alUs B CHOTBETCTBUE CHC CHOpa3yMEHHE,
CKJIFOYeHO Mekay OOIIHOCTTa M BBIIPOCHATA TPETa CTPaHA CHIVIACHO
Pernmament (EO) Ne 304/2003 r. wa EBpormelickusi mapiaMeHT W Ha
CsBera or 28 snyapu 2003 r. OTHOCHO M3HOCAa U BHOCA Ha OIACHU
xumukamu () wiu cerimacHo wied 181a, maparpad 3 ot Jlorosopa,
IPH TOJOKCHHE Y€ U JBETe YCIOBHS IO-J0JIy ca CHa3eHH:

a) IIeJITa Ha CIOPa3yMEHHETO € ChTPYAHMYECTBO IIPU MPUIATAHETO W
YIPaBICHUETO Ha 3aKOHOJATEJICTBO OTHOCHO XMMHYHHUTE BEIIECTBA,
00XBaHATH OT HACTOSIIMS PErJIaMEHT;

() OB L 63, 6.3.2003 r., ctp. 1. Permamenr, mociemHo u3MeHEH ¢ PerimameHT

(EO) Ne 777/2006 na Komucusta (OB L 136, 24.5.2006 r., ctp. 9).
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0) Tperata cTpaHa Ma3d IOBEpUTENIHATa HHGPOPMAIUSA IO B3aUMHO
ChIyIacHe.

JST XIIT
KOMIIETEHTHHM OPI'AHHM

Unen 121

Omnpenensine

JIbpKaBUTE-YJICHKH OIPEJeNsST KOMIIETCHTHUSI OpraH MWIH KOMIIe-
TEHTHUTE OPraHW, OTTOBOPHM 3a M3IIBJIHEHHE Ha 3aJauuTe, OTPENICHU
Ha KOMIICTEHTHUTE OpraHH ChIJIACHO HACTOSIIMS pErjlaMeHT U 3a
cbTpyaHndectBo ¢ Komucusita ¥ AreHuusra npu HpUIaraHeTo Ha
HACTOSIIIUS perjiaMeHT. JIbpikaBUTe-4JIeHKH IPEIOCTaBAT IMOIXOISAIIN
pecypcu Ha pa3MoJIOKEHHE Ha KOMIIETEHTHHUTE OpraHd, KOUTO MM
JaBaT BB3MOXKHOCT 3a€JHO C BCHYKM JPYyTH HAJIMYHU PECYpCcH Ja
U3IBIHAT TEXHUTE 3aJaud CHIVIACHO HACTOALIMSA PErJIaMEeHT CBOEB-
PEMEHHO M MO e(pEeKTUBEH HAUYMH.

Ynen 122

ChTpyIHHYeCTBO MeXKAy KOMIETEHTHHTE OPraHH

Kommnerentuure OpraHv CbTPyAHHUYAT MOMEKIAY CHU IPHU HU3I'BIHCHUCTO
Ha CBOHUTC 3aJa4Yu CBIVIACHO HACTOAIIHNA PETJIaMCHT W IMPCAOCTAaBAT Ha
KOMIICTCHTHUTE OpraHd Ha APYI'u AbpKaBU-YJICHKU LsJiaTa H€06XOZ[I/IM3.
" TI0JIE3HA IMOJKpEIa 3a Tasu LECJL.

Ynen 123

[penocraBsine Ha MH(poOpMaLUs HAa 00LIECTBEHOCTTA 32 PHCKOBeTE
OT BellecTBa

KoMmnereHTHUTE  OpraHd  Ha  JbpXKABUTE-WICHKH  WHOOpPMHUpPAT
00IIECTBOTO 338 PUCKOBETE, MPOU3THYAIIH OT BEIICCTBA, KOraTo TOBA CE
cuMTa 32 HEOOXOAMMO OT TJICIHA TOUYKA 3alIUTaTa Ha 3/[paBeTO HA YOBEKa
WITH OKOJIHATA Cpefia. ATEHIHMATA, ClIel KOHCY/ITAIUU ¢ KOMIIETEHTHUTE
OpraHd W 3aWHTCPCCOBAHUTE JHIA, M KaTO 3aWMCTBA, aKO € YMECTHO,
CBBp3aHaTa C TOBAa HaW-700pa NMPaKTHKa, MPEIOCTaBsi PHKOBOACTBO 3a
npeocTaBsHe Ha MH(OpMAIMs 3a PUCKOBETe M Oe3onacHara yrnoTpeda
Ha XMMUYHHU BEILIECTBA B CaMOCTOsATeNeH Bu, B M3 cmec € wmm B
U3JICIHs C OIJICA KOOPUHHUPAHE Ha IbPIKABUTE-YICHKH B TE3H ICHHOCTH.

Ynen 124

Jpyru 3aabJzKeHHs1 HA KOMIETeHTHHTE OPraHu

KomnereHTHUTE OpraHu TpPEAOCTaBAT IO CISKTPOHEH IIbT Ha
AreHiusTa BCSKa HalnuyHa HMHQPOpPMALUS, KOSITO TE TNPHTEXKABaT 3a
BEILIECTBA, PETUCTPUPAaHH B CHOTBETCTBUE C wieH 12, maparpad 1,
YHUUTO JIOCHETa HE ChIbpKAT IIbJHATa WH(OpMAaIMs, [OCOYCHA B
npunoxkenue VII, u mo-crenumanHo nanu JeHCTBUATa MO IpHJIaraHe
WIA MOHHUTOPWHI ca WACHTH(QHIHUpPAIM MOJO03peHHs 3a puck. Komme-
TEHTHHAT OPraH aKkTyalu3upa Tasu WH(OpPMAIHs, KaKTO € YMECTHO.

JIbpkaBUTE-WICHKA Ch3[aBaT HAIMOHATIHH HWHGMOPMAIMOHHK Oropa,
KOWUTO JIa TPEJOCTaBIT ChBETH HA MPOU3BOJMTENH, BHOCHUTEIH, IOTPE-
OuTenu HaJoMy MO Bepurata M BCHYKH APYTH 3aHMHTEPECOBAHU CTPAaHH
OTHOCHO CBHOTBETHHTE KM OTIOBOPHOCTH M 3aJbJDKCHHUS] CBITACHO
HACTOSIIIMS PEIIIAMEHT, U IIO-CIICHHATIHO BBB BPB3Ka C PETHCTPALHATA
Ha BCIIECTBA, B CHOTBETCTBHE C wieH 12, maparpad 1, B JgombiHEHHE
KbM JIEHCTBAIINTE PHKOBOJHU JOKYMEHTH, IIPEIOCTABEHU OT ATEHIIUSITA
chritacHO wieH 77, maparpad 2, OykBa ).



02006R1907 — BG — 09.05.2018 — 038.001 — 94

JUSUT XTIV

MMPUJIATAHE

Ynen 125

3agauyu Ha AbPKABUTE-YJICHKHA

JIbpKaBUTE-YJICHKH TOAIBPIKAT CUCTEMa 3a O(UIHMAIeH KOHTPOJ H
JOPYTH EHHOCTH, MOAXOMSAIINA CHOPEA OOCTOSTENCTBATA.

Ynen 126

CaHKUMM NPH Hecnma3BaHe HAa perjaMeHTa

JIbprkaBUTE-YIICHKH YCTAHOBSIBAT PA3MOPE0H 3a CAHKIUH, HPHIOKHMH
NpU HapyllaBaHe Ha Pa3loOpeOUTE HA HACTOSIINS PErIaMEeHT M B3eMar
BCHYKH HEOOXOJMMH MEpKH, 3a Ja TapaHTupar, 4e T¢ Ce MpHarar.
IpenpuaennTe HakasaHus, TpsOBa ma ObAAT €(EKTHBHH, Chpa3MEpHH
U BB3nMpamu. JbpxkaBure-wieHkH HoTUduImpar Kommucusra 3a Te3u
pasnopendu He mo-kbcHO oT 1 jgekemBpu 2008 1. W He3a0aBHO HOTH-
(unmpar 3a BCsKa MOCIEABAIIA MOMpaBKa, KOSTO TH 3acsra.

Ynen 127

Hoxnan

JoxnansT, nocoued B wieH 117, maparpad 1 BbB Bpb3Ka C U3IbJIHE-
HHETO, BKJIIOYBA  pE3yNTaTUTe OT  O(UIMATHUTE  HHCIIEKIUH,
M3BBPIICHAS MOHUTOPUHT, NPEABHACHUTE CAHKIMH H JPYTUTE MEpPKH,
IpeANpUEeTH ChIIAacHO wieHoBe 125 u 126 mo BpeMe Ha NpeaUIIHUSL
meproJ Ha AokianBaHe. OOmuUTE BBIOPOCH, KOUTO TpsOBa Ta ObmaT
oOXBaHAaTH B JOKJIaguTe, ca cbriaacyBaHu c Qopyma. Komwucusara
TIPeIOCTaBsI Te3M JOKIAIN Ha pasmoiokeHne Ha AreHunusra u dopyma.

JUUT XV

NPEXO/JHHU U 3AK/IIOYUTEJIHA PA3IIOPEJIBH

Ynen 128

CB0001HO JBHKEHHE

1. Tlpu cnas3Bane Ha maparpad 2 JbpiKaBUTE-UJICHKH HE 3a0paHsBar,
OrpaHMYaBaT WM CITUPAT MPOM3BOACTBOTO, BHOCA, ITyCKAHETO Ha Ma3apa
Wi yrnorpedara Ha [aJCHO BEIICCTBO B CAMOCTOSITEICH BHA, B
» M3 cmec € wim B H3IENHE, TIONANANIO B 00XBaTa HA HACTOSIIUS
peryiaMeHT, KOorato OTroBapsi Ha HW3WUCKBAHHATA Ha  HACTOSIIHS
pErJaMeHT M, KOrato ¢ YMECTHO, ¢ akToBe Ha OOIIHOCTTa, IPHETH 3a
MPUJIAraHeTO HAa HACTOSIIHS PErIAaMEHT.

2.  Humo B HACTOSIIMS PErJIAMEHT HE IPEYU [bP)KABHTC-UWICHKU [Ia
HO/ABPIKAT WM BBBEKAAT HALMOHAIHM IPABHIA 3a 3al[uTa Ha PadoT-
HUILUTE, 3IPaBETO HAa YOBCKAa W OKOIHATA Cpe/a, KaTo I'M Ipuiara B
clly4yad, KOTaTO HACTOSIIMAT PErJaMeHT He XapMOHU3Upa M3UCKBAHUSITA
3a MPOM3BOJICTBO, IyCKaHE Ha Ma3apa Hid yrnoTpeoda.
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Ynen 129

Ipenna3na kiay3a

1. Koraro nbppkaBa-ujeHKa UMa ONpaBJaHK OCHOBAHMS Ja CMSTa, 4e
€ HeoOXOAMMO CIICIIHO JeHCTBHE 3a 3alllUTa 3/paBeTO Ha YOBEKa WIIU
OKOJIHATa Cpejia Mo OTHOIICHUE Ha J1aJIeHO BELIECTBO B CAMOCTOSTEJICH
BU, B M3 cmec € uinM B M3/eNHE, JOPH KOTaTo TO YIOBJIETBOPSABA
W3MCKBAaHUATA HA HACTOAIIMSA pPErJIaMEeHT, TS MOXE Ja Ipeanpueme
MOJIXONSAIIM  BPEMEHHHM  Mepku. JIbpkaBata-uieHka  He3a0aBHO
nHpopmupa Komucusara, AreHuusTa W IPyrUTe IBPKABU-WICHKH 32
TOBa, KaTO M3Jlara MPUYMHHUTE 3a CBOETO PEIICHHE M KATO MPEIOCTaBs
HaydyHaTa WIM TEeXHHYecKata WH(OpMalus, Bb3 OCHOBa Ha KOSTO €
B3€Ta BpEMEHHaTa MspKa.

2. Komucusita B3eMa pelieHHE B CHOTBETCTBHE C IpOlenypara,
nocoueHa B wieH 133, maparpad 3, B pamkure Ha 60 AHM OT moJy4a-
BaHeTO Ha wWHpoOpMamusITa OT IbpKaBaTa-wieHka. ToBa pelieHHe,
cilesiBa WM Ja:

a) paspeliaBa BpPEeMEHHATa MspKa 3a HEPUOA OT BpPEME, OMpPE/CICH B
PELICHHETO; WU

6) Jla U3HMCKBa AbpiKaBaTa-4JICHKa Ja OTMCHU BpEMCHHATa MspKa.

3. Axo B ciyuail Ha pelIeHHMe, KaKTO € II0COYeHO B maparpad 2,
OykBa a), BpeMEHHaTa MspKa, B3€Ta OT IbpiKaBaTa-dJcHKa, C€ CbCTOU
B OrpaHMYaBaHe ITyCKAaHETO Ha Ma3apa MM yrnorpebara Ha JaJeHO
BEILECTBO, BBIPOCHATA JbpKaBa-uwleHKa 3allouBa IIpoleaypa IO orpa-
HyuaBaHe B OOIIHOCTTa uype3 MOJAaBaHE Ha JocHe 10 AreHuusra B
CbOTBETCTBHE € NpuioxkeHne XV B pamMKuTe Ha 3 Mecela OT jaaTara
Ha pemeHuero Ha Komucusra.

4. B ciyuaif Ha pemeHue, KakTo € MOCOYeHO B maparpad 2, Oyksa a),
Komucusta o0ChKAa AaidM HACTOALIMAT PErjaMEHT TpsiOBa aa Obie
aJlanTHpPaH.

Ynen 130

HU3zsiBienue 3a NPUYUHHUTE OTHOCHO pElIeHUsATA

Komrmerentaure oprasu, AFeHLII/ISITa u Komucusita uznarar NPpUINHUTE
3a BCUYKH PCHICHUSA, KOUTO B3€MAT CBHIVIACHO HACTOALINA PETJIaMCHT.

Ynen 131

HN3menenust Ha NMPUJIOKCHHUATA

[Ipunoxenusita morar na ObIAaT U3MEHEHH B CHOTBETCTBHE C IPOIE-
nypara, mocodeHa B wieH 133, maparpad 4.

Ynen 132
Ipuiarane Ha 3aKOHOJATEJCTBOTO
Mepxkute, He0OX0AUMH 32 €PEKTHBHOTO NPUBEKIAHE HA Pa3NopeiOnTe

Ha HACTOSILUS PErjaMeHT B JEWCTBHE, Ce MpPUEMaT B CHOTBETCTBHUE C
npolieaypara, nocouena B wien 133, maparpad 3.

Ynen 133

IIpouenypa Ha KomMuTeTa

1. Komwucusra ce moamomMara OT KOMHTET.

2. Koraro ce mnpaBu M030BaBaHe Ha HacToslMs maparpad, ce
npuarat wieHoBe 3 u 7 ot Pemenue 1999/468/EO B choTBeTCTBHE C
pasnope0uTe Ha WwieH § OT Hero.
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3.  Koraro ce mpaBu TmO30BaBaHEe Ha HACTOSIIU maparpad, ce
npunarat wieHoBe 5 u 7 ot Pemenune 1999/468/EO B choTBETCTBHE C
pasnopenduTe Ha WieH § OT Hero.

[epronbT, ycTaHoBeH B wieH 5, maparpad 6 ot Pemenne 1999/468/EO,
ce ompejelisi Ha TPH Mecela.

4. Korato ce mnpaBu TM030BaBaHe Ha HACTOSAIUs maparpad, ce
npuiaraT wieH Sa, maparpa¢u 1—4 u unen 7 or Permenue 1999/468/EO
B CHOTBETCTBHE C Pa3nopenOuTe Ha WieH 8 OT Hero.

5. KomwurersT npuema cBOW mpoleaypeH MPaBUIIHUK.

Ynen 134

IToaroroBka 3a chb3laBaHe HA AreHUIHMSTA

1.  Kommucwusra mpenocraBsi HeOOXOMMaTa MOJKpENa 3a Ch3JaBaHETO
Ha AreHuusTa.

2. 3a Tasu 1e’d 3a BPEMETO [0 BCTHIIBAHETO B JUTHKHOCT Ha H3IIBJI-
HUTEJHUS JUPEKTOP CJIeJ HEroBOTO HAa3HA4YaBaHE OT YIPaBUTEIHUS
ChbBET Ha AreHmusta B choTBeTcTBHE ¢ wieH 84, Komucusita or
UMETO Ha AreHIHMsATa, KaTo H3I0J3Ba MNPEAOCTaBEHUS 3a ATCHIMSTA
OIOJKET, MOXKE:

a) Jla Ha3HauaBa IEPCOHAJl, BKIIIOUHTEIHO IJIUIE, KOETO BPEMEHHO [a
U3MBIIHABA  AJAMHWHHCTPATHBHHTEC (YHKIMH Ha  U3IBIHATENCH
JUMPEKTOp, U

0) Ia CKIIIOYBa APYTU IOTOBOPH.

Ynen 135

IIpexogHu MepKH OTHOCHO HOTH(MIMPAHHU BelIECTBA

1. MHckanusta KbM HOTHOHILMPALINTE 12 MPEIOCTABST AOMBIHATEIHA
nH(OpPMaNUs Ha KOMIIETEHTHHS OpPTraH B CBOTBETCTBHE C WieH 16,
naparpagp 2 ot J[upextuBa 67/548/EMO ce pasrnexpaT KaTo
pEIICHNUS, IPUETH B CHOTBETCTBHE C WICH 51 OT HACTOSIINS PETJIaMEHT.

2. VckaHusta KbM Jaf€H HOTHOHIUpANl [a MPEIOCTABH OIIBI-
HUTeNHA HMHGpOPMAIUs 3a BEIIECTBO B CHOTBETCTBHE C wieH 16,
nmaparpap 1 or [lupekruBa 67/548/EMMO ce pasrnexaar Kato
pelIeHs, IPUETH B CHOTBETCTBUE C WICH 52 OT HACTOSIIHS PErIaMeHT.

TakoBa BeIIecTBO Ce pasTiIekaa KaTo BKIIOUCHO B MOAPOOHMS IITaH 3a
JeiictBue Ha OOLIHOCTTAa B CBHOTBETCTBUE ¢ wieH 44, maparpad 2 or
HACTOAIIUS PEraaMeHT H cliefBa Aa Obae pasriekIaHo KaTo M30paHO B
CBOTBETCTBHE ¢ WieH 45, maparpad 2 OT HACTOSIIHUSA pErIAMEHT OT
Ibp)KaBaTa-uwiIeHKa, YMHTO KOMIICTEHTEH OpraH € W3UCKal JOIbi-
HHUTeTHA WH(OpPManus B CHOTBETCTBHE C WIEH 7, maparpad 2 W dieH
16, nmaparpad 1 or [Jupexrusa 67/548/ENO.

Ynen 136

Hpexom—m MEPKHM OTHOCHO ChHIIECTBYBAlllU BelleCTBa

1.  HckaHusiTa KbM IPOU3BOJUTEIM W BHOCHTEIHM Ja NPEIOCTABAT
undopmars Ha Kowmwucusta, HampaBeHH 4Ype3 perIaMeHT Ha
Komucusrta B mpuinarane Ha uwieH 10, maparpad 2 ot Permament
(EMO) Ne 793/93 ce pa3riexaar KaTo pELICHHs, NMPUETH B ChOT-
BETCTBHE C WIEH 52 OT HACTOSIIUS PErJaMeHT.
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KomnereHTHUST oOpraH 3a BELIECTBOTO € KOMIIETEHTEH OpraH oT
IbpKaBaTa-wieHKa, ONpelelieHa Karo JOKIAT4YuK, B CHOTBETCTBHE C
wieH 10, maparpag 1 or Permament (EMO) Ne 793/93 u usmbiHsBa
3aJlaunTe 110 wieH 46, nmaparpad 3 u 4ieH 48 OT HACTOAIIMS PErJIaMEHT.

2.  HckaHusitTa KbM NpPOU3BOJUTENIM W BHOCUTENN Jla MPEIOCTABAT
undopmamyss Ha Komwucusrta, HampaBeHM 4pe3 perIaMeHT Ha
Komucusta B mpunmaraHe Ha uwieH 12, maparpad 2 ot Permament
(EMO) Ne 793/93 ce pasriexnmar KaTo pEIIeHHs, NPHETH B CHOT-
BETCTBHE C WIECH 52 OT HACTOSIIUS PErIaMeHT. ATEHIMATa OIpeless
KOMITETEHTHHSI OPTaH 32 BEIIECTBOTO, KOMTO Ja M3MBIHSABA 3aJa4Te MO
uiieH 46, naparpad 3 1 wieH 48 OT HACTOSIIUS PErJIaMEHT.

3. JlppkaBa-uieHKa, YMHTO JOKJIAJ4YMK HE € mpenpaTua A0 | oHU
2008 r. omeHkara Ha pUCKa M, KOTaTo € YMECTHO, CTpaTerusra 3a orpa-
HUYaBaHE Ha PUCKOBETE B chOTBeTcTBUE ¢ uieH 10, maparpad 3 or
Pernmament (EMO) Ne 793/93 cnenBa na:

a) JOKyMeHTHpa WHQOpMaluaTa 3a ONAacCHOCTTa W pPHCKA B ChOT-
BETCTBHE C MpmiIokeHne XV, 4acT B OT HACTOSIINS pPErjaMeHT;

6) npwiara wieH 69, maparpad 4 OT HACTOSIIIUSI PETIIAMEHT Bbh3 OCHOBA
Ha MH(pOpMalMATA, [I0COYeHa B OyKBa a); U

B) Jla M3TOTBSl JOKYMEHTAlUs 3a HAa4uMHA, 110 KOMTO TS CuuTa, 4e 3a
BCEKHU APYT WACHTH(OUIUPAH PUCK On TpsAOBano ma Obae MPEaIpHUETO
JlelicTBUE, pPAa3IM4HO OT u3MeHeHue Ha npuioxkenue XVII ot
HACTOSILHUS PEIIaMeHT.

WNudopmanusita, mocodeHa mo-rope, ce mpeaocraBs Ha ATEHIHATA 0
1 nexemBpu 2008 r.

Ynen 137

l'lpexozu-m MEPKH OTHOCHO OTrpaHUMYCHHUSATA

1. Mo I ronu 2010 r. KoMmucusita, ako € yMECTHO, U3TOTBs IIPOEKT 3a
n3MeHenne Ha npunoxkenne XVII, B cbOTBETCTBHE ChC:

a) BCsKa OICHKA Ha PHCKa M MpEropbyaHa CTPATEerus 3a OrpaHUYaBaHe
Ha PUCKOBETE, NpUETH Ha paBHUIIE Ha OOIIHOCTTA, B CHOTBETCTBUE
¢ wied 11 ot Permament (EMO) Ne 793/93, ToraBa Korato BKIIOYBa
MpEeUIOKEHUSI 3a OrpaHnyaBaHe B cboTBercTBHE ¢ 11 VIII or
HACTOSIUS PErJIAMEHT, HO 32 KOMTO pEIICHHE B CHOTBETCTBHE C
JupektuBa 76/769/EMIO Bce orie He € B3€TO,

0) BCAKO MpEATIOKEHHE, KOETO € OO TPEeICTaBeHO Ha CHOTBETHHUTE
UHCTUTYLUM, HO BCE OILE HE € OJAOOPEHO, OTHOCHO BBBEXIAHETO
WIM  WU3MEHEHMETO Ha  OrpaHWYeHus cbriacHo  JlupexrtuBa
76/769/ENO.

2. Jo 110ouu 2010 r. Bcgxo gocue, nocodyeHo B wieH 129, maparpad 3, ce
npenoctass Ha Komucusita. Komucusita, ako € yMecTHO, Clie/iBa Jia M3TOTBU
MPOEKT 3a U3MeHeHue Ha npuioxenue X VIL

3. Bceako wW3MeHEHWEe Ha  OTpaHWYCHMATA, TIPHETO  CBHITACHO
Hupexrtusa 76/769/ENO ot 1 tonu 2007 r., ce BKIIOYBA B NPUIIOKEHHE
XVII u Bmu3a B cuna ot 1 toun 2009 r.
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Ynen 138

Ipepa3riexaane

1. o 1 roru 2019 r. Komucusita u3BbpiBa npepasriexiaHe, 3a a
OLICHM JAJIM Jia YIBJDKH NPHIAraHeTo Ha 3abJDKEHUETO 38 U3BBPIIBAHE
Ha OLEHKAa Ha 0Oe30MacHOCTTa Ha XMMHYHOTO BELIECTBO M Jia S JOKY-
MEHTHpa B JOKJaga 3a O0e30MacHOCT Ha XHMMHYHOTO BEIIECTBO 32
BEIIECTBA, KOMTO HE ca OOEKT Ha TOBa 3aJbJDKEHHE, ThH KaTo He
HOAJEekKAT HAa PErHCTpalusl WM MOAJIeKaT Ha pPerucTpaunusi, HO ca
MIPOM3BEACHH WM BHECEHH B KOJIMYecTBa MO-Maiku oT 10 ToHa Ha
roquHa. P M3 Beropekn ToOBa 3a BEINECTBATa, OTrOBapsAld Ha
KPUTEpHUTE 3a KiIacupHUIUpaHe B KJIACOBETE HA ONACHOCT KaHLEPO-
TEeHHOCT, MYTareHHOCT 32 3apOJUIIHUTE KJIETKH WJIM TOKCHYHOCT 32
penponykuusita, kareropun 1A umu 1B, ceriacio Permament (EO) Ne
1272/2008, mnpepasriexaadero ce nposexaa g0 1 wouu 2014 r. <
Koraro wu3BppmBa mnpepasriexnaHe, Komwucusita B3eMa MpelBUj
BCHYKH (haKTOPH, BKIFOUHTEIHO:

a) pasxoaguTe 3a TIIPOM3BOAUTCIM MW BHOCUTCIM OT HM3TOTBAHEC Ha
JIOKJIa/in 3a 0e30MacHOCT Ha XMMHYHOTO BCILICCTBO,

0) pasmpeneneHHeT0 Ha pa3sXxoAuTe MEXIY YYacTHUIMTE HAJ0dy IO
BepuraTa Ha JOCTaBKH M MOTPEOUTENS HAAOMIY II0 BEPUIaTa;

B) TMOJIBUTC 3a 3JPaBE€TO Ha YOBEKa M OKOJIHaTa Cpcla.

Bb3 ocHoBa Ha Te3u mpepasriaexigaHus Komwucusta Moxe, ako €
YMECTHO, Jla MPEJICTaBU 3aKOHOJATEIHU IIPEUIOKEHHS 3a PaslIMpsBaHe
Ha TOBA 3aJbJIKCHUE.

2. Komucusita Moxe JAa IMpeacTtaBd 3aKOHOAATCIHHU IMPCAJIOKCHUS
BE€AHaAra CJCJ KaTto 6’1:[[6 Cb3aJICH NPUIIOKHUM U peHTa6I/IJ'ICH Ha4YuH 3a
HOH60p Ha IMOJUMEPU 3a pEerucrpanrsd Bb3 OCHOBATa Ha TCXHHUYCCKU U
BaJIMIHU HAY4YHU KPUTCPUU U CJIIE[ HY6J'II/IKyB3.H€ Ha JOKJIaJd 3a
CJICTHOTO:

a) PUCKOBETe, NPEOU3BHKAaHH OT IOJMMEPH B CPaBHEHHE C JPYTH
BEIIECTBA;

6) HEOOXOAMMOCTTa, aKO UMa TaKaBa, OT PETUCTPUPAHE Ha OIpelelIeHU
BHJIOBE MOJIMMEPH, KaTO B3eMa MPEBU]] KOHKYPEHTOCIIOCOOHOCTTA 1
MHOBAIMATA, OT €HA CTPaHA, U 3allUTaTa Ha 3APAaBETO Ha YOBEKa W
OKOJIHAaTa Cpejia, OT JApyra.

3. Jokmaawt, mocoueHn B uieH 117, maparpad 4, OTHOCHO omnwra,
MPUIOOUT C JECHCTBUETO HA HACTOSIIHUS PETJIAMECHT, BKJIFOUBA Ipepas-
IIIeKJaHe Ha W3UCKBAaHMATA, OTHACAIIM CE€ JO perucrpanusra Ha
BEIIECTBA, NMPOW3BEJACHW WJIM BHECEHH CamMoO B KoJMuecTBa OT 1 10
10 Tora Ha TOAMHA 3a MPOW3BOAWTEN WU BHOCHUTENI. Bb3 OCHOBa Ha
TOBa mpepasriexane Komucusra Moxe Ja NpeicTaBu 3aKOHOAATEITHH
MPE/UIOKEHHUST 32 TPOMsSIHA B HH(POPMAIMOHHUTE W3UCKBaHHUS 32
BEIIECTBA, MPOM3BEICHN WJIM BHECEHH B KojuuyectBa oT 1 po 10 ToHa
Ha TOJAMHA 3a TMPOU3BOJAWTENl WM BHOCHTEN, OTUYUTAWKHM HalH-HOBHTE
pa3palboTKK, HANPUMEpP BHB BPB3Ka C aITEPHATHBHO IPOBEKIAHE HA
M3MUTBaHUS W (KOJMYECTBEHH) BPB3KH  CTPYKTypa—aKTHBHOCT
(Q)SARs).

4. Kowmmcusara u3BBpIIBa Npepa3riexkaane Ha npuioxenus [, [V u V
10 1 ronu 2008 r. ¢ 1en, ako € yMECTHO, /1a MPEAIOKN U3MEHEHHUS B TAX
B CHOTBETCTBHUE C IpoIeaypaTa, mocoueHa B wieH 131.

5. Komucusara m3sppmBa npepasriexaane Ha npuioxerne XIII mo
1 nexemBpu 2008 r., 32 12 OLEHU JTOKOJKO aJIeKBATHU Ca KPUTEPHUTE 32
UACHTH(UIIUPAHEe Ha BEIECTBA, KOUTO Ca YCTOWYMBHU, OMOAKYMYJTHpAIIN
¥ TOKCHYHH WJIM MHOTO YCTOWYHMBU M MHOTO OHOAKyMYJIUpAIIHU, C OTJIe]
TAXHOTO W3MEHEHHE, aKO € YMECTHO, B ChOTBETCTBHE C TIpOLEAypaTa,
mocoueHa B wieH 133, maparpad 4.
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6. Jo 1 ronu 2012 r. Komucusara u3pbpiiBa HpepasriiexiaHe 3a
OLICHKAa Ha HEOOXOIMMOCTTA OT M3MEHEHHE Ha 00XBara Ha HACTOSIIUS
periaMeHT, 3a Ja u30erHe NPUIIOKPUBAHE C JpPyrd pasnopendu Ha
O6muHocTTa. BB3 OocHOBa Ha TOBa mpepasriiexaaHe Komucusara moxe,
aKO € YMECTHO, Jja IIPEJCTaBU 3aKOHOJIATENIHU NPEIOKEHHS.

7. Ho 1 ronm 2013 r. Komucusita u3BbpIiBa mpepasriexaane, 3a 1a
OLIEHM, KAaTO B3eMa Ipe]BHUJl Hall-HOBUTE pPa3paboTKU B oOaacTTa Ha
HayYHNTE MO3HAHWA TaNu Ja pasmmpu obxsaTta Ha uineH 60, maparpad
3 3a BellecTBa, UASCHTU(PUIMPAHU CBIVIACHO wieH 57, OykBa €), KaTo
TPUTEkKABAIl CBOMCTBA, pa3pylIaBalll eHIOKpHHHATa cHcTeMa. Bb3
OCHOBa HAa TOBa NpepasriexmaHe Kommcmsara Moxe, ako € yMECTHO,
Jla TIPEJCTaBH 3aKOHOMATEIHU MPEUIOKCHUS.

8. Jlo 1 ronn 2019 r. Komucusita u3BbpiiBa npepasriexiate, 3a Ja
OLEHM JaIU Ja pa3lupu oOxBaTa Ha wieH 33, KaTo BKJIIOYM APYTU
OIIaCHHU BEIECTBA, KaTO MMa NPEIBHI NMPAKTUUECKHS ONUT IPH TpHiIa-
TaHeTO Ha TO3U wieH. Bb3 ocHOBa Ha ToBa mpepasriexaane Komucusra
MOXKE€, aKO € YMECTHO, Ja IPEJCTaBU 3aKOHOJATCIHH NPEIJIOKEHHS 32
paslIupsiBaHe Ha TOBA 3aJbJKEHHE.

9. B choTBercTBHME C IlenTa 3a HachpyaBaHE IPOBEXKIAHETO Ha
M3MUTBAHMS HE BBPXY JKUBOTHH W 3aMsHATa, DPEAyHUPAHETO WIH
YCBBBPUICHCTBAHETO Ha MNPOBCKIAAHCTO Ha W3INUTBAHUA C JKHUBOTHH,
M3UCKBAaHU CHIVIACHO HACTOSIIMS peryiaMeHT, Komucusra mpepasriexia
W3UCKBaHHATA 3a MPOBEXKJAHE HA W3MHUTBAHUS OT pasgen 8.7 OT
npunoxenne VIII mo 1 ronm 2019 r. B3 ocHoBa Ha TOBa mpepas-
INIeKAaHe W B CBHINOTO BpEeMe KAaTo TapaHTHpa BHCOKA CTEMEH Ha
3allMTa HA 3ApaBeTO W OKoJHaTa cpena Komucusara Moxe na
MPEUIOKN U3MEHEHHE CBIJIACHO IpolieaypaTa, rnocodyeHa B wieH 133,
naparpad 4.

Ynen 139

OTtMmsaHa

Jupexrusa 91/155/EMO ce oTMeHs.

Jupextuu 93/105/EO u 2000/21/EO u Pernamentu (EMO) Ne 793/93
u (EO) Ne 1488/94 ce ormensr, cuntano ot 1 ronu 2008 r.

Jupextusa 93/67/EVO ce ormenst, cuutano ot 1 asryct 2008 r.
Jupextusa 79/769/EMO ce otmens, cuntano ot 1 ronu 2009 r.

Ilo3oBaBaHMsITA HA OTMEHEHHUTE aKTOBE CE TBHJIKYBAT KaTO MMO30BaBaHUA
Ha HACTOAIIHUA PErIIaMCHT.

Ynen 140
HN3menenne na J{upexruna 1999/45/EO

Unen 14 or Hdupextusa 1999/45/EO ce 3annuyasa.

Unen 141

Bauzane B cuia u npujaraHe

1. Hacrosmusar pernament Biu3a B cwia Ha 1 ronn 2007 T.

2. JHanose II, III, V, VI, VII, XI u XII, kakto u uieHose 128 u 136,
ce npunarat ot 1 ronu 2008 r.

3. Unen 135 ce mpumara ot 1 aBrycr 2008 r.
4. Jan VI u npunoxenne XVII ce mpumarat ot 1 ronu 2009 r.

HaCTOS[IHI/IHT PETIIAaMCHT € 3aAbJDKUTEIICH B CBOSATA LSJIOCT M C€ IIpuUJiara
IMPsAKO BBB BCUYKHU ABPKABU-YIICHKH.



02006R1907 — BG — 09.05.2018 — 038.001 — 100

CIIHCHK HA IIPHJIOKEHUATA

IMPUJIOXEHUE 1

IMPUJIOXKEHME 11

TTPMJIOXXEHME 111

TIPMJIOXKEHHME 1V

IMPUJIOXEHHUE V

IMPUJIOXEHUE VI

TTPUJIOXKEHUE VII

IMMPUJIOXEHUE VIII

IMPUJIOXEHHME 1X

IMPUJIOXEHHUE X

TIPMJIOXKEHHME XI

IMMPUJIOXKEHME XII

IMPUJIOXEHME XIII

[MPUJIOXEHUE XIV

IMPUJIOXEHHUE XV

IMMPUJIOXEHUE XVI

TTPMJIOXKEHHME XVII

OBIIM  PA3IOPEJBM 3A  OI[EHKA HA
BEIIECTBA U W3ICOTBSIHE HA JIOKJIAJl 3A
BE30ITIACHOCT HA XUMMWUYHOTO BEIIECTBO

WU3UCKBAHUA 3A CbCTABAHETO HA HWH®OP-
MALIMOHHHU JIMCTOBE 3A BE3OITACHOCT

KPUTEPUU 3A BEIIECTBA, PETMCTPMPAHHN B
KOJIMYECTBA MEX/IY 1 1 10 TOHA

W3KJIIOYEHUA OT 3AABJDKEHUETO 3A PEI'MC-
TPUPAHE B CBOTBETCTBUE C UYJIEH 2,
ITAPAT'PA® 7, BYKBA A)

W3KJIIOYEHUA OT 3A/IBJDKEHUMETO 3A PEI'MC-
TPUPAHE B CBOTBETCTBUE C UYIEH 2,
ITAPATPA® 7, BYKBA b)

N3NCKBAHUSA 3A MHOOPMAIMS, ITOCOYEHA
B WIEH 10

3UCKBAHUSI 3A CTAHJIAPTHA
WH®OPMALMS 3A BEILECTBA, TTIPOU3BEJEHU
WJIM BHECEHU B KOJIMYECTBA OT 1 TOH WJIN
TTOBEYE

N3UCKBAHUA 3A CTAHIAAPTHA
NHD®OPMALIMA 3A BEUIECTBA, ITPOU3BEJAEHU
WJIM BHECEHHU B KOJIMYECTBA OT 10 TOHA
WJIN TIOBEYE

WU3MCKBAHUA 3A CTAHAAPTHA
WHDOOPMAILIMA 3A BEHIECTBA, IMTPOU3BEJIEHU
WJIM BHECEHM B KOJIMYECTBA OT 100 TOHA
WJIK TIOBEYE

N3UCKBAHUA 3A CTAHJAAPTHA
NHDOOPMALIMA 3A BELIECTBA, IMTPOU3BEJIEHU
WJIM BHECEHHM B KOJIMYECTBA OT 1000 TOHA
WJIN TIOBEYE

OBIIU ITPABUJIA 3A AJAIITUPAHE HA CTAH-
JIAPTEH PEXHM 3A W3IIMTBAHUA,
YCTAHOBEH B ITPHJIOXEHUA VII—X

OBIIIM  PA3IIOPEABM  3A  IIOTPEBMTEJIN
HAJZOJIY TII0 BEPHUI'ATA 3A OIEHKA HA
BEIIECTBA W WU3IOTBAHE HA JOKJIAL 3A
BE3OINACHOCT HA XMMMWYHOTO BEHIECTBO

KPUTEPHUU 3A  MAEHTHO®UIIMPAHE HA
YCTOWYNBY, BUOAKYMYVYIJIMPAIIIN 14
TOKCUYHM  BEHIECTBA M HA  MHOI'O
YCTOMYMBA U MHOI'O BUOAKYMYJIUPALIU
BEIIECTBA

CIIMCBbK HA  BEHIECTBATA,
PA3PEIIIABAHE

OBEKT HA

JOCHETA
COIMAJITHO-MKOHOMMWYECKHN AHAJIU3

OI'PAHUYEHMA ITPH IMPOU3BOJICTBOTO,
ITYCKAHETO HA ITA3BAPA U YIIOTPEGATA HA
OIIPEJAEJIEHHM OITACHM BEHIECTBA, CMECHU U
W3JIEJIA
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IIPUJIO)KEHUE 1

OBLIHU PA3INOPEJBHU 3A OHEHKA HA BEHIECTBA U U3I'OTBAHE
HA JTOKJUIAJL 3A BE3OITACHOCT HA XUMMWYHOTO BEHIECTBO

0.2.

0.3.

0.4.

0.5.

BBBEJEHUE

Llenta Ha HACTOSIIOTO HPUIOKCHHE € [a ONMpPEICiH HauhHa, 1O KOWUTO
MPOM3BONTENN W BHOCHTEIH OICHSIBAT M JIOKyMEHTHPAT, Y€ PHCKOBETE,
MPOM3THYAINN OT BEIIECTBOTO, KOETO T€ TPOM3BEKAAT FJIM BHACST, ca
a/ICKBAaTHO KOHTPOIMpPAHH MO BpeMe Ha IPOU3BOJACTBOTO W TAXHATA
cobctBeHa ymotpeba(u), KaKTo W 4e JAPYTUTe HAJOMy [0 Bepurara Ha
IOCTaBKM MOTaT aaeKBATHO 1a KOHTPOIHMpAT prckoBere. Hacrosmoro
MPHUIIOKEHHE CBIO CE MpHIara ¢ HeOOXOAMMUTE M3MEHEHHUS 3a IIPOH3BO-
IUTEIUTe W BHOCHTEINTE HA H3ICTHs, 3a KOWTO C¢ HM3HCKBA [a Ce
M3BBPIIN OICHKA Ha OE30ITACHOCTTA, KATO YacT OT PErHCTPALHATa.

Onenkata Ha 0E30MAaCHOCTTAa HA XHMHYHOTO BCIIECTBO CE H3TOTBSI OT
€IHO HWJIM IIOBCYC KOMIICTCHTHH JIMIAa, KOUTO HMAT IOAXOIAIIl OIMT U
ca MOIYyYWIH MOAXOMAILUIO OOYYCHHE, BKIFOYUTCIHO OIPECHUTEIHO
oOy4eHue.

Ornenkata Ha 0€30MacHOCTTA Ha XHUMHYHOTO BEHICCTBO Ha JaJicH
MIPOM3BOJUTEN pa3IiIexkJa IPOU3BOJCTBOTO HA BEIIECTBOTO M BCHUYKH
unentuduupany  ynorpebu. OueHkata Ha  0€30IaCHOCTTa  Ha
XMMHYHOTO BEIIECTBO HA JIa/ICH BHOCHUTEN PA3riIekK/1a BCHUKU UICHTU(H-
nupanu yrnorpedu. OneHkaTa Ha 0€3011aCHOCTTA Ha XUMHYHOTO BEIIECTBO
B3eMa Mpe/iBH] yrnoTpebara Ha BEIECTBOTO, B CAMOCTOSTENICH BU (BKIIIO-
YUTEITHO BCHYKM OCHOBHH ITIpUMECH U n00aBku), B M3 cvmec € u B
n3eINe, B 3aBHCHUMOCT OT WJACHTH(HIMpaHuTe ynorpebu. OueHkara
pasriexia BCHYKH €Tald OT JKM3HGHHsS IMKBI Ha BEIIECTBOTO,
MPOU3TUYALIM OT HPOM3BOJACTBOTO W HACHTH()ULIMPAHUTE YIOTPEOH.
Ornenkara Ha 0€30MacHOCTTa HA XUMHYHOTO BEIIECTBO C€ OCHOBaBa Ha
CpaBHEHHE Ha TMOTCHIMAIHUTE HEOIAronpusTHH e(EeKTH Ha BELIECTBOTO
C W3BECTHATA WJIM MMPUEMJIMBA MPEABUANMA SKCIIO3MIIUSI HA YOBEKA H/UITH
OKOJIHATa Cpejia Ha TOBA BEIIECTBO, KaTO B3eMa MPEABU MPHIOKEHHUTE U
NpernopbYaHd MEPKH 3a YIPaBJICHUE HA PUCKA U PAaOOTHUTE yCIOBUSL.

Beriecta, 32 4MUTO (U3UKO-XUMHYHU, TOKCUKOJIOTUYHH M €KOTOKCHKO-
JIOTHYHU CBOWCTBA CBHINECTBYBA BEPOSTHOCT Ja OBIAT CXOMHM HIH Ja
CJIe/IBaT MOCTOSIHEH MOJEN, B PE3yNTAaT Ha CTPYKTYPHA MPUIMKA, MOTaT
na ObaaT pasrieKAaHd KaTo rpymna MM ,,KaTeropus™ oT BeuiecTBa. AKO
MIPOM3BOUTENSAT WM BHOCHUTEIAT CMETHE, 4Ye OIeHKara Ha Oe3omac-
HOCTTa Ha XHMHYHOTO BEIIECTBO, HM3BBPIICHA 3a €IHO BEIIECTBO, €
JIOCTaTh4YHa, 3a Ja CE€ OLEHH M JAOKYMCHTHpa, Ye PHCKOBETE,
MPOM3THYAIM OT JPYro BEIIECTBO WM OT Ipyla BellecTBa WIH ,,KaTe-
ropus” OT BelecTBa, Ca aJeKBAaTHO KOHTPOJMpPAHH, TOH MOXke [a
M3II0JI3Ba Ta3K OIICHKA Ha 0e30IacHOCTTa Ha XHMHYHOTO BEIIECTBO 3a
JIPyroTO BEIIECTBO WM TIpyla BELIeCTBa WM ,,KaTEropus OT
BemiecTBa. [IpOM3BOMUTENAT WM BHOCHTENST TpsOBa Ja MpEICTaBU
000CHOBKA 3a TOBA.

Orenkata Ha 0€30MacHOCTTa Ha XUMHYHOTO BEIECTBO € OCHOBaHA Ha
nH}pOpManUsITa 3a BEIIECTBOTO, ChABPIKAIIA CE B TEXHHYECKOTO JOCHE
W Ha Jpyra HauuyHa M BaxHa uH(opmanus. IlpomsBoaurtenn wim
BHOCHTEIIH, TOJABALIM NPEUIOKEHNE 3a MPOBEKAAHEe Ha M3MUTBAHUS, B
CBhOTBETCTBUE C npuitokeHus: 1X u X 3ammcmar ToBa I0J| CHOTBETHOTO
3arjaBMe Ha JIOKJIaga 3a 0e30IaCHOCT Ha XHUMHYHOTO BEIIECTBO.
Hanmnunara wHpOpManmus OT OIEHKH, W3BBPIICHH IO JAPYTH MEXIy-
HapOJHM M HAIMOHAIHM IIPOrpaMH ChUIO TPsAOBAa Ja CE BKIIOYH.
Koraro e HanM4Ha M € YMECTHO, OICHKA, W3BBPILICHA 110 3aKOHOJATEIN-
ctBoto Ha OOmHOCTTa (HampUMep OICGHKa Ha pHUCKa, W3BBPIICHA
coriaacuo Permament (EMO) Ne 793/93) tpsiOBa &a ce B3eMe MpeiBH]
npu  pa3paboTBaHETO Ha JOKJIAJa 3a OC30IIaCHOCT HAa XHMHYHOTO
BEIIECTBO M Jla ce OoTpa3u B Hero. OTKIOHEHWSTAa OT TaKWBA OICHKH
TpsiOBa J1a ce 00OCHOBAT.

Mo To3u HaumH wuH(DOpMaIMsATA, KOSATO e ObAe pasrieaaHa, Iie
BKJIIFOUBA MH(MOpMAIMsS, OTHACAIIA CE /IO OMACHOCTUTE Ha BEIECTBOTO,
€KCIO3UIINATA, Bh3HUKBAIIA TIPH POU3BOJICTBOTO MJIM BHOCA, HIACHTU(H-
LUpPAHUTE YHOTPeOH Ha BELIECTBOTO, paOOTHHUTE YCIOBHS M MEPKHUTE 3a
yIpaBJeHHEe Ha PUCKA, MPWIATaHU WK MPENopbhUaHd Ha MOTpeOuTennTe
HAJIOJy MO BEpUrarta, KOMTO TpsOBa aa ObJAT B3ETH MPEIABHIL.
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B crotBercTBHE € paszgen 3 ot npmwiioxenue X| B HAKOU cirydan MOXe Ja
He € HeoOXoQuMo Ja ce cbhOupa Jmncpaim@a HH(popManus, Thid KaTo
MEpKHUTE 3a YIpaBJICHUE Ha pHCKA M PAOOTHUTE YCIOBHS, HEOOXOIUMH
3a KOHTpOJIMpaHEe Ha JOOpe XapaKTepHU3MpPaH PUCK, CHIIO MOTraT aa Obaar
JIOCTaThYHM 32 KOHTPOJIMPAHETO Ha APYTW MOTEHINATHU PHUCKOBE, KOUTO
[Opajgy Ta3u NPUYMHA HE € HeoOXonuMo 1a ObJaT TOYHO XapaKTepH-
3UpaHH.

AKO TPOM3BOAMTEISIT WIM BHOCHTENST CUHMTAa, Y€ 3a HW3TOTBSHETO Ha
HETOBHS OKJIa/ 3a 0€30IaCHOCT HA XMMUYHOTO BEHICCTBO € HEOOX0auma
JonbJIHATENHa HHGOpManus M ue Tasuw MH(opMauus Moxke na Obae
MoJydeHa caMoO 4pe3 MPOBEXIAHETO Ha W3MHUTBAHUS B CHOTBETCTBHE C
npunoxkenne X wnum X, ToW TpsiOBa Ja TMOjAaAe MPEJIOKEHHE 3a
CTpaTel"l/IH 3a npOBemnaHe Ha W3IIHUTBaHU, 06ﬂCHﬂBaﬁKH 3ami0 cmsTa,
ye ¢ HeoOXoauMa [ONBbJIHUTENHA HMH(OpPMAalMs M 3alucBa TOBA B
JOKJTaza 3a 0Oe30MacHOCT Ha XMMHYHOTO BEMICCTBO IMOJ CHOTBETHOTO
3arnaBue. J[okaTo yaka 3a pe3ysTaTH 3a MO-HATaTBIIHO MPOBEXJIAHE Ha
U3IUTBaHUs, TOW TpsiOBa Ja 3amuile B CBOs JOKJIAJA 32 OE30MacCHOCT Ha
XMMHYHOTO BEIIECTBO W Ja BKJIIOYM B pa3pabOTeHUs ClEHapui Ha
CKCIIO3UIIMSI BPEMEHHHUTE MEpPKH 3a YIpaBICHHE HA PHUCKA, KOUTO €
HOPWIOXKWI, M TE3M, KOMTO IMPErNopb4yBa Ha IOTPEOMTENIUTE HAJIO0JNYy IIO
BepuraTa ¢ LeJl yIpaBIeHUE Ha MJICHTH(UIMPAHUTE PUCKOBE.

VYM10

0.6. CTBIKH TIPU OIEHKAaTa Ha 0E30MacHOCTTa HA XMMHUYHO BEIIECTBO

0.6.1. Ouenkara Ha O€30MAaCHOCT HAa XHMHYHO BEILIECTBO, H3BBPIICHA OT
[IPOM3BOUTEN WIIM BHOCHUTEN 3a JaJCHO BEIIECTBO, BKIIIOYBA CIICJAHUTE
CcThIKH OT | 70 4, B CHOTBETCTBHE C PA3ACINUTEe HA HACTOSIIOTO MPHIIO-
JKCHHE:

1. OreHka Ha OMACHOCTTA 32 YOBEIIKOTO 3apase.

2. OreHka Ha OMACHOCTTA 3a 3[[PaBETO Ha YOBEKa OT (PM3MKOXMMHUYHHTE
CBOMCTBA.

3. OueHka Ha ONACHOCTTA 3a OKOJHATa Cpeja.
4. Ouenka Ha PBT u vPvB.

0.6.2. B cimyuante, nmocoueHn B Touka 0.6.3, oleHKaTa Ha O€30MacCHOCT Ha
XHMHYHO BEINECTBO BKJIIOYBA CHIIO CIEAHHUTE CTBHIKH 5 M 6 B CBHOT-
BETCTBHE C Pa3fein 5 U 6 OT HACTOSIIOTO MPHIOKEHHE:

5. Omenka Ha €KCITO3HUIIAATA

5.1. Pa3zpaborBaHe Ha cueHapuii(M) Ha ekcro3uuus (Wi uaeHTH -
MpaHe Ha CHOTBETHHUTE KATETOPHU Ha yHoTpeda M eKCIIO3ULHS,
aKo € TIPUIIOKUMO).

5.2. OmpenensiHe Ha E€KCIO3HULIUATA.
6. XapaxTepuszupaHe Ha pUCKa

0.6.3. Koraro B pesynrar Ha cTBHIOKH OT | 10 4 NPOU3BOIAMTENAT WIN
BHOCHUTEJISIT 3aKJIIOYM, Y€ BELIECTBOTO OTrOBapsi Ha KPUTEPUUTE 3a
HSIKOW OT CJIEAHUTE KJIACOBE WJIM KAaTETOPUM Ha OITACHOCT, ONPEIEIICHU
B npwioxenue | keM Permament (EO) Ne 1272/2008, wimu To € OieHEHO
karo PBT wmm vPvB, omenkara Ha 0€30MaCHOCT Ha XUMHYHOTO
BEIIECTBO BKJIIOYBA CHIIO CTBIIKM 5 U 6 B CHOTBETCTBHE C Pa3feid 5 U
6 OT HACTOSILOTO MPUIOKCHUE:

a) kmacoBe Ha omacHocT 2.1—2.4, 2.6 m 2.7, 2.8 tunose A u B, 2.9,
2.10, 2.12, 2.13 xateropuu | u 2, 2.14 xareropuu 1 u 2, 2.15 tumnose
A—F;

0) kiacoBe Ha omacHocT 3.1—3.6, 3.7 BpenHu edexTH BbPXY IOJIOBATA
(YHKIMS U OIJIOAWTEIHATA CIIOCOOHOCT WM BBPXY pa3BUTHETO, 3.8
edekTH, pa3nuuHu OT HapkoTuuHuTe edextu, 3.9 u 3.10;

B) Kyac Ha omacHocT 4.1;

r) KjJac Ha omacHocT 5.1.
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YM10
0.6.4. Pe3roMe Ha IsutaTa ChIIECTBEHa MH(OpPMAIHs, CBbP3aHa C TOYKHTE IIO-
rope, ce MPEACTaBs II0J CHOTBETHOTO 3arjlaBUe Ha JIOKIajga 3a
0e30macHOCT Ha XUMHUYHOTO BEHIECTBO (pasnen 7).
VB

0.7. OCHOBHHUSAT €JIE€MEHT OT 4YacTTa 3a eKCIIO3MIMATa OT JOKjIaga 3a
0e30MacHOCT Ha XMMHYHOTO BEIECTBO € OIMHMCAHMUETO Ha CleHapus(uTe)
Ha eKCIIO3WIMS, TPHIOKEHH 3a IPOHM3BOJCTBOTO Ha MPOU3BOIUTES,
coOcTBeHaTa yrnoTrpebara Ha MPOWU3BOJUTEINST WM HAa BHOCHUTENS M TE3H,
MpenopbyaHd OT TPOU3BOAMTENS] WM BHOCHTENS, KOHTO Ja Obaar
MIPUJIOKECHU 3a WACHTU(HIMpaHaTa/uTe yrnorpeda(n).

CI.[CHapI/ISIT Ha CKCIIO3uOus © Ha6op OT YCJIOBHUSI, KOUTO OIIMCBAT KakK
BCIUICCTBOTO € IIPOU3BEACHO HIJIN yHOTpe6ﬂBaHO 110 BpEME€ Ha HEroBUs
JKU3HCH IUKBJI M HAYUHBT, I10 KOWTO TMPOU3BOAUTEIIAT WJIK BHOCUTCIIAT
KOHTpOJIMpaA WK IIPpEropbyiBa HA HOTpCGI/ITGJ'II/ITC Hajoay 1o Bepurara naa
KOHTPOJIHUPAT CKCIIO3MIMATA HA YOBCKa WM OKOJIHAaTa cpela. Tosu HaGop
OT YCJIOBHSA CbAbpIKA OINMCAHUEC KAKTO HAa MCPKHUTC 3a YNPABJICHUEC Ha
pHUCKa, Taka W Ha pa60THI/ITe ycjioBusl, KOUTO MPOU3ZBOAUTEIIAT WIINA
BHOCUTCJIAT Ipujiara WJIW IpEeropbyBa Ha HOTp€6I/ITeHI/ITC Hazaoly II0
Bepurara Aa npuiarar.

AKO BEUIECTBOTO € MyCHATO Ha Masapa, ChbOTBETHHUST/TE CLEHApuii(1) Ha
€KCTIO3UINUS, BKJIIOUUTEIHO MEPKHUTE 3a YNpaBICHHE Ha pUCKAa |
paboOTHHUTE YCJIOBHUS, C€ BKIIOYBAT KAaTO HPHIOKEHHE KbM HH(OpMa-
LIMOHHMS JIUCT 32 OE30MacHOCT B CHOTBETCTBHE ¢ mpuiokenue 1.

0.8. CrenenTa Ha MOJAPOOHOCTH, M3UCKBAHU TP ONUCAHUETO Ha CLEHApHs Ha
CKCIIO3MLNS, I¢ Baphpa 3HAYUTENIHO B 3aBHCHMOCT OT Ciydas, B 3aBH-
CHMOCT OT ynoTpe0baTa Ha BELIECTBOTO, HETOBUTE ONACHU CBOMCTBA M
KOJIMYECTBOTO HaJIMYHA 3a MPOU3BOAUTEIIS UM BHOCUTCIIA I/IH(l)OpMa]_Il/IH.
CrieHapHUHUTe Ha EKCHO3MLMS MOTaT Ja OIKMCBAT MOIXOMSLINTE MEPKH 3a
yIpaBJICHUE HA PUCKA 3@ HAKOJIKO OTJETHM HPOLECH WIM yHoTpeOH Ha
BemecTBOTO. 110 TO3M HA4YMH JajCH CLEHAPUH Ha CKCIO3MLHUSI MOXE 1a
MOKpUBa ToissM Habop oT mpouecu wm ynorpebu. Cuenapuure Ha
CKCIIO3MLHs, 00XBaIlall{ LIMPOK CIEKTHP OT MPOLECH WM Ynorpedu,
Morar 1a 0bJaT pasriekIaHd KaTo KaTeropud Ha ekcrosuims. Ilo-Hara-
TBIIHOTO YHNOMCHABaHE HA CLICHAPUIl HA EKCHO3ULUS B HACTOSIIOTO
HNPUIOKCHHE U TNpuiokeHne II BKIIOYBA KaTErOpHH HAa EKCIIO3HILMSA,
aKO TaKWBa ca pa3padOTEHH.

0.9. Koraro nnpopmarusata He € He0OX0AMMa B CbOTBETCTBHE C TPUIIOKEHUE
XI, Tto3u ¢hakT ce wW3mara MojJ CHOTBETHOTO 3arjiaBUe Ha [OKJIana 3a
0e30MacHOCT Ha XMUMHYHOTO BEIIECTBO U CE MpaBH MM030BaBaHEe Ha 000C-
HOBKaTa B TEXHHUYECKOTO jJocue. DakThT, Ue HE ¢ HeoOX0oJuMa HHKaKBa
uHpopmanusi, TpsOBa ChIIO 1a ObJe H3I0KEH W B HHOOPMAIMOHHHS
JICT 3a OE30I1MacHOCT.

0.10. BBB BpB3Ka ¢ OMpEAENIeHN MOCIEACTBUS KaTO pa3pyllaBaHETO Ha O30HA,
MOTEHIHANa 32 (HOTOXMMHMYHO IOJy4aBaHE HAa O30H, CHJIHA MHUpH3Ma U
3aMbpCsBaHe, 32 KOUTO MPOLEAYPUTE OT pa3zienu 1—6 ca HempuIoKUMH,
PHCKOBETE, MPOU3THYAILM OT TAaKMBA MOCIEACTBUS CE OLEHIBAT 32 BCEKU
KOHKPETeH ClIyd4ail W TNPOM3BOAUTENSAT WIM BHOCUTENST TpsiOBa ja
BKJIIOYM B JIOKJIaJa 332 0€30MacHOCT Ha XMMHMYHOTO BEILIECTBO ITBJIHO
onucaHue M 0OOCHOBKA Ha MOJAOOHM OLEHKH M 0000ueHa uH(opManus
B MH(POPMALMOHHUS JIUCT 32 0E30MaCHOCT.

0.11. Ilpm omeHkara Ha puUCKa OT yrnoTpedara Ha €HO HJIM NOBEYEC BEIIECTBA,
BKIIIOYCHH B ChCTaBa Ha crenuanHa P M3 cmec € (Hanmpumep CIUIaBH),
TpsiOBa Jia ce B3eMe MPEABHUJ HAYHUHBT, 110 KOHTO CHCTAaBHUTE BEIIECTBA
ca CBBP3aHM B XMMHYHA MaTpuIa.

0.12.  Koraro meTomonorusTa, ONMHCaHa B HACTOSIIOTO NPHIOKEHHE, HE €
MOJXO/ISIIIA, TOAPOOHOCTHTE 3a M3MOJI3BAHA ANTEPHATHBHA METOJIOTIOTHS
TpsiOBa ma ce OOsCHSIT u O0OCHOBAaT B MOKIaaa 3a 0E30MacHOCT Ha
XHMHYHOTO BEMIECTBO.
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0.13.  Yacr A nHa noknana 3a 0€30MaCHOCT HA XUMHYHOTO BEUIECTBO TPsiOBa J1a
BKJIFOYBA JICKJIApaIys, Ye MEPKUTE 3a YIPABJICHAC HAa PUCKA, OTPEICICHU
B CBHOTBETHHMS CIICHAPHH Ha EKCHO3UIMA 3a coOCTBeHa ymnorpeba(u) Ha
[IPOM3BOIUTEIIST MM BHOCHTEISI, Ca TPHIOKEHH OT MPOU3BOAUTEISI WU
BHOCHTEIIS, M Y€ TE3W CIICHAPHH Ha eKCIO3WIMS 33 MACHTH()UIMPAHUTE
yrnorpeby ca MOpPEeJOCTABEHH Ha JUCTPUOYTOpUTE U IOTpEOUTENHTE
HAJOJy [0 BepUrara TIOCPEJACTBOM HH(POPMAIMOHHUTE JIUCTOBE 3a
06€30MacHOCT.

1. OLIEHKA HA OITACHOCTTA 3A YOBEIIKOTO 3PABE
1.0. BbBenenue

v M10
1.0.1. llenra Ha OIEHKAaTa Ha OIIACHOCTTAa 3a YOBEIIKOTO 3JpaBe € Ja ce
omnpenend KIacU(UKAIMATa Ha BEIIECTBOTO B  CHOTBETCTBHE C
Pernament (EO) Ne 1272/2008; u na ce moiydyar HUBaTa Ha €KCIIO3UIUS
3a BEIIECTBOTO I10-TOpe, Hajl KOUTO Xopara CJIe/iBa Ja He ObJaT u3Jlaranu
Ha BB3jcicTBHETO My. TOBa HMBO Ha EKCHO3WIMSA € HM3BECTHO KaTo
onpeneneHo HuBo 6e3 edext (DNEL).

1.0.2. OueHkara Ha OIACHOCTTAa 3a YOBELIKOTO 3/paBe TpsOBa Ja B3eMe
IpeABU/ TOKCHKOKMHETHYHHS Tpodui (toecT abcopbumsra, merabo-
IM3Ma, Pa3NpOCTPAHEHHETO M CIMMHHHPAHETO) Ha BEIIECTBOTO U
CIICTHUTE TPYIH BB3AEHCTBUS:

(1) octpm BB3AEHCTBUS KAaTo OCTpa TOKCHYHOCT, Jpa3HEHE M KOpO-
3UBHOCT,

(2) cencubunm3anms,

(3) TOKCHYHOCT MPH MHOTOKPATHO TOCTHIIBAHE, U

(4) KMT edextn (KaHIEPOT€HHOCT, MYTAareéHHOCT Ha 3apOJUIIHHTE
KJIETKH U TOKCHYHOCT 3a PEHPOIYKLHUATA).

Bb3 ocHoBa Ha IsyiaTa HaJM4HA I/IH(I)OpMaI_[I/ISI C€ pasriexaar u Apyru
BBBHeﬁCTBHH, Korarto € H606XOIII/IMO.

1.0.3. Omuenkara Ha OIMacHOCTTa OOXBaIla CJICIHUTE YCTUPU CTHIKH:

Crpnka 1: OHCHKa Ha I/IH(I)OpMaL[I/U{, KOATO HE CE€ OTHACA 3a YOBEKaA

Crpnka 2: Ormenka Ha WHPOPMALHUS, KOSITO CE OTHACS 332 YOBEKa

Crenka 3: Kracuduimpane u eTukeTnpaHe

Crenka 4: Ompenensine Ha DNELs.

1.0.4. [IIppBuTe TpW CTHIKHU TpsOBa Ja ce MpeanmpuemMar 3a BCSIKO BB3ICHCTBHE,
3a KoeTo MH(popManusTa € HaJMYHA W Ja Ce 3alliliaT B ChOTBETHHS
pasnen Ha JIoKiajia 3a 0e30MacHOCT Ha XMMHUYHOTO BELIECTBO, M KOTaTo
ce U3MCKBAa M B CHOTBETCTBHE ¢ wieH 31, ma ce obodusT B HHPOpMa-
LIMOHHMS JIUCT 3a 0€30MacHOCT Mo mo3umuu 2 u 11.

1.0.5. 3a BcgIko BB3ACHCTBHE, 33 KOETO HE € HaJMYHA HUKaKBa ChHIIECTBEHA
uH(poOpManusi, ChOTBETHHUIT pas3liell TpIOBa Ja Chabpika u3pasa: ,,Tasu
uHdopmanusi He e HamuuHa. OOOCHOBKATa, BKIFOYUTEIHO MO30BaBaHE
Ha HSIKAKBO MPOBEJCHO JINTEPATYPHO TMPOYyUYBAHE, CC BKIIOYBA B TEXHH-
YECKOTO JIOCHE.
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1.0.6. Crprka 4 OT olleHKaTa Ha OMACHOCTTA 3a 3/IPaBETO HAa YOBEKa Ce IMpe-
npueMa 4upe3 oO0eAMHSIBAHE Ha PE3yJTATUTE OT ITbPBUTE TPH CTBHIKH U CE
BKIIIOYBA II0J CHOTBETHOTO 3arjaBHe Ha JOKIaaa 3a O0e30IIacHOCT Ha
XMMHYHOTO BEIIECTBO W € 0000meHa B HMHPOPMAIUOHHUS JIHCT 3a
Oe3omacHOCT B mo3unus 8.1.

1.1. Crbnka 1: Onenka Ha HHPOPMAIUSATA, KOSITO HE Ce OTHACS 32 YOBEKa

1.1.1. Ouenka Ha MHpOpMaUUsATa, KOATO HE CE OTHACS 3a YOBEKa, TPsOBa naa
ChJIbpIKa:

— wuaeHTH(UIMPaHe HAa OMACHOCTTA MO OTHOLICHHE Ha BB3CHCTBUETO,
KaTO ce OCHOBaBa Ha IislaTa HaJlW4HA HH(OpMAaLus, KOITO HE ce
OTHACs 3a YOBEKa,

— YCTAaHOBSIBAHETO Ha BPB3Ka MEX/y KOJIMYECTBEHA J03a(KOHIIEHTpa-
11 —OTrOBOP(E(EKT).

1.1.2. Koraro He ¢ Bb3MOXHO [la C€ YCTAHOBU 3aBHCHMOCTTA J03a(KOHIIEHTpA-
1usi—oTroBop(edekr), ToraBa ToBa cieiBa aa Obiae 0OOCHOBAHO W Ce
BKJIIOYBA IMOJYKOJMYECTBEH MJIM KayeCTBeH aHanmu3. Hampumep 3a octpu
BB3JICHCTBHS OOMKHOBEHO HE € BBH3MOXKHO YCTAQHOBSBAHETO HA 3aBHCH-
MOCTTa J03a(KOHIeHTpalus )—oTtroBop(edekT) Ha 6a3ata Ha pe3ysnTaTUTe
OT M3IHMTBaHE, NMPOBEICHO B CHOTBETCTBUE C METOAUTE 33 M3ITHTBAHMS,
YCTaHOBEHHM B perjiaMeHT Ha Komwucusta, KakTo € mocovyeHo B wieH 13,
naparpad 3. B TakuBa ciy4aum e DOCTAaTBYHO Ja C€ ONpEAein Jald U B
KaKkBa CTENEH BEIIECTBOTO IIPHTEKaBa CIIOCOOHOCTTAa Ja IPUYHHSIBA
BB3/IEHCTBUETO.

v M10

1.1.3. llsnara mH(OpManusi, KOATO HE CE OTHACS 3a YOBEKa, M3IIOJI3BaHA 3a

OIIEHSIBAHE Ha OIpEIEICHO BB3ACHCTBHE BBPXY XOpaTa M 3a YCTAaHO-

BSBAaHE HA 3aBUCUMOCTTA J103a(KOHIIEHTPAIWst)/ OTroBOp(BB3ICUCTBUE),

ce ImpezacTaBs KpPaTKO, ako € BB3MOXKHO oA (opmaTa Ha TabnuIa WIN

TaOHIY, pa3rpaHWYaBaAKY in vitro, in vivo n apyra uapopmanus. CroT-

BeTHHUTE pe3ynratu oT m3nuTBanusata (Hanpumep ATE, LD50, NO(A)EL

wm LO(A)EL) u ycrnoBusaTa Ha MpOBeXIaHE HA W3MUTBAHHA (HApHMeEp

MIPOIBIDKUTEIIHOCT HAa M3MUTBAHETO, BT HA IOMNAJaHe B OPraHH3Ma) U

Jpyra chbllecTBeHa HH(MOpMALMs, CE MPEICTaBIAT B MEXKIYHAPOIHO
MIPU3HATH CIMHUIM 32 W3MEpPBaHE HAa TOBA BB3ACHCTBHE.

1.1.4. Axo exHO H3ClI€[[BaHE € HAJWYHO, TOraBa clie[Ba Jia ObJe HM3rOTBEHO
HOAPOOHO pe3loMe Ha TOBA M3CIeBaHE. AKO MMa HSKOJKO H3CJCBAHUS
3a €JHO U CBILIO BB3JCHCTBHE, TOTaBa, KaTo MMa IPEIBH] Bb3MOXKXHHTE
IIPOMEHIIMBH (HAIpUMep HOBEJICHHE, ChOTBETCTBHE, YMECTHOCT Ha TECT-
BaHUTE BHMJOBE, KAUeCTBO HA PE3yJITAaTUTE U T.H.), OOMKHOBEHO H3CIE/-
BAaHETO WJIM M3CJICIBAHUSITA, TOPAKIAIIN Hai-CEPHO3HO OE3MOKOICTBO,
ce M3MOJI3BAT 332 YCTAHOBSBAHETO HA HeJEHCTBAIATa J03a/KOHIIEHTPALUs
1 ce M3rOTBs NMOJPOOHO pPEe3OME Ha TOBA M3CJICBAHE WM U3CICIBAHUS U
ce BKJIIOYBA KAaTO 4YacT OT TEXHWYECKOTO jocue. [logpoOHuTe pestomera
IIe Ce M3UCKBAT 3a BCUUKM BAXXHU JIAaHHHU, M3IIOJI3BAHU IIPU OLICHKATa Ha
omacHOCTTa. AKO HE ca W3IOJI3BAaHH W3CJICJABAHETO WM H3CIICIBAHUSITA,
MOpaX/Ialll Hal-CepPUO3HO OE3MOKOWCTBO, TOraBa TOBa TpsiOBa 1a Obxe
HAI'bJIHO 00OCHOBAHO U BKIIIOYCHO KATO YacT OT TEXHHYECKOTO JIOCHE, HE
caMO 3a H3IMOJI3BAHOTO W3CJICJBAHE, HO W 3a BCHUYKH W3CJICIABAHUS,
MOPAX/IAIIH TT0-CEPHO3HO OE3MOKOMCTBO OT M3MOJI3BAHOTO H3CIIC/IBAHE.
BaxxHO €, He3aBUCHUMO JIajii ONMACHOCTHTE Ca WACHTH(GHLHMPAHU WU HE,
Jla ce OTYETe JOCTOBEPHOCTTA HA H3CIIC/IBAHETO.

1.2. Crbnka 2: OueHka Ha MHGOPMANMATA, KOSITO Ce OTHACS 32 YOBeKa

Axo He e HanuyHa uMHGpOpPMALMs, OTHACSIIA CE 3a YOBEKA, Tasd 4acT
TpsiOBa Jla ChIbpXKA U3pa3a:

,He e nammuna wHpOpManms, KOSTO ce OTHACsS 3a 4yoBeKka™. Brmpexu
TOBa, ako MMa MH(MOPMAIHs, KOSITO Ce OTHACS 3a 4YOBEKa, TS Ce Mpel-
CTaBsl, aKO € BB3MOXKHO 1moj (hopMaTa Ha TaOIHIA.
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1.3. Crpnka 3: Kinacudpuuupane u eTukeTrupane

1.3.1. CporBerHaTa KiIacuuKaius, pa3paboTeHa B ChOTBETCTBUE C KPUTCPHUTE
B Permament (EO) Ne 1272/2008, ce mpencrasst u obocHoBaBa. Koraro e
MPUIOKHMO, C€ MPEACTABAT CHEU(UYHN KOHIEHTPALMOHHH T'PAaHMIH,
noixydyeHu mnpu mnpwiaraero Ha wieH 10 or Permament (EO) Ne
1272/2008 u unenose 4—7 ot JupexkruBa 1999/45/EO, u ce obocHO-
BaBaT, aKO CBHIIUTE HE ca BKJIIOYEHM B 4acT 3 Ha mnpuioxeHne VI xbpm
Pernament (EO) Ne 1272/2008.

OleHKaTa BUHArM BKJIIOYBA U3SIBICHHE OTHOCHO TOBA JalU BELIECTBOTO
oTroBapsi WJIM He Ha Kpurepuure, nocoueHu B Permament (EO) Ne
1272/2008, 3a xnacuduiupaHe B KJIac Ha ONACHOCT KaHLEPOI€HHOCT OT
kareropusi 1A wim 1B, B Kkiac Ha ONACHOCT MyTareHHOCT 3a 3apo-
JMIIHUTE KIeTKH OT Kareropust 1A unm 1B mim B xiac Ha onacHocT
TOKCHYHOCT 3a PenpolyKuusra oT kareropus 1A wmm 1B.

1.3.2.  Axko uwHpOpManmsATa € HEJOCTAThYHA, 3@ Ja CE PEIIH Jald BEIIECTBOTO
cieBa ja Obae KIacH(pUIMPAHO B OMPEICTICH KJIaC WM KaTeropus Ha
OMACHOCT, PErHCTPAHTHT yKa3Ba M OOOCHOBaBa JICHCTBHETO, KOETO €
MIPEANPUET WK PEIICHUETO, KOSTO € B3ell.

1.4. Crbnka 4: Onpeneasine Ha DNEL (s)

1.4.1. OcHoBaBaiiku ce Ha pe3ynrarture oT CTbIKU 1 u 2, ce onpenenst DNEL
(s) 3a BEIIECTBOTO, OTPa3sBAiKM BEpOATHUSA(TE) MBT(WMINA), MPOIABIKH-
TEJHOCT M 4YecToTa Ha ekcrosuuusara. P M10 3a Hakom Kimacose Ha
OITaCHOCT, 0COOEHO KaTo MyTareHHOCT Ha 3apOJUIIHUTE KJICTKH U KaHIle-
POTEHHOCT, HaJIWYHATa WH(pOpMAUs MOXE Ia HE I03BOIsBA Ja ce
OTIpeJIeTI TOKCHKOJIOTHYHA ITIparoBa CTOHHOCT W MOPaAW Ta3W NPHYMHA
u DNEL. € Exna DNEL moxe ma Obae mprera 3a A0CTaTh4HA, aKO
Ob1e oOOCHOBaHA Ype3 cueHapus(UTe) Ha eKcIo3uiusi. Bwmpekn Tosa,
KaTo ce B3eMe INpPEABHJ HAIM4YHATA MH(OpPMaLUs W CLeHapHAT(MTE) Ha
eKCIO3UNUs OT pazfaen 9 OoT Jokiana 3a 0e30ImacHOCT Ha XUMHYHOTO
BEIECTBO, MOXKE Ja € HEeOOXOAMMO 1a Cc€ HWIACHTU(GUIMpAT Pa3InYHU
DNEL 3a Bcska CHOTBETHAa UOBEIIKA Ipyma (Hampumep pabOTHUIMN,
HOTPEOUTENN M XOpa, H3JIOKEHH HENpsKo Ha Bb3ICHCTBHETO Ha
BEIIECTBOTO) M BEPOATHO, 3a ONPEACICHH YA3BUMU HOATPYIH
(Hanpumep jena, OpeMEHHHM >KEHH) W 3a pa3iuyHd [bTHIIA Ha
ekcrio3unus. TpsOBa qa ObIe AajeHa mbiIHA 000CHOBKA, KATO Ce KOHKpe-
TU3UpAT M300pPBT Ha M3MON3BaHATA MH(OPMANUs, MBTAT HA EKCIO3MIHS
(upe3 moriblaHe, ype3 Ko¥Kara, 4pe3 BAMIIBAHE) U MPOIBIDKUTEIHOCTTA
1 YecToTaTa Ha EKCIO3WIMATa Ha BEIIECTBOTO, 3a KOUTO € BalnaHA
DNEL. Ako e BeposSTHO Oa ce MOSBIT TOBeYe OT CIWH IIbTHINA Ha
ekcro3unusi, ToraBa ce ompenenss DNEL 3a Bceku equH OT mbTHOIATA
Ha eKCIO3ULMS U 3a eKCIIO3MIMS NP KOMOMHMpPAHE Ha BCHYKM ITHTHIIA.
ITpu ycranossiane Ha DNEL, infer alia, ce B3emar npeiBua U CIEIHUTE
(hakTopu:

a) HECHI'YPHOCTTA, NPOM3JIM3AIa Hape ¢ Apyru (GpakTopu B pesyiraT Ha
IPOMCHJIMBOCTTA B €KCIIEPUMCHTAIHATa HHPOPMALIUS U OT BBTPEIIHO-
U MEXITyBHIOBH BapHallUu;

0) BUIBT U TEIKECTTA HA BBH3IACUCTBHUETO;

B

~

CTCIICHTA Ha YYBCTBUTCIHOCT Ha (non—)rpynaTa OT HACCJICHUETO, 3a
KOSITO C€ OTHACS KOJMUYECTBEHATA /MM KadeCTBEHA I/IHCI')OpMaHI/ISI 3a
CKCIIO3uMuATA.

1.42. Axo He e Bb3MOXHO 1a ce ompexnenu DNEL, ToraBa ToBa TpsiOBa na e
SICHO M3JI0XKEHO M HAIIbJIHO OOOCHOBAHO.

2. OLEHKA HA ®U3NKOXMMUYHATA OITACHOCT
YM10

2.1. LenTa Ha OLlEHKATA HA OMACHOCTTA OT (PM3MKOXMMUYHH CBOMCTBA € Ja ce

orpeacimn KJ'IaCI/I(bI/IKaI_[I/IHTa Ha BEUICCTBOTO B CHOTBETCTBUEC C Pernament
(EO) Ne 1272/2008.
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YM10

2.2. Karo MHUHUMYM C€ OLCHABAT IOTCHUHAIHUTC BB3JCHCTBUS BBPXY
YOBCIHIKOTO 31paB€ Ha CJICIHUTC (1)I/I3I/IKOXI/IMI/I‘{HPI CBOMCTBA:

— CKCILIO3UBHOCT,
— 3araIuMoOcCT,
— OKHMCJIMTCICH MIOTCHIIAA.

Axo uH(pOpMaIHTa € HEJI0CTaThuHa, 33 Jla CC PEIIN Jajid BEUIECTBOTO
cieBa ja Obae KiIacH(pUIMPAHO B OMPEICTICH Kiac WM KaTeropus Ha
OMAaCHOCT, PErHCTPAHTHT yKa3Ba M OOOCHOBaBa JICHCTBHETO, KOETO €
TIpEeaNpHUeN WIH PEIIeHHEeTO, KOeTO € B3ell.

2.3. OrneHkata Ha BCSKO BB3JICHCTBHE C€ MPEACTaBs IOA CHOTBETHOTO
3arjaBUe Ha JIOKJaja 3a OE30MacHOCT Ha XMMHUYHOTO BELIECTBO (pasieln
7) ¥ KbAETO Ce M3HMCKBA W B ChOTBETCTBHE ¢ wieH 31, ce oboOiiaBa
MH(OPMALMOHHUAT JIUCT 3a Oe30MacHOCT, Mo no3uimu 2 u 9.

2.4. 3a BCsAKO (PU3MKOXMMHYHO CBOMCTBO OIIGHKAaTa BOAM [0 OLICHSBaHE Ha
XapaKkTepHaTa CIOCOOHOCT Ha BEIECTBOTO Jia MPUYMHSBA Bb3JICHCTBUETO
B pe3yiTaT Ha MPOM3BOJICTBOTO My WIM WACHTUQHULIUPAHUTE MY
yrnoTpeou.

VYM10
2.5.  CvorBerHata Kiacudukauus, pazpaboTeHa B CbOTBETCTBUE ¢ KPUTEPUHTE
B Pernament (EO) Ne 1272/2008, ce mpencraBst 1 000CHOBaBa.

3. OLIEHKA HA OITACHOCTTA 3A OKOJIHATA CPEJA
3.0. BoBenenne

v M10
3.0.1. IlenTa Ha oumeHKaTa Ha OMACHOCTTA 3a OKOJHATa Cpea € Ja ce ONpeesn
KIacuduKanuaTa Ha BEIIECTBOTO B choTBeTcTBHE ¢ Permament (EO) Ne
1272/2008 u na ce npeHTH(HULIHMPA KOHLIEHTPALMATA Ha BEIIECTBOTO, MO
KOATO HE C€ OuYaKBa Jia HACTBIAT HEOJAroNpUsATHU BB3ACHCTBUS 3a
okosHaTa cpena. Ta3u KOHLEHTpalMs € U3BECTHA KaTo MpejrnoaraemMara
HeneicTBama KoHnentpauus (PNEC).

3.0.2. Ouenkara Ha pHCKa 32 OKOJHATa Cpela B3eMa IPEJBHUJ MOTCHIMAIHUTE
BB3/ICHCTBYUS BBPXY OKOJIHATA Cpejia, KaTo BKiIrouBa: (1) BogHUTE (BKIIO-
YUTENHO yTaeuHH), (2) 3eMHHM u (3) arMoc(epHH KOMIIOHEHTH, BKIIIO-
YUTEJIHO IOTEHLMAIHUTE Bb3ICHCTBUS, KOMTO MOrar jaa ce nosssar (4)
ype3 HaTpylBaHe B XpaHuTesnHata Bepura. OcBeH ToBa TpsiOBa Ja Obiar
pasriefjaHd IOTeHHMaTHuTe e(peKTH BbPXY (5) MHKPOOHOIOrHYHATA
JIeHHOCT Ha IpeurcTBaTeNHuTe cucteMu. OLEHKaTa Ha I10CIEICTBHATA
BBPXY BCSIKA OT Te3W HeT 00JAacTH Ha OKOJHATa cpeia TpsdBa na Obue
IpeJcTaBeHa 10J] CbOTBETHOTO 3arjiaBHe Ha JOKJIaaa 3a 0e30MacHOCT Ha
XUMHYHOTO BEIIECTBO (pa3zen 7), ¥ KOraTo ce M3HCKBa U B CHOTBETCTBHE
¢ wieH 31, na 6b1e 00001eH0 B MHYOPMALMOHHHUS JUCT 3a 6€30MacHOCT
oz nozuuuu 2 u 12.

3.0.3. 3a Bcska oOmacT Ha OKOJHaTa CpeAa, 3a KOATO HAMa HalW4HA
uH(pOpPMAIUST OTHOCHO MOCIIEICTBUATA, CHOTBETHHUST pa3/iesl Ha JOKIJIa/Ia
3a 0E30IaCHOCT HAa XWMHYHOTO BEIIECTBO TPsOBa 1a ChIbpIKA H3pasa:
,,Tasn nHpopmanus He ¢ HanmmuHa™. OOOCHOBKATA, BKIIOUUTEIHO I1030-
BaBaHE Ha BCSIKO MPOBEACHO JHMTEPATypHO MPOyYBAHE, CE BKIFOYBAT B
TEXHHUYECKOTO Jocue. 3a BCsika 00JIacT Ha OKOJIHATA CPejia, 3a KOSITO MMa
HaMYHa WH(OpPMAIHsI, HO MPOU3BOIUTEISAT WM BHOCHUTCISIT CUMTA, Ue
HE ¢ HEOOXOIMMO HM3BBPIIBAHE HA OICHKA HA PUCKA, MPOU3BOIUTEIISAT
WM BHOCHTEISIT TPsiOBa Ja TPEACTABIT OOOCHOBKA C I030BaBaHE Ha
moaxo/sina WH(OpPMaIys TOJ ChOTBETHOTO 3arjiaBHe Ha JOKIaaa 3a
0e30MacHOCT Ha XHMHYHOTO BeIIECTBO (pa3men 7), W KbICTO Cce
M3UCKBA W B CHOTBETCTBHE C wieH 31, 0000meHo B MHMDOPMAIIMOHHHS
JIUCT 3a Ge30IIacCHOCT MO Io3unms 12.
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3.0.4. OreHkaTa Ha OMACHOCTTA ChABPIKA CICAHUTE TPU CTHIIKH, KOUTO Ca SICHO
HIIeHTH(bI/IHHpaHI/I KaTo TakhBa B JOKJIaJa 3a 0€e301acHOCT Ha XUMHYHOTO
BCIICCTBO!

Crpnka 1: Orenka Ha uHpOpMANUATA
Crpnka 2:  Kiacuduuupane u erukerupane
Crenka 3: Omnpenensine Ha PNEC.

3.1. Crbnka 1: Ouenka Ha uHpopManusTa

3.1.1. Ouenkara Ha IuIaTa HaJMYHA WHpOpManUs TPsiOBA aa ChIbpiKa:

— wuAeHTHUIUpPAHE Ha OMACHOCTHTE Bb3 OCHOBA HA IsUIaTa HAIHYHA
uHpopmarus;

— YCTaHOBSBAHETO HAa KOJIMYCCTBCHATA 3aBHCHMOCT 1032 (KOHICHTpa-
st —oTroBop (edexr).

3.1.2. Koraro He ¢ BB3MOXKHO [a CC YCTAHOBH KOJIMYCCTBECHATA 3aBHCHMOCT
no3a (KOHLEHTpaLwsi—oTroBop (edekr), ToraBa ToBa TpsiOBa Ja ce
000CHOBE U [1a C¢ BKJIIOYHM B IOJYKOJMYECTBEH MM KAYCCTBCH AHAJM3.

3.1.3. Ilsnara wHpOpManus, M3MOI3BaHA 3a OIEHKA Ha ITOCIEICTBHUATA BBPXY
OIpe/ieJIeH KOMIIOHEHT Ha OKOJIHATa Cpejia, ce IPEJCTaBsl HAaKpPaTKO, aKo
e BB3MOXKHO ToA Qopmara Ha Tabnwma wid Tadmunu. CHOTBETHHTE
pesynratn or mpoBeneHute w3nuTBaHuA (T.e. LC50 wimm NOEC) u
YCJIOBHSITA Ha IMPOBEKAAHE HA M3MUTBAHMATA (T.€. MPOABIDKHTEIHOCT
Ha W3MMTBAHETO, T HA IMOMAJaHe B OPraHW3Ma) W JIpyra BakHa WHQOp-
Manusi, C€ TMpPEACTaBAT B MEKAYHAPOJHO TIPH3HATH COUHUIM 34
U3MEpBaHE Ha TOBA IMOCIIEACTBHE.

3.1.4. lsnara wuHpOpManusi, H3MOJ3BaHA 3a OICHSIBAHETO Ha chabara Ha
BEIIECTBOTO B OKOJIHATA Cpela, TPsiOBa 1a ce MpeACTaBH HAKPATKO, aKo
e BB3MOXHO mojJ (opmara Ha Tabnuna wiu Ttabnuiu. ChOTBETHHTE
pe3yaTaTd OT IMPOBEICHUTE HW3MUTBAHWS M YCIOBHATA Ha MPOBEXKIAHE
Ha U3IIUTBAHUATA U ﬂpyra BaKHa l/IH(I)OpMaLlI/Iﬂ ce Hpe}lCTaBﬂT B Me>1<11y-
HApOJHO TPU3HATH €JMHHUIM HA W3MEpBaHEe HAa TOBA Bb3JEHCTBHE.

3.1.5.  AKo JajeHoO M3cie[BaHe € HajWIe, ToraBa ce€ M3TOTBs IOAPOOHO pe3toMe
Ha ToBa u3cieaBane. Korato nma moBeve OT €HO HU3CJeBaHE, OTHACSIIO
ce JI0O €IHO W CBhIIO BH3JCHUCTBHE, TOTaBa W3CIICABAHETO WU H3CIEI-
BaHMATA, MOPAXKIAMMN Hal-CEpHO3HO OE3MOKOWMCTBO, €€ H3MOJI3BAaT 3a
HAIMCBAHETO HA 3aKJIIOUCHHE M CE M3TOTBs MOJPOOHO pe3ioMe Ha ToBa
W3CJICIBAHE WJIM WM3CIECIBAaHUs, KOCTO Ja CE BKJIIOYH B TEXHHUYECKOTO
nocue. IlonpoOHuTEe pe3romeTa mmie ObJAT M3UCKBAaHU 3a BCHYKU BAXKHU
JIAHHM, W3MOJ3BAHM IIPU OLICHKATa HA OMACHOCTHTE. AKO H3CIIC/BAHETO
WA W3CIC/IBAHUATA, TOPAXKIAIIN Hai-Cepro3HO OE3MOKOWCTBO, HE ca
M3MOJI3BAaHY, TOraBa TOBa TpsAOBa Ja ObJe MOAPOOHO OOOCHOBAHO M
BKIIFOYEHO KATO 9acT OT TEXHHUYECKOTO IOCHE, M TO HE CaMO 3a H3IIOJI-
3BaHOTO H3CJCIBAHE, HO WM 33 BCHYKH W3CICABAHUS, MOPAXKIAIINA I10-
CEpUO3HO OE3MOKOMCTBO OT M3MOI3BAHOTO M3CIIEABaHE. 3a BEIIECTBA, 3a
KOUTO BCHUYKH HAJIMYHH HM3CJIEIBAHMS [TOKA3BaT, Ye HIMa HUKAKBH OIIac-
HOCTH, CJIe/IBa Ja Ce M3BBPIIM ISUIOCTHA OIIEHKA Ha JOCTOBEPHOCTTA Ha
BCHYKH H3CJICABAHMS.

3.2 Crbnka 2: Kiacudpuuupane u eTukerupane

VYMI10
" 32.1. Cnorsernara KknacuuKanus, pa3padoTeHa B CbOTBETCTBUE C KPUTEPUUTE
B Pernament (EO) Ne 1272/2008, ce npexactaBs u obocHoBaBa. Beexu M-
KoeduIMeHT, moxydeH npu npuiaradero Ha wieH 10 or Permament (EO)
Ne 1272/2008, ce mnpexactaBs W, ako HE € BKIIOYEH B 4acT 3 Ha
npunoxenne VI kM Permament (EO) Ne 1272/2008, ce obocHoBaBa.

3.2.2. Ako umHpoOpManmsATa € HEAOCTAThYHA, 33 Ja CE PELIM JAlld BEIIECTBOTO
ciezBa ja Obae KiIacH(pUIMPAHO B OMPEICTICH KJac WM KaTeropus Ha
OTACHOCT, PErHCTPAHTHT yKa3Ba M OOOCHOBaBa JEHCTBHETO, KOETO €
MIPEANPUET WK PEIICHUETO, KOSTO € B3Il



02006R1907 — BG — 09.05.2018 — 038.001 — 109

3.3. Crpnka 3: Onpeneasine Ha PNEC

3.3.1. OcHoBaBaiiku ce Ha HanuuHata UHpOpMalus, TpaOBa na Oble ycTa-
HoBeHa PNEC 3a Bcekm kommoHeHT Ha okonHarta cpega. PNEC moxe
Jla ObJle U3UKMCIIeHA upe3 NpuiiaraHe Ha (akTopa Ha OlLeHKa Ha Oe3omac-
HOCTTa KbM CTOMHOCTHTe Ha Bb3aciicTBueTo (T.e. LC50 wmmm NOEC).
@DakTOpbT Ha OLIEHKAa Ha 0O€30IIaCHOCTTa M3pa3siBa pa3iMKaTa MEXIy
CTOMHOCTHTE Ha Bb3AEHCTBUATA, IOMYUYEHH OT JIA0OPATOPHU M3IUTBAHUS
BBbPXY orpanuueH Opoit opranmsmu u PNEC 3a ompeneneH KOMIOHEHT
Ha okonHata cpena (1).

3.3.2. Axo He ¢ BB3MOXKHO na ce ompenean PNEC, ToraBa ToBa sicHO ce
10COYBA M HAIBJIHO ce 00OCHOBaBA.

4. OILIEHKA HA PBT 1M VPVB
4.0. BbBenenue

4.0.1. LlenTa Ha ounenkata Ha PBT u vPvB e nma ce onpenenu manu BemecTBOTO
OTroBapsi Ha kpurepuure, najaeHu B npuwiokenue XIII m ako nma, na ce
OTIPEIETST MOTEHIMAIHUTE EMUCHN Ha BEIIECTBOTO. 3a BEIIECTBA, OTTO-
Bapsimu Ha kputepunute 3a PBT u vPvB B mpunoxenne XIII, omenkara
Ha OIACHOCTTAa, W3BBPIIEHa B CHOTBETCTBHE C pasgenn | u 3 oT
HACTOAIIOTO MPWJIOKEHHE, 10 OTHOLIEHHE Ha BCHYKH IBITOTPAHU
MIOCNIEACTBYS M OIIEHKAaTa Ha JBIATOTpaiiHaTa eKCIO3WIUSA Ha Xopara U
OKOJIHATa Cpefa, W3BBPIICHAa B CHOTBETCTBHE ¢ pasgen 5 (OreHka Ha
eKCro3unusATa), croika 2 (OmnpenensHe Ha SKCIO3MIMATA), HE MOraT Ja
OBb/IaT U3BBPLICHN C IOCTAThYHA HA/eKIHOCT. CIe0BaTeNHO Ce M3UCKBA
otnenHa onenka Ha PBT u vPvB.

4.0.2. Omnenkara va PBT u vPvB Tps0Ba na cbappika CIEHUTE OBE CTBIIKH,
KOMTO Jia ca sICHO maeHTH(UuMpanu B dact b, pasmen 8 or mokiana 3a
06€30MacHOCT Ha XUMHYHOTO BEIIECTBO:

Crpnka 1:  CpaBHeHHE ¢ KpUTEpHUTE
Crpnka 2:  Xapakrepu3upaHe Ha eMHCHMTE

OreHkaTa cbIIo ce 00001aBa B MHOOPMALIMOHHHS JIUCT 32 0E30MacHOCT
oA mo3uius 12.

VYM10

4.1. Crbnka 1: CpaBHsiBaHe ¢ KpUTEepUHTE

ITo Ta3m vact ot onenkata Ha PBT u vPvB ce nsnucksa cpaBHsiBaHe Ha
HajaMuHata MHpOpMalMs ¢ Kpurepuure B paszgen 1 ot npunoxenne XIII
U M34BJIEHME OTHOCHO TOBAa [JajiM BELIECTBOTO TI'M IOKPHBAa MM HE.
OreHkaTa ce M3BBPILIBA B CHOTBETCTBHE C PAa3NOpenOUTE, ONpPEneseHU
B yBojHaTa yacT Ha npuioxkenue XIII, xakro u B pasgenn 2 u 3 Ha
CBIIOTO MPHUIIOKEHHE.

4.2. Crbnka 2: XapakTepu3upaHe Ha eMUCHHTe

Ako BCIICCTBOTO OTroBaps Ha KPUTCPUUTE HJIK € CUCTCHO 3a PBT wmu
vPvB B nmocuero 3a perucrpanus, €€ MNPOBCXKJAAa XapaKTCpU3HUpPAHE Ha
€MUCHUHUTE, KOCTO BKIIHOYBAa CBOTBECTHHUTEC 4YaCTH OT ONOCHKaTa Ha
CKCIIO3uIMsATa 110 pa3aei 5. HO-KOHerTHO TO CbABbpPIKA OLEHKA Ha KOJIHU-
YECTBOTO BECIICCTBO, OCBOGOL[E?HO B pa3iMYHUATE KOMIIOHCHTH Ha
OKOJIHaTa cpe€aa II0 BpEME Ha BCHYKHU L[eﬁHOCTPI, U3BbPUIBAHU OT
MIPpOU3BOAUTEIA WK BHOCUTCIIA, W BCHYKHU TIO3HATHU yHOTp66I/I u
onpene/isHE Ha BCEPOSATHUTE HAYWHU, I[I0 KOUTO XOpaTa M OKOJIHaTa
cpela ca M3JI0KCHU Ha BCUICCTBOTO.

(") TTo npuHUKII, KOJKOTO MOBeye ¢ MHPOPMALMSITA M KOJIKOTO MO-TOJIsIMa € MPOABIKATEN-
HOCTTa Ha M3IUTBAHMSTA, TOJKOBA [O-MaJKa ¢ CTENEHTa HAa HECHTYPHOCT M TOJIEMHHATA
Ha (akropa Ha oleHka Ha Oe3omacHocTTa. OOMKHOBEHO (DaKTOp Ha OLCHKA Ha Oe3omac-
Hocrtra, paBeH Ha 1000, ce mpmiara 1o OTHOLICHHE Ha Haii-HECKaTa OT TPH Kpart-
korpaitin L(E)C50 cToifHOCTH, MONMyYeHH 3a BHIOBE OT PasiHYHU TPODHYHU HHUBA, a
(dakTop Ha oleHKa Ha Oe3omacHocTTa, paBeH Ha 10 KbM Haii-HHUCKaTa OT TpuU
neirorpaiiin NOEC CTOMHOCTH, MOJTydYeHH 3a BHIOBE OT pa3iMvHH TPOYUYHH HHBA.
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5.1
5.1.1.

OLIEHKA HA EKCIIO3ULIMATA
BbBenenue

IlenTa Ha OLEHKAaTa Ha EKCIIO3MLUATA € Jia CC HAIpPaBH KOJIMYCCTBECHO
WM Ka4eCTBEHO OIpE/eiIsiHE Ha J03aTa/KOHIIEHTPALUsITa Ha BEIECTBOTO,
Ha BB3/CHCTBUETO, HA KOSATO XOpara M OKOJIHATAa CPEeja Cca MM Morar Ja
Obaar m3nokeHn. OIGHKaTa pasriexJa BCHYKM €Tali OT >KU3HCHUS
LUKBJI HAa BEHIECTBOTO, NMPOM3TUYAINY OT IPOHM3BOJICTBOTO M MICHTU(H-
LUpaHUTE YHOTpeOu 1M 0OXBallla BCUYKH €KCHO3UIMU, KOUTO MOrar Jia ca
CBBp3aHU C ONACHOCTHTE, MAcHTH(UIMpanu B pazaenn 1—4. Ouenkara
Ha EeKCIIO3MIMsATa OOXBallla CJCAHHWTE JBE CTBIIKH, KOWTO CIlie[Ba Ja
ObAT SICHO HICHTU(GHIMPAHW KaTO TaKMBa B JOKJIaaa 3a 0E30MacHOCT
Ha XMMHUYHOTO BEIIECTBO:

Crerka 1: PaspaborBane Ha creHapuii() Ha  EKCHO3WLUS WM
pa3paboTBaHe Ha CBHOTBETHH KAaTeropuu Ha ymnorpeba u
CKCIIO3UIIHS

Crerka 2:  OmnpeJensHe Ha SKCIIO3UIHATA

Kpmero e HeoOXOQMMO M B CHOTBETCTBHE C wieH 31, ClleHapHaT Ha
EKCIIO3HIIMS ChIIO € BKIFOUYECH KAaTO MPUIOKECHHE KbM HH(MOPMAIIMOHHHUS
JTUCT 3a 0€30IacHOCT.

Crbnka 1: PaspaboTBaHe Ha CHEHAPDHH HA eKCHO3UIHUSA

CreHapuuTe Ha €KCIO3ULUS Ce Pa3paboTBaT, KAKTO € OMHMCAHO B pa3/eiu
0.7 u 0.8. CueHapuute Ha EKCIO3UIMS Ca CHIIHOCTTAa Ha Tpoleca Ha
U3BBPIIBAHE HAa OLIEHKaTa Ha 0E30MacHOCTTa HAa XHMHYHOTO BEILIECTBO.
IIpouechT Ha oreHKa Ha OE30MACHOCTTa HA XMMUYHOTO BEIIECTBO MOXKE
na Obze nmosTapsy ce. [IbpBara oneHka Iie ce OCHOBaBAa HA U3MCKBAHMS
MHHHMYM M IiJ1aTa Haau4yHa MHQOpManus 3a ONacHOCTTa U Ha Ompene-
JSIHETO Ha  EKCIO3MLMATA, KOATO OTroBaps Ha ITbpBOHAYAIHUTE
JIONyCKaHUsl 3a paOOTHUTE YCIOBUSI M MEPKHMTE 3a YIPaBICHUE Ha
prcka (IIbpBOHAYANICH CLEHAPUI Ha €KCHO3UIMsS). AKO TbPBOHAYAIHHUTE
JIOIYCKaHUsI BOJAAT JIO XapakTepU3UpaHe Ha pHCKa, [OKA3BaWKH, 4e
PHCKOBETE 3a 3[paBeTO Ha 4YOBEKA M OKOJIHATA Cpela He ca aJeKBAaTHO
KOHTPOJIMPAHH, TOTaBa € HEOOXOIMMO Jia e MOBTOPH TIPOLECHT, KATO ce
U3MEHU €IMH WJIM HKOJKO (DaKTOpa MpH OLEHKAaTa Ha ONACHOCTTA MIIU
OlLICHKAaTa Ha EKCIO3ULMATa C Iel Ja ce JOKaKe aJeKBaTeH KOHTPOIL.
IIpeunsupanero Ha oOleHKAaTa Ha OINACHOCTTA MOXE Ja HM3UCKa CHOM-
paHeTo Ha JONBbIHUTENHA MH(OpMalLMs 3a omacHocTTa. [Ipennsupanero
Ha OLICHKATa Ha CKCIIO3MIMATA MOXKE Jia BKIIOYBA ChOTBETHO M3MECHEHHE
Ha pPaOOTHUTE YCJIOBUS WIM MEPKHUTE 3a YNpaBICHME HA pUCKA B
CLIEHapUsi Ha eKCIO3MIMS WIM II0-TOYHA OLEHKA Ha EKCHO3MLHATA.
CueHapm{T Ha CKCIo3ulus, IOJYYEH IMpU MOCICAHOTO IOBTOPCHUC
(mocieneH cueHapuil Ha eKCHO3UIMs), MOXE Ja ObJe BKIIOYCH B
JIOKJIaJa 3a 0e30MacHOCT Ha XMMHYHOTO BEIIECTBO U B CHOTBETCTBHE C
uiieH 31 1a Ob/e NpuiIokeH KbM HH(OPMALIMOHHUS JINCT 332 OE30ITacHOCT.

[MocnepHusT cleHapuil Ha EKCIO3MIsI € MPEICTABeH MO/ ChOTBETHOTO
3arjaBHe Ha JOKJafa 3a 0e30MacHOCT Ha XHMMHYHOTO BEIIECTBO U
BKJIFOUCH B MPHUJIOKEHHE KbM HHGOPMAIMOHHHS JIUCT 3a 0E30IacHOCT,
KaTO Ce M3MOJI3Ba MOAXOMASAIO KPATKO 3arjiaBHe, JaBamio KPaTko 0O0IIo
omHcaHWe Ha ymorpedaTa, CbBMECTUMO C JAAfCHOTO B pasfen 3.5 oT
mpunoxenne VI. CreHapuuTe Ha eKCIO3UIMS OOXBaIIaT BCSIKO
npon3BoAcTBO B OOIIHOCTTA M BCUYKK HACHTU(DHUIUPAHU yMOTPeOH.

CIIeHapI/ISIT Ha CKCIIO3WIHA BKJIIOYBA, KOraro ¢ uenec1306pa3H0, )44
OIMMCAaHUEC Ha:

Pabdomnu ycrnogus

— U3IMO0J3BaHUTE IMPOIECH, BKIIOYUTEIHO (U3HYHOTO CHCTOSHHE, B
KOCTO BEILECTBOTO € MPOU3BEICHO, MPEpabOTCHO M/WIM YIOTPEOCHO;

— JeifHOCTHTe HA PabOTHHIUTE, CBBP3aHHU C MPOIECUTE U TMPOIABIDKH-
TEJTHOCTTAa M YECTOTaTa Ha M3JIaraHeTO UM Ha BB3ICHCTBHETO Ha
BEILECTBOTO;
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5.2.
5.2.1.

522

5.23.

5.24.

— HCﬁHOCTHTe Ha l'IOTpe6I/IT€.]'II/ITe U OPpOABDKUTEIIHOCTTA U YeCTOTaTa
Ha M3JIaTaHeTO UM Ha BB3JEHCTBUETO Ha BEHICCTBOTO,

— HOPOABJUKUTEIIHOCTTa M YeCTOTaTa Ha €MHUCHUUTE Ha BCIICCTBOTO B
Pa3INYHUATE KOMIIOHCHTH Ha OKOJIHaTa Cpe€aa W NPEUYUCTBATCIHUTEC
CHUCTEMH U PA3PEKAAHETO, MOJYUYCHO IPHU MONaaaHe B KOMIIOHCHTUTC
Ha OKOJIHaTa cpena.

Mepku 3a ynpaenenue na pucka

— MEpKHUTE 3a yNpaBlIeHHE Ha PUCKA 33 HaMalsBaHEe WM M30ArBaHe Ha
JUPEeKTHAa M KOCBEHA eKCIO3ULHMs Ha Xopara (BKJIIOUHMTEIHO
paboOTHUIM M KpallHU NMOTPEOMTENN) U PA3IMUYHUTE KOMIIOHEHTH Ha
OKOJIHAaTa Cpe/la Ha BEIECTBOTO;

— MEpKHTE 3a YOpaBICHHE Ha OTHAJbUTC 3a HAMasBaHE N
n30sirBaHC Ha CKCIIO3MLHATA HAa XOpara M OKOJHATa cpeja Ha
BEIIECTBOTO IO BpeMe Ha O00E3BPEKAAHETO H/WIIM PELHUKIMPAHETO
Ha OTHAIbIIH.

Korato TIPOU3BOJAUTE]I, BHOCUTEII WU HOTpe6I/ITeJ'I HajoJy IO Bepurara
IoJlaBa  3asBJICHUC 3a pa3pellaBaHC Ha  oOnpeJeiicHa yHOTpCGa,
CLHCHApUUTE Ha CKCIIO3ULus TpﬂGBa na Obaar pa3pa60TeHH caMO 3a
Taszu yrIOTpe6a M 3a IOCJICABAIIUTE CTBIIKH OT XU3HCHUA LUKDBJI.

Ctbnka 2: OmnpeneisiHe HA €KCHO3HIHSA

Excnosuiusara ce ompenenst 3a BCeKM pa3pabOTeH CLEHapuid Ha
eKCIIO3ULIUSL M €€ MPEJACTaBs IMOJ CbOTBETHOTO 3arjaBHe B JOKIala 3a
0e30IacHOCT Ha XMMMYHOTO BEIECTBO, M KOraTo € HEeoOXOAMMO U B
ChOTBETCTBHE ¢ wieH 31, ja ce 0000LmM B MPUIOKEHHE KbM HH(pOpMa-
LUOHHMS JHCT 3a Oe3omacHoCT. OMpefeNsiHeT0 Ha  eKCIO3UIMATA
BKJIIOUBA TpU enemenTa: (1) ompenensHe Ha eMmucusra; (2) oleHKa Ha
cha0aTa Ha XMMHYHOTO BEIIECTBO M IbTHIIata; U (3) ompexaensHe Ha
HUBATa Ha EKCITO3HMLMS.

OrnpezieNIIHETO Ha EMHCHATA Pa3rIIexka EMUCUUTE IIPe3 BCUUKH OCHOBHHU
eTanu OT M3HEHMS LIMKbBJI Ha BEIECTBOTO, IPOU3TUYALIM OT IPOU3BOA-
CTBOTO M OT BCSIKa OT MAeHTU(UUMpaHuTe ynorpedu. Kwiaero e Heob-
XOAMMO, €TAINTE HA KU3HCHUS [UKBJI, IPOU3THYAILIN OT IIPOU3BOICTBOTO
Ha CHOTBETHOTO BEIIECTBO OOXBAallaT M e€Tama Ha oOpasyBaHe Ha
ornmaabuy. Kbaero e HeoOXoauMmo, eTanuTe Ha >KM3HEHHs LHUKBII,
IIPOM3THYALM OT WACHTU(HIMPAHUTE YIOTpPeOH, OOXBaIlaT M BPEMETO
Ha (QyHKIMOHMpaHE Ha MPOJYKTa W erarna Ha oOpasyBaHe Ha OTIAbIIM.
OmnpenensHeTo Ha EMHCHATa C€ M3BBPIIBA TIPH JOIMYCKAHETO, Y€ ca
NIPWIOKECHU MEpPKUTE 3a YIPABICHWE Ha PHUCKa U paOOTHHUTE YCIIOBHS,
ONHMCAHH B CIICHApPHs HA EKCIIO3MLUSTA.

V3BppuiBa ce XapakTepu3WpaHe Ha BB3MOKHHTE MPOLECH Ha
pasrpakaaHe, IPEBPBIIAHE MM B3aUMOJCIHCTBHE U CE OLCHSABA Pas3lpoc-
TPaHEHHETO M ChadaTa My B OKOJHATA CPEra.

Omnpe/ensHeTo HAa HUBAaTa Ha €KCIIO3UIUS CE M3BBPINBA 32 BCHYKH IPYIH
xopa (paboTHHULHM, KpallHW MOTPEOUTEIN M XOpa, W3JIOKCHU HENpsiKo Ha
BB3JEHCTBHETO Ha BEIIECTBOTO MOCPEACTBOM OKOJHATa Cpena) |
KOMIIOHCHTH Ha OKOJIHATa Cpejia, 3a KOUTO €KCIO3UIMATA Ha BEIIECTBOTO
€ W3BECTHA WIM IPHEMJIMBO TNIpe/BHINMA. BCeku OCHOBEH NbT Ha
EKCITO3MLUS Ha YoBeKa (4Ype3 BIMIIBAHE, Ype3 IOIITbINAHE, Ype3 KoxkKaTa
W KOMOMHAmMs OT BCHYKM OCHOBHM NBTHIIA W W3TOYHHLIM Ha
eKCIIo3unus) TpsiOBa na ce pasriena. Ilpy TakmBa OLEHKH ce B3eMaT
IpeABU/I BapUpPaHETO HA EKCIIO3WIUATAa B IIPOCTPAHCTBOTO U BBHB
Bpemero. Ilpu ompernensHETOo Ha eKCHO3UIHMATAa TpsiOBa Ja ce B3eMe
TIPeABUJL

— AaJCKBATHO HU3MEPCHH, NPECACTABUTECIIHNU NAaHHU 3a €KCIO3UIUATA,
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5.2.5.

6.2.

6.3.

— BCHYKH OCHOBHH IIPHMECH M T00ABKH BBB BEIIECTBOTO,
— KOJIMYECTBOTO, B KOETO BEIIECTBOTO € MPOM3BEICHO H/MIM BHECCHO,
— KOJIMYECTBOTO 3a BCsKa WACHTHU(HIMpaHA yrnoTpeda,

— HPHUJIOKEHOTO WKW IIPEHOPHUAHOTO YIIPABJICHUE Ha PpUCKA, BKIIIO-
YUTCIIHO CTCIICHTa HAa KOHTPOJIHUPAHE,

— HNPOABJUKUTECIIHOCT M YECTOTa Ha CEKCHO3ulUATa B CHOTBETCTBUE C
paboTHHTE yCI0BUS,

— JeficTBHATa HA PAaOOTHHUIUTE, CBBP3aHH C MPOIECHUTE U MPOIBIDKH-
TEJTHOCTTA M YECTOTaTa Ha TSIXHATa €KCIIO3MIMS Ha BELIECTBOTO,

— HeﬁCTBHﬂTa Ha KpaﬁHHTe HOTpCGI/ITeHI/I U NPOABIDKUTCIHOCTTA U
HeCcToTaTa Ha TAXHaATa C€KCIO3HMIHUA Ha BEIICCTBOTO,

— HNPOABJDKUTECIIHOCTTA W YecCTOoTaTa Ha CEMUCHUUTE Ha BCIICCTBOTO B
pasaIuYHUTE KOMIIOHCHTH Ha OKOJIHaTa cpe€aa U [IOJYy4YCHOTO
paspexaHe Mnpu nornajgaHe B KOMIIOHEHTUTE Ha OKOJIHaTa cpela,

— CI)I/I3I/IKO-X]/IMI/I‘{HI/IT6 CBOWCTBA Ha BCIICCTBOTO,
— HNPOAYKTH, IOJIYYCHHU IPU MPEBPBIIAHC /A pasrpaxiaane,

— BEPOSATHUTE IBTUINA HAa CKCIO3MIMS M IOTCHIHANa 3a abcopOuus B
opraHu3Ma,

— BCPOSTHHTE MBTUINA HA PAa3sIpPOCTPAHCHHE B OKONHATA Cpeaa Hu
pasrpaxkJaHe W/WIM TIpEeBpBIIAHE B OKOJHaTa cpeiaa (BHXK ChIIO
paszmen 3, cremka 1),

— o0xBar (reorpa)cKu) Ha EKCIO3UIIHS,
— MarpuyHa 3aBUCHMOCT OTIEJISIHE/MUIPALMS Ha BELIECTBOTO.

Koraro ca HanuyHM afeKBaTHO HM3MEpPEHM NPEACTaBUTEIHM [JaHHMU 3a
€KCMO3ULIMATA, CBIIUTE €€ B3e€MaT MpPEIBHUJ IPU H3BBPLIBAHETO HA
OILIEHKaTa Ha KCHO3MLUATA. 32 ONpelesIIHETO Ha HUBATa HA CKCIIO3UIUS
MoraT jJa OBJaT HM3MOJ3BAaHU IOAXOAANM Mozelud. Morat jga Obaar
pasriefiaHd U CBHOTBETHUTE MOHHMTOPMHIOBHM JIaHHM OT BelecTBa C
nozo0Ha yrnorpeda W MOJEN Ha eKCIO3MIHs MM ChC CXOJHU CBOWCTBA.

XAPAKTEPUCTHUKA HA PHUCKA

XapaKTepI/ICTI/IKaTa Ha puckKa Tpﬂ6Ba Jla C€ U3BBPIIU 3a BCCKU CLICHapPIP’I
Ha CKCIIO3UIMsA U CC IpeACTaBs 110 CbOTBETHOTO 3arjlaBue€ OT JOKJIaja 3a
0e30MacCHOCT Ha XUMHYHOTO BCIIICCTBO.

XapakTepucTUKaTa Ha PHUCKA Pasriiekaa TPYyNd OT HACENEHHETO (Kato
paboOTHHIM, KpaWHW MOTPEOMTENM WM XOpa, H3JI0KEHH HEMpsAKO Ha
BB3JEHCTBUETO HA BEIIECTBOTO IOCPEACTBOM OKOJIHATA Cpela M, ako €
HEOOX0IMMO, KOMOMHAIMS OT TAX) ¥ KOMIIOHEHTHTE Ha OKOJIHATA Cpeja,
32 KOMTO €KCIIO3HMIHMATAa HAa BELIECTBOTO € M3BECTHA WJIM € MPUEMIIMBO
NpeIBUANMA, MPH JOMYCKAHETO, Y€ MEPKHTE 3a YIpaBJIEHHE Ha PHUCKa,
OIMCAHU B CLEHAPUHUTE Ha €KCIIO3MIMA B paslen 5, ca OWIM MPUIIOKEHH.
B jombiaHeHne OOWMAT PUCK 3a OKOJIHATA Cpeja, NPHYHHEH OT
BEIIIECTBOTO, CE pasriexiaa dupe3 OOCqUHSIBAHE HA pe3yJTaTure OT
o0LIMTEe WM3MYCKAHHs, €MHCHHM M 3aryOM OT BCHYKH H3TOYHHIM KbM
BCHYKH KOMIIOHGHTH Ha OKOJIHATa Cpeja.

XapakTepu3MpaHeTO Ha PHCKa CE CHCTOU OT:
— CpaBHSIBaHE HAa CEKCIO3HMIMATA HA BCSKA IPyla OT HACEICHHETO, 3a
KOATO Ce 3Hae, Y€ € WJIM € BEepOsATHO Ja ObJe H3JI0KeHa Ha

Bb3aelcTBUE cbC choTBETHOTO DNEL;

— CpaBHsJBaHE Ha MNPEAINOJAaracMHUTE KOHLEHTPAlMHM B OKOJHATA cpesia
3a BCEKM KOMIIOHEHT Ha okosiHata cpena ¢ PNEC, n

— OIIGHKa Ha BEPOATHOCTTa M TEXKECTTa Ha CHOWTHE, MPOTHYANIO B
pesyiarar Ha (U3MKO-XMMHYHUTE CBOWCTBA Ha BEIIECTBOTO.
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6.4.  3a Bceku cleHapuil Ha EKCIO3MIMS PUCKBT 3a YOBEKAa M OKOJHATA Cpena
MOXe Jla Ob/ie pasriekaaH KaTo aJeKBaTHO KOHTPOJMPAH, IO BpeMe Ha
JKH3HEHMS IMKBJI Ha BEIIECTBOTO, NMPOHM3TUYAIL OT IPOM3BOJACTBOTO HIIN
UCHTU(HUIIIPAHUTE yIIOTPEOH, aKo:

— OIpeJesIeHUTEe HUBA HA EKCIO3MLUS OT pasfen 6.2 He MpeBUIIaBaT
croTBeTHOTO DNEL wminm PNEC, kKakto € IMOoCOYeHO CHhOTBETHO B
pasgemu 1 u 3, u

— BEpOSITHOCTTa W TEKECTTA HA CHOUTHE, MPOTHYAIIO B pPE3yJTaT Ha
(DU3MKO-XMMHYHHUTE CBOWCTBA HA BEIIECTBOTO, KAKTO € OMPEICICHO
B paszen 2, ca He3HAYUTETHH.

6.5. 3a OHE3M 4YOBEUIKM IIOCHEACTBMS M OHE3M KOMIIOHGHTH HAa OKOJIHATa
cpena, 3a KOUTO HEe € BB3MOXKHO Ja Obaar ompenenenn DNEL wumm
PNEC, tpsi6Ba na ObJe HampaBeHa KayeCTBEHA OLIEHKA Ha BEPOSTHOCTTA
Bb3elicTBUATA J1a ObjaT M30erHaTH, KOraTo ce Ipuiara CLUEHApUsT Ha
€KCTIO3ULINSI.

3a BemiecTBa, orroBapsmm Ha kputepunre 32 PBT m vPvB, mpousso-
JUTETAT WM BHOCHUTENST TpsiOBa Ja uW3Mon3Ba  MH(OpMALHATA,
MoNydeHa OT pas3zien S5, CThIKa 2, KOraro Ipuiara OT CBOSl CTpaHa, U
HpernopbyuBa Ha MEXKIUHHUTE MOTPEOUTENH, MEPKH 3a YIPABICHUETO Ha
pHCKa, KOMTO HaMmajsBaT EKCIO3MIMUTE M EeMHCHHMTEe 3a Xopara H
OKOJIHATA Cpeia Tpe3 JKU3HEHMS IMKBJI Ha BEIIECTBOTO, MPOU3THYAIL]
OT MPOM3BOJCTBOTO MM MIACHTU(GUIMPAHUTE YHOTPEOu.

7. DOOPMAT HA JIOKJIAZIA 3A BE3OIIACHOCT HA XUMHWYHOTO
BEIIECTBO

JlokmaasT 3a 0€30IaCHOCT Ha XHMHYHOTO BEIIECTBO BKJIIOUBA CJICIHHUTE
3arJaBus:

®OPMAT HA JOKJAJ 3A BE30ONACHOCT HA XMMHWYHOTO
BEIIIECTBO

YACT A

1.  PE3IOME HA MEPKMUTE 3A VIIPABJIEHME HA PUCKA

2. JEKJIAPALIMA, YE MEPKUTE 3A VIIPABJIEHUME HA PUCKA CA
WBITbJIHEHU

3. JIEKJIAPAIIMA, YE E IIPEJOCTABEHA HWH®OPMAILIMA 3A
MEPKMTE 3A VIIPABJIEHUME HA PUCKA

YACT b

1. HAUMEHOBAHUE HA BENIECTBOTO 1 ©®W3MYHU U
XUMHWYHH CBOMCTBA

2. MPOU3BOACTBO U VIIOTPEBA
2.1.  IlpousBoacTBo
2.2. Wnentuduuupanu ynorpebdu
2.3.  HenpenopbuuTenHu ynorpedu
3. KIIACUOULWPAHE U ETUKETHUPAHE
4. CbABA U INOBEAEHUE B OKOJIHATA CPEJA
4.1.  Pasrpaxnmane
4.2. Pa3smpocTpaHeHue B OKOJIHATa cpena
4.3. buoakymynupane

4.4. Btopu4yHO OTpaBsiHE
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VYM10

®OPMAT HA JIOKJIAJ 3A BE3OIIACHOCT HA XUMHWYHOTO

BEHIECTBO

OLEHKA HA OITACHOCTTA 3A 3JPABETO HA YOBEKA

5.1. TokcukokuHeTHka (abcopOius, MeTabOIM3bM, paslpeieieHre |
OTJIEIISTHE)

5.2. OcTpa TOKCHYHOCT

5.3. lpa3nene

5.4. KoposusHoCcT

5.5. Cencubunuzanus

5.6. TokcuuHOCT IIpU MHOI'OKPATHO ITIOCTBHIIBAHE

5.7. MyTareHHOCT 3a 3apOIMIIHHUTE KIETKH

5.8. KanueporeneH edext

5.9. TOKCHYHOCT 3a PenpoOayKIHATa

5.10. [dpyru edextu
5.11. Ompenensine na DNEL(s)

OLEHKA HA OITACHOCTTA 3A 3JJPABETO HA YOBEKA OT
®U3UKO-XUMUYHU CBOMCTBA

6.1.  EXCIUI03MBHOCT
6.2. 3amamumoct
6.3. OKuciaureneH MOTEHIIHAT

OLEHKA HA OITACHOCTTA 3A OKOJIHATA CPEJIA

7.1. BopnHa cpena (BKIIOYHTEITHO yTac4yHA)

7.2. Cyxo3emHa cpena

7.3.  Armocdepa

7.4.  MukpobuoIoruvHa ACHHOCT B MPEYUCTBATCTHUTE CHCTEMHU

OLIEHKA HA PBT U VPVB
OLIEHKA HA EKCIIO3ULIMATA
9.1. (3armaBue Ha CHeHapHWil Ha eKCIO3UIHA 1)

9.1.1. CueHapuii Ha EKCIIO3MIHS

9.1.2. OnpenensiHe HA EKCIIO3MLUITA
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®OPMAT HA JIOKJIAJ 3A BE3OIIACHOCT HA XUMHWYHOTO
BEHIECTBO

9.2. (3aryaBue Ha CUEHAapHUil Ha EKCIIO3UIHA 2)

9.2.1. Cuenapuii Ha €KCIO3HULIUS
9.2.2. OnpenensiHe Ha €KCIIO3ULHS
(n T.H.)
10. XAPAKTEPUCTUKA HA PUCKA
10.1. (3arnaBue Ha cueHapuil Ha excrosuuus 1)
10.1.1. 3apaBe Ha YoBeka
10.1.1.1. PabortHumm

10.1.1.2. Kpaitun norpeburenu

10.1.1.3. Xopa, HU3I0KEHH HENPsKO Ha BB3/ICHCTBHETO
Ha BEILICCTBOTO MOCPEACTBOM OKOJIHATA Cpelia

10.1.2. OkonHa cpena

10.1.2.1. BoxHa cpena (BKIIIOUHTEIHO yTacyHA)
10.1.2.2. Cyxo3emHa cpena

10.1.2.3. Atmocdepa

10.1.2.4. MukpoOHONOTHYHAa JAEHHOCT B MPEYHUCTBA-
TEJTHUTE CUCTEMH

10.2. (3armaBue Ha CleHApUil Ha €KCHO3UIHS 2)
10.2.1. 3xpaBe Ha yoBeka
10.2.1.1. PaGorHum

10.2.1.2. Kpaiiau morpeOuTens

10.2.1.3. Xopa, HU3I0KEHH HENpSKO Ha BH3ACHCTBHETO
Ha BEIIECTBOTO MOCPEACTBOM OKOJHATA Cpena

10.2.2. Oxonna cpena

10.2.2.1. BoxHa cpena (BKIIOYMTEITHO yTae4yHA)
10.2.2.2. Cyxo3emHa cpena

10.2.2.3. Armocdepa

10.2.2.4. MukpoOHoOIOTHYHA JEHHOCT B  IIPEYUCTBA-
TEJTHUTE CUCTEMH

(u T.H.)

10.x. O6ma excrio3umusi (KOMOMHUpPAHA 32 BCHYKH OCHOBHH M3TOYHHILH
HA SMHUCHHU/U3ITYCKAHNS)

10.x.1. 3xpaBe Ha 4oBeka (KOMOMHHMPAHO 3a BCHYKM IIbTHUILA HA
€KCITO3ULIUST)

10.x.1.1.

10.x.2. Oxonna cpena (KOMOMHHpaHa 32 BCHYKHM H3TOYHHIN HA
E€MUCHH)

10.x.2.1.
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YM32
IIPUJIOKEHHUE 11

MU3UCKBAHUA 3A CBCTABAHETO HA HWH®OPMAIIMOHHU
JIMCTOBE 3A BE3OINIACHOCT

YACT A
0.1. BoBenenue

0.1.1. B macroAmoTo mnpuiokKeHHEe ca H3JI0KEHW HW3UCKBAHHATA, KOUTO
JOCTABYUKDBT U3II'BJIHABA l'lpl/l CBbCTAaBAHETO Ha I/IH(I)OpMaLU/IOHeH JIUCT
3a 0e30MacHOCT, MPE/IBUICH 3a BEILIECTBO MM CMEC B CHOTBETCTBHE C
e 31.

0.1.2. Hudopmanmsara, mnpemnocraBeHa B HHOOPMALMOHHMS JIHCT 32
Oe3omacHOCT, € B CBOTBETCTBHE C HH(pOpMalusra B JOKIaaa 3a
0€30IacHOCT Ha XMMHYHOTO BELIECTBO, KOraTo TaKbB C€ H3MCKBA.
Korato e mnombiaHen nokmaj 3a 0e30aCHOCT HA  XMMHYHOTO
BCILECTBO, CHOTBETHUAT(TE) CLEHApUI(M) Ha EKCIO3UIHMSA Ce
BKJIIOYBA(T) B INPWIOKEHHE KbM HHOOPMALMOHHMS JIMCT 34

0€301acHOCT.

0.2. O0mM M3MCKBAHMSI 32 ChCTaBSIHETO HA MHQOPMAIMOHEH JIMCT 32
de3omacHocT

0.2.1. WNHpopMannoHHUAT JTUCT 3a OE30MaCHOCT IMO3BOJISIBA Ha MOTPeOu-

TENMUTe Ja TpPEeOupHeMaT HEOOXOAMMHTE MEPKH, CBBP3aHH C Omas-
BAHETO HA 3[pPAaBETO HA YOBEKa M 0E30MacHOCTTa Ha PabGOTHOTO
MSICTO, U C Oa3BaHETO Ha OKOJNHATa cpera. CheTaBUTENAT HA HH(OP-
MAaIMOHHHS JIUCT 3a 0e30MacHOCT B3eMa MPEABHA, 4¢ HH(pOpMAIH-
OHHHSAT JIHCT 3a 0e30macHOCT TpsiOBa jaa WHGOpMEpa MOTpeOUTENUTE
3a OMACHOCTHTE OT JAJCHO BELICCTBO HJIM CMEC M Ja IPEIOCTaBs
uHpopManus 3a 0E30MacHOTO ChXpaHsBaHe, paborara u 00E3BpPEK-
IIAaHETO Ha BEIICCTBOTO MITH CMECTa.

0.2.2. Wudopmanusita, mpemoctaBeHa ¢ WHOOPMALMOHHUS — JHCT 3@
0€30MacHOCT, OTrOBapsi Ha M3HMCKBAHHATA, YCTAHOBEHH B JIMpeKTHBA
98/24/EQ. Tlo-crienmanHo, MHOOPMAIMOHHUST JIUCT 3a 0E30IacHOCT
M03BOJIsIBA Ha paboToAaTeNuTe Aa ONpEJessiT Jald Ha pPabOTHOTO
MSICTO Ca HAIWIE HSKOM OMACHH XMMHYHH arcHTH W 1a OLCHST
BCCKM PHCK 3a 37paBeTo U 0e30MacHOCTTa Ha pPabOTHHUIINTE,
[POM3THYAL OT TSIXHATa yrnorpeoda.

0.2.3. WNudopmanusita B MHPOPMALMOHHKS JIUCT 3a OE30MaCHOCT € Tpe/-
CTaBeHa SICHO M Kpartko. MHGMOpMAaLMOHHMAT JMCT 3a Oe30MmacHoOCT
Ce W3rOTBS OT KOMIIETCHTHO JIMIE, KOETO B3eMa IPEIBH[ CIICIH-
(uuHMTE HYXIM W I03HAaHMS Ha HOTPEOUTENNTE, JOKOJIKOTO ca
HU3BECTHHU. HOCTaBLlVILU/ITe Ha BCIICCTBA M CMECHU TrapaHTtupar, 4e
KOMIICTEHTHHTE JHMIA Ca MOJYyYWJIM IOJXOJSII0 OOyYeHHE, BKIIIO-
YHUTEIHO OIPECHUTEIHO O0yuYeHHE.

0.2.4. E3ukbr, m3nonsBan B MH()OPMALMOHHMSA JMCT 3a O€301acHOCT, €
IIPOCT, SICEH M TOYEH, KaTo ce u30area ynorpedara Ha npodhecHoHaleH
JKAproH, akpOHMMHM M CbKpamieHus. He ce u3monsBaT HHMTO u3pasu
Karo ,MOXKe Ja IpeJCTaBlsBa ONACHOCT™, ,HE OKa3Ba IOCIEeAULU
BBPXY 31paBeTo”, ,,0e30I1aCeH NPH [OBEUETO YCJIOBUS HA yHnorpeda“,
,,0€3BpeieH", HUTO KaKBHTO M Jia OWJIO JPYru M3pasH, KOMTO yKa3Bar,
4e BEIIECTBOTO WM CMECTa HE Ca OIACHH, HUTO KaKBUTO M Ja OWIO
JpYTd U3pas3u, KOMTO HE CbOTBETCTBAT Ha KiIacH(pHKalusATa Ha ChOT-
BETHOTO BEIIECTBO MJIM CMEC.

0.2.5. Jlarara Ha chcTaBsiHe Ha WH(OPMAIMOHHUS JIHCT 332 OE30MacHOCT Ce
[ocoYBa Ha IIbpBaTa CcTpaHuia. Koraro ca BHECEHH NPOMEHH B
HH(OPMALMOHHHS JTHCT 32 0E30MacHOCT U Ha IMOJIy4aTeInTe € Mpel-
OCTaBEH HOB pENaKTHPaH TEKCT, B paszien 16 oT MHpOpMalMOHHUS
JMCT 3a OEe30IacHOCT BHMMAHHMETO HA IIOJydYaTelMTe Ce Haco4Ba
KbM IPOMEHHTE, OCBEH aKo Te He ca yKazaHH Ha Jpyro mscro. Ha
bpBaTa CTPAaHMIA HA PEAaKTUPAaHUTE WHMOPMALMOHHM JIHCTOBE 3a
0e30IacHOCT ce yKa3BaT JlartaTta Ha ChCTaBsHE, IIOCOYEHA Kato ,lIpe-
paboTeHo m3maHue: (7ara), HOMEPHT Ha PEAAKLHUITA, HOMEPHT Ha
MpepaboTeHOTO W3/IaHWe, JaTraTa Ha BIHM3aHE B CWIA WIH JPYro
yKa3aHHe 3a TOBa KO TEKCT € 3aMEHEH.
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VY M32

0.3. ®opmaT HAa HH(POPMALHOHHHUS JUCT 32 0€30MACHOCT

0.3.1. WHpopManmOHHUAT JHCT 3a 0E30MaCHOCT HE € IOKYMEHT C TOYHO
ompezencHa IBIDKHHA. J{BDKHHATa Ha WHGOPMALMOHHHUS JIHCT 3a
0€30MacHOCT € ChH3MEPHMa C OIMACHOCTTA, KOSTO MPEACTABIsIBA
BEIIIECTBOTO WIIH CMECTa, W MH(OpMALHMsITa, KOSTO ¢ HAJHUIIC.

0.3.2. Benukn crpaHuiy B MHGOPMAIMOHHMS JIUCT 3a O€30IMaCHOCT, BKIIO-
YUTEJIHO NPUIIOKEHUATA, C€ HOMEpUpPAT M HOCAT O3HAUCHHE WIM 3a
IbDKMHATa Ha WHOOPMALMOHHMS JIMCT 3a Oe3omacHocT (Karo
Harpumep ,.cTpaHuna 1 or 3“), wiMm o3Ha4YeHHE 3a TOBa Jalld €
HaJIMIEe cleaBallia crpaHuna (karo Hampumep ,,IIpoabiokasa Ha cien-
Bamata crpanuna”, wm ,Kpaii Ha wnHOOpPMALMOHHMSA JIHCT 3a
6e30macHoOCT™).

0.4. CpbabpikaHue Ha HHOOPMALUOHHHUS JHCT 32 §e30MacHOCT

Koraro wun(popmaimsaTa, KOITO C€ HM3HUCKBA CHIVIACHO HACTOSIIOTO
MPUIOKEHUE, € MPUIOKKMA U € HAJMIIE, TS Ce BKIIOYBA B HH(OpMa-
LMOHHHMS JIUCT 3a 0€30MaCHOCT B ChOTBETHUTE IMOAPA3IENH, TIOCOUECHN
B uvact b. MHpopManmoHHHUAT 7HCT 3a 0E30MACHOCT HE MOXKE J1a
ChBbPKA HETOBJIHEHH MOPA3IENu.

0.5. Jlpyru u3uckBanus 3a MHGoOpManus

B Hsaxoun CJIydau, C orje Ha IHUPOKHUs 00XBaT Ha CBOWCTBAaTa Ha
BCIICCTBaTa W CMECHTE, MOXKEC Ja € HCO6XOZ[I/IMO B CBOTBECTHUTC
noapasiaeii Aa €€ BKIKOYM JOIIBJIHUTEIIHA HaJIMYHA I/IHqJOpMaI_II/IH,
KOATO € OT 3HAYCHHC.

WzuckBa ce pombnHuTenHa HMH(oOpManus 3a Oe3omacHocTTa M 3a
OKOJIHATA cpela, 3a Ja Cce OTFOBOPH Ha IOTPEOHOCTUTE Ha
MOpSILIMTE W Ha JpyruTe pabOTHHUIM B CEKTOpa Ha IpeBo3a Ha
ONACHM CTOKM B HAJIMBHO CBCTOSIHHE B KOpabW 3a MpeBOo3 Ha
HAJMBHM TOBApM MWJIM B TaHKePH, IUIaBalld MO MOpEe WM MO
BBTPCIIHN BOJHM IBTHUINA, 32 KOUTO CE€ NpUiIarat pasrnopeadouTe Ha
MexayHapoaHata  MOpPCKAa — OpraHu3alis WM HAUHOHAIHH
pasmopendu. B mompasmen 14.7. ce mpemopbuBa BKIFOYBAHETO Ha
ocHOBHa MH(opManus 3a Kilacu(pHUKAIMATA, KOraTO TaKHBa TOBapH
ce MPEeBO3BAT B HAIMBHO CHCTOSHHE B CHOTBETCTBHE C aHekc Il kbM
MexayHapoaHaTa KOHBEHIUS 32 MPEJOTBPATIBAHE HAa 3aMbPCSBAHETO
ot kopabu, 1973 r., u3meneHa ¢ otHacsmms ce 10 Hes [Iporokon or
1978 r., (MARPOL) (') 1 MexayHapoaHusi KOJEKC 3a KOHCTPYKIUSITA
u o0opyiBaHETO Ha KopaOM 3a INPEeBO3 Ha ONACHH XUMHUKAIH B
HAJIMBHO CbCTOsiHME (MEXIyHApoleH KOAEKC 3a XHMHKAIUTE B
namuBHO cberosinue) (Komeke IBC) (?). OcBen TOBa ce WM3HMCKBA
npeid HaToBapBaHe KopaOuTe, mpeBo3Bamn HepT win HedTeHH
ropuBa CbIVIACHO ompexaeneHusita B aHekc I kpM MARPOL, B
HAJMBHO CBCTOSIHUE, MJIM TAaHKEPU, KOMTO TIPEBO3BAT He(TEHU
ropuBa, Aa Tojy4ar ,,AH(GOpMAaIOHEH JIUCT 3a OE30MacHOCT Ha Mate-
puama“ B CBOTBETCTBHE ¢ pesonmonusaTa Ha Kommrera mo mopcka
Oe3onacHocT Ha MexyHapoJHaTa MOpCKa opraHusanus ,JIpenopbku
3a MH(OPMAIMOHHUTE JIMCTOBE 3a OE30IaCHOCT Ha MaTepuana 3a
HedreHn ToBapu W HedreHu ropuBa or aHekc I kepm MARPOL®
(MSC.286(86)). ITopamu ToBa, ¢ 1€/l HATUYKE HA €AWH XapMOHH3HPaH
uH(pOpMALMOHEH JHCT 3a OE30MacHOCT 3a MOPCKH M JIPYTH LEJIH,
JOMBJIHUTEHUTE pasnopeadu Ha pesontorus MSC.286(86) morar na
ObJaT BKIIOYECHH B HH(POPMALMOHHUTE JIMCTOBE 3a OE30MaCHOCT,
KOraTo € Ie’echo0pa3Ho, 3a MPEeBO3 M0 MOpe Ha TOBAPU OT aHeKc |
kbM MARPOL u Ha xopaOHu ropusa.

0.6. Eannunm

V3mon3Bar ce MEpHATE CIAMHUIM, OmpeieieHd B JIMpeKTHBa
80/181/EMO Ha CnbBeTa ().

(") MARPOL — Koncomuaupano uznanue 2006 r., JIonaon, MexyHapogHa MOpCKa opra-
auzanus 2007 r., ISBN 978-92-801-4216-7.

(®) Koxekc IBC, nzmanue 2007 r., Jlonnon, MexayHapoaHa mMopceka opranuszauus 2007 r.,
ISBN 978-92-801-4226-6.

(®) Hupexrusa 80/181/EMIO na Cnaera ot 20 nexemBpu 1979 r. 3a cOmmkaBaHe Ha 3aKo0-
HOJIATeJICTBATAa HA IbPXKABUTE-WICHKH OTHOCHO MEPHUTE EIAMHHIM W 3a OTMsHA Ha
Jupekrusa 71/354/EMO (OB L 39, 15.2.1980 r., ctp. 40).
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0.7. CoenuajaHu ciaydyau

MNudopmannoHHn UCTOBE 32 OE30MACHOCT Ce M3MCKBAT M 3a CIICIH-
anHuTe ciydad, u30poeHu B maparpad 1.3 or mpunoxkenue | kbpM
Pernament (EO) No 1272/2008, 3a KOMTO ca HajHile JEPOralldd OT
W3KMCKBAHKATA 33 CTHKETHpPAHE.

1. PA3JEJI 1: Hoenmmugpuxauyusa na eewjecmeomo/cmecma u Ha
Opyarcecmeomo/npeonpusmuemo

B to3u pasneil oT PIH(bOpMaI_II/IOHHI/IH JICT 3a OE30MMacHOCT ce ypexaa
HA4YUHBT, 110 KOHTO ce I/IL[eHTI/I(bI/IHI/Ipa BCIIECTBOTO HJIKM CMECTaA, KAKTO
U HA4YUHBT, II0 KOWTO B I/IH(bOpMaHI/IOHHI/Iﬂ JIACT 3a 0e30IacHOCT ce
NpeaoCTaBiAT AaHHU 3a I/I[[eHTPI(bI/II_[I/IpaHI/ITC yHOTpeGI/I, KOHUTO Ca OT
3HA4YCHHUC, HMMCTO Ha AOO0CTaBUYMKa Ha BCHICCTBOTO HWIM CMECTa H
JaHHUTE 3a Bpb3Ka C JOCTaBYMKa Ha BEHICCTBOTO HMJIM CMECTa, BKIIIO-
YUTCJIHO JaHHHU 3a BPB3Ka MIPU CICHIHU CIIyYau.

1.1. HUnentudukatop Ha MPOAYKTA

VneHTH)HUKATOPBT HA HPOLYKTa CE [OCOYBA B CHOTBETCTBHE C WICH
18, maparpad 2 or Permament (EO) Ne 1272/2008 3a BemiectBo u
ynen 18, maparpad 3, OykBa a) ot Permament (EO) Ne 1272/2008
3a CMEC M ce 10coYBa Ha eTHKeTa Ha oduuuanHua(uTe) e3uk(1u) Ha
JbprkaBaTa(UTe) WICHKA(KM), B KOSTO(UTO) BEIECTBOTO WM CMECTa €
mycHaro(a) Ha Ia3apa, OCBEH aKO CBHOTBETHaTa(HTe) abpiKaBa(u)
4IeHKa(1) He NMPeABUIU(AT) APYTro.

3a BelecTBa, IOUIEKAIUM HA PErHCTpalMs, HISHTU(PUKATOPBT Ha
IPOJYKTa CHOTBETCTBA HAa IPEJOCTABCHUS IPH PETHCTPALUATA, KaTo
ce 10CouBa M M3AJEHUST PErHCTPALMOHEH HOMEP B ChOTBETCTBHE C
pasnopenoure Ha wieH 20, naparpad 3 OT HACTOSIIUS PErIAMEHT.

be3 nma ce 3acsarat ycraHoBeHHTE B WieH 39 OT HACTOSIIMS PETIaMeHT
3aBJDKCHUS. Ha IOTPEOMTENMTEe HAJI0Jy [0 BepUrara, 4acrra oT
PETHCTPAIMOHHHST HOMEp, KOSTO C€ OTHACS 3a OT/ACNHHS PEruCTPaHT
Mpd CHBMECTHO 3asiBICHHE, MOXKE Ja He ObJe MO0COYBaHa OT
JOCTaBYMK, KOWTO € IUCTPUOYTOp WM TMOTPEOUTEN HAAOMy I10
Bepurara, npu ycjoBHE Ye:

a) TO3M [OCTABYMK I[IOEME OTTFOBOPHOCTTA TNPH IMOWCKBAHE [a
MPETOCTABU IIBJIHUS PETUCTPALIMOHCH HOMEP 3a LENUTEe Ha Hpuiia-
TaHEeTO, MM, aKO HE pasIojara C MbJIHHUS PErHCTPAIlOHECH HOMED,
Jla TIperpaTH MCKaHETO /IO CBOsI JIOCTaBYMK ChINIACHO OykBa 0); U
qe

0) TO3M [OCTaBYMK TNPEIOCTABM HA OpraHa B JIbp)KaBaTa YICHKA,
KOHTO OTroBapst 3a IpwiaraHetro (,lpWIaramusrT oprau®),
[IBJIHKSL PETUCTPAIIMOHEH HOMEpP B CPOK OT 7 JIHM NPH MOMCKBAHE,
MOJIYYEHO WJIM TIPSIKO OT MpHJIAralys OpraH, WIH MPernpaTeHo OT
HEroBHsI TIOJIydYarTell, Hid, ako He pasroliara ¢ IIbJIHHS Perucrpa-
[OHEH HOMEp, TO3HM [OCTAaBYMK Iperpaiia HCKaHEeTO 10 CBOS
JIOCTAaBYMK B CPOK OT 7 IHH TIPH TOUCKBAHE U CHIIECBPEMEHHO
YBEIOMsIBA 33 TOBA MpPUJIATAIIUs OpTaH.

Moxe na ce IpeaocTaBu €uH I/IH(l)OpMaI_II/IOHCH JIACT 3a 0€30IacHOCT
3a IIOBC€YEC OT €AHO BCIICCTBO HIIM CMEC, KOrato I/IH(bOpMaI_II/I}ITa B
TO3HU I/IHq)OpMaI_H/IOHeH JIMCT 3a 0e30macHOCT OTroBapsd Ha MH3UCK-
BaHUATa B HACTOSAMIIOTO IPHUIIOKEHHE 3a BCAKO OT TE3U BCEUICCTBA
Ul CMECH.

Jpyeu nauunu Ha uoenmugurayus

Morar ia ce mocouar JIpyrid HAMMEHOBAHHS WJIM CHHOHUMH, KOUTO Ce
03HAuaBaT BbPXY €TUKETA HA BEIIECTBOTO MM CMECTa WJIU MOJ KOUTO
TO ¢ OOIIOM3BECTHO, KaToO ajJTepPHATHBHH HAaUMEHOBAHUS, HOMEpa,
KOJIOBE Ha MPOAYKTUTE B PAMKUTE Ha JPYKECTBOTO WJIHM JPYTH €IMH-
CTBEHH I10 €CTECTBOTO CH HMJCHTH()UKATOPH.

1.2. HpenTtnunupany ynorpedu Ha BeHIECTBOTO WJIM CMeCTa, KOMTO
ca OT 3HaYeHHe, H YNOTpeOH, KOUTO He ce NMpenopb4yBart

Vka3Bar ce mMmoHe WACHTHOUIUPAHUTE YIOTPeOH, KOHTO ca OT
3Ha4YeHHE 3a MOJydaressi(MTe) Ha BELIECTBOTO HIM CMeECTa. 3a Ta3Hu
LeJT ce TPaBU KPaTKO ONMHCAHUE 3a MpPeIHAa3HAYCHUEeTO Ha BEIIECTBOTO
WM CMECTa, KaTto Harpumep ,,3a0aBsii] rOpeHeTo™, ,,aHTHOKCHIAHT .
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Korato e TIPpUJIOKUMO, CE€ MOCOYBAT yHOTpe6I/ITC, KOUTO JOCTaBUUKBT
HE IperiopbuBa, U NPUIUHUTE, IOpagl KOUTO HE I'M IIPEHopbUBa. He
€ H806XOIII/IMO I/136p0$IBaHCTO Ja € U34CpraTeIHoO.

Koraro ce u3uckBa JOK/Iaz 3a O€30IaCHOCT HA XUMHYHOTO BEILIECTBO,
uHpOpMALMATa B TO3M TOAPA3e] OT HH(POPMALMOHHHS JIUCT 3a
0€30I1aCHOCT € B ChOTBETCTBHME C WMIECHTH(UIMPAHUTE B JOKJIala 3a
0€30MMacHOCT Ha XMMHYHOTO BEIIECTBO YIIOTPEOH M ChC CIICHAPHUHTE
Ha eKCIIO3MIMs OT JAOKJIAJa 3a 0€30I1aCHOCT HAa XUMHYHOTO BELIECTBO,
BKJIIOYEHH B TPHIOKEHHETO KbM HMH(DOPMAIMOHHHS JIMCT 34
06€30MMacHOCT.

1.3. MoapoOHn naHHM 32 AOCTABYMKA HA MH(OPMANMOHHUS JHCT 32
0e30macHOCT

IMocouBa ce [OCTABYMKBT, HE3ABUCHMO Jaid € [POU3BOIHUTEI,
BHOCHTEJI, H3KIIOYHTENICH TPEACTABUTEN, MOTPEOUTEN HAMO0Iy MO
Bepurata wid auctpubyrtop. ITocodyBaT ce MBJIHUAT aJApec M Tee-
(OHHHUAT HOMEp Ha [OCTAaBYMKA, KAKTO W ajJpec Ha eJIEKTPOHHA
Tol[a Ha KOMIIETEHTHO JIMIIE, KOETO OTroBapsi 3a WH(MOPMAIMOHHHUS
JIUCT 3a 0€30MacHOCT.

Hapezl C TOBa, aKO AOCTAaBYUKBT HE CC HaAMHpa B JAbplKaBaTa YJICHKA,
B KOSATO BCHICCTBOTO MJIM CMECTa C€ IIyCKa Ha Iasapa, " TOH €
onpeaeini OTTOBOPHO JIMLE B Tasu AbpiKaBa YICHKa, IIOCOYBAT CC
II'BJIHUAT aapec U TeJ‘le(I)OHHI/IﬂT HOMEpP Ha TOBa OTrOBOPHO JIMIIC.

3a peructpanTH MH(pOpPMALMATA € B CHOTBETCTBHE ¢ MH(OpMaImsTa
32 WICHTUYHOCTTA Ha MPOM3BOJUTEINSI WIIM BHOCHUTEIS, NMPEAOCTAaBeHA
IIPU PErucTpanusTa.

Korato ¢ HOCOYCH M3KIIOYMTENICH MHPEACTaBUTE], MOrat ga Obaatr
NPEeJOCTAaBEHH CBIO JAHHH HA MPOU3BOIMTENS WIIH Ch3Jarels Ha
(opmynara uzBsH Cblo3a.

1.4. Tenedonen HOMep NMpH CHENIHA CAyYaH

IMocouBar ce maHHM Ha HMH()OPMAIMOHHH CIYXOW TpPU CHEIIHH
ciydan. AKO ChINECTBYBAa O(HIMATICH KOHCYJITATHBEH OpraH B
JIbprKaBaTa 4JICHKa, B KOSTO BEHIECTBOTO MIIM CMECTa C€ ITyCKaT Ha
mazapa (Bb3MOKHO € TOBa Ja ObJe MOCOUeHHSAT B wieH 45 oT
Pernmament (EO) Ne 1272/2008 opraH, KOHTO OTroBaps 3a IMOJydYa-
BaHETO Ha WH(OPMAIHS 0 3[PaBHU BBIPOCH), CE TIOCOYBA HETOBHSAT
Tene(OHEH HOMEpP M TOBa € JOCTAThYHO. AKO JOCTBIBT 10 TE3H
CIIy’)kOM € OrpaHMYeH MOpaad HAKAKBU IPHYHHM, KATO HAIpUMEp
pabOTHO BpemMe, WIM aKO Ca HaJIWIE OrPaHUYEHHS OTHOCHO
cnenuduyeH BHA HAa MpeIoCTaBsHaTa uHpOpMAamus, TOBa Ce
I0COYBa SICHO.

2. PA3/EJT 2: Onucanue na onacHocmume

B To3u pasnaeil ot I/IH(i)OpMaI.lI/IOHHI/IH JIUCT 3a OE30MaCHOCT Ce OMUCBAT
OINAaCHOCTUTE OT BCLICCTBOTO MJIM CMECTa U NOoAXoAsdlIaTa Nnpeayrpe-
JIATCJIHA I/IH(i)OpMaI_U/ISI BBB BpPb3Ka C TC3U OIIACHOCTH.

2.1. Knacnpunupane Ha BenmecTBOTO WM CMecTa

IMocouBa ce KkiacupuKanusTa HAa BELIIECTBOTO HIM CMECTa, KOSTO
clieBa OT MPWIATaHETO Ha KpPUTepHUTE 3a KiIacu(uuupaHe B
Pernmament (EO) Ne 1272/2008. Korato mocTaBYMKBT € HOTH(GUIIMPAT
3a MH(GOPMAIHs OTHOCHO BELIECTBOTO B CIIHCHKA 3a KIacH(ULIUpaHe
u eruketupane B choTBeTcTBHE ¢ wieH 40 ot Permament (EO) Ne
1272/2008, xnacudpukanusita, ordensizana B MHOOPMAIIMOHHHS JIHCT
3a 6Ee30MacHOCT, € ChIaTa KaTo MpeJocTaBeHaTa B OCOYeHATa HOTH-
(ukanmsi.

AKO cMecTa He OTroBapsi Ha KpUTEpPHUHUTE 3a Kiacu(puIUpaHe B ChOT-
BerctBue ¢ Permament (EO) Ne 1272/2008, ToBa sicHO ce mOCO4Ba.

Wupopmaiss OTHOCHO BelecTBaTa B CMeCTa ce ChAbpKa B
nonpasnen 3.2.

Ako  racudukanuaTa, BKIOUUTEIHO  INPEAYNPEKICHUATA 32
OTIaCHOCT, HE Ca M3IJI0 M3MHCAHM, Ce NMPaBU MO30BABAHE HA pasel
16, B KOWTO ce MpefoCTaBsi MBIHUAT TEKCT HA BCsKa KIacH(HUKaIms,
B TOBa YHCJIO BCAKO IPEIYNPEXICHHE 3a OMAaCHOCT.



02006R1907 — BG — 09.05.2018 — 038.001 — 120

VY M32

B cpotBercTBHE ¢ paszpeny oT 9 go 12 oT HHGOPMALMOHHUS JIHCT 32
0e30IacHOCT Ce I10coYBaT  Hail-ChIIECTBEHUTE HEOIAroNnpUsTHU
¢u3nunn  epextn W HeOmaronmpuATHH e(eKTH 3a 3paBeTO Ha
YOoBEeKa M OKOJHATA cpelja II0 HAa4WH, KOUTO II03BOJIABA HA JIMIIA,
KOUTO HE ca CICNUAINCTH, 14 YCTAHOBAT OINACHOCTHTE OT
BELICCTBOTO HIIM CMECTA.

2.2. EneMeHTH Ha eTHKeTa

Bb3 ocHOBa Ha KiacudukanuaTa, BbpXy €THKETa Ce I10COYBaT Haii-
MaJIkO CJICJIHUTE eJeMEeHTH B cbhoTBeTcTBHE ¢ Permament (EO)
Ne 1272/2008: nuxrorpama(u) 3a ONAacHOCT, CUrHaJIHA(M) ayma(u),
npenynpexaeHue(s) 3a OMacHOCT M Hpernopbka(u) 3a 0e30MacHOCT.
I'padhmuno M300paxkeHHe B 4EpHO M OsJI0 HA LislaTa MUKTOrpama 3a
OMACHOCT WM rpaduyHO M300pakeHHe caMO Ha CHMBOJA MOrat Ja
3aMEHAT LBeTHAaTa NHMKTOrpama, npeasuaeHa B Permament (EO)
Ne 1272/2008.

IMocouBar ce elEeMEHTHTE HA ETHKETa, KOMTO Ce MpUiiarat B ChOT-
BeTCTBHE ¢ wieH 25 u wied 32, maparpad 6 ot Permament (EO)
Ne 1272/2008.

2.3. Jpyru onacHocTH

IIpenocrasst ce nH(pOpMALYS Jady BEIIECTBOTO WM CMECTa OTrOBapst
Ha kputepuute 3a PBT wim vPvB B cphoTBeTCTBHE C mNpuiiOkKeHHE
XIII.

[penocraps ce uHdpopManus 3a APYrd OHACHOCTH, KOUTO HE BIIMSST
BBbPXY KiIacu(pHKalusITa, HO KOUTO MOraT Ja JOIpHHecaT 3a o0laTa
OIACHOCT OT BEIIECTBOTO MM CMECTa, KaTO BH3HHUKBAHETO HA 3aMbp-
CHTEIM Ha Bb3yXa IPU BTBbPISBAaHE WK 00pabOTKa, 3ampanieHocT,
€KCIUIO3UBHU CBOWCTBA, KOMTO HE OTrOBapsAT Ha KPUTEPUHTE 3a
Kkiracupuippane or vact 2, paszgen 2.1 or mpuinoxenue | kbM
Pernament (EO) Ne 1272/2008, omacHOCT OT eKCIUIO3USI Ha
3amanuM  [pax, KPbCTOCaHA  CEHCHOWIM3alMs, — 3ajyllaBaHe,
3aMpb3BaHe, CHJICH MHPHC HWIM BKYC, WIH BB3ICHCTBUS BBPXY
OKOJIHATA Cpela KaTo ONAaCHOCTH 3a OpraHu3MH, OOMTaBalH
MoYyBaTa, WM MOTEHIHMAN 3a (DOTOXMMHYHO OOpa3yBaHE Ha O30H.
IIpr OMacHOCT OT EKCIUIO3Wsl Ha 3allalliM Mpax € LeaechoOpa3Ho Ja
ce MoCoYM HpeaynpexaeHnero ,,[1pu pasnpbeBaHe Moxke 1a oOpasysa
€KCIUTO3MBHA TPAaXOBO-BB3AYIIHA CMeEC™.

3. PA3JIEJT 3: Cvcmas/ungpopmayun 3a cocmagxume

B T031 pa3nen or nHGOPMALMOHHUS JIUCT 3a OE30MACHOCT Ce OINUCBA
XMMHYHATA HMJICHTHYHOCT HAa ChCTaBKaTa(MTE) HA BELIECTBOTO HIIK
CcMecTa, BKJIIOYUTEIHO MPUMECHTE M CTa0WIM3MpaluTe J00aBKH,
Taka KaKTo € IMocoueHo mo-gony. ITocouBa ce moaxopsiia Haau4yHa
uH(MOPMAILs OTHOCHO XHMHUSTA Ha MOBBPXHOCTHTE.

3.1. BeurecrBa

IlocouBa ce XMMHYHATA HACHTHYHOCT Ha OCHOBHATa CHCTaBKa Ha
BEIECTBOTO KAaTO C€ MOCOYM IOHE HACHTU(PHUKATOPHT HA IMPOIYKTa
WIX eIUH OT JPYIMTe HAYWHA Ha WIACHTH(HUKALHUS, MOCOYCHH B
monpasnen 1.1.

XWMHUYHATA UIEHTUYHOCT Ha BCEKU Ipumec, CT3.6I/IJ'II/ISI/IpaHIa Z[O6aBKa
WM oTAc/iHa CbCTaBKa, pa3jindyHa OT OCHOBHATa, KOUTO CaMHU I10 cebe
CHh ca Knacmbnunpaﬂn U KOUTO JONPUHACAT 3a KJIaCI/I(bI/IKaHI/IHTa Ha
BCHICCTBOTO, C€ MOCOYBA, KaKTO CJICABA:

a) naeHTH(HUKATOPHT HA MPOJYKTa ChriacHO wieH 18, maparpad 2 ot
Permament (EO) Ne 1272/2008;

0) ako He € HauMIe UICHTH(HHUKATOP HA MPOIYKTa, SAHO OT JIPYTUTe
HaNMEHOBAaHUs (0OWYalfHO HAMMEHOBaHME, THPTOBCKO HAMMEHO-
BaHUE, ChKpAILICHHUE) WM HWACHTH()HUKALMOHHUTE HOMepa.

JlocTaBuMiuTe Ha BemIECTBA MOraT jaa u30epaT OCBEH TOBa Ja
M30POSIT BCUYKH CHCTABKH, BKIFOUMTEIHO TE3M, KOMTO HE Ca KIIacHh-
(burmpanmu.

To3m pa3men Moke ma ObJe W3MON3BaH, 32 Ja C€ MPEIOCTaBH
nH(popMaIusl 3a BEIIECTBA, BKIFOYBAIIM [TOBEYE CHhCTABKH.
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3.2. Cmecn

ITocouBar ce MACHTH(PUKATOPHT HA MPOAYKTA, KOHLEHTPALMATA WU
TPaHUIMTE Ha KOHLEHTpAlMs W KIacHpUKAIMUTEe I[OHE 3a
BellleCcTBaTa, MocodeHn B Touka 3.2.1 wmiam 3.2.2. JloctaBuumuu Ha
cMecH Morar ja u3bepar OCBEH TOBa Jia M30pOSsT BCHYKH BEIIECTBA
B CMCCHUTC, BKIIOYHMTCIIHO BeEHICCTBATa, KOWUTO HEC OTFOBapﬂT Ha
KpuTepunte 3a kinacupunupane. Tasu uHpoOpMmamusi MO3BOJsSIBa Ha
MoJydaTess JIECHO Ja YCTAHOBM OIACHOCTUTE OT BEIIECTBaTa B
cMmecta. OmacHOCTHTE OT caMaTa cMmec ce u30posiBaT B paszer 2.

KOHLIeHTpa]_II/IPITe Ha BCIICCTBATa B AaJACHA CMEC CC OIMMCBAT IO CAUH
OT CICOHUTC HAYMHMU:

a) TOYHM NPOLEHTHHM H3PAKEHHsS HA MACOBH WIIM OOEMHM KOHIIEH-
Tpaly B HU3XOJIL PEll, KOraTo TOBAa € TEXHUYECKH BB3MOXKHO;

0) MHTEepBAIM HA NPOLCHTHH W3PAKCHHsS HA MAaCOBH WM OOEMHHM
KOHILICHTPAIllUM B HU3XOMAAII pell, KOraro ToBa € TEXHUYECKH
BB3MOKHO.

Koraro ce u3mon3Ba HHTEPBAI Ha MPOLCHTHO M3PAKCHHE HA KOHICH-
TpamusATa, OMACHOCTHTE 3a 3[PaBETO HA YOBEKAa M OKOJIHATA Cpesia
onucBar e(pEKTUTe OT HaW-BHCOKATa KOHLCHTpALMs Ha BCAKa
ChCTaBKa.

Axo uma wuHpopmanus 3a epeKTUTe OT CMEeCTa Karo IS0, T Cce
BKJIIOYBA B paszmen 2.

Korato e paspeuieHo H3MON3BAHETO HA ANTEPHATHBHO XHMHYHO
HaMMeHOBaHHE B choTBeTCTBHE C¢ wieH 24 or Permament (EO) Ne
1272/2008, mMoxe Ja ce M3I0J3Ba TOBA HAaMMEHOBAHHUE.

3.2.1. 3a cMmec, KOSITO OTroBapsi Ha KPUTEPUUTE 3a Kiacu(HUIUPAHE B ChOT-
BerctBue ¢ Permament (EO) Ne 1272/2008, ce moco4Batr CiefHHTE
BEIECTBA 3aeJHO C TAXHATA KOHLEHTPALMs WIM TPAaHHUIMTE Ha
KOHIIGHTpAIUsI B CMECTa:

a) BEIIECTBA, KOMTO MPEICTABISBAT OMACHOCT 3a 3APaBETO WM
OKoJIHaTa cpefa, mo cmuckia Ha Permament (EO) Ne 1272/2008,
aKo Te3WM BEIIECTBA Ca HAJWIC B KOHICHTPALWH, PaBHH WIH IO-
BHCOKH OT Hali-HHCKaTa OT HSKOS OT CIICIHHTE:

ia) oOIIUTe TpaHMYHM CTOWHOCTH, MocodyeHu B Tabmuia 1.1 or
npunoxkernue | kem Permament (EO) Ne 1272/2008;

i0) oOIuTe MpeaeTHNn KOHIIEHTPAIMH, TIOCOYCHH B 4acTH 3—5 OT
npunoxenne | kem Permament (EO) No 1272/2008, karo ce
B3eMaT IpPEJIBH] KOHLUEHTPALMUTE, MMOCOUYCHU B 3a0CNeKKUTE
KbM HSIKOM TAOJUIM B YacT 3 BbB BPB3KA ChC 3aIBIDKCHUETO
3a MpeAoCTaBsiHe Ha WH(OPMALMOHEH JIMCT 3a 0E30MacHOCT 3a
cMecTa TIpH TTOUCKBAHe, M 3a OIMACHOCT TIPU BAMIIBaHE (paszesn
3.10 ot mpunoxenne | kbm Permament (EO) Ne 1272/2008) >
10 %,

CnucbK Ha KJACOBeTe H KATErOPUUTE HAa OMACHOCT M MpeJeTHUTe
KOHIIEHTPALMHU, MPH KOUTO BELIECTBOTO CJeIBa /a Ce MOCOYH B MOApa3sies
3.2 KaTo BelecTBO B CMeC

IIpenenna KoHUEHTpaIHs
(%)

1.1. Kiylac Ha omacHOCT M KaTeropusi Ha OIACHOCT

Octpa TokcuuHoCT, Kateropust 1, 2 u 3 > 0,1
OcTpa TOKCHUYHOCT, KaTteropus 4 >1
KoposuBHoCT/npa3sHeHe Ha Kokara, Kateropus |1, > 1

nonkateropun 1A, 1B, 1C u xareropus 2

v

Cepro3HO yBpeKJaHe Ha OYMTe/Ipa3HEHe Ha OuHTe,
kateropust 1 u 2
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IIpenenna KOHUEHTpaLUs
(%)

1.1. Kiac Ha OIacHOCT M KaTeropust Ha OIACHOCT

Cencubunmnszanus Ha JAMXaTEJIHUTE ITBTHUINA/KOXKaTa > 0,1

MyTareHHOCT 3a 3apOJMIIHM KIETKH, KaTeropus Ha > 0,1
omacHocT 1A u 1B

MyTareHHOCT 3a 3apOJAMIIHHUTE KJIETKH, KaTeropus 2 >1
Kanneporennocr, xareropus 1A, 1B u 2 > 0,1
ToxcuuHocT 3a penpoiykuusra, kateropus 1A, 1B, 2 u > 0,1

BB3/ICHCTBHUE BBpPXY WIH IOCPEACTBOM KHBPMEHETO

CroeripriyHa TOKCHYHOCT 32 OINpEJEJeHH OpraHu > 1
(CTOO) — enHOKpaTHaA eKkcro3uys, kateropus 1 u 2

CriennpuyHa TOKCHYHOCT 3@ OIPEACICHH OpraHu > 1
(CTOO) — moBTapsiia ce eKCro3unus, Kareropus |

u?2

OnacHOCT TpH BAWIIBaHE > 10
OmnacHo 3a BojHATa cpejja — OCTpa, Kateropus | > 0,1
OnacHo 3a BOAHATa cpega — XPOHWYHA, KaTeropus | >0,1
OmnacHo 3a BOAHATa Cpela — XPOHHYHA, KaTeTOPHH 2, > 1
3u4

OracHoO 3a 030HOBHUS CJIOKH > 0,1

i) cnenupUYHUTE NPENEIHU KOHILEHTPALMH, [TOCOUEHH B 4acT 3
ot npwioxkerne VI xem Permament (EO) Ne 1272/2008;

iii) ako e onpeznenen M-koeHiLeHT B yacT 3 oT npuioxenue VI
kM Permament (EO) Ne 1272/2008, of6mara rpaHudHa
croiiHoctT B Tabimuua 1.1 or mpunoxkenue I kbM mocoueHust
perimaMeHT, — akTyalu3upaHa  IIOCPEACTBOM  (opMmyJiara,
nocoueHa B pasjgen 4.1 or npunoxkenue | KbM 1ocoueHuUst
pEeriaMeHT;

iv

~

crierpryHaTa MpeIeHa KOHIEHTPAIUS, 0COYeHa B CIIMChKA
3a  KIacHUIUPAaHe U CTHKCTHPAHEe, CB3IaJCH CBHIVIACHO
Pernament (EO) Ne 1272/2008;

v

~

IpeJeTHUTe KOHIEHTPALUH, ocoueHH B mpuioxkenue Il kpm
Pernament (EO) Ne 1272/2008;

vi

=

ako e ompeneneH M-koedHIMEHT B CIHChKa 3a Kiacupu-
LUpaHe W eTHKEeTHpaHe, ch3naaeH cbriacHo Permament (EO)
Ne 1272/2008, obmiata rpaHuyHa croiHOCT B Tabmuma 1.1 ot
npuiaokeHne | KbM TOCOYEHMSI peryIaMeHT, aKTyaJlu3HupaHa
mocpeacTBoM  (opmynara, mocodeHa B pazgen 4.1 or
IPUIIOKEHUE I KbM TTOCOYEHMS PEriIaMeHT.

6) BemiecTBa, 3a KOWTO Ca ONpPEACICHH HOPMH 3a CKCIO3HIMS B
pabotHa cpema Ha paBHumero Ha Cbhlo3a, KOHTO HeE ca
BKJIFOUCHH Beue B OykBa a);

B

~

BEIIECTBA, KOMTO Ca YCTOWYMBH, OMOAKyMYJHpAIld W TOKCHYHH
WA MHOTO YCTOWYHBH M CHJIHO OHOAKyMYJIMPAIIHU CIIOPEI KpHUTe-
punte, onpeneneHu B npmioxenne XIII, nim BemectBa, KOUTO ca
BKJIFOUEHU B CIHCHK, ChCTABEH CHIVIACHO WieH 59, maparpad 1, Ha
OCHOBAHUSI, PA3JIMYHU OT MOCOYCHHUTE B OyKBa a) OMACHOCTHU, aKO
KOHIIEHTpAIMATA HA OT/JCIHO BEIIECTBO € paBHA Ha WIH € TIO-
rosnsima ot 0,1 %.
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3.2.2. 3a cMec, KOSTO He OTroBaps Ha KPUTEPUUTE 3a Kiacu(pUIUpaHe B
cporBeTcTBHEe ¢ Permament (EO) Ne 1272/2008, ce mnocousaT
BEIECTBA, KOMTO Ca HAJNMUILE B WHIMBHIyaJHA KOHIICHTpALMs, PaBHA
WIH TO0-TOJNsIMa OT CIEJHUTE KOHLEHTPALMU, Hapel C TsAXHATa
KOHIIGHTpAIUs WM TPAaHUIM Ha KOHICHTpAIUs:

a) 1 TersoBeH mpoleHT 3a Hera3oobpasuun cmecu u 0,2 o0eMHH
IPOLICHTA 33 ra3000pa3HU CMECH 3a:

i) BellecTBa, KOMTO IPEJICTaBIsBAT OIMACHOCT 32 3[PAaBETO HWIIH
OKONHATa cpega mo  cmuchia Ha  Permament  (EO)

Ne 1272/2008; nnun

il) BeIlecTBa, 3a KOUTO Ca OIPE/ICICHH HOPMHU 3a €KCIO3UIMS Ha
paboTHOTO MsicTO Ha paBHHMIIETO Ha CbIO3a;

6

=

0,1 TeryJioBeH NPOILEHT 3a BELIEeCTBA, KOUTO Ca yCTOWYMBH, OMOAKy-
MyJIHpalid U TOKCHYHM WIM MHOTO YCTOWYMBU M CHJIHO OMOAKy-
MYJHUpAIly CIopesl KpUTepuute, onpeaenaeHu B npuioxkenne XIII,
WM BCIICCTBA, KOMTO Ca BKJIKOYCHH B CIIMCBKA, CbCTABCH B CHOT-
BeTcTBHE ¢ wieH 59, maparpad 1, Ha OCHOBaHMs, Pa3IUYHU OT
MOCOYEHHUTE B OyKBa a) OMAaCHOCTH.

3.2.3. [lo orHOmeHme Ha w30poeHHWTE B MmOIpa3nen 3.2 BemecTBa ce
MocoYyBa KiacH(UKANMSITA HA BEIIECTBOTO B CHOTBETCTBUE C
Permament (EO) No 1272/2008, BkIHOUMTENHO KiIachT(OBETE) Ha
OMACHOCT M KOJIBT(OBETE) HA KATETOPHUTE OIACHOCT, MOCOYCHH B
tabmuma 1.1 or mpunoxenne VI KbM NOCOUYSHHS pETIaMEHT, KaKTO
U TPEAYNPESKACHUATA 32 OMACHOCT, OMpPEACICHH B CHOTBETCTBUE C
npeAn3BUKaHATa OT TAX (U3MYecKa OMAacHOCT, OMAcHOCT 3a
3/[paBETO HA YOBEKa M OKOJHATa cpema. He e HeoOXxomumo mpey-
MPEeXICHUsITa 32 OMACHOCT Ja Ce HW3MUCBAT W3IBUIO B TO3M pasJiel,
JIOCTATHhYHO € Ja Ce IM0COoYaT TeXHHUTe KomoBe. Korato He ca M3ILLIO
W3MHCAHHU, Ce TPaBU MO30BaBaHE Ha pas3zen 16, B KOWTO ce ChIbpxka
OBJIHUSAT TEKCT HA BCSIKO CHOTBETHO MPEAYIPESKACHHUE 3@ OIMACHOCT.
AKO BEIIECTBOTO HE OTTOBapsi Ha KPUTEPHUHUTE 3a KiacupHiupaHe, ce
OMKCBa MPUYMHATA 32 TOCOYBAHETO HA BEUIECTBOTO B mozapasaen 3.2.,
KaToO HarpuMmep ,,Hekinacuduipano vPvB BemiecTBO™ miu ,,Be1iecTBO
C HOpMa 3a eKCIO3MIUsI Ha pabOTHOTO MSCTO B pamkuTe Ha Chro3a™.

3.24. 3a mocoueHHTE B IOJpa3/es 3.2 BEIMIECTBA Ce OTOENIA3BAT HAUMEHO-
BaHUETO M ONpEACNICHUAT no pera Ha wieH 20, maparpad 3 or
HACTOSILIMSI PETJIAMEHT HOMEpP Ha PEerucTpalus, ako TaKbB € HaJHIe.

bes nma ce 3acArar 3aabiDKEHHATa Ha INOTPEOUTENUTE HAJIONY IO
BepHUrara, ypeaeHu B wieH 39 OT HACTOsIIUs PErjaMeHT, 4acTra OT
pErucTpaloOHHUs HOMEp, KOSTO CE OTHACS 3a OT/AEJIHHs PErHMCTPaHT
IOpy CbBMECTHO IIOJaBaHe, MOXe Ja He ObJe IMocoyBaHa oOT
JIOCTaBYMKa HA CMECTA, TIPU yCJIOBUE Ye:

a) TO3M JOCTAaBUMK II0EME OTTOBOPHOCTTa TIPH IIOWMCKBAaHE Ja
MIPEAOCTaBH MBJIHUS PETHCTPAIMOHEH HOMEp 3a IEJUTE Ha IMpuiia-
TaHEeTOo, WM, aKO HE paslojiara ¢ IMbJIHMSA PETHCTPAllMOHEH HOMED,
Jla TIperpaTi MCKaHeTO A0 CBOSl JOCTaBUMK CBITIACHO OykBa 0); H
e

0) TO3M JOCTaBUMK MNPEJOCTAaBU HAa OpraHa B Jbp)KaBaTa UJICHKA,
KOWTO  oTroBapss 3a IpuiaraHero (HapuyaH [0-HATaTbK
,LIIpUIIaranl oprat®), IbJIHUSL PErHMCTPALMOHEH HOMEpP B CPOK OT
7 IHM TpH TIOMCKBaHE, IOMYYEHO WM HPSKO OT HpHiIaramus
OpraH, WIHM IIPENpaTeHO OT HEroBusl MOJIydaTesl, WM, aKko He
pasnonara ¢ IbJIHHMS PErUCTPAlMOHEH HOMEP, TO3H JOCTAaBUMK
Iperpa@a MCKaHeTO [0 CBOsl JOCTAaBUMK B CPOK OT 7 JHU HpH
MOMCKBAaHE M CBIIEBPEMEHHO YBEJOMsBA 3a TOBA IPUJIAraIlus
opras.

B cwotBerctBue ¢ Pernmament (EO) Ne 1272/2008 ce mocousa EO
HOMEpBT, ako TakbB € Hamuue. Moxe na ce mocoyar CAS HOMepHT
u HaumeHoBanueto crnopen IUPAC, ako ca Hanuue.

3a BellecTBa, MOCOYEHH B HACTOSIIMS MOJpAsjel ¢ alTepPHATHBHO
XMMHYHO HaNMEHOBAHHE B CBOTBETCTBME C uieH 24 or Permament
(EO) Ne 1272/2008, perucrparuonuust Homep, EO HOMEpBT 1 Ipyru
TOYHH XMMHYECKH HICHTH(HHUKATOPH HE ca HEOOXOJUMH.
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4. PA3JIEJT 4: Mepku 3a nwvpea nomouy

B To3u pazgen Ha WH(DOPMAILMOHHHS JIHCT 3a OE30MAacHOCT ce
OMKCBAT ITbPBOHAYAIHHWTE TPMXKM [0 HAYMH, pasdupaeM 3a
OKa3Ballo MOMOILI JIMIIE, HEMPEMHUHAIO CHElHATHO O0yueHHe, Taka
4e TO Ja MOXE Ja MOJIOKHU HEOOXOAMMHUTE IPHXKH, 0€3 Ja H3I0J3Ba
CIIO)KHO 00Opy/BaHe M 0€3 Jja € HaJIuIle roJisiM U300p OT JIEKapCTBa.
A0 ca HeOOXOJMMH MEIMIMHCKA TPHXKH, TOBAa CE€ IOCOYBa B
HHCTPYKIMKTE, BKJIFOUMTEIHO TSXHATA CTENEH HA CIEIIHOCT.

4.1. Onucanne HA MepKHUTE 32 MbPBa MOMOII

4.1.1. WucTpykuuuTe 3a IbpBa MOMOI CE MPEIOCTaBsAT B 3aBHCUMOCT OT
CBOTBETHUTE ITBTHIIA HA eKclo3uuus. M3nons3BaT ce moxapasieseHus,
3a Jla ce IOCOYM NpouexypaTa 3a BCEKM OT TE3M IBbTUINA, KaTo
BIMIIBAaHE, KOHTAKT C KOXKaTa MM OYMTE U IOIJIbLIAHE.

4.1.2. [IpenocraBs ce cbBeT Hanmu:

a) ca HeOOXOJMMH HEOTIONKHU MEAMIMHCKH TPIDKH U JAId MOTat Jia
ce ouyakBatr e()eKTH, HACTHIIBAIIY CJIE/I M3BECTECH MEPUO OT BpeMe
CJIeNT CKCIIO3MIIMATA;

0) ce mpenopbuyBa IPEMECTBAHETO HA EKCIOHHUPAHOTO JHIE OT
paifoHa Ha YUCT BB3IYX;

B) ce MPErnopbyBa CBASIHETO M MaHHITYJHPAHETO Ha OOJEKIOTO U
00yBKHTE Ha JIHMIETO; U Iau

I) ce NpenopbyBaT JIMYHU MPENA3HU CPEJICTBA 3a JIMLATa, OKAa3BallM
I'bpBa TTOMOIIL.

4.2. Haii-chliecTBeHH OCTPH U HACTHIBAIIM CJiel U3BECTEH MEPHOJ OT
BpeMe CHMITOMH U edeKTH

IpenocraBs ce kparka o0oOmeHa uHpOpPMALUS OTHOCHO Haii-
CBIIECTBCHUTE OCTPH M HACTBIBALIM CICA H3BECTCH IICPHOA OT
BpeMe CHMITOMH U e(EeKTU OT CKCIIO3ULUATA.

43. Yka3zaHue 32 HeOOXOJAMMOCTTAa OT BCSKAKBH HEOTJIOKHU MeIau-
IHMHCKH TPHKU M CHENHAIHO JieYeHne

Koratro e menechobpasHo ce mocouyBa HHPOpMALUs OTHOCHO
KJIMHAYHUTE HW3MUTBAHUS W MEAMIMHCKOTO HAOMIOACHHE 10
OTHOILIIEHHE HA HACTBIIBAIIM CJEJ W3BECTEH MEpPHOJ OT Bpeme
edekty, crequUYHH JaHHA OTHOCHO AaHTHAOTH (KOraro Te ca
W3BECTHH) M MPOTHBONOKA3AHHMS.

3a HIKOM BENICCTBA HJIH CMECH MOXKE Jla € OT 3HA4YCHUC Ja CcC
nogueprae HeO6X0}1MMOCTTa OT OCUrypsABaHE€ Ha ClIEHHAIHA
CpeaCTBa 3a OKa3BaHC Ha cneumlmqﬂa U HEOTJIOXXHa II'bpBa MOMOI
Ha paGOTHOTO MsCTO.

5. PA3JEJI 5: IIpomusonosicapnu mepku

To3u pasmen oT MHQOPMALMOHHMS JHCT 3a OE30MACHOCT OIKCBA
M3MCKBAHKATA 32 TACeHE HA II0XKAp, HPUYMHEH OT BEIIECTBOTO HJIM
cMecTa, WM BB3HUKHAI B OJM30CT [0 TAX.

5.1. IoxkaporacutesiHu cpeAcTBa

TTonxomsim TI0KapOoracuTe/IHi CpeACTBa:

IpenocraBs ce wuH(OpPMALKMs OTHOCHO MOAXOISIINTE MOXKAapora-
CHUTEJIHU CPEJICTBA.

Henoaxonsmu mo)kaporacuTeIHH CpeCTBa:

[IpemocraBsiT ce yKkaszaHWS [aad HIKOE OT IOKAPOTaCHTEIHUTE
CPe/ICTBA € HEMOAXOMAII0 B OINpEeieHa CHUTYallus, B KOSATO €
HaJIMIIE BEIIECTBOTO MM cMecTa (Hamp. Ja ce u30arBat cpeactsa
0]l BHCOKO HaJsraHe, KOMTO OMXa MOIJM Ja JOBEAaT 10 o0pas-
YBAHETO HAa MPAxXOBO-BB3JAYyIIHA CMEC, KOITO MOXE 1a € CKCIUIO-
3HUBHA).
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5.2. OcofeHH OMACHOCTH, KOUTO MPOU3THYAT OT BeEIIECTBOTO HJIU
cMecTa

IpenocraBst ce mH(MOPMAIHS OTHOCHO OMACHOCTHUTE, KOMTO MOTraT Jia
BB3HHMKHAT OT BEIIECTBOTO WMJIM CMECTa, KaTO OMAcCHU MPOAYKTH Ha
u3rapsiHe, KOUTO ce 00pa3yBaT MpH TOPEHETO Ha BEIIECTBOTO HIIH
cMecTa, KaTo HarpHMep ,,[IpU FOpPEeHEe MOXE Ja Ce OTICNST OTPOBHH
M3MAapEeHUsI OT BBIVICPOJICH MOHOKCH/I™ HJIH ,,[IPH U3TapsHe ce OTACIAT
CEepHU U a30THH OKCUAM".

5.3. CbBeTH 32 NMOKAPHUKApPUTe

IIpenocTaBsaT ce CBbBETH OTHOCHO IHpPEANA3HUTE JAEHUCTBHS, KOUTO
cieaBa Ja ce HOpeAnpueMaT INpU TaceHEeTO Ha IoKapa KaTo
,OXJIaXJaliTe KOHTEHHepUTe ™OJ BOAHA CTPysI U CIELUAJIHUTE
IpeAna3sHA CPeJCTBA 3a NOXKapHUKApH KaTo OOTYIIM, ramiepu3OHH,
PBKaBULM, IPEANa3HU CPEACTBA 32 OUUTE M JIMIETO M JUXATEIHU
anapaTH.

6. PA3JIEJT 6: Mepku npu asapuiino usnyckawe

B T031 pasnmen ot MHGOPMAIMOHHUS JIUCT 3a OE30IaCHOCT Ce TMpPero-
pBUBAT OTBETHH MEPKHU HPH Pa3JIMBH, TEUOBE WM U3IYCKaHE, C OrJIe
NpPEeOTBPATABAHETO WIM HAMAISIBAHETO HA  HEOIAroNpUsITHHUTE
edekTH 3a Xopara, UMYIIECTBOTO M OKoiHaTa cpena. Ilpu ToBa ce
NpaBd pasrpaHUYCHHE MEX]Iy OTBETHHTE MEpPKH IpPH TOJEMH H
MajJK{d pas3iuBH, KOrato O0EMBT Ha pa3inBa OKa3Ba 3HAYMTEIHO
BB3JCHCTBHE BBPXY OMACHOCTTA. AKO OT MPOLEAYypUTE MO OrpaHH-
YaBaHe U BBH3CTAHOBSIBAHE € BH/HO, Y€ Ca HEOOXOAUMH pPasInuHU
NPaKTUKH, T€ C€ MOCOYBAT B MH(OPMAILIMOHHUS JIUCT 32 OE30IacHOCT.

6.1. JIMyHH TNpeanasHu MepPKH, Mpeana3HH CPeIcTBAa M MPOLEAypH
NP CHELIHN CJIy4yau

6.1.1. 3a nepconan, xoumo He omeoeaps 3a cnewiHu cayuau

IpenocraBs ce cbBEeT B cily4yail Ha aBapuHHU PA3IUMBH U MU3IyCKaHEe
Ha BEILECTBOTO WJIM CMECTa, KaTo HaIpHUMep:

a) HOCEHE Ha [IoAXo[simuy IHpeArnasHu CpeacTBa (BKJ'IIO‘II/ITCJ'IHO
JIMYHUTE NpeAnasHu CpeaACTBa, IMOCOYCHU B paslcil 8 ot I/IH(bOp-
MalUOHHUA JIUCT 3a 6630H3CHOCT), 3a J1a CC MIpeaoTBpaTtu 3aMbp-
CsABAaHCTO Ha KoO)KaTa, OYUTC U JIMYHOTO 06J'ICKJ'IO;

6) OTCTpaHsiBaHE€ Ha HW3TOYHHULM Ha 3alajJiBaHe, OCUTYpsBaHC Ha
JA0CTaTb4Ha BEHTUIIALUA, KOHTPOJI Ha Mpaxa; u

B) HPOLEAYPU NPH CHEMIHM CIydan KaTo HEoOXOJUMOCTTa OT
eBaKyallusi OT OIacHaTa CPejla MJIM KOHCYJITAIUsS C eKCIepT.

6.1.2. 3a nuyama, omeosopuu 3a chnewinu ciyyau

IpenocraBs ce ChbBET OTHOCHO MOAXOJSINATAa THKAH 3a JIMYHOTO
3aIIUTHO O0JIEKIO (KAaTO HAIpUMEp ,,[OAXOMSIL: OyTHWiIeH”, ,HenoI-
xomsmr: PVC®).

6.2. Hpe[maum MEPKH 3a Oona3BaHe HAa OKOJIHATa cpeaa

HpCHOCTaBH C€ CBbBET OTHOCHO MPEAINAa3HUTE MEPKH 3a OMAa3BAHC Ha
OKOJIHaTa cpela, KOUTO clieaBa Aa c€ IpeAnpueMaT BbB Bpb3Ka C
aBapHﬁHH pa3jinuBu U HU3IYyCKaHE Ha BEIIECTBOTO WJIM CMECTa KaTo
npeana3BaHe OT 3aMbpCABAaHEC Ha OTTOYHH KaHaJIW3alluu, IIOBBP-
XHOCTHH U IIOJAIIOYBCHH BOIH.

6.3. MeToan U MaTepHa/JId 32 OrPAaHMYaBaHe M NOYHCTBAHE

6.3.1. [IpenocTaBst ce MOAXOAII CHBET OTHOCHO HAYMHHUTE, IO KOHMTO J1a Ce
OrpaHu4M paszauBbT. [10XOMAIINTE TEXHUKH 38 OTpaHUYaBaHEe MOraT
1a 00XBalar CIeAHOTO:

a) M3rpaK]aHe HA 3AlUTHU HACHIIM, TOKPUBAHE HA OTTOYHM KaHAJIHU-
3aLUH;

0) mporeaypu MO KamTHpaHe.
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6.3.2. [IpenocTaBsi ce MOAXOIAII CHBET OTHOCHO HAYHHUTE, IO KOWTO J1a Ce
MIOYHCTH Pa3NUBBT. IloAX0OAAIINTE TEXHUKN 3a TTOYMCTBAHE MOraT Jia
00XBaIaT CJIeIHOTO:

a) TEXHUKH 3a HEyTpalU3HpaHe,

0) TexHHKH 3a 00e3BpEKIAHE;

B) azcopOMpaly MaTepualu;

I') TeXHHKU 3a TOYHUCTBAHE;

1) TEXHUKH 3@ BaKyyMHO IIOYHCTBAHE;

€) HeoOXoaMMO 00Opy/BaHEe 3a OrpaHWYaBaHE/NIOYNCTBAHE (BKIIFOUYH-
TEJIHO, KOTaTo € IIeIeCho0pa3Ho, M3II0I3BaHETO HA HHCTPYMEHTH H
00opy/BaHe, KOMUTO HE MPEIU3BUKBAT HCKPH).

6.3.3. IIpemocraBst ce BcskakBa Apyra HH(OpPMAIMs OTHOCHO DPa3iMBU U
U3IyCKaHUsl, BKIIOYMTEIHO CHBET OTHOCHO HEMOJXOMSIIM TEXHUKH
3a OrpaHMYaBaHe WM [OYHCTBAHE, HANPUMEP MOCPEACTBOM

«

YKaszaHusg OT BUJa Ha ,,JJa HE CE€ U3IIOJI3BA ...

6.4. ITo3oBaBaHe Ha ApPYru pasjesu

[IpaBu ce mo3oBaBane Ha paszaenu 8 u 13, ako ToBa € 1eIechoOpasHo.

7. PA3JIEJI 7: Paboma u cvxpanenue

Tozu pasneil ot I/IH(bOpMaI_II/IOHHI/IH JIMCT 3a 0€30IacHOCT peaocTaBs
CbBETH OTHOCHO O€30MacHU HA4YMHU Ha pa60Ta. B Hero ce
rnoavuepraBar IMPEAINlasHUTES MCEPKH, KOUTO ca I.[CJ'IeC’LO6pa3HI/I o
OTHOIICHUEC Ha I/IL[CHTI/I(bI/IL[I/IpaHI/ITC yl’IOTpeGI/I7 IIOCOYCHHA B
roapasaeit 1.2 ¥ 1o OTHOULICHHE Ha CAUHCTBEHUTE 110 poJa CHU
CBOWMCTBA Ha BEIICCTBOTO MJIM CMECTa.

Wupopmanusara B TO3M paszged OT HMHGOPMALMOHHHS JIUCT 32
0e30macHOCT € CBBbp3aHa C OMNA3BAaHETO Ha 3]pPAaBETO HAa 4YOBEKa,
OesomacHocTTa M OKONHATa cpena. ToBa moamomara paboTonatess
NpH Ch3ABAHETO HA MOAXOMAIIM PAOdOTHU MPOLEAYPU M OpraHu3a-
LIHOHHM MEPKH B ChOTBETCTBHE C wieH 5 or Jlupexkrusa 98/24/EO u
uner 5 ot JdupekruBa 2004/37/EO.

Koraro ce u3ncksa okiaj 3a 0€30IaCHOCT HA XUMUYHOTO BEIIECTBO,
uHdopMaLMATa B TO3M paszfen OT HHQPOPMALMOHHUS JIMCT 32
0e30macHOCT € B CHOTBETCTBME C WH(MOpMALMATA, IPEeJOCTaBeHa
OTHOCHO MAEHTH(HLHMpAaHUTE B JOKJIaJa 3a O€30HacHOCT Ha
XUMHUYHOTO BEIIECTBO YINOTPeOM M CHOTBETHUTE CLEHApUU Ha
€KCIIO3ULIUSI, OT KOMTO € BHIEH KOHTPOJBT HA PUCKA, OT JOKIaja
3a 6e3011aCHOCT Ha XUMUYHOTO BELIECTBO, U3JIOXKEH B IPUIIOKEHUETO
KbM HMH(OPMALMOHHUS JHUCT 32 OE30MacHOCT.

OcCBeH npeaocTaBeHaTa B TO3U paszen HH(OpMaus B pas3lel 8 ChIIo
¢ Hayuie UH(OpPMAIHs, KOSTO € OT 3HAYCHHE.

7.1. Ipeanasnu Mepku 3a Oe3onacHa padora

7.1.1. ITocouBaT ce mpenopbKH, KOUTO:
a) mo3BosiBaT Oe3omacHaTa paboTa ¢ BELIECTBOTO MIIM CMECTa, KaTo
OrpaHHYaBaHe W TPOTUBONOXKAPHH MEPKH, KAaKTO M MEpKH 3a

MpEIOTBpaTsSBaHEe Ha 00pa3yBaHETO HA acpO30JH W Mpax;

6

=

NpeaoTBparTsaBaT pa60TaTa C HECBLBMECTUMHM BCIHICCTBA HUJIM CMECH,

B) 06p'l)H_IaT BHHMaHUE Ha Oll€palluu U YCJIOBHs, BOJACIIN N0 I[1OsIBaTa
Ha HOBH PHCKOBC 4Ype3 IpOMsiHa Ha CBOICTBaTa Ha BEIIECCTBOTO
WM CMecCTa, U Ha MNOoAXOJsl MCEPKH 3a HpOTHBOI{eﬁCTBHe; n

F) OorpaHnvyaBaT M3MYCKAaHETO HA BEIICCTBOTO MJIM CMECTA B OKOJIHATa
cpeaa, KaTto MpeaAoTBPATABAHETO Ha Pa3IMBU WM NPEANA3BAHETO
OT 3aMBbpPCABAHE HA OTTOYHH KaHAJIHA3AIUH.
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7.1.2. IpenocraBaT ce ChbBETH OTHOCHO oOIaTta XWI'MeHa Ha TpyZAa, Karo
HarpumMep:
a) J]a He ce MoeMar XpaHa U HAIUTKU U Jia He Ce MyIIH B paboTHHUTE
HPOCTPAHCTBA;
0) ma ce W3MHUBAT phIETe cieq ynorpeda; u
B) Ja C¢ OTCTPAHAT 3aMBbPCCHHUTE OOJICKIO M IIPEIIA3sHU CPEACTBA
Mpey BIM3aHE B MECTa 3a XpaHEHE.
7.2. YciaoBusi 3a 0e3onacHo CbXpaHsiBaHe, BKJIIOYHUTEJHO HeChbBMec-
THMOCTH
IpenocraBeHUTe CHBETH Ca B CHOTBETCTBHE C (DH3UYHUTE U
XMUMHYHUTE CBOWCTBA, OMKMCAaHH B pasgesl 9 or uH(OpManUOHHHS
IHCT 3a 0e30IacCHOCT. AKO € LelechoOpasHo, ce NPeJOoCTaBst ChBET
OTHOCHO CHelM(pUYHE HM3UCKBAHUS 3a ChXpaHsABAaHE, B TOBA YHCIIO:
a) Kak Ja ce ynpapJsBaT PUCKOBETE, CBBP3aHHU CbhC:
i) ekcIuio3uBHaA arMocdepa;
il) KOPO3WBHH YCIOBHS;
iil) OMACHOCTH OT 3allajBaHE;
iV) HECHBMECTHMH BEIECTBA MJIHM CMECH;
V) YCIOBHUS Ha H3MApEHHUE; U
vi) HOTEHIMAIHX M3TOYHHIM Ha 3amaiBaHe (BKIIOYHMTEIHO EJIeK-
Tpuuecko obopy/BaHe);
0) Kak Jia ce KOHTpPOJIUpaT eeKTuTe OT:
i) aTMOC(epHHUTE YCIOBHS,
il) HaJXATaHETO HA CpenaTa;
iii) Temmeparypara;
iV) cipHYEBaTa CBETIMHA,
V) BII@XHOCTTA; U
vi) BuOpamuwure;
B) Kak Ja ce 3ama3d IeJOCTTa Ha BEIIECTBOTO WIIH CMecTa
MOCPE/ICTBOM H3IOJI3BAHETO HA!
i) crabunuzaTtopu; u
il) aHTHOKCHIIAHTH.
r) JIPYTd CHBETH, BKIIFOUHTEIHO:
1) M3UCKBaHUs 33 BEHTHIJIALNS,
i) cnenupHUYHO NPOEKTHPAHE HA MOMELICHHs 32 ChbXPAHEHHE MU
Ha CHIOBE (BKJIIOUMTEIHO MpPEAIa3HH CTEHH W BEHTHIIALNS);
iil) TpaHMYHKUTE KOJIMYECTBA, KOUTO MOTAT Ja Ce CKIaaupar (ako e
OT 3HaYCHHE); U
iV) ChbBMECTHMOCTTA Ha OIIAKOBKHUTE.
7.3. Cneunduyna(u) kpaiina(u) ynorpeoda(u)

[IpenopbKHUTE IO OTHOIICHWE HA BEIIECTBA M CMECH, NpEIHA3HAYCHU
3a crienupuaHa(u) KpaiiHa(u) ynorpeba(u), ce OTHACAT 10 UACHTUDH-
nupanara(ure) ymorpeda(um), mocoueHu B moxapazmen 1.2, u ca
NOAPOOHM ¥ W3MBIHAMH. MoOKe 1@ ce HampaBM [030BaBaHe Ha
CICHApUi HAa eKCHO3MLHs, aKo TaKbB € MPUIOXKCH, WIH Ja ce
npejacraBu  MHpOpMaIMATa, M3MCKBaHa B moxapasmenu 7.1 u 7.2.
AKO ydYacTHHMK BBB BepHraTa 3a JIOCTaBKa € HM3BBPIIMJI OIECHKA 3a
0€30MacHOCT 10 OTHOIICHHE Ha CMECTa, € J0CTaThuHO HH(pOpMAIU-
OHHHUST JIMCT 3a 0E30MacHOCT M CLEHAPUUTE Ha SKCIIO3ULHUS Jia ca B
CHOTBETCTBHE C JIOKJIAJIa 32 0e30MacHOCT Ha XMMUYHATA CMeC, a He ¢
JIOKJIAUTe 32 0e30MacHOCT 3a BCSIKO BEIIECTBO B cMecTa. AKO ca
HaJMIE CcrheuupUYHH YKa3aHWs 3a JaJAeHO IIPOM3BOACTBO HJIHM
CEKTOp, T€ MOXE Jia ce I0coYaT MOAPOOHO (BKIIOUUTEIHO M3TOUHHK
U JlaTa Ha W3/aBaHe).
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8. PA3JIEJTI 8: Kommpon na ekcno3uyuama/IudHu npeonasnu
cpeocmea

To3u pasgen or WH(MOPMAIMOHHHS JHCT 3a 0OE30MaCHOCT OIKCBA
MPHUIOKHUMHUTE TPAHUYHH CTOMHOCTH Ha MPO(ECHOHATHA CKCIIO3UIIHS
1 HEOOXOMMMHTE MEPKH 3a yMpABICHHE Ha PHCKA.

Koraro ce n3uckBa H0Kman 3a 6e30MaCHOCT Ha XHUMHYHOTO BEIIECTBO,
uHpopManusiTa B TO3M paszien OT HHPOPMALMOHHUS JIHCT 3a
0e30MacHOCT € B CBOTBETCTBHE C MH(pOpMANUsTa, MPEAOCTaBeHA
OTHOCHO HJACHTH(UIMpAaHHTE B JOKJIaga 3a OE30MaCHOCT Ha
XAMHYHOTO BELIECTBO YMOTPeOM ¥ CHOTBETHUTC CIICHAPUH Ha
CKCIIO3ULHs, OT KOHTO ¢ BHACH KOHTPONBT Ha PHCKa, OT AOKIAga
3a 6€30MacHOCT Ha XUMHYHOTO BEIIECTBO, M3JI0XKEH B MPUIOKCHUETO
KbM MH(OPMALMOHHUS JIUCT 332 0E30MacHOCT.

8.1. ITapameTpu Ha KOHTPOJ

8.1.1. Koraro ca nHanuie, 3a BELIECTBOTO WM 3a BCAKO €HO OT BEILECTBATA
B CMECTa, ce M30posiBaT CIEIHUTE HALIMOHAIHM T'PAaHUYHU CTOMHOCTH,
BKJIIOUUTENIHO IIPAaBHOTO OCHOBaHME 3a BCSKa €IHa OT TiX,
HOPUIOKMMH [IOHACTOSAINEM B Jbp)KaBaTa WIEHKa, B KOATO ce
npegocraBs MHGOPMALMOHHUAT JIUCT 3a OesonacHoct. IIpu u36pos-
BaHETO Ha IPaHUYHU CTOMHOCTH Ha NPO(ECHOHANTHA EKCIO3ULHs ce
U3I10J13Ba XUMUYHATA MICHTHYHOCT, KaKTO € Olpe/esieHa B pasjen 3.

8.1.1.1.  HaUMOHAIHUTE 'PAaHMYHM CTOMHOCTU Ha NPO(ECHOHAIHA EKCIIO3UIIUS,
KOUTO CBHOTBETCTBAT HA IPaHUYHMTE CTOMHOCTH Ha HpodecHOHAIHA
excriozunust B Cbro3a cbriacHo Jdupexrusa 98/24/EO, BKIIIOUMTETHO
BCSIKAKBH JIOITBJIHUTEIIHM 3aIlUCU CBIVIACHO wieH 2, maparpad 3 or
Perenne 2014/113/EC na Komucusra (1);

8.1.1.2. HalMOHAJHUTE TPAHUYHN CTOMHOCTH Ha MPOQ)eCHOHaHA eKCIO3UIINS,
KOMTO CBHOTBETCTBAT Ha IPAaHMYHHUTE CTOWHOCTH B CbI03a CHITIACHO
JupexruBa 2004/37/EO, BKIIOYHTETHO BCSKAKBU JIONBJIHUTCIIHH
3aIUCH CBITIACHO WieH 2, maparpad 3 or Pemenne 2014/113/EC Ha
Kommucusra;

8.1.1.3.  BCSKakBM JpyrM HAlUMOHAIHM TPAaHUYHU CTOMHOCTHM Ha mpode-
CHOHAJIHA CKCIIO3HUIIHS;

8.1.1.4. HAallMOHAJIHUTE OHMOJIOTMYHM TPAHUYHH CTOMHOCTH, KOHMTO CBHOT-
BEeTCTBAT Ha OWOJOTWYHUTE TpaHWYHH cToifHOcTH B Chlo3a
coriacHo  JlupexkruBa 98/24/EO, BKIIOYUTENHO BCSKAKBH  JIOMBJI-
HUTCJIHM 3allMCH CBIVIACHO wWieH 2, maparpad 3 ot Pemenne
2014/113/EC na Komucwusira;

8.1.1.5.  BCsSKakBM APYrd HALMOHAIHU OMOJOTMYHU I'PAaHUYHM CTOMHOCTH.

8.1.2. IIpenocraBs ce wuH(poOpMamus 3a NPENOPHUYUTEIHH ITOHACTOSIIEM
NpoLeaypH 3a HAOIIOJCHHE TIOHE 3a Hali-3HAYMMHTE BEILECTBA.

8.1.3. Korato mpy H3MON3BaHETO HA BEIIECTBOTO WIIM CMECTA IO IPEIHA3-
HauCHHE ce¢ 00pasyBaT 3aMBPCUTCIM Ha BB3JAyXa, ce H30posiBaT H
NPWIOKUMHUTE 33 TAX TPaHUYHH CTOMHOCTH Ha MpoecHOoHAHA
EKCITO3UIIUS W/WIM OUOJIOTMYHH TPAHUYHH CTOWHOCTH.

8.1.4. Koraro ce n3uckBa JOK/Iaa 3a 0€3011aCHOCT HA XMMHYHOTO BEIIECTBO
WIN € HaluIe MOCO4YeHOTO B pasznen 1.4 or npunoxenue | DNEL,
Wi rocouyeHata B paszaen 3.3 ot npunoxenue | PNEC, crorBeTHUTE
DNEL u PNEC 3a BemectBOTO ce I[OCOYBAaT 3a CLECHAapUHUTE Ha
EKCIIO3MLHUS OT JOKJIaaa 3a 0e30I1acCHOCT Ha XMMHYHOTO BEIIECTBO,
NIPEACTaBEHH B IPWIOKCHUETO KbM HH(MOPMAIMOHHHS JIMCT 3a
6e30macHoCT.

8.1.5. Korato ce m3nonssa 1noaxoj Ha peryiupase upes3 odxsatu (,.control
banding‘) 3a B3eMaHe Ha pelIeHHE OTHOCHO MEPKHU 3a yIpaBleHHE Ha
pucka BBB Bpb3Ka CbC creuuduuHun ynorpebu, TpsabBa nga ce
HpPeJoCTaBAT JOCTAThbUHO IMOAPOOHM [aHHH, 3a Ja Ce IPEeJOCTaBU
BB3MOXKHOCT 3a e(eKTMBHO ymnpaBieHne Ha pucka. ScHo ce
[OCOYBAT KOHTEKCTHT M IPAHUIHUTE Ha KOHKPETHATa MpEHOpbBKa 3a
peryinupaHe 4upe3 oOXBaTH.

(") Pemenne 2014/113/EC na Komucusta or 3 mapt 2014 r. 3a ch3maBane Ha Hayuen

KOMHUTET 3a TIpaHUYHUTE CTOWHOCTH Ha HPO(ECHOHATHA EeKCIO3WLMS Ha XUMUYHH
areHTH u 3a oTMsHa Ha Pemrenne 95/320/EO (OB L 62, 4.3.2014 r., ctp. 18).
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8.2. KonTpos Ha ekcrno3uuusaTa

IpenocraBs ce M3MCKBaHATA B TO3M MOApa3Aesn MHOOPMALMs, OCBEH
aKo TS HE ce ChAbp)Ka B MPHIOKEH KbM HH()OPMALMOHHMS JHMCT 3a
0e30I1acHOCT CLEHApUil HAa eKCHO3HLHATA.

Koraro 10CTaBYMKBT ce € OTKa3aj OT MPOBEKIAHETO HA M3MHMTBAHE
mo pasgen 3 or mpwiokenne XI, Toit mocouBa crenupUUHHTE
yCJIOBHs Ha yrnotpeda, ¢ KOUTO ce 0OOCHOBaBa TO3M OTKa3.

Korato BemecTBOTO € PEerucTPUPAHO KATO H3OJIUPAH MEKIUHEH
HNPOAYKT OT peakuust (Ha MACTO MM IPEHECeH), JOCTABUMKBT
nocoysa, 4e HMH(GOPMALMOHHHUAT JHUCT 3a OE30MaCHOCT € B ChHOT-
BETCTBHME ChC CHELM(DUUHNTE yCIOBHUs, HA KOMTO C€ OCHOBaBa 00OC-
HOBKAaTa Ha PETUCTpalMATa B CHOTBETCTBHE ¢ wieHoBe 17 win 18.

8.2.1. Tlooxo00suy uHdICEHEpeH KOHmMPOIL

OnucaHueTo Ha MOJAXOAAIIMTE MEPKU 32 KOHTPOJ Ha E€KCIO3HLHATA
ce OTHacs 10 rocoueHara(ure) B noapasien 1.2 uaeHtuduuupana(u)
ynoTpeba(¥) Ha BEIIECTBOTO WM cMecTa. Ta3u MH(pOpMaIys € gocra-
THYHA, 32 Ja JaJe Bb3MOXKHOCT Ha paboTolaTeNs, KOraTo € Ielecho0-
pasHO, Ja U3BBPIIM OLEHKA HA MOPOAEHMS OT HAJIMYUEeTO Ha
BEIICCTBOTO WM CMECTa PHCK 3a 3ApaBeTo M OC30IaCHOCTTA Ha
paboTtHuITe ChriaacHo wieHoBe 4—6 ot JlupekrtuBa 98/24/EO u
uwieHoBe 3—5 ot [upexrusa 2004/37/EO.

Tasu I/IH(i)OpMaI_[PISI J0IIbJIBa IIpeaocTaBeHaTa 1o pasaci 7.

8.2.2. Hnousudyannu mepku 3a 3awuma, Kamo Hanpumep JAU4HU NPeOnasHu
cpedcmea
8.2.2.1. Wudopmanusita OTHOCHO H3MOM3BAHETO HA JIMYHM  TIPEIIIa3HU

CpeACTBa € B CHOTBETCTBHE C J0OpUTE MPAKTHKA MO XWIMEHa Ha
Tpyla W € CBBbpP3aHAa C JPYyrM MEpPKH 3a KOHTPOJ, BKIOUHTEIHO
MHXXEHEPeH KOHTPOJ, BEHTHJIAlMs W n3onaums. Korato e uenecbo0-
pa3HO, ce NpaBU IpernpaiaHe KbM paszfen 5 110 OTHOLICHHEe Ha
CHCLUHUAHUTE CHhBETH 3a JMYHUTE MPEANA3HU CPEACTBAa NpH moxap/
XMMHKAIH.

8.2.2.2.  Karo ce uma npensua dupekrusa 89/686/EMO na Coeta (1) u xaro
ce mpaBu nosoBaBaHe Ha cborBeTHUTe CEN  crammapru, ce
npegocTaBs MOAPOOHA crelU(UKalLys OTHOCHO TOBAa KOM IpeJIa3Hu
CpeJICTBa MPEeOoCTaBsAT LeIecho0pasHa U MOAXOAAIA 3aIlUTa, B TOBA
YUCIIO:

a) 3alMTa Ha OYUTE/JIHUIETO

ITocouBa ce BHIBT Ha CpeJCTBATA 3a 3alllUTa HA OYHUTE/JIHUIETO,
KOMTO C€ M3MCKBAT, Bb3 OCHOBA HA OINACHOCTTa OT BEILECTBOTO
WIK CMeCTa W BEPOSTHOCTTa OT KOHTAKT Karo Harnpumep
NpEINasHd 04nIia, MPE/IIa3eH MIUT 3 JIKLETO.

0) 3ammrTa Ha KOXaTa
1) sawuma Ha pvyeme

ITocouBa ce sICHO BUIBT Ha PBKaBULIUTE, KOUTO TpHGBa Jia ce
HOCAT IIpU pa60Ta C BEHIECTBOTO WM CMECTa, IpEeABUJ Ollac-
HOCTTa, CBbp3aHa ¢ BEHIECTBOTO WM CMECTA, U INOTCHIHUAIHATa
BB3MOKHOCT 3a KOHTAKT U € OIVI€J] Ha KOJIUYECTBOTO U IPOABJI-
JKUTCIIHOCTTA Ha CKCIIO3HMIMA Ha KOXKaTa, BKIIIOYUTCIIHO:

— BUJBT Ha MaTe€puajla U HEroBaTa ,I[C6CJ'II/IHa,

— O00MYaMHOTO WJIH MHUHHMAJIHOTO BpEMC Ha HM3HOCBAHE Ha
MaTe€puajla Ha pbKaBULIUTE.

Ako e H€O6X0[[I/IMO, CC Ioco4YBaT U NONIBIHUTCIHU MEPKH 3a
3aliiTa Ha pbLETE.

(") HupextuBa 89/686/EMO na ChBera or 21 nexemBpu 1989 r. oTHOCHO cOimmkaBaHe Ha
3aKOHO/IATENICTBATA HA JbP/KABUTE-YWICHKN B 00JAcTTa Ha JIMYHHUTE MPEANasHU CPEICTBA
(JITIC) (OB L 399, 30.12.1989 r., ctp. 13).
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i) opyeu

Ako ¢ HCO6XOIII/IM8. 3aliuTa Ha Apyra 4acT OT TsJI0TO, OCBEH
pbUETE, B3 OCHOBA Ha CBbp3aHaTa € BELICCTBOTO WM CMECTa
OINaCHOCT M BEPOATHOCTTA OT KOHTAKT C€ IOCO4YBA BUABLT U
Ka4ye€CTBOTO Ha HCO6XOL[I/IMI/ITC npeanasHu  CpeacrBa, Karo
ClieuaJIHu pbKaBULU, KOCTIOM, 6OTyH_II/I.

Ako ¢ HeO6XOI[I/IMO, CC Ioco4Bar U JApYyru AONBIIHUTCIHU MEPKU
3a 3alIMTa Ha KoXKaTa U CHCI_[I/I(bI/I‘IHI/I XUT'MCHHU MEPKH.

B) 3alyiTa Ha OJUXATCIIHUTE IIbTUIIA

3a raszoBe, mapu, MbIVIAa WIM Mpax ce I[0COYBa BHUIBT Ha
3alUTHATA CGKUIHMPOBKA, KOSTO TpsiOBa Aa ObJe M3MOI3BaHA BbH3
OCHOBAa HA OIACHOCTTAa M BEPOSTHOCTTA OT EKCIO3ULMUS, BKIIIO-
YHUTEIHO MPEYUCTBAIM BB3JyXa PECIHUPAaTOpH, KaTo C€ IMOCOYH
[PEYUCTBATENAT (Kacera Wi (QUITHP), MOAXOAAIIUTE QUITPH 32
JacTUM W NOAXOAAIIMTE MACKHM WM AaBTOHOMHHU anapaTtu 3a
JIUIITaHE.

) TEPMHYHH OINACHOCTU

Koraro ce mocoyBaT 3alIMTHUTE MpPEANA3HU CPEJCTBA, KOUTO
TpsiOBa 1a ce HOCAT, INpPU MaTepHalld, KOMTO IPEACTABISBAT
TePMHUYHA OMACHOCT, C& 00pbILA CIENUaTHO BHUMAHUE HAa YCTPOH-
CTBOTO Ha JIMYHUTE CPEJCTBA 3a 3alHTA.

8.2.3. Konmpon na excnosuyusma na oxonnama cpeoa

ITocouBa ce wuHdopmanusaTa, H3UCKBaHAa OT paboTonmarens 3a
M3ITBJIHEHNE HA HETOBUTE 3aJ[bIDKEHHS CBITIACHO 3aKOHOJATEJICTBOTO
Ha Chlo3a B 00JacTTa Ha OMa3BaHE HA OKOJHATa Cpena.

Korato ce n3uckBa 10Kaj 3a 6€301aCHOCT HA XUMHYHOTO BEIECTBO,
3a CLCHAPUUTE HA CKCIO3MLUS, H3JIOKECHH B HPHIOKCHHETO KbM
MHGPOPMALIMOHHUS JIMCT 3a 0E30MacHOCT, ce mpaBu 000O0lIeHHe Ha
MEpKHTE 3a YNpaBIGHME HAa pPHUCKA, MOCPEACTBOM KOHMTO Ce
OCBIIECTBSIBA TMOJAXOJAI] KOHTPOJ Ha EKCHO3MIMATa Ha OKOJHATa
cpena Ha BB3JCHCTBHETO HA BEIICCTBOTO.

9. PA3JIEJT 9: @u3uunu u xumuuHnu ceolicmea

B 031 pazgen oT nHGOPMAIMOHHUS JHCT 32 OE30I1aCHOCT CE OIMHCBAT
eMITMPUYHHUTE JaHHH OTHOCHO BEIIECTBOTO MJIM CMECTA, aKo Te€ ca OT
3Havyenue. IIpunara ce wien 8, maparpad 2 or Permament (EO) Ne
1272/2008. Wndopmanusita B TO3M pa3ged € B CHOTBETCTBHE C
HHpOpMAIMATA, NPEIOCTaBEHA B PETUCTPAUATa W/WIH B IOKIANa
3a 0€30IaCHOCT HAa XMMMYHOTO BEIIECTBO MJIM CMECTa, KOraTro ce
U3HCKBA TaKbB, H C KIACH(UKAIMATA HAa BEIICCTBOTO MIIM CMECTA.

9.1. HWudopmanusi OTHOCHO OCHOBHUTE (M3NYHM M XUMHYHH
CBOIiCTBa

CreqHuTe CBOMCTBA CE€ IMOCOYBAT SCHO, KAaTO KOraro € IeJiecho0-
pa3Ho, ce TpaBM [O30BaBaHE HA W3MOJA3BAHMUTE METOAM 32
M3MUTBAaHE W C€ MOCOYBa CrelU(UKaAIMs Ha MOIXOJSIIUTE MEPHHU
eauHUIM W/unn pedepeHTHH ycnoBus. IlocouBa ce W METOABT 3a
omnpezessiHe (HampUMep METOABT 3a ONpPE/CSIHETO Ha TOYKaTa Ha
BB3IIAMEHSIBaHEe, METOIBT Ha OTKpPHTATa/3aTBOPEHATa 4aila), aKo
TOW € OT 3HAa4YCHHE 33 WHTEPIPETHPAHETO HA YHCIICHATA CTOWHOCT:

a) BBHIICH BHI:

[I0COYBAT C€ arperaTHOTO CBCTOSHUE (TBBPAO (BKIIOYUTEITHO
MOAXO/IIaTa W HaluyHa WHQpOpMaIMs 3a Oe30MacHOCT IO
OTHOIIICHHE HA TPaHYJIOMETpUsTa U Ccrielu(UIHaTa TOBBPXHOCTHA
IUIOII, AKO TOBa HE € OMJIO MOCOYEHO Ha JAPYro MSCTO B TO3M
nH(OPMALMOHEH JUCT 3a 0E30MacHOCT), TEYHO, ra3000pasHo) H
[BETHT HA BEIIECTBOTO MJIM CMECTa MPHU JOCTaBKaTa,
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0) mwupuc:
aKO MHPHUCBT € 0Ce3aeM, Ce IPaBU KPaTKO OMHCAHUE;

B) TpaHUIIA HA MHPHCA,

r) pH:
nocouBa ce pH Ha BEIIECTBOTO MIIM CMeCTa IPH JOCTAaBKATa MIIN
Ha BOJICH PasTBOp; NPH BOJEH Pa3TBOpP CE MOCOYBA M KOHIIEHTpA-
LHATA;

1) TOYKa Ha TONEHE/TOYKa Ha 3aMPB3BaHE;

€) TOYKa Ha KUIICHE M MHTEpPBaJ Ha KHIICHE;

JK) TOYKa Ha BB3IUIAMCHSIBAHE;

3) CKOpPOCT Ha M3MapsBaHe;

M) 3armajuMocT (TBBPIO BEUIECTBO, Ta3);

i) ropHa/moJHA TPAHUIA HA 3alalUMOCT WM EKCIUIO3MS;

K) HaJsiraHe Ha Iapure;

J) IUTBTHOCT Ha TApHTE;

M) OTHOCHTECIIHA ITNIBTHOCT,

=

H) Pa3TBOPUMOCT(H);

0) KOCHUIMEHT Ha pa3Mpe/eieHne: N-OKTaHOJ/BO/Ia;
) TeMIepaTypa Ha camo3alalBaHe;

p) Temmeparypa Ha pasiarase;

C) BUCKO3HTET;

T) €KCIUIO3UBHH CBOWCTBA;

Y) OKCHIWpAIIX CBOICTBA.

Ako ce oco4Ba, 4€ ONpeacsI€HO CBOMCTBO HE ce npujiara ujin 4e€ HE
€ HalIuIe I/IH(bOpMaHI/IH OTHOCHO OHPEACIICHO CBOfICTBO, C€ 1mocouBar
NPUYUHUTE 3a TOBA.

C men ga ce c¢h3a/ie Bb3MOXKHOCT Ja OBbJAT MPEANPUETH MOIXOISIIH
MEpKH 3a KOHTPOJ, CE€ MPeaoCTaBs Iputata wuHbOpManms 3a
BEIIECTBOTO WJIM CMECTa, KOSATO ¢ OT 3HaueHue. Mupopmarmsta B
TO3W pas3jesl ChOTBETCTBA Ha WH(POPMANUATA, IPEACTABEHA IIPH
perucTpanmsara, KoraTo TakaBa ce M3UCKBa.

ITo oTHOmIEHHE HA CMECHUTE, IPU BIIUCBAHETO SICHO CE€ IMOCOYBA 3a KO
BCIICCTBO B CMECTA C€ OTHACAT JAHHHUTC, OCBCH aKO TC HEC CC OTHACAT
3a CMECTa KaTo LsJI0.

9.2. Jpyra undopmanus

IIpu HEoOX0UMOCT ce 1ocouBaT ApYru (GU3NYHM WIM XUMHYHH T1apa-
METpH, KaTo CMECBAaeMOCT, Pa3TBOPHMMOCT B Ma3HMHM (11OCOYBa ce
MacjI0TO Pa3TBOPUTEN), MPOBOJMMOCT WM rasosa rpyna. ITocousa
ce moaxojdimlarta HamuuHa MHQOpManus 3a  06e30macHOCT MO
OTHOILIEGHUE HA PEJOKCUIIOTEHIMANa, CIOCOOHOCTTA 3a 0OpasyBaHE
Ha pajKaad ¥ (QOTOKATAIMTHYHUTEC CBOKCTBA.

10. PA3JEJI 10: Cmabunnocm u peakmugnocm

B To3mu pasaen oT I/IH(bOpMaHI/IOHHI/I}I JICT 32 0€30MacHOCT Ce ONHCBa
CcTa0MIIHOCTTA Ha BCHICCTBOTO MM CMECTa MW BB3MOXKHOCTTA Ja
BB3HUKHAT OMAaCHU PEaKIUU IIPpU ONPEACIICHU YCIOBHUA Ha yHOTpeGa
U TIpU U3IyCKaHUWA B OKOJIHATa Cpela, BKIIOYUTECIHO, aKO € HCH€C1)06—
pa3HoO, C€ IpaBH MO30BaBaHE Ha M3IIOJI3BAHUTE METOJM 3a U3IHUTBAHE.
Ako ce TI0COYBa, 4€ ONpPEeacieHo CBOMCTBO HE ce npujiara ujin 4€ HE €
HaInme I/IHd[')OpMaIII/I}I OTHOCHO ONpEACICHO CBOﬁCTBO, C€ I1ocouBar
NPUYUHHUTE 3a TOBA.
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10.1. PeakTuBHOCT

10.1.1. OnmcBar ce OMacHOCTUTE OT PEaKIMH Ha BEIIeCTBOTO WJIM CMECTa.
Korato ca Hammie, ce MOCOYBAaT KOHKPETHM TaHHHU 3a BEIIECTBOTO
WIN 332 CMeCTa Karo 1s10. Bb3MoxkHO ¢ obadye mHpopManmsiTa aa ce
OCHOBaBa Ha OOIIM JaHHM 3a Kjaca WIH poJa Ha BEIIECTBOTO WU
CMECTa, aKoO TE3u JaHHH l'lpe}lCTaBﬂT 10 MOAXOJMIl Ha4YuH npen-
BHIMMATa OIACHOCT OT BEMICCTBOTO MJIM CMECTA.

10.1.2. AKO He ca HaJMIEe JaHHH OTHOCHO CMECHTE, C€ I0COYBaT JIaHHU
OTHOCHO BelecTBara. [IpW yCTaHOBSBaHE HA HECHBMECTHMOCT Ce
B3MMaT MPEJBH[ BEIECTBaTa, KOHTCHHEPUTE W 3aMbPCUTENIUTE, Ha
KOUTO MOXe€ Ja Obje EeKCIOHHPAHO BEIIECTBOTO IPH TPAHCIIOP-
THPAHETO, ChbXPAHCHHETO M ynoTtpebara My.

10.2. XuMHYHA CTAOMIHOCT

TlocouBa ce mamu mpu OOMYAMHHWTE WIM MPEIBUIUMUTE YCIOBUSL,
CBBP3aHM C TEMIIEpaTypaTa W HAISATAHETO, BEIIECTBOTO MM CMeECTa
ca CTaOWJIHM WIM HECTaOWJIHM NpU ChXpaHeHHe u pabora ¢ TAX.
OrmmcBaT ce CTaOHIN3aTOPHUTE, KOMTO CE H3IOI3BAT MM MOXE JAa €
HEOOXOAMMO Ja ce U3MON3BAaT 3a 3alla3BaHETO HA XHMHYHATA
cTabMIIHOCT Ha BELIECTBOTO MM cMecTa. ITocouBa ce 3HAYCHHETO 3a
6e30MacHOCTTa Ha BCSIKA MPOMsIHA BBB BBHIUHHUS BHJ HA BELICCTBOTO
WIA CMecTa.

10.3. BBb3MOKHOCT 32 ONACHU peaKUHu

AKO TOBa € OT 3HAuYEeHHE, Ce MOCOYBA JIAJM BEIIECTBOTO MIIM CMECTa
[e pearupar Wid IIe IOJMMEpU3UpaT, Karo MHPH TOBa CE OCBO-
0o’kaBa HM3IMINBKBT OT HAISITAaHE WM TOIUIMHA HMJIM CE Ch3JaBar
Ipyru omacHu ycioBus. OnMCBaT ce ycJOBHSTA, NPU KOMTO MOrar
J1a Bb3HUKHAT OMACHHU PEaKIUH.

10.4. YciaoBusi, KoUTO TpsidBa Aa ce U30SIrBaT

W30posiBaT ce ycioBus Karo TeMIepaTypa, HajsraHe, CBETIHHA, yap,
0CBOOOXK/aBaHE Ha CTATHYHO CJICKTPHYECTBO, BHOpAIMU WIN APYTH
(U3MYHM BIHMSHUS, KOUTO MOTaT 1a JIOBEAaT JO ONacHa CHTYaIws,
KaTo aKko € LeJIeChoOpa3Ho, ce MpaBHU KPAaTKO OMHCAHUE HA MEPKHUTE
3a ynpaBJeHHE Ha PUCKa, CBBP3aH C TE3H OIACHOCTH, KOMTO CIEBa Ja
OBJIaT B3CTH.

10.5. HecbBMecTHMH MaTepuaIn

M30posiBaT ce ompesiesieH poJi BELIECTBA MIM CMECH MJIM CreHU(UIHH
BCILIECTBA, KAaTO BOJA, BB3AYX, KHCEIMHH, OCHOBH, OKHCIHMTEIHH
arcHTHu, C KOHMTO BCIICCTBOTO HJIIM CMECTa MOXKE Jia BCTHIIM B
peakuusi ¥ Jia ce MNpein3BUKAa OINacHa CUTyalus (KaTo EKCIUIO3Hs,
OTZAEJISHE Ha TOKCHUYHM WM 3allajIiMU MaTepUalll WIN OTJCNsHE Ha
MIPeKOMEepHa TOILIMHA), KaTO aKO € LeIechoOpa3Ho, ce MpaBH KPaTKO
OIMCaHHE HAa MEPKHUTE 3a YNpaBJIEHHE HAa PUCKA, CBBP3aH C TE3U
OIACHOCTH, KOUTO Clie/iBa Ja ObJAT B3CTH.

10.6. OnacHu NpOIYKTH HA pa3najaHe

V36posiBaT ce M3BECTHH U PasyMHO IPEABHANMHE OMACHH MPOAYKTH Ha
pasmagaHe, o0Opa3yBaHM BCIEACTBHE Ha yrorpeda, CbXpaHEHHE,
pasnuB u 3arpsiBaHe. OMacHUTE MPOAYKTH HA M3TapsHE CE BKIKOYBAT
B pazzaen 5 oT uH(pOPMAIMOHHHS JIUCT 3a OE30MacHOCT.

11. PA3JIEJI 11: Tokcukonozuuna ungpopmayus

To3u pazzen or MHOOPMALMOHHHS JIHMCT 3a OE30MACHOCT € TIpei-
HA3HA4YEH 3a M3MOJI3BAaHE MPEAM BCHYKO OT MEAWIIM, CICIHAINCTH B
cdepara Ha 37ApaBeTO U OE30IIACHOCTTa HA PabOTHOTO MSICTO, TOKCH-
koso3u. [IpemocraBst ce cOnUTO, HO MBJIHO M Pa3dUpaeMo ONUCAHUE HA
pa3IMYHUTE TOKCHKOJOTHYHH edexTn (eekTH BBPXY 3/1paBeTo) u
M3IOJ3BAHUTE HAJIMYHHM JIAHHU 32 MICHTU(QUIMPAHETO WM, BKIIOYH-
TEIIHO, aKO € IeliechoOpasHo, WH(OpPMALUsS OTHOCHO TOKCHKOKHHE-
THKaTa, MeTaboim3Ma W pasmpezpencHuero. Mudopmanusra B TO3M
paszen e B ChbOTBETCTBHE C MH(OPMALMATA, NPEIOCTABEHA B PErUCT-
panusaTa W/MIM B J0KJIana 3a 0e30IacHOCT Ha XMMHYHOTO BEIECTBO,
KOTaro ce M3MCKBA TaKbB, M C KIACH(UKAIMATA HA BEIIECTBOTO HJIM
CMecTa.
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11.1. HUndopmanust 32 TOKCHKOJIOTHYHHTE edeKTH

CBOTBETHHTE KJIACOBE HAa OIACHOCT, 32 KOUTO C€ MOoco4Ba HH(Op-
Mamus, ca:

a) ocTpa TOKCHYHOCT;

0) KOpO3HMBHOCT/Ipa3HEHEe Ha KOXKaTa;

B) CEPHO3HO YBpEXKJIaHE HA OYUTE/IPa3HEHE HA OYUTE;

I) CeHCHOWIIM3AlMs Ha JAUXATEIHUTE ITBTUIA WK KOXKATa;
JI) MYTareHHOCT Ha 3apOJMIIHHUTE KICTKH;

€) KaHIIePOIreHHOCT;

) TOKCHYHOCT 3a PErpOAYKIIHUATA;

3) CTOO (cmenm¢puyHa TOKCHYHOCT 3a OINpPEICICHH OpraHu) —
CTHOKpATHA EKCIIO3HIIHS;

n) CTOO (cnemuduyHa TOKCHMYHOCT 3a OIpEACICHH OpraHu) —
MOBTAPSIIA CC CKCIO3UIINS,

1) OMacHOCT MpHU BIHWIIBaHE.

Te3n omacHOCTH BHHArM ce M30posiBaT B MH(OPMAIMOHHHS JIHCT 3a
0€30MacHOCT.

3a BemiecTBaTa, KOMTO IOJIEKAT HA PETUCTPAIHS, CE IMPEAOCTaBST
KpaTKu pe3loMeTa Ha HH(OpManusATa, MPOM3THYANla OT IpUJIaraHe
Ha M3MCKBaHMsATa Ha npunoxenus VII—XI, BkiIounTenHo, KoraTto e
nesiech00pasHo, M030BaBaHE HA HM3IIOJI3BAHUTE METOIM 33 W3MHUTBAHE.
3a BemiecTBara, KOUTO MOUISKAT Ha pPerucTpaius, uHdpopmauumsra
BKJIIOYBA CBINO PE3ylTaTa OT CPAaBHCHMETO HAa HAIWYHUTE TAHHH C
kputepuure, ycranoseHu B Permament (EO) Ne 1272/2008 3a kaHue-
POT€HHM, MYTAareéHHH W TOKCHYHM 3a DEHPOAYKIMATa BEIIECTBA,
kareropund 1A u 1B, cermacuo touka 1.3.1 ot mpunoxkenue [ xpM
HACTOSAIINS PETrJIaMeHT.

11.1.1. IIpenocraBst ce mH(OpPMAIM 32 BCEKH KJac OMNACHOCT WM IOJpa3-
neneHue. AKO € IOCOYEHO, Y€ BELIECTBOTO MJIM CMECTa HE ca KJlacu-
GuLIMpaHM 32 KOHKPETeH KIAaC ONACHOCT MM MOApasjielieHue, B
nHGOPMALVIOHHUS JHCT 332 0€30IIaCHOCT CHO CE II0COYBa AU TOBA
ce JIBJDKU Ha JIMIICAaTa Ha JAHHM, Ha TEXHHYECKAa HEBB3MOXKHOCT Ja
ObJaT MoNydYeHH JaHHMUTE, Ha HAIMYMETO HA JIaHHH, HEJOCTAThUHU 3a
(dopMynupaHe Ha 3aKIIOYEHUC, WM HA HAIMYHCTO HA JTAaHHH, KOHTO
ca JIOCTaThYHM 3a (HOpMyIMpaHe Ha 3aKIIOUCHHE, HO HEJOCTAThUHU 32
KIacu(UIUpaHe; B MOCICAHMS CIydall B MH(QOPMAIMOHHHSA JIHCT 3a
GesomacHOCT ce OTOeI3Ba ,,Bb3 OCHOBA HA HAJIMYHUTE JAHHH HE ca
WM3ITBJIHEHN KPHUTEpUUTE 32 Kiacuduimpane.

11.1.2. Bxmrouenure B TO3HM pasfen JaHHH CE OTHACAT 3@ BEIECTBOTO WM
CMeCTa, KaKTO ca ITycHaTH Ha masapa. [lo oTHomeHwe Ha cMec,
JIAaHHUTE OITMCBAT TOKCHKOJOTMYHHUTE CBOMCTBA Ha CMeCTa Karo
510, OCBEH aKo ce mpuiara wieH 6, maparpad 3 or Permament
(EO) Ne 1272/2008. IlocouBar ce ¥ CHOTBETHHTE TOKCHKOJIOTHYHU
CBOIMCTBa Ha ONACHHWTE BellecTBa B cMmecTa, kato LD50 croliHoCTH,
OIIEHKH Ha ocTpa TOKcHYHOCT miu LCS50 cToifHOCTH, ako ca HajuIie.

11.1.3. KoraTo 3a BemiecTBOTO WM CMECTa € HAJMIIEC 3HAYUTEIIHO KOJIHMYSCTBO
IAaHHH OT M3MUTBAHMATA, MOXE Ja € HEOOXOIUMO 0000IIaBaHETO Ha
pE3yJITATUTE OT M3IOJI3BAHUTE KPUTUYHHU HM3CIICABAHUS, HAIPUMED I10
ITbTHUIIA HA E€KCITO3MIIUS.

11.1.4. Koraro He ca WM3IBIHEHH KpUTEpUHUTE 3a KIacHHULUpaHe 3a
ompeJieseH KJlac ONAacHOCT, ce mpegocraBs MHGOpMaLus B IOJIKpena
Ha TOBA 3aKIIOYEHHE.

11.1.5. HUngpopmayus omnocno eeposmuume nomuwd Ha eKCHOUYUS

IpemocraBst ce wWHQOPMAIMsS OTHOCHO BEpOSTHHTEC ITBTHINA Ha
eKCIO3ULHs M e(eKTHTEe OT BEIIECTBOTO WM CMECTa IPU BCEKH OT
BB3MOKHHUTE ITBTUIA HA CKCIIO3UIIHS, T.C. IPH MOTTBIIAHE, BIUIIBAHE
WA EKCIO3WIMST Ha KOKaTa/ounrte. AKO HE ca WM3BECTHH e(deKTH
BBPXY 3IpaBETO, TOBA CE MOCOYBA.
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11.1.6. Cumnmomu, ceéwvp3anu ¢ QusuuHume, XUMUYHUME U MOKCUKOIO-
2UYHUmMe XaApaKmepucmuxu

OnmucBar ce BB3MOXKHH HEONAronpusTHU e(QeKTH W CHMIITOMH,
CBBpP3aHU C EKCIIO3WIMATA Ha BEIIECTBOTO WIM CMeCTa M HEHHHTE
CbCTAaBKM WJIM HU3BECTHM CTpaHMYHM MNpoAayktu. llpemocraBs ce
HaJMyHaTa MHQPOPMAIMs OTHOCHO CHUMIITOMHTE, CBBpP3aHH C
(U3NYHATE, XUMUYHUTE M TOKCHKOJIOTHYHHUTE XapaKTePUCTHKU Ha
BEIIECTBOTO MJIM CMecTa ciied ekcrnosunus. [IpaBu ce ommcanue oT
I'BPBUTE CHMITOMH HpH HUCKAa CTENeH Ha eKCHO3UIUs [0
MOCTEIUIIUTE OT BUCOKAa CTENEH Ha EKCIO3UIMs, KaTo Hamlpumep
,,BB3MOKHA € TOsiBaTa Ha IIaBOOOJHE MM 3aMaiiBaHe, KOUTO MOrar
Ja JIOBEJaT 10 MPUIMAJbK WK 3aryda Ha Ch3HAHHUE; KAaTO MOCIEANIA
OT BHCOKHM JJO3M MOXKE Jla HACTBIM KOMa U CMBPT.

11.1.7. Hacmvneawu cned useecmen nepuod om epeme u HenoCpeOCmeeHu
eghexmu, KAKmMo u XpOHUUHU NOCAOCMUs OM KPAMKOMPAUHA U
ObI20MPAlIHA eKCRO3UYUSL

TlpemocraBs ce wuHbOpMALMs Hand Ciel KparKoTpalHa Wid
JIBJITOTPAiHA EKCIIO3WIMS MOTaT Jla Ce OYaKBAT HACTHIBALIM CIIEJ
M3BECTEH MEPUOJ OT BpeMe e(peKTH WM HENOCPEACTBEHH e(PEeKTH.
IlpenocraBst ce u wuHpOpMALUS 3a OCTPU U XPOHUYHH edeKTH
BBPXY 3/PABETO, CBbP3aHH C E€KCIO3UIIMATA Ha XOpa Ha BEIIECTBOTO
win cmecta. Korato He ca Haiuie JaHHHU O OTHOIICHHE Ha XOpara,
ce 0000maBar AaHHU 3a YKHBOTHH, KaTO SICHO CE€ IMOCOYBAT JKHUBO-
TUHCKUTEC BUJIOBEC. Hocqua C€ JaJIi TOKCHUKOJIOTUYHHUTEC HOaHHU CC
OCHOBABAT HA JIAHHHU 3a XOpa WM 32 JKUBOTHH.

11.1.8. Bzaumooeiicmeus

BrurouBa ce I/IH(bOpMaHI/ISI 3a B3aHMOHCﬁCTBH}ITa, ako T4 € OT
3HAQYCHUEC U € OOCTBHIIHA.

11.1.9. Jlunca na cneyugpuunu oamHu

Bb3MOXKHO € moHsKora Ja He Moxe Ja Objae moiyueHa MH(opManus
OTHOCHO OITACHOCTHTE, KOUTO IPEICTABIISABA JAJEHO BELIECTBO MIIU
cmec. KoraTo He ca Hanuie NaHHU 3a CHELU(BHUUHO BEIIECTBO MIIU
CMeC, MOXE [a Ce W3II0I3BaT JaHHHM 3a IOJOOHM BEIECTBA MIIU
CMecH, aKo TOBa € LeJIechoOpa3HO, IIPU YCIOBUE Ue € YCTaHOBEHO(a)
ChOTBETHO(a) cxoxHOo(a) BemecTBO wwmm cmec. Korato He ca
M3IOJI3BaHN CleUU(UYHNA JIAaHHW WIM Te HE ca HaJWIe, TOBa Ce
or0ens3Ba MO SICEH HauyMH.

11.1.10.  Cwmecu

Koraro cmecta He ¢ M3MUTBaHA KaTO IUIO MO OTHOIICHHE HA OKa3-
BaHUTE OT Hesl eEeKTH BBHPXY 3[PaBETO, 33 ONpPEACNCH ePEKT BbPXY
3[paBeTo ce MocoyBa MH(pOpPMALKs OT 3HAYCHHE 3@ CHOTBETHHTE
BEIlleCTBa, N30pOCHU B pasnel 3.

11.1.11.  Uupopmayus 3a cmecma u unpopmayus 3a sewjecmsama

11.1.11.1. BemectBaTa B JajiecHa CMEC MOraT Jia CH B3aHMOJIEHCTBAT B TAJIOTO U
Jla TOCJIe/BAT PA3JIMYHM CTENEHM Ha abcopOuusi, MeTadoiu3bM U
orzensiHe. KaTto mocnenuna OoT TOBa TOKCHYHUTE AEHCTBUS MOrat ja
ce NMPOMEHST M IUIOCTHATA TOKCHMYHOCT Ha CMecTa MOXke 1a Obie
pasnuyHa OT TasW Ha OTJACIHUTE BEIIeCTBA B Hes. ToBa cieiBa Ja
ce MMa TMpPeABHJ NPH NPEAOCTABSIHETO Ha  TOKCHKOJOTHYHA
uHdopmaiss B TO3M paznen OT HWHOOPMAIMOHHHS JIHCT 3a
6e301acHoOCT.

11.1.11.2. Heobxoxumo e &1a ce B3eMe MpEIBH] Jajll KOHIIEHTPALUITa Ha BCSIKO
BEILECTBO € JIOCTaTh4yHa, 3a Ja JOIpHHEce 3a 00MuUTe ePEeKTH, KOUTO
cMecTa OKa3Ba BBPXY 3/IpaBETO. 3a BCSKO BELIECTBO CE MPEIOCTAaBs
uHdopManusTa 3a TOKCHYHUTE e(PEKTH, OCBEH B CIICIHUTE CIydYaw:

a) ako MH(pOpMANMATa Ce MOBTAPS, TS CE MOCOYBAa CaMO BEIHBXK 3a
cMecTa KaTo IBUI0, HAampHMep, KOraTo BCSKO OT B PAa3HYIHH
BELIECTBA MPEIU3BUKBA MOBPBIIAHE M IHAPUSL;
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0) aKko e MaJIKO BEepOATHO e(eKTHUTE Ja Ce MPOSBAT IPHU HAITHYHUTE
KOHIICHTPAIUX, HAIpPHMEp KOraTto ciabo Jpa3HEemo BEIIECTBO €
pa3pezieHo IOj OnpeseieHa KOHIEHTpALus B pa3TBOp, KOWTO He
MIPEeAN3BUKBA JIPA3HECHE;

B) KOrato He ¢ Haiuuie WH(opMauus 3a B3aUMOJCHCTBHSTA MEXIY
pa3IMYHKUTE BEIIECTBA B CMECTA, HE CE MPABSAT MPEAIOIOKEHUS,
a ce u30posBar OTACNHO e(pEeKTHTe Ha BCAKO BELIECTBO BBPXY
3IpaBeTo.

11.1.12.  [Apyea unghopmayus

BxiouBa ce apyra oTHOCHMMa MH(OpManus 3a HeOIaronpHsTHUTE
e(exTH BbPXY 3[paBETO, AOPU KOraTro Ts HE CE& H3HCKBA CBIVIACHO
KpUTEpHUTE 32 KIaCH(PUIUPaAHE.

12. PA3JTEJI 12: Exonocuuna ungopmavyusn

B T03u pasmen or wmH(OpMAMOHHUS JHCT 3a 0OE30ITaCHOCT ce
npenoctaBss UHGOPMALMsS, KOSITO Ja I03BOJM H3BBPIIBAHETO Ha
OLICHKA Ha BB3JICHCTBHETO HA BEIICCTBOTO WM CMECTa BBPXY
OKOJIHATA Cpela TMpH H3IMYCKAaHETO My/il B OKOIHarta cpema. B
nogpaszgenu 12.1—12.6 ot nHpOpMAIMOHHUS JTHUCT 3a 0€30MacHOCT
Cce TMpEeACTaBs KPAaTKO pe3ioMe Ha JaHHHWTE, KaTo CE BKJIFOYBAT
CHOTBETHH MAaHHH OT M3IHTBAHMATA, KOTaTO TaKWBa ca HaHIE, U
SICHO CE TI0COYBAT JKMBOTUHCKHTE BHIOBE, CpelaTa, MCPHUTE
e/IMHUIH, TPOABIDKUTEITHOCTTa Ha H3MUTBAHUATA W YCIOBUSTA Ha
u3nuTBaHe. Ta3u nHpOpMALUs MOXKE [1a € OT MOMOIII TIpr OOpPaBEHETO
C pa3uBH, W TPH OICHIBAHCTO HA MPAKTUKUTE M0 TPETHPAaHE Ha
OTHAIbIUTE, TPH KOHTPOJIA HA WU3IMYCKAHUATA, MEPKUTE TPH
aBapMIHO W3MyCKaHe W MpPH TPaHCIOPT. AKO Ce TMOCOo4YBa, 4Ye
OTPE/IEIEHO CBOWCTBO HE ce mpuiara (mopaau (akra, uye HaTUIHUTE
JTAHHH COYaT, Y€ BEIIECTBOTO MJIA CMECTa He OTrOBaps Ha KPUTCPHUTE
3a KimacupuIUpaHe) WM ako He € Haiuie WH()OPMAIS OTHOCHO
OTIpeNIelIeH0 CBOWCTBO, C€ IOCOYBAT MpHUMHHTE 32 ToBa. OcBeH
TOBa, aKO BEIECTBOTO WJIM CMECTa HE ca KIACH(PUIMPAHU IMOPaIH
JIPYrd NPUYUHK (HArpuMep TMopagd TEeXHUYeCKa HEBB3MOXKHOCT Ja
OBbJaT TONYYCHU JAaHHUTE WIN MOPAIH HAIMYMCTO HA JaHHH, HEIO0C-
TaThYHH 33 (popMyIMpaHe Ha 3aKIFOYEHHE), TOBA SICHO CE MOCOYBa B
MH(POPMALIMOHHUS JTUCT 332 OE30IMaCHOCT.

Hsikon cBoiictBa ca crnenupuyHM 3a KOHKPETHOTO BEINECTBO, a
HMEHHO OHOaKyMyJalusTa, YCTOWYMBOCTTA M Pa3rpajiuMOCTTa, U
Tasu wHPOpMAIUS Ce MOCOYBA, KOTATO € HAIMIE M [MOCOYBAHETO M
€ Ienecho0pa3Ho, 3a BCSKO BEHIECTBO OT 3HAYeHHWEe B cmecrta (T.e.
OHE3W BEIIECTBA, 3a KOMTO MMa W3HMCKBaHE aa ObaaT n30poeHH B
pazzmen 3 or WHPOPMANMOHHUS JUCT 3a OE30MaCHOCT M Ca OIACHH
3a okonHata cpema win PBT/VPvB Bemectra). Ilpemocraes ce
uHpOpMAIMS W 32 ONACHH TPOAYKTH Ha TWPEBPBIIAHE, KOHUTO
BB3HHUKBAT PH PA3rPaXKIAHETO HA BEIIECTBA U CMECH.

HudopmanusaTa B TO3M pas3jel € B CbOTBETCTBHE ¢ HMH(OpPMAIMATA,
[IPeIOCTaBEeHa B PErucTpalyaTa W/uid B J0KIana 3a 0e3011aCHOCT Ha
XHMHYHOTO BEIIECTBO, KOIaTO CE M3HCKBAa TaKbB, W C KIACH(U-
KalMATa Ha BELIECTBOTO MJIM CMECTa.

12.1. ToxcuyHOCT

Korato e Hanmie, ce mpenocTaBs HMH(POPMAIUS OTHOCHO TOKCHY-
HOCTTa, KaToO C€ W3MOI3BaT [aHHU OT W3IUTBAHMA, MPOBEACHH
BBPXY BOJHHU H/WIH CYyXO3€MHH Opranu3mu. TyK ce BKJIIOYBAT OTHO-
CHMUTE HAIMYHU JAaHHH 3a TOKCHYHOCT BBB BOJHA CpEa, KAKTO
OCTpaTa, Taka M XPOHMYHATA TOKCHYHOCT 3a pHOHW, pakooOpasHu,
BOJOpAacIM M JpyrH BogHM pacTeHusa. OcBeH ToBa, KOrato e
HaJMIEe, MOXKE Ja ce BKIYM HHOOpMALMs 3a TOKCHYHOCTTA 3a
TIOYBEHATE MHKPO- M MAKpPOOPTaHWU3MH, M JPYTH OPTaHU3MH ChC
3HAa4YeHWE 3a OKOJIHaTa CpeAa, KaTo NTHIM, MYeJId W pPaCTeHHS.
Koraro BemecTBoTo WM CMecTa NpHUTEeXKaBa MHXUOMpAIM epexTH
BBPXY aKTHBHOCTTA HA MUKPOOPTAaHU3MHUTE, C€ ONMHCBA M BB3MOXKHOTO
BB3CHCTBUE BBPXY MPEUNCTBATEIHUTE CTAHIIUH.
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3a BellecTBa, MOAJEKAIIM HA PETMCTpallus, Ce BKIIOYBAT Pe3loMeTa
Ha MH(OpManusTa, MOIyYeHa NPH NPUIAraHETO Ha M3MCKBAHMATA Ha
npunoxenuss VII—XI or HacToAmus peraameHt.

12.2. YeroiiuMBOCT M pa3rpaguMocT

VYeToiunBOCTTa M PasrpaJUMOCTTa € CHOCOOHOCTTa Ha BELIECTBOTO
WIM CHOTBETHUTE BEIECTBA B JIaJieHA CMEC Jia Ce Pasrpakaar B
OKOJIHAaTa cpeja, IOCPEACTBOM OHOpasrpakiaHe WIH MOCPEICTBOM
IPYrd TpPOLECH, KaTo OKHUCIABaHE MM Xuapoiusa. IlocousaT ce
pe3yiTaTH OT M3NUTBAHHMATA 32 OLEHKA HAa YCTOHYMBOCTTAa M pasrpa-
JMMOCTTa, KOI'aTO TAaKMBA PE3YNTAaTH ca Hajuue. AKO ca LUTHPAHH
HEepHOAM Ha IOJypasrpaxkaaHe, TpsOBa Ja ce [OCOYM Jald Te Ce
OTHACST 10 MHUHCPAIU3AUUATA WIH [0 IBPBUYHOTO pasrpakIaHe.
VhomeHaBa ce U CIOCOOHOCTTA Ha BELICCTBOTO IJIM HA OLPEICIICHH
BEIIECTBA B CMECTA [a CE PasrpakaaT B MPEYUCTBATCIHH CTAHLUH.

Korato e Hamuue Tasu mHdopManus U MOCOUBAHETO M € LEIechod-
pasHoO, TS Ce MPEeJOCTaBsl 3a BCIKO OTAENIHO BEILECTBO B CMECTA, KOETO
crenBa 1a Obje 1MOCOYEHO B paszes 3 oT MH(OPMALMOHHUS JUCT 3a
0€301acHOCT.

12.3. Buoakymyiupama cnocogHocT

Broakymysmparara ciocoGHOCT € CIIOCOOHOCTTa Ha BEIIECTBOTO HIIH
Ha ONpE/CICHN BELICCTBA B JaJcHa CMEC Ja CE HATpymBar (aKymy-
nupar) B OMoTaTa M, B KpaifHa CMeTKa, Jla MpeMHHaBaT Ipe3 XpaHu-
TenHaTa Bepura. [1ocouyBaT ce pe3ysraTd OT M3MUTBAHHATA, KOMTO Ca
OT 3HAYCHHE 3a OLCHKaTa Ha OmoakyMmyimpamara crmocoOHoct. Tosa
BKJIFOYBA YIMOMCHABAaHETO Ha Koe(HIMEHTAa Ha pasmpeericHHe
okranos-Boa (Kow) m ¢akropa 3a Ouokonuentpauusi (BCF), ako
Te ca HaJHIIE.

Koraro e nanuue tasu uHpOpManus U IOCOYBAHETO M € LENECHOO-
pasHo, TS CE MPEIOCTABs 33 BCSKO OT/EIHO BELICCTBO B CMECTA, KOCTO
ciesiBa Aa ObJE MOCOYCHO B pasien 3 oT MH(GOPMAIMOHHHS JIUCT 3a
0e301acHOCT.

12.4. IIpenocumocT B mo4yBaTa

IIpenocuMocTTa B mo4BaTa € CIOCOOHOCTTAa HA BEIIECTBOTO WM Ha
KOMIIOHEHTHTE Ha JaJeHa cMeC, B Cllydyail 4Ye ca H3IIyCHaTu B
OKOJIHATA Cpela, Ja Ce MPEHACsAT IOJ BIMSHUE Ha IPUPOJHUTE
CHJIM KBbM IIOJIIOYBEHHTE BOJM MIIM HA PA3CTOSHUE OT MSCTOTO Ha
nsnyckane. CrnocoOHOCTTa 3a TIpEHAcsiHE B MOYBAaTa CE€ IOCOYBA,
korato ¢ Hamuie. VH(popMmamusTa OTHOCHO TIPEHOCHMOCTTa B
rmoysara MoKe jga ObJe ompeleneHa Bb3 OCHOBA Ha CHOTBETHH
JAHHU OTHOCHO NMPEHOCHMOCTTA KaTO W3CJIEABAHUS Ha aacopOuusTa
WIM M3CJIe/IBAHMS HA HM3BIMYAHETO, M3BECTHOTO WIIM IPOTHO3MPAHO
pasnpocTpaHeHHe B KOMIOHEHTHTE Ha OKOJIHATA Cpela WM TOBBP-
XHOCTHO Hampekenue. Taka Hampumep Koc croiiHocTHTEe MOTraT aa
ObJaT MPOTHO3MPAHM BB3 OCHOBA Ha KOC(UIMEHTHUTE Ha pasmpe-
nenenue okrtaHoi-Boga (Kow). U3BiuuaHeTo W HPEHOCHMOCTTA
MoraT Ja ObJaT NPOTHO3MPAaHH Bb3 OCHOBA HA MOJEIH.

Korato e Hanuue Ta3u mHdOpManys U MOCOYBAHETO M € LEIeCho0-
pa3Ho, TS CE MPEIOCTABS 3a BCSKO OTICIHO BELICCTBO B CMECTa, KOCTO
ciesiBa Aa ObJe MOCOYCHO B pazien 3 oT MHGOPMAIMOHHHS JIUCT 3a
0e301acHOCT.

Korato ca Hamuie CKCIICPUMCHTAJIHA JaHHHU, TC II0 IMpPaBUIO CC
IOJI3BAaT € MNPEAUMCTBO IIPEa MOJCIU U IMPOrHO3U.

12.5. Pesynratu or ouenkara na PBT n vPvB

Korato ce u3nckBa JokIaj 3a 0€30MaCHOCT HA XUMUYHOTO BEIIECTBO,
TpsiOBa Ja ce MpeAcTaBsAT pe3ynTatute oT ornenkara Ha PBT u vPvB,
KaKTO ca JIaJIeH! B JIOKJIA/1a 3a 0€3011acHOCT Ha XUMHUYHOTO BEIECTBO.
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12.6. Jlpyru HeGuiaronpusiTHu edexTa

Koraro e Hanuue, ce BKIFOYBA HHPOPMALMS 32 BCHYKH APYTH HebOma-
rompusTHH e(eKTH BBPXY OKOJHATa Cpela, KaTo Chada B OKOJHATA
cpea (EKCro3uIusi), CIOCOOHOCT 3a (DOTOXMMHYHO OOpa3yBaHe Ha
030H, CIOCOOHOCT 3a paspyllaBaHe Ha O030HA, CIOCOOHOCT 3a
yBpeXIaHe Ha CHJOKPUHHATA CHCTEMa W/WIM TIOTCHIHAT 32
rJI00AJIHO 3aTOIUISHE.

13. PA3JIEJT 13: Obesspescoane na omnadvyume

To3u pazzen or MHPOPMALMOHHHUS JIUCT 338 0E30MIACHOCT MPEIOCTABS
uHdOpManUs 3a HOAXOSIIOTO YIPaBICHHE HA OTHAIBLUTE MO
OTHOIIICHWE Ha BEMIECTBOTO WM CMECTa H/WIM OIMAKOBKHUTE WM, C
Lea Ja ce MOJNOMOTHE JbpiKaBaTa WICHKA, B KOATO € IPEIOCTaBeH
MH(OPMAIIMOHHUSAT JIHCT 32 OE30IMACHOCT, Ja HaOelekn Oe30MacHH U
€KOJIOrOChOOPa3HU BapHaHTH 3a YIPAaBICHHE HA OTMAABIUTE, OTrO-
Bapsiin Ha wu3nckBaHusita Ha JlupektumBa 2008/98/EO ma Espo-
neiickusa mapnamenT W Ha Cobeera (1). MudopmManusTa, KosATO € OT
3HaYeHHEe 3a 0E30MMaCHOCTTa Ha JIMIATA, W3BBPIIBAIIM JCHHOCTH 110
yIpaBlICHHE HAa OTMAIBLHUTE, IOMBJIBAa MPEIOCTaBEHATa B pasien 8
uHpOpMALHSI.

Korato ce m3uckBa moxiaj 3a 6e30MaCHOCT HA XMMHYHOTO BEIECTBO
1 KOraTo ¢ HaIpaBeH aHAIM3 HA OTHAJb4HMA eTall, MH(pOpManuaTa
OTHOCHO MEPKHTE 3a YNpaBJICHUE HA OTHAABLHUTE TPAOBA J1a € B CHOT-
BETCTBHE C WICHTU(UIMpPAHUTE B JOKIaAa 3a O€30MacHOCT Ha
XUMHYHOTO BEIIECTBO YNMOTPeOM U ChC CIEHAPHUTE HA EKCIIO3UIHSA
OT J0KJIaja 3a 0e30IacHOCT Ha XMMMYHOTO BEIIECTBO, BKIIOYCH B
HPHIOKEHHETO KbM MH()OPMALMOHHUS JIUCT 3a 0€30IaCHOCT.

13.1. MeToau 3a TpeTHpaHe Ha OTHATBIH

B to3m noapasaei oT I/IHd[')OpMaIII/IOHHI/IH JIUCT 3a 0€30IacHOCT:

a) ce MocoYBaT KOHTEHHEPUTE W METOAUTE 3a TPETHpaHe Ha OTma-
JUBLIUTE, BKJIIOYUTENHO ITOJXOMSIIMTE METOJM 3a TPETUpaHe Ha
OTHAABIUTE KAKTO 110 OTHOIICHHE Ha BEIIECTBOTO WM CMECTa,
TaKa M M0 OTHOIICHHE Ha BCSAKA 3aMbPCEHA OINAKOBKA (Hampumep
n3rapsiHe, pelUKInpaHe, IeNOHUpaHe);

6

=

ce TocouBaT (U3MYHUTE/XMMHUYHUTE CBOWCTBA, KOMTO MOTrar Ja
OKa)KaT BB3/ICHCTBUE BBPXY BAPUAHTUTE 32 TPETHpaHE Ha OTIa-
JUBLIUTE;

B

~

HE CC€ HacbpyiaBa 0663Bpe}1{£{aH6T0 IOCPEACTBOM H3XBBPJISIHE B
KaHaJIM3allMOHHATa CHUCTEMaA,

T

~

Koraro ¢ uenec%oGpmHo, ce Ha0Oels3BaT ClienuaiHy IpearnasHu
MCEpKM 1[I0 OTHOWICHHWE Ha BCCKU IPEHOpbHYUAH BapHUaHT 3a
YIIpaBJICHUE HA OTHAABbLUTE.

[Toco4Bar ce BCHUKM CBBP3aHU C OTMAABIUTE pasnopeadou Ha Cpro3a,
KOHTO ca OT 3HAUCHHe, WJIM NpH JIMIcata Ha TAKWUBA, BCHYKU
OTHOCHMH HALMOHAIHW WJIM PETHOHAJIHU pa3nopendd, KOUTO ca B
cuIa.

14. PA3JIEJI 14: Hughopmayua omnocno mpancnopmupaneno

B To3u pasmen or uHGMOPMALMOHHMS JIHCT 3a O€30IaCHOCT ce
HpeoCTaBs OCHOBHA MH(OpMALMs 3a KiIacu(puKalusaTa 3a TPaHCIOp-
THPAHETO/TIPeBO3a HAa MOCOYEHHTE B pasjen | BellecTBa MIM CMECH
IO II0Ce, JKeIE3HUIH, MOPE, BHTPCIIHE BOJHU ITBTHINA WIIH BB3TYX.
Koraro He e Hamuie TakaBa HH(pOPMAIHA WIA TS HE € OT 3HAUCHHE,
TOBAa OOCTOATENICTBO CE€ MOCOYBA.

(") Hupextusa 2008/98/EO na Epomeiickus mapiaament u Ha Cbera or 19 HoemBpu
2008 r. OTHOCHO OTHAJBLUTE M 3a OTMsHA Ha ompeneneHu aupektusu (OB L 312,
22.11.2008 r., ctp. 3).
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Koraro e or 3Ha4YeHHe, B TO3M pa3Zen ce NpeaocTaBsi HHPOpMaIHs 3a
TPAHCIIOPTHATA KJIACH(UKAIMS 10 BCHYKM INPUMEPHM IIpaBWiIa Ha
OOH: Espormeiickata crorogba 3a MEXIyHapoAeH IpeBO3 Ha
omacuu ToBapu 10 1moce (ADR) (1), [IpaBuiHUKa 32 MEKIyHAPOJIEH
JKeJIe30NbTeH TpaHcrmopt Ha omacan ToBapu (RID) (?) u Espo-
HEHCKOTO CHOpasyMEHHE 3a MEXKIyHApOASH IPEeBO3 Ha ONACHU
ToBapH 10 BbTpemnure BoaHu mbruma (ADN) (%), karo u Tpute ca
BBBEJICHH B  3aKOHOJATEJCTBOTO  mocpenacTBoM  Jlupexrusa
2008/68/EO na Eppomeiickust mapiament u Ha CbBeTa (*), KakTo H
MexayHapoHHSI KOJEKC 3a IPeBO3 Ha OIAaCHH TOBApU IO MOpe
(IMDG) (°) (mo mMope) u TexXHHYECKHTE MHCTPYKIMH 3a Oe30IMaceH
npeBo3 Ha onacHu ToBapu 1o Bh3ayxa (MKAO) (°) (mo BB3ayx).

14.1. Homep no cnucska na OOH

IlocouBa ce HOMepbT no crnucbka Ha OOH (T.e. YeTHpU3HAYHMAT
WIACHTU(HKALMOHEH HOMEpP Ha BEIIECTBOTO, CMECTa MM H3JIEIHETO,
npes Koiro ca minucanu OykBute UN) 1o mpuMepHHTE IpaBHiIa Ha
OOH.

14.2. TouHo HaMMeHOBaHHe HA MpaTKaTa mo cnucbka Ha OOH

ITocouBa ce TOYHOTO HAMMEHOBAaHHME Ha IpaTKaTra Mo CIUChKA Ha
OOH or npumepnure mnpaBmwia Ha OOH, ocBeH ako To He €
MOCOYEHO KaToO MACHTU(UKATOP Ha Mpoaykra B moapasznen 1.1.

14.3. Kiac(oBe) Ha omacHOCT NMpH TpaHCIOPTHPaHe

ITocouBar ce KiachbT Ha OMACHOCT HPH TPAHCIOPTHpaHe (M EBEH-
TyaJIHd JIONIBJIHUTEIHN PHCKOBE), ONMpEJCICHH 3a BEIIeCTBATA HWIIH
CMeCHTE Bb3 OCHOBA Ha IpeoliiajaBalara OnacHoCT, KOSTO Te Ipel-
CTaBIISIBAT, B CHOTBETCTBHE C NpuMepHuTe npasuia na OOH.

14.4. OnakoBb4yHa rpyna

IlocoyBa ce HOMEPHT HA OMAKOBBYHATA TpyMa IO MPUMEPHHUTE
mpaBmia Ha OOH, ako TakbB ce mpuiara. HoMepbT Ha omakoBbUHATA
Tpyma € Ompe/elieH 3a JaJCHH BEIIeCTBAa B 3aBHCHMOCT OT CTEIEHTa
Ha OMACHOCT, KOSITO TPEICTaBIISBAT.

14.5. OnacHOCTH 32 OKOJIHATa cpela

ITocouBa ce namu BEMIECTBOTO MJIM CMECTA IPEJACTaBIABAT ONACHOCT
3a OKOJIHAaTa Cpefia ChIVIACHO KPUTEPUHTE HA NPUMEPHUTE MpaBMiIA Ha
OOH (orpasenn B Komexca IMDG, ADR, RID u ADN) w/umu
3amMbpcsaBa Mopckute Boau, cbriaacHo Kopexca IMDG. Axko ce
paspeliaBa HpPEeBO3bT Ha BEIIECTBOTO WJIM CMECTa IO BBTPEILIHH
BOJIHM ITBTHUIIA IIOCPEJICTBOM TAaHKEPU WIIM T€ ca NPEJHA3HAYCHHU 3a
TaKbB BHJ MPEBO3, C€ MOCOYBA JajiM BEIIECTBOTO WIIM CMECTa B
TaHKEpHUTE IPEJCTaBIsABa ONACHOCT 3a OKOJHATA CPejla caMo B ChOT-
BercTBHe ¢ ADN.

14.6. CneuuajHu npeana3sHu MepKHd 3a NoTpeduTeuTe

ITocouBa ce wmH(bOpPMAIMS OTHOCHO BCHYKH CHCUHATHU MPEIIa3HU
MEpKH, KOUTO MOTPEOUTENSAT Clie[Ba WM TPsSOBa J1a B3eMe, WM 3a
KOUTO [1a € OCBEJOMEH, 10 OTHOIIEHHE Ha TPaHCIIOpTa WIH MPEBO3-
BaHETO, KAKTO B CBOHMTE OOEKTH, TaKa M H3BBH TSX.

(") VixoHomuuecka komucusi 3a Epora Ha OpraHusaupsita Ha OOCIAMHEHHTE HALMH, TEKCT,
npunoxuM ot 1 suyapu 2015 r., ISBN 978-92-1-139149-7.

(%) Tpunoxenne 1 kbM mputypka b (ExuHHM mnpaBuia 3a J0roBopa 3a MEXJIyHapOJieH
JKEJIE30IIbTCH IPEBO3 Ha TOBapH) KbM KOHBEHLMATA 3a MEXIYHAPOLHH )KEIC30IbTHH
npeBo3H, TeKeT B cuia ot 1 stuyapu 2009 r.

(%) Pemaxtupan texcr kM 1 syapu 2007 .

(*) Hupextusa 2008/68/EO wna Esponeiickust mapiamenT u Ha CbBeta OT 24 cenreMBpH
2008 r. OTHOCHO BBTpEIIHMS INpeBo3 Ha omacHu ToBapu (OB L 260, 30.9.2008 r.,
ctp. 13).

(°) Mexaynapoana Mopcka opranmsauust, usganue 2006 r., ISBN 978-92-8001-4214-3.

(°) TATA, usnanue 2007—2008 .
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14.7. TpancnopTHpaHe B HAJIMBHO ChCTOsIHME ChIJacHO aHeke Il kbM
MARPOL n Koaekca IBC

HacrosimusT moapaszen ce mpuiara caMo KOraTo TOBapHTe ca Mpeji-
Ha3HA4YeHH 3a MPEBO3 B HAIMBHO CHCTOSHHE B CBOTBETCTBUE ChC
CJIC/IHUTE aKTOBE Ha MeXIyHapoaHaTa MOpPCKAa OpraHM3allMsi: aHEKC
II kxbM MARPOL u Koxaekcst IBC.

ITocouBa ce HAMMEHOBAHMETO HA MPOJYKTA (AKO € Pa3IM4HO OT MOCO-
YEHOTO B mojpaszen 1.1), KakTo ce U3UCKBA B MPEBO3HUSI IOKYMEHT U
B CBOTBETCTBHE C HAUMEHOBAHUETO, M3MOJI3BAHO B CIHCBLUTE C
HaMMEHOBAaHUs Ha MOPOJAYKTH, u30poeHn B pazgenn 17 u 18 ot
Konekca IBC unn B mocnenHoTo uspanue Ha LlupkynspHo mucmo 2
Ha Kowmwurera 3a oma3BaHe Ha MopckaTa OkonHa cpema Ha MMO
(MEPC) (!). TlocouBar ce HM3MCKBAHHUAT BHI KOpad W KaTeropusra
3aMbpCsBaHe.

15. PA3JEJI 15: Hngpopmayusa omuocno nopmamugnama ypeooa

B T031n pa3znen Ha MHPOPMALMOHHHMS JIUCT 3a OE30IIACHOCT CE OIKCBA
Jpyrata MH(pOpMauus OTHOCHO IpaBHATa ypenda 3a BEILIECTBOTO WIIH
cMecTa, KOATO Olle He € IOocoYeHa B MH()OPMALMOHHHS JIHCT 3a
Oe3omacHoCT (Karo HampUMeEp Jajld 10 OTHOIICHHWE Ha BELIECTBOTO
wi cMecra ce mpuiara Permament (EO) Ne 1005/2009 na Espo-
neiickus napiamentT u Ha Coeera (%), Permament (EO) Ne 850/2004
Ha Esporneiickuss mapinament u Ha Cobgera (%) mwim Permament (EC)
Ne 649/2012 na Epomeiickus mapnament u Ha CobBera (4)).

15.1. CneuuduyHa 3a BelleCTBOTO WJIM CMecTa HOPMaTHBHAa ypeada
WIH cneuu(UYHO 3aKOHOJATeJICTBO OTHOCHO 0€30IacHOCTTa,
31paBeTo U OKOJIHATA cpeja

IMocouBa ce wWHGOPMAUWS OTHOCHO MPIJIOKAMHUTE Pa3lMopeadH OT
npaBHarta ypemba Ha ChrO3a OTHOCHO OE€30MacHOCTTa, 3IPAaBETO W
OKONHATa cpeaa (HampuMep KaTeropust 1o Seveso/NOCOYEeHH
BemiectBa ot npuioxkenue I kbM upextiBa 96/82/EO na Coera ()
i HHGOPMAIHS Ha HALMOHAIIHO PABHHUIIE OTHOCHO CHCTOSIHHETO Ha
mpaBHata ypeada 3a BEIIECTBOTO WM CMeCTa (B TOBa YHCIIO
BEILIECTBAaTAa B CMECTA), BKIIOYUTEIHO CHBET OTHOCHO MICHCTBHSATA,
KOMTO MOJIyYaTeaT CleABa Aa MpEeanpHeMe B pe3yiaraT Ha I0CO-
gyeHuTe pasmopendu. Korato ToBa ¢ OT 3HaueHHE, CE yNOMCHABaT
CHOTBCTHUTC HALMOHAIHHM 3aKOHOJATEIHH aKTOBE HA CBHOTBETHHTE
JIbpXKaBH YIEHKH, C KOMTO C€ MHpHJIarar MOCOYEHHTE pasropeiou,
KaKTO M BCHYKH JAPYTH MEPKH Ha HAIMOHAIHO DPAaBHHMINE, KOUTO Ca
OT 3HAYCHHUE.

AKO KbM BELIECTBOTO WJIM CMECTA, 32 KOUTO CE M3rOTBsi HH(OpMALH-
OHHUSAT JIUCT 3a 0€30MacHOCT, ce MpHiarat cneuu(puyHn pasmnopenou,
CBBP3aHM C OIa3BaHETO Ha 3]PaBeTO HAa YOBEKA WJIM Ha OKOJIHATA
cpena Ha paBHumieto Ha Cblo3a (Hampumep paspelieHMs, U3/1aBaHH
o pena Ha st VII winn orpanndenus o asn VIII), Te3n pasmnopenou
ce MocoYBar.

15.2. Ouenka Ha 0e30MaCHOCTTA HA XMMHMYHO BelleCTBO MJIH cCMeC

B To3u mozpaszen or MHGOPMALMOHHUS JIMCT 3a OE€30IaCHOCT ce
MOCOYBA JaU JOCTABYMKBT € U3BBPIIMI OLIEHKAa Ha O€30IacHOCTTa
Ha XMMHYHOTO BEIIECTBO MJIM CMECTa.

(") Hupkyasipao muemo 2 Ha MEPC, BpemeHHa Kareropusaiusi Ha BELIECTBA B TEYHO
cbeTosiHKe, penakius 19, B cwna ot 17 nekemspu 2013 1.

Permament (EO) Ne 1005/2009 Ha Espomeiickusi mapmamenT W Ha CbBera OT
16 cenremBpu 2009 T. OTHOCHO BelECTBa, KOMTO HapymiaBat o30HoBHs cioit (OB L 286,
31.10.2009 r., ctp. 1).

Pernament (EO) Ne 850/2004 wa EBpomeiickust mapnament u Ha CbBera oT 29 ampui
2004 r. OTHOCHO yCTOMYMBHUTEC OPraHMYHU 3aMbPCHTEIN W 3a U3MEHEHHE Ha JlupeKTuBa
79/117/EWO (OB L 158, 30.4.2004 r., ctp. 7).

(*) Permament (EC) Ne 649/2012 na Espomeiickust napiament u Ha CbBeTa 0T 4 101M
2012 r. OTHOCHO M3HOCa M BHOca Ha omacHu xumukanu (OB L 201, 27.7.2012 r.,
crp. 60).

Jupextua 96/82/EO na CobBera or 9 nekemBpu 1996 r. OTHOCHO KOHTpOJA Ha OMAC-
HOCTHUTE OT I'OJIEMH aBapHu, KOUTO BKJIIOYBaT onacHu Bemiecrsa (OB L 10, 14.1.1997 r.,
ctp. 13).

(2

~

(3

~

(5

~
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16. PA3JIEJT 16: /Ipyea ungpopmavyusn

To3u pasgen or MHGOPMAIMOHHHS JHCT 338 OE30MACHOCT ChIbpiKa
npyra wuH(opMaius, KOITO HEe € BKIHueHa B pazgenn 1—I15, B
TOBa 4YHCIO HWH(OpPMAIMS OTHOCHO pelaKTHpaHeTo Ha uHpopma-
LIMOHHMS JIUCT 32 0E30MacHOCT KarTo:

a) Korato MH(GOPMALMOHHHUAT JUCT 3a OE30MACHOCT € PEeJaKTUpaH,
ACHO C€ II0COYBA KBJE CAa HAHECEHH NPOMEHH B MPEAXOJHATA
penakius Ha MH(GOPMALMOHHMS JIUCT 32 0€30I1aCHOCT, OCBEH aKo
TOBa HE € IOCOYCHO Ha APYro MsCTO B MH(i)OpMaL[I/IOHHl/Iﬂ JIUCT 3a
6e3omacHOCT, Hape] ¢ OOsCHEHHE Ha NPOMEHHTE, KOraTo TOBa €
nenecbobpasHo. IIpu nouckBaHe JOCTaBUMKBT HA BEIIECTBOTO HIIH
cMecTa CJIe/Ba J1a MOXKe Jia IIPEIoCTaBh OOsSCHEHUE 3a IPOMEHHTE;

6) YKasaTes uin CIIUMCHK Ha U3IOJI3BAHUTC B I/IH(bOpMaI_[I/IOHHI/ISI JIUCT
3a 0e30MmacHOCT CbKpallleHUst 1 aKPpOHUMU;

B) OCHOBHM II030BaBaHUS M HM3TOYHWIM HA JaHHU B JHUTEPaTypata;

I') MO OTHOLICHHE Ha CMECH CE yKa3Ba KOW OT MOCOYCHHUTE B 4ieH 9
ot Permament (EO) Ne 1272/2008 metoau 3a oreHka Ha HHDOP-
MaluaTa € OWI M3MOJI3BaH 3a LEIUTe Ha KiIacH(pUKalnusTa;

JI) CIIUCHK HA CHOTBETHUTE MPEAYNPEKICHHS 3a ONMACHOCT H/UIIH
npenopbku 3a 6e30macHocT. M3nucBa ce MbJIHUAT TEKCT Ha TPey-
NPEKICHUATA U TPETIOPHKUTE, KOUTO HE Ca M3ILUIO HM3IHCAHU B
paznenn 2—15;

C) CBbBCTH 3a 06y‘ICHI/IC, moaxoasamo 3a paGOTHI/IHI/ITC, 3a ga ce€
rapaHTupa OIla3BaHE Ha 3paBCTO Ha YOBCKA U Ha OKOJIHATa cpeja.

YACT b

WHdopMalMoHHUAT JIUCT 3a 0E30IacCHOCT ChAbpXKa cieAHuTe 16 3ariaBusi B
ChOTBETCTBHE C wieH 31, maparpad 6 u Hapen ¢ ToBa M30POCHHTE MOJ3aryiaBHs,
C M3KJIIOYCHHE Ha paszien 3, KbJCTO TpsOBa Ja ObAe BKIKOUYCH caMO IOJpas/iel
3.1 wam 3.2 B 3aBUCHMOCT OT IIel1eChoOpa3HOCTTA:

PA3JIEJ 1: HnenTnukanus Ha BelIeCTBOTO/CMECTa M HA APYKeCTBOTO/
NpeanpusTHETO

1.1. Wnentudukarop Ha mpoaykra

1.2. Wnentndunmpann yrmorpedW Ha BEIIECTBOTO WIIH CMECTa,

KOMTO Ca OT 3HAa4eHHe, U ynoTpeOH, KOUTO He Ce MpPernopbyuBaT

1.3. Ioapo6HM naHHM 3a JHOCTaBYMKA HA WH()OPMALMOHHUS JIHCT 3a
0e30MmacHoOCT

1.4. TenedoneHn HOMEp NpH CICHIHK CITydad

PA3JIEJ 2: Onucanne HA ONMACHOCTHUTE

2.1. Knacuduimpane Ha BEmIECTBOTO WM CMECTa

2.2. Enementn Ha erukera

2.3. Jpyru omnacHocTH

PA3JIEJ 3: Cobcrap/mHpopManus 3a CbCTABKUTE

3.1. Bemectsa

3.2 Cmecu

PA3JEJ 4: Mepku 3a mbpBa IOMOLI
4.1. Onucanue Ha MEPKUTE 3a I'bPBA MOMOL

4.2. Haii-chiecTBeHn OCTpU M HACTBIBAILMU CJIE]l U3BECTEH MEPHOI
OT BpeMe CHMITOMHU U e(QeKTH

4.3. Vkazanue 3a HCO6XOL[I/IMOCTTa OT BCJIKaKBH HEOTIIOXHH MCIU-
IAHCKHA TPHXHU U CIICHHAIIHO JICYCHHUE

PA3JEJ 5: IIpoTnBONMOKApPHU MEPKH

5.1 IoxaporacurenHu cpeacTsa
5.2. OcobeHH OMacHOCTH, KOMTO MPOM3THYAT OT BEIECTBOTO HIIH
cMecTa

5.3. CbBeTH 3a MOKapHUKAPUTE
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vM32
PA3JIEJI 6: Mepku npu aBapuiiHO H3MyCKaHe
6.1. JIn4HM TIpeAnasHu MEepKH, MpeIra3Hu CPEeICcTBA M IPOLEeIypH
NIPH CIICUIHH CITy4an
6.2. [Ipenna3snu Mepku 3a oma3BaHe Ha OKOJIHATa cpeja
6.3. Meroau ¥ Marepualy 3a OrpaHMYaBaHE M [1OYUCTBAHE
6.4. [To3oBaBane Ha Opyru pasuenu

PA3JEJ 7: Pabora u chbxpanenue

7.1. IIpeana3suu Mepku 3a Oe3omacHa paboTa

7.2. VYcnoBust 3a 6e301acHO ChbXpaHsBaHE, BKIIOYUTEIHO HECHBMEC-
TUMOCTH

7.3. Crenndnuna(u) kpaitna(u) ynorpeda(n)

PA3JEJ 8: KoHTpos1 Ha eKCNO3UIHUSATA/IMYHM NPeINa3Hu CpeACcTBa

8.1. [TapameTpu Ha KOHTPOJI

8.2. KonTtpon Ha excriozuuusra

PA3JIEJ 9: DOu3M4YHA ¥ XUMHYHU CBOMCTBA

9.1. Wudopmanust OTHOCHO OCHOBHHTE (GH3MYHA © XUMHYHH
cBoiicTBa

9.2. Jpyra undopmanus

PA3JIEJI 10: CTabmiaHOCT M PeaKTHBHOCT

10.1. PeaktuBHOCT

10.2. XHUMHYHA CTAOMITHOCT

10.3. BBb3MOXXHOCT 32 ONMacHU peaxiuu

10.4. VYcnosus, kouto TpsiOBa jga ce u30sArBaT

10.5. HecpBmecTnMu MaTepnanm

10.6. OnacHy MPOAYKTH Ha pasmajiaHe

PA3JIEJI 11:  ToxcukojornyHa uHpopmanus
11.1. Hupopmarys 3a TOKCUKOJIOIMYHHTE e(eKTH

PA3JEJI 12:  ExosoruyHa unpopmanus

12.1. ToxcuuHOCT

12.2. VYcToHUnMBOCT U pa3rpaiuMocT

12.3. Broakymynupama crioco6HOCT

12.4. [Iperocumoct B moyBara

12.5. Pesynratu ot ouenkata Ha PBT u vPvB
12.6. Jpyru HeOnaronpusTHu eeKkTH

PA3JEJI 13:  O0e3BpexkaaHe Ha OTHAXbIUTE
13.1. Metoau 3a TpeTHpaHe Ha OTIATbIU

PA3JIEJI 14: HudopManusi 0THOCHO TPAHCIIOPTHPAHETO

14.1. Howmep no cnmcska Ha OOH

14.2. TouHo Ha HaMMEHOBaHWE Ha mparkara 1o cnucbka Ha OOH
14.3. Krac(oBe) Ha omacHOCT MpH TPaHCIIOPTHPAHE

14.4. OrmnakoBpYHA Tpyna

14.5. OnacHOCTH 3a OKOJIHAaTa cpena

14.6. Crenyaiiy npearna3Hd MEpKH 3a MoTpeduTenure

14.7. TpancnopTHpaHe B HAJIMBHO ChCTOSHUE ChIIacHO aHekc I kpMm

MARPOL u Kogekca IBC
PA3JIEJI 15:  HWundopMauusi 0THOCHO HOPMATHBHATA ypeada

15.1. CriennuyHM 32 BEIIECTBOTO MJIM CMECTAa HOpMaTHBHA ypenba/
3aKOHOJATEJICTBO  OTHOCHO — 0€30MacHOCTTa, 3ApaBeTo U
OKOJIHATa Ccpefia

15.2. OreHka Ha 0€30MacHOCTTAa HA XHMHYHO BEIIECTBO MJIU CMEC

PA3JIEJI 16:  [Ipyra uadopmamnus
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1IPUJIOKEHUE 111

KPUTEPUU 3A BELHIECTBATA, PETUCTPUPAHU B KOJIMYECTBA
MEXIY 1 U 10 TOHA

Kpurepun 3a BemiecTata, peructpupanu mMexay 1 u 10 ToHa, BbB Bpb3Ka C 4JIcH
12, maparpad 1, Oyksu a) u 0):

a) BEIEeCTBa, 3a KOUTO ce mpesnonara (upe3 npuiaraneto Ha (Q)SAR i upes
JPYTH J0Ka3aTesiCTBa), Y€ BEPOSTHO OTrOBApsT HAa KpUTEpUHUTE 3a Kiacudu-
1ypane B kareropust 1A win 1B Ha kilacoBeTe Ha ONMAcHOCT KAaHIIEPOTCHHOCT,
MYTareHHOCT 32 3apPOJUIIHUTE KJICTKH WM TOKCHYHOCT 3@ PEIpOIyKIHATA
wiu kputepuure oT npunoxkenue XIII;

0) BemecTBa:

i) ¢ ymorpeba(u), KOSTO Npearnosiara pasNpbCKBAaHETO WM pa3lpocTpa-
HEHHETO MM, 0COOEHO KOraTo TaKMBa BELIECTBA C€ M3MOJI3BAT B MOTPEOH-
Tesncku P> M3 cvecn € wim ca BBBEICHH B MOTPEOMTEICKH H3ICIUS; 1

il) 3a kouto ce mpexamnonara (upe3 mpuiaradero Ha (Q)SAR wim upe3 apyru
JIOKa3aTeICTBa), Y€ BEPOSTHO OTroBapsT Ha KPUTEPHUTE 3a KiIacudu-
UpaHe B KOWTO M Ja € OT KJIacoBeTe WM MOJpa3JeieHusITa Ha
OMAcHOCT 3a 3[paBeTO WIM 3a OKOJHATAa Cpela ChIVIACHO PernameHt
(EO) Ne 1272/2008.
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HPHJIOKEHUE 1V

M3KIIOYEHHUSA OT 3AABJIKEHUETO 3A PETMCTPUPAHE B CBOTBETCTBUE C
YJIEH 2, [TIAPATPA® 7, BYKBA A)

EINECS Ne Ume/rpyna CAS Ne
200-061-5 D-ryunron CgH140¢ 50-70-4
200-066-2 Acxkxop6unoa kucenuaa CgHgOg 50-81-7
200-075-1 I'moko3a CgH 206 50-99-7
200-233-3 ®pykroza CgHi,06 57-48-7
200-294-2 L-mm3ua CgH4N,0, 56-87-1
200-334-9 3axapo3sa, uncta Ci,H»,04 57-50-1
200-405-4 a-tokodepmi anerat C;;Hs;O5 58-95-7
200-416-4 lNanakrosza CgH{,O¢ 59-23-4
200-432-1 DL-metnonnn CsH;NO,S 59-51-8
200-559-2 Jlakro3za C,H»,0q; 63-42-3
200-711-8 D-manuTton CgH 4046 69-65-8
201-771-8 L-copooza C¢H ;04 87-79-6
204-664-4 T'munepon creapar, unct Co HypOy 123-94-4
204-696-9 Brrineponen neyokuc CO, 124-38-9
205-278-9 Kames manrorenat, D-popma CoH;7NOs 1,Ca 137-08-6
205-756-7 DL-¢pennnanannn CoH;NO, 150-30-1
208-407-7 Harpues rmoxonar CgH;,0,.Na 527-07-1
215-665-4 Cop6uran oneatr Cp4Hy404 1338-43-8
231-098-5 Kpunron Kr 7439-90-9
231-110-9 Heon Ne 7440-01-9
231-147-0 Apron Ar 7440-37-1
231-168-5 Xenuii He 7440-59-7
231-172-7 Kcenon Xe 7440-63-3
231-783-9 Aot N, 7727-37-9
231-791-2 Bopna, nmectmnmmpana, ¢ 4YMCTOTa, HEOOXOAMMA 3a M3IOJ- 7732-18-5

3BAHETO M 3a H3MEpPBaHE HAa MPOBOJUMOCTTA, HJIH C
osm3ka yucrora H,O

232-307-2 Jlenurnan 8002-43-5

KoMIiekcHO ChequHEHHE OT MAWIIMICPHAN HA MACTHH
KHCEJIMHY, CBBP3aHU C XOJIMHOBHs ectep Ha (ocopHara
KHCETNHA

232-436-4 Menacy, XUIPOJIM3UPAHO HUILECTE 8029-43-4

KomruiekcHo CbCIUHCHUE, IIOJIYYCHO IpHU XHUJApOjH3a Ha
HapeBUYHO HHUIIECTC II0M JICICTBUETO HA KHUCEJTUHU WA
ensuMu. CBHCTOM C€ TIABHO OT d—rn}oxo3a, Maiarosa u
MaJITOACKCTPUHU
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EINECS Ne Wme/rpyna CAS Ne
232-442-7 TabcrTuna (J10#), XUApOreHUpaHa 8030-12-4
232-675-4 Jlekctpun 9004-53-9
232-679-6 Humecre (ckopOsina) 9005-25-8

BucokomnonimMepeH BbIIIEXUAPATEH MaTepHal, 0OMKHOBEHO

n00MBaH OT 3bpHEHH KyinTypu (LapeBuna, IIICHHIA,

COpro) ¥ KOPEHOIUIOAHU M TPYJKOBH KyITypH (KapTodwu,

tannoka). Chappika HHIIECTE, KOETO € Oumio mpen-

BapUTEIIHO  JKEIAaTHMHU3MPAHO 4pe3  3arpsBaHe  MpH

HaAJIMYMETO Ha BOJA
232-940-4 ManronexcTpua 9050-36-6
238-976-7 Hatpues D-rimoxonar CgH,07.xNa 14906-97-9
248-027-9 » C3 D-raynuron monocteapar € CyyHyg0 26836-47-5
262-988-1 MacTHH KHCeIMHU, KOKOCOBH, METUJIOBH €CTEpU 61788-59-8
265-995-8 Lemynosen mymn 65996-61-4
266-948-4 Timiepuu, Crg.13 1 Cg-HEHACUTEHU. 67701-30-8

ToBa BemecTBO € HUACHTU(DHUIUPAHO OT AcOIMAIMATa HA

HPOU3BOJUTEIINTE HA JACTEPIeHTH U MOBHPXHOCTHOAKTUBHU

BemiectBa (SDA) nmox nHammenoBanue: C4-Cig u Cig HeHa-

cutenn P C3 Ttpuankun rmmnepuan €, u nox SDA

Homep: 11-001-00
268-616-4 Menacy, HapeBUYHHU, AEXUApPATUPAHU 68131-37-3
269-658-6 I'muuepuan, ol MOHO-, TU- U TPU-, XUAPOTEHUPAHU 68308-54-3
270-312-1 I'munepuan, Cie.13 U C|g-HEHACUTEHH MOHO- U M- 68424-61-3

ToBa BemiectBO € HACHTU(GHUIUPAHO OT AcolHaIMATa HA

[IPOM3BOIUTEIIUTE HA JCTEPICHTH U MOBBPXHOCTHOAKTUBHU

BemectBa (SDA) mox mamMenoBanue: Ci4-Cig u Cig

» C3 uenacurenu ankui- € u Ci4-Cig n Cig HeHacuTeHu

nuankui ravuepuau, u moxg SDA nomep: 11-002-00
288-123-8 T'munepuan, Ciog 85665-33-4
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IIPUJIOJKEHUE 'V

M3KJIIOYEHUS OT 3AABJKEHUETO 3A PEITMCTPUPAHE B
CBOTBETCTBHUE C YJIEH 2, IAPATPA® 7, BYKBA B)

1. BemecrBa, kouTo ce o00padyBaT NpHM XUMHYHA pEAKIHs, NPOTHYAILA
CIly4aiiHO [pW uW3JIaraHe Ha JPyro BELIECTBO WM HPOAYKT Ha
» C3 BoazeiictBuero € Ha (akTOpu Ha OKOJIHATAa Cpela, KaTo BB3IYX,
BJIara, MUKpoOHH OPraHM3MH MIIM CIbHYEBA CBETIMHA.

2. BemecrBa, kouto ce o00padyBaT INpM XUMUYHA pEaKIHs, I[POTHYAILA
Clly4ailHO NHpH CBbXpPaHEHHETO Ha JApyro Bemectso, PM3 cmec € wm
HPOIYKT.

3. BemecTBa, KOUTO ce 00pa3yBaT NpH XUMHUYHA PEAKIMS, NPOTHYALA IPH
KpaiiHata ynorpeba Ha apyru Bemiectsa, P M3 cmecn € uWiaM NPOIYKTH,
U KOMTO HE ca NPOM3BEICHU, BHECEHM WJIM IyCHATH HA Ia3apa B CaMo-
CTOSATENEH BUJL.

4. BCIIIGCTBa, KOUTO HE Ca NMPOU3BCIACHU, BHCCCHU HJIM IIyCHATH Ha IIa3zapa B
CaMOCTOATCIICH BHJO H KOHUTO C€ 06pa3yBaT Ipyu  XUMHYHA peaknus,
Iporuyalia B CICIHUTE ClIydau:

a) KOrato CTaOWIIN3aTop, OLBETHUTEN, apOMAaTHU3UpAILl areHT, aHTHOKCHJIAHT,
I'BJIHUTEI, Pa3TBOPUTEII, HOCUTEIN, TOBBPXHOCTEH areHT, IuiacTu(UKaTop,
» C3 unxubutop Ha Koposusra W, aHTHIEHMTE] WM IEHOOTCTpa-
HABAIO  BEWIECTBO, jucneprupamy —arent, P> C3 uuxubutop Ha
yrasBaHeTo W, CYIIMJICH AarcHT, CBBP3BAILO BEIICCTBO, CMYJIraTop H
JeeMyJIratop, 00Ee3BOAHSBALL AarcHT, arjIOMEpHpAll areHT, aJXC3UOHCH
areHr, MOTOYEH Mozudukarop, pH HeyTpaau3aTop,
» C3 cexpecrepant <, KoaryJaHt, (JIOKyJIaHT, 3a0aBUTENl HA 3aNaaBaHe,
CMa3Ka, XEJIAaTCH arceHT WIM pearcHT 3a KOHTPOI Ha KadecTBOTO
(YHKLIHOHMpA TI0 MpeAHa3HAYECHHE; W

6) KOoraro  BEIIECTBO,  MpEIHA3HAYCHO  CAMHCTBEHO Ja  OCHTYPH
» C3 cnennpuuna usukoxumudHa Xapakrepuctuka «, QyHKIMOHMPa
M0 TIpeHa3HAYCHHE.

5. CTpaHI/I'-IHI/I IPOAYKTH, OCBEH aKO Ca BHECCHM WM IIyCHAaTH Ha Iiasapa B
CaMOCTOATCIICH BHU/I.

6. XuzapaTtu Ha BEIIECTBO WM XHIPAaTHH HOHHU, 00pa3yBaHU IMPH CBBP3BAHETO
Ha BEIIECTBO C BOJA, NPH TOJOKEHUE Y€ BEIIECTBOTO € OWIIO PErMCTPUPAHO
OT HPOU3BOJMTENS WIM BHOCHUTEIS, BB3MOJI3BAIL CE OT TOBA H3KIIOYCHHE.

7. Cnennute BCLIECTBA, KOUTO C€ CpeluaT B IpupoaaTra, ako HE Ca XUMHUYHO
MIPOMEHCHU!

Munepanu, pymu, P C3 pyanu  kouuentpatd <, HempepaboTeH  u
npepaboTeH MPHUPOJEH Ta3, CypoB HE(T, BHITIMIIA.

8. Cpemamu ce B npupojara BEIIECTBa, Pa3InuHU OT U30poeHuTe B naparpad
7, ako He ca XMMHMYHO IPOMEHEHU, OCBEH aKO HM3I'BbIHSABAT KPUTEPUUTE 3a
Knacuuiupane KaTo omacHH cbraacHo M3 Permament (EO) Ne
1272/2008 € unm ocBeH ako ca YCTOWYMBM, OHOAKyMyJHpamip ce H
TOKCHYHH MJIM MHOTO YCTOMYMBM M CHJIHO OMOAKyMyJMpalld Ce CIOpen
KpuTepumre, ompeneneHu B npuiaoxkenue XIII, uam ocBeH ako HoHe naBe
TOIMHYU T10-PAaHO ca MISHTU(UIMPAHU ChIJIAcHO wieH 59, maparpad 1 kato
BEILIECTBA, KOMTO MOPaKAAaT EKBMUBAJIEGHTHA CTEHNEH Ha Oe3IOKOHCTBO
ChITIAcHO wieH 57, OykBa e).

9. CrenHUTe TMOIY4YEHH OT ECTECTBEHM H3TOYHHUIIM BELIECTBA, aKO HE ca
XMMHYHO TIPOMEHEHH, OCBEH aKO H3MBJIHSABAT KPUTEPHUTE 3a Kiacudu-
1MpaHe KaTo oracHu cbritacHo JupektuBa 67/548/ENO, ¢ m3kimoveHue Ha
OHE3W, KOUTO ca KiIacu(PUUMpaHH eIUHCTBEHO Karo 3amanumu [R10],
npasHenn koxata [R38] wmiam npasHemm ouute [R36], mim ocBeH ako ca
YCTOWYMBH, OMOAKyMYJIMpAIIM C€ W TOKCHYHM WJIM MHOTO YCTOWYUBH U
CHJIHO OHOaKyMyJupaily ce CIOpe] KpPUTEPUHUTE, ONpEACiCHH B
npwioxenue XIII, wiy ocBeH ako IMOHE JBE T'OJMHM MO-paHO ca MACHTH(DU-
LIMPaHU ChIJIACHO WieH 59, maparpad | kaTto BemiecTBa, KOUTO MOPa)XJar
CKBUBAJICHTHA CTEINEH Ha OE3MOKOWCTBO ChIVIACHO 4jieH 57, Oyksa e):

Pactutennn Ma3HHHU, PACTUTEIHH Macia, PACTHTEIHU BOCHIHN; KUBOTHHCKU
Ma3HHMHHM, KUBOTHHCKH Macja, >KMBOTHHCKM BOCBHIIM; MACTHH KHUCEIMHU OT
C¢ mo Cy4 W TEXHHTE KalHWeBH, HATPHEBHU, KaIIHWEBH W MarHE3WEBH COIIH;
TIHALEPOIT.
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10.

11.

12.

CHBL[HI/ITC BCHICCTBA, aKO HE Ca XUMHUYHO IMMPOMECHCHU:

BreuHen HedTeH ras, KOHJEGH3aT OT NMPUPOJIEH ra3, TEXHOJIOTHYHH ra30Be W
KOMIOHEHTHTE UM, Kokc, P> C3 nmmentoB winHkep €, e€CTECTBEH
» C3 marnesueB okuc .

CrietHHTE BEIECTBA, OCBEH aKO M3IBJIHIBAT KPUTCPHUTE 33 KIaCH(ULIUpaHEe
Karo omacHu cbhriacHo JupektuBa 67/548/EVIO u mpu ycioBue de He
CHIbpKAT CHCTaBKH, M3IBIHABAIM KPUTEPUUTE 3a KJIACH(HUIUpPAHE KaTo
onacuu cbriacHo [upektusa 67/548/EVO, B KOHIIEHTpALUH, [TO-BHCOKH OT
» C3 naii-HuckaTa OT NMPHIOKHMHUTE IPEAETHH CTOWHOCTH W Ha KOHIEH-
Tpaus, onpenenean B JupektuBa 1999/45/EO, wmu or mnpepenHuTe
CTOWHOCTM Ha KOHIIGHTpAalMs, OMpEIeIeHd B MNpuwiokeHne | KbM
JupexktuBa 67/548/EMO, ocBeH ako [aHHU OT HAYYHH CKCIICPHMEHTH
MOKa3BaT, Y€ Te3M ChCTABKHM HE Ca HAJIMYHM IPE3 IEUs )KU3HEH LUKBJ Ha
BEIIECTBOTO M aKO MOCOYCHHTE JaHHM Ca TapaHTUPAHO TOJXOMSIIN |
HaJIeKTHU:

» C3 Crokio, kepamuianu (putu. <«

Kowmmoct u Guoras.

. Bomopon u xucnopon.
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IIPUJIOJKEHUE VI

U3UCKBAHUSA 3A UHOOPMALMS, IOCOYEHA B YIEH 10

PBKOBOJJHO VYKA3AHHE 3A WU3IIbJIHEHHUE WU3NCKBAHUATA HA
MPUJIOXEHHA VI—XI

Tpunoxennss VI—XI yrounsiBaT uHpOpManmsITa, KOSNTO C€ MPEIOCTaBs 3a
[IeJIUTE HA PETUCTpaIMiTa W OIeHKaTa chritacHo wieHoBe 10, 12, 13, 40, 41 u
46. CraHgapTHUTE M3MCKBAHUS 33 HAM-HUCKHUS KOJIMYCCTBEH Mpar ca MOCOYCHH B
npunoxenne VII u Bceku mbT, KOraTo ce JOCTUTHE O HOB KOJIMYECTBEH Mpar, ce
00aBSAT M3MCKBAHUITA Ha CHOTBETHOTO MpHiiokKeHHe. KOHKPETHUTEe M3UCKBAHHUS
KbM HH(OpMaIMsATa 3a BCSIKAa PETHCTpPAlUS CE pa3nyaBaT B 3aBUCUMOCT OT
KOJIMYECTBOTO, ymoTpebara W ekcrmosunusta. [lopaam ToBa MPHIOKEHUATA
clieiBa 7a c€ PAas3riIekAaT Karo €IHO IUI0 M BBB B3aMMOBPB3Ka C OOIIUTE
M3UCKBaHHS 33 PErHCTpAlns, OLUCHKA M 3aJBJDKEHHETO 3a HaOIo/ICHHE.

CTBIIKA 1 — CBbBUPAHE U CIIOAEJIIHE HA CBILECTBYBAILIATA
NHOOPMALMA

Perucrpupamoro nuue TpsdBa na chOepe BCHUKHM CHIIECTBYBALIM JTaHHU OT
M3IMTBAHMATA HA BELIECTBOTO, KOETO IO/UISKM HA PErucTpalus, Karto TOBa
MOXKE Jla BKJIIOYBA JIMTEPATYpHU INPOYUBAaHHs HAa HajlMuHata MHOOpMAIMs 3a
BeniecTBOTo. Korato e BB3MOXKHO, B CHOTBETCTBHE ¢ wieH |1 wmmm 19, peruct-
paHTUTEe MOrar naa ObJaT CBBMECTHO HpeicTaBeHH. ToBa OM IO3BOJIHIO
CIOJENIsHEe HAa JAaHHUTE OT W3MUTBAHHUATA, KATO IOCPEACTBOM TOBA ce HM30erHe
MIPOBEKIAHETO HA M3JIMIIHK M3MHUTBAHUS U CE HAMAIAT Pa3Xxoaute. PerucTpanTsT
MOXE CBIIO Ja ChOepe BCSKaKBa Apyra HajlM4HAa U CbOTBETCTBAIA MH(OpMALUs
3a BELIECTBOTO, Oe3 3HAUCHHE JAJIM C€ M3MCKBA M3IUTBAHE 3a OINpeJieieHa KpaiiHa
TOYKA, MJIM HE 3a OIPE/eNICH KOJIMYeCTBeH rpar. Tyk Moxe Ja Obje BKIIOUCHA U
uHpopManus OT anTepHaTHBHH H3TouHHIM (Hanpumep oT (Q)SARs, penatuBHa
uH(pOPMALMS OT APYTH MOJOOHM BEILIECTBA, JAHHU OT CNUIEMHOJIOTUYHHU in Vivo
W in Vitro M3NUTBaHWs), KOUTO MOTaT Ja IOJINOMOTHAT WACHTU(QHIMPAHETO Ha
HaJMYMe WIM OTChCTBUE HA ONACHM CBOMCTBA NP BEIIECTBOTO M MOTrar ja
3aMEHST PEe3YJITATHTE OT M3MHUTBAHUS C )KUBOTHH.

JlombaauTtenHo TpsaoBa na Obae cbOpaHa HHGOpPMaLUTa 32 eKCIO3ULHATA, YIOT-
pebara M MEpKUTE 3a YNpaBJICHHC Ha PUCKa B CBHOTBETCTBHE C wieH 10 u
HACTOAIIOTO TpHIIOKeHNe. PasriiexaaneTo Ha msuiaTa Ta3u chOpaHa MH(MOpMAIys
KaTo IISUIO I TTIO3BOJIM HAa PETUCTPAHTA 1A ONPENEIH HYXAUTE OT ChOMpPaHeTO Ha
JOIBJIHUATENHA UHPOPMALIHSI.

CTBIIKA 2 — PA3IJIEXIAHE HA HEOBXOJUMOCTTA OT
NHOOPMAILMA

PerucTpanThT ycTaHOBsBA KakBa MH(OpPMALKs € HEOOXOAUMA 3a PETHUCTPALHATA.
IIbpBo, TpsiOBa 1aa ce WISHTHQHUIMPA CHOTBETHOTO TPUIOKEHHE HIIU
MPHJIOXKEHHS B 3aBHCHMOCT OT KOJNHYECTBOTO. Te3W MPHIIOKEHHS BKIFOUBAT
CTaHAapTHUTE WHOOPMALMOHHM W3MCKBAaHWs, HO CJEABA 1a CE pasriexIaT BbB
Bpb3Ka ¢ npwiokenue XI, KOETO Mo3BoJIsIBa BapUpaHe OT CTAHIAPTHHUS MOAXO,
KOTraTo TOBa MOe jAa Obae obocHoBaHo. U mo-crienmanHo, wmHbOpManusITa 3a
EKCIIO3UIIUATA, YIIOoTpeOaTa u MEPKHUTE 3a yIIPABIEHHE Ha PUCKA CE pasriexkia Ha
TO3W eTarl, 3a Ja ObJaT YCTAHOBEHHW HYXKIHUTE OT MH(OPMAIHMS 3a BEIIECTBOTO.

CTBIIKA 3 — JIMIICA HA UHOOPMALIMA 3A UWIEHTUDOUIITUPAHE

Tyk perucTpaHTbT CpaBHSABA HEOOXOIMMOCTTa OT ome uHQoOpManus 3a
BEILIECTBOTO C Beye HajaMyHata uHQOpManus M [a yCTaHOBM [alu BCE OILE
nurca nHGOpManusa. Ha To3u eTam e BaKHO [a ce YCTaHOBU JAlH MMa CHOT-
BETHHUTE JIAaHHM B HAJIMYHOCT M JIaJIM T€ Ca JOCTAThYHO MPEJICTABUTENHM, 3a Ja
OTrOBOPAT Ha U3MCKBAHMATA.

CTBIIKA 4 — CTPATETHA 3A TEHEPMPAHE HA HOBU JJAHHU/IIPE/I-
JIATAHO ITPOBEXJAHE HA M3IIMTBAHUA

B msaxoun cnydyan He € HEOOXOIMMO J1a ce TeHepupaT HOBH JaHHU. Bvrpexu ToBa
obadve, KOraTo MMa JmIca Ha HHQOPMaILHs, KOITO TpsaOBa 1a Ob/e MOMbJIHEHa, €
HeoOxoauMo f1a Obaar reHepupanu HoBu JaHHU (punoxkenust VII u VIII) wn ce
mpeuiara CTpaTterus 3a NpoBekaaHe Ha mi3nuTBaHusA (mpuwiokenHus X m X) B
3aBUCHUMOCT OT KOJIM4YeCTBOTO. HOBM M3MUTBaHUS ¢ TPbOHAYHM JKMBOTHH CIIEIBa
na ObJaT NMPOBEKAAHW WM TPEUIaraHd caMo KaTo IOCNIETHO CPEACTBO, CIIeN
H3YepIBaHe HAa BCHYKU APYTH M3TOYHMIM HA JaHHU.
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B Hskom ciaywyam npaBuiaTa, noctaHoBeHu B npuiioxeHus VII—XI moxe na
W3UCKBAT Jla OBJAT MPOBEIACHU ONPEJCICHN W3MUTBAHMSA IIpeId WIH B
JIOI'BJIHEHHE KbM CTaHIAPTHUTE M3MCKBAHUS.

BEJIEXXKU

Benexcrka 1: AKO e TEXHUYECKH HEBBH3MOKHO WIIM aKO HsAMa Hay‘IHOO6OCHOBaHa
H606X0[[I/IMOCT 3a TIOJIy4YaBaHE Ha I/IH(bOpMaHI/IH, Tpfl6Ba SICHO ga C€ mocodar
TPUYUHHUTE 3a TOBA, B CBOTBETCTBUE C KOHKPETHUTE YCIIOBUA.

Benexcka 2: PCFI/ICTpaHTT)T MOXKE Jla IOXKejlae Aa 3asiBU Olpe/AeiiCHa I/IH(bOp-
Manuys, npejacraBeHa B perucTpallioOHHOTO JOCHE 3a ,,TbPIrOBCKH '-IyCTBI/ITeJIHa“,
Thi KaTO HEMHOTO OOSIBSIBAHE € BBH3MOXKHO TBProBCKO Ja My HaBpe€au. B TakbB
cnyqal‘/i, TOU 1/136p05{Ba TE€3W TOYKH U ce 00OCHOBaBa 3a TOBA.

NH®OPMAILMA, IIOCOYEHA B YJIEH 10, BYKBA A), I —V)
1. OBIIA MHO®OPMALIMA 3A PETMCTPAHTA

1.1. Perucrpant
1.1.1.  HMwme, angpec, Tenedonen Homep, Gakc M aipec HA €IEKTPOHHA I0IIa
1.1.2.  Jluue 3a KOHTpaKT

1.1.3.  MecromnonoxxeHne Ha IUIOMIAJKUTE 338 MPOMU3BOJICTBO M 3a COOCTBEHO
moTpedieHne, ako UMa TaKuBa

1.2. CBHBMECTHO TIPE/ICTaBsIHE HA JTAaHHU

Wien 11 wnm 19 mpenBmwkiga yacTM OT perucTpanysTa Ja Morar aa
OBJaT MPEJICTAaBeHN OT BOJCIIUS PErHCTPAHT, KOMTO JeiicTBa OT MMETO
Ha JApPYTHTe PEruCTPaHTH.

B To3m cayuall BOACIIMAT PErHCTPAaHT TpsiOBa Ja HASHTHHIMpPA
JIPyTUTE PEruCTPAaHTH, MOCOYBAMKHU:

— TAXHOTO MMe, ajpec, TeneoHeH HoMep, (akc M aJpec Ha esek-
TPOHHA IIOLIA,

— YacTH OT HACTOAIIATa PErHCTpaLus, KOSTO C€ Ipuiara CbBMECTHO C
JpPYTrUTe PEerucTpaHTy.

TpsibBa ma ce ymoMmeHe HOMepbT(aTa), MOCOYEH B HACTOSIIOTO
MpUIokKeHue wid B npuwiokenust VII—X, korato e ymecTHo.

Bcekn OT apyrute perucTpaHTH MACHTH(UIMpA BOJCIIUS PErHCTPAHT,
KOWTO IO NMpeACTaBisiBa, KaTO IOCOYBA!

— HEroBOTO HMe, ajpec, TenedoHeH HoMep, (akc M agpec Ha eleK-
TPOHHA TOIIa,

— YacTH OT PErHCTPalHsATa, KOWTO C€ MPEIACTABAT OT BOICIIHS
PETUCTPaHT.

TpsibBa nma ce ymnomMeHe HOMepbT(ara), MOCOYEH B HACTOSIIOTO
MpUJIOKEeHNe Wi B mpwiokenus: VII—X, korato e ymecTHo.

1.3. Tpern cTpaHu, MOCOYEHU CHIVIACHO 4ieH 4
1.3.1. HNwme, aapec, tenedonern HoMmep, (akc U agpec Ha CICKTPOHHA IOIIa
1.3.2. Jlume 3a KOHTaKT

2. WJIEHTUOUIIMPAHE HA BEIIECTBOTO

Wudopmanusita, mpeacTaBeHa B TO3M pas3[ell 3a BCIKO BEIIECTBO, €
JOCTaTh4YHA, 3a Jia T[O3BOJIM HICHTH(DUIMPAHETO HA BCAKO OT
BemiecTBaTa. AKO TOBAa € TEXHHUECKH HEBB3MOXKHO MIIM aKO HsAMA Hayd-
HOOOOCHOBaHA HEOOXOAMMOCT 3a MOJydaBaHe Ha MH(OpMALUs 3a eaHa
WIH TIOBEYE OT TOUKHTE IO-I0Jy, IPUIMHHUTE SICHO C€ MOCOYBAT.
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2.1.

2.2.

2.2.1.

222.

2.2.3.

2.3.

3.1.

3.2.

3.3.

3.4.

3.5.

HauMenoBanust wim Apyru I/IL[eHTI/I(bI/IKaHI/II/I Ha BCAKO BECHICCTBO

HaumenoBanue(st) cwpriacHo HoMenkiatypara Ha IUPAC wmu apyro
MEKIyHAPOJHO XUMHYHO HaWMEHOBAaHHE(s)

Jlpyru HauMmeHoBaHus (0OMYaitHO, THPrOBCKO, abpeBUaTypa)
EINECS mmn ELINCs HOMep (ako € HaJauueH M aKko € YMECTHO)
CAS nomep u CAS nanmeHOBaHME (aKO Ca HAJIMYHH)

Jlpyru uaeHTUGUKALMOHHY KOJOBE (aKO ca HaJIUYHH)

MNudopmanus, cBbp3aHa ¢ MOJEKyJlIHaTa M CTPyKTypHara ¢opmyia Ha
BCSIKO BEIIECTBO

MoriekyliHa W CTPYKTypHa (opMyla (BKIIOUHTEIHO HOTALMS 110
SMILES, ako e nanmyHa)

Wudopmarust 3a onTUYHAaTA aKTUBHOCT M XapaKTEPHOTO CHOTHOIICHHE
Ha (cTepeo) m3oMepuTe (aKo € MPHIOKUMO U YMECTHO)

MouteKkyJIHO TEerJIo WIIM MOJEKYJIHO TErJIOBHO pasmpe/eeHne
CbeTaB Ha BCAKO BELIECTBO

Crenien Ha unctoTa (%)

Bun Ha npuMecure, BKIIOYUTEIHO M30MEPH U CTPAHUYHU HPOLYKTH
ITporieHTHO ChAbpKaHHE HA (3HAUUMHUTE) OCHOBHHUTE MPUMECH

Bun n xommuectBo (...ppm, ... %) Ha BCHYKM J00aBKH (Hampumep
CTaOMIM3UPAIIN areHTH MM MHXHOUTOPH)

JlaHHU OT CHeKTpajieH aHaiau3 (YJITPaBUOJIETOB, HH(PPAYEPBEH, SIPEHO-
MArHHTCH PE30HAHC MM MAcCCIEKTPOrpadCKu)

BucokoedekruBHa TeuHa xpomarorpadus, razxpomarorpadus

OnucaHne Ha aHAJUTHYHUTE METOAM WM TMOJXojsiiia Ombinorpadceka
crpaBka 3a HICHTH(UIMpaHEe Ha BELIECTBAaTa M, KOraro € YMECTHO, 3a
uaeHTuuIMpane Ha npumecute U jpodaskure. Tasum unpopmanus e
JI0CTaTh4yHa, 3a Jia T03BOJIH BB3IPOU3BEKIAHE HA METOJHTE.

MHOOPMAIIMSA 3A IMPOM3BOJACTBOTO U YIIOTPEBATA(UTE)
HA BEHIECTBOTO(ATA)

O6LLIO MIPOU3BOACTBO, U3IOJI3BAHU KOJMYCCTBA MPHU MPOU3BOACTBOTO Ha
H3JACJIIUETO, KOCTO IOMJICKH Ha perucrpanus, W/WIM BHOC B TOHOBE 3a
PErucTpaHT 3a rogvuHa BbB:

KanennapHara roguHa Ha perucrpanusiTa (0O4akBaHO KOJIHYECTBO)

B cnyqaﬁ Ha TPOU3BOAUTEII Ha BCUIECTBO WJIM HA MNPOU3BOJAUTEII Ha
U3OCITTUA: KpaTKO OIMMCaHUE€ Ha NpWIaraHusad TEXHOJOIMYCH IPOLECC IpU
TPOMU3BOJACTBOTO HA BEIIECTBOTO HWJIM MNPHA MPOU3BOACTBOTO Ha
U3aciusATa

He ce usucksa YTOYHSIBAHE Ha JeTaiyiuTe Ha Iporneca, 0COOCHO OHE3U
OT THPrOBCKU YYCTBUTCIIHO €CTECTBO.

ITocouBaHe Ha KOJUYECTBOTO, H3IOI3BAHO OT MPOU3BOIUTEIS 32
cobctBeHa ynorpeda(u)

®opma (Bemecto, PM3 cvec € wiM cTOKa) WWIM  (QU3HYHO
ChCTOSTHME, 1MOJ (opMara Ha KOHTO BEIIECTBOTO Mie ObAe JOCTHITHO
JI0 TOTpedUTeNIuTe HAI0Ny MO Bepurara. KOHLIEHTpals WK KOHICH-
TPALlMOHHH TPaHMLM Ha BemlecTBoto B PM3 cmecute «, xouto e
ObaT JOCTBHIHU 3a MOTPEOMTEINTE HAZOIY MO BEpHraTa W KOJHYECTBA
Ha BELIECTBOTO B H3JEIHATA, KOMTO M€ OBJAT JOCTHIIHM 3a MOTpeOu-
TENMTE HAJOJy MO BepHraTta.

Kpartko o6mio onucanue Ha uaeHtuduUipanara ynorpeda(u)
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3.6.

3.7.

4.2

43

5.1

5.2.

5.3.

5.4.

5.5.

5.6.

5.7.

5.8.

5.8.1.

5.8.2.

5.8.3.

Wudopmanus 3a KoIH4ecTBaTa H CbCTaBa Ha OTHAaIbLUTE, (OPMHUPAHHU B
pesynTaT Ha IIPOU3BOACTBOTO Ha BELIECTBOTO, IIPUIOKECHUETO My B
u3zienus U MIEHTU(GUIUpPAHU YIoTpeOu

HemnpenopsuBauu ynorpebu P M7 (Bx. pasgen | or uHdopMamoHHUS
T 3a 6e3zomacHocT) <«

Koraro e npuioxumo, ce Moco4ysaT yIOTPeOUTE, KOMTO PErHCTPaHTBT
HE IPEropbhuBa M MPUYMHUTE 3a TOBA (T.C. 3aKOHOBO HEPEIJIAMEHTH-
paHNTe MPEeHoppKH OT pocTaBuymka). HykxHO € ma ce B3eMe IOX
BHUMAaHHE, Y€ HE € BB3MOXHO Ja c¢ M30pOAT M34epIaTesHO HEIPEero-
pBUBAHUTE YHOTPEOU.

KIIACU®UKALMA N ETUKETUPAHE

Krnacudukamusra 3a onacHOCT Ha BeriecTBoTo(ara), pe3ynrar OT Mpuiia-
ranero Ha assoBe | u II or Permament (EO) Ne 1272/2008 3a Bcuuku
KJIACOBE M KATErOPHU Ha OMACHOCT B IIOCOYEHMS PErJIaMeHT.

OcBeH TOBa 3a BCAKO BIIMCBAHE ce¢ OTOCIA3BAT NPUYMHUTE, HOPANU
KOMTO HE € ompeseieHa KiacHdHKalus 3a Kiac Ha OINACHOCT WM
HOJpa3felicHHe Ha KJIAac Ha OIACHOCT (Jalu JIMICBAT JaHHW, Jald
JAaHHUTE Ca HEJIOCTAThYHH 3a (OPMYNHpaHE Ha 3AKIIOYCHHE WIH Ca
JOCTaTBUHU 32 (OpMyJIHpaHEe Ha 3aKIIOYCHHE, HO HEJOCTAThUHU 3a
K1acupuIHpaHe).

ETHKeThT 3a OIACHOCT Ha BelIECTBOTO(ara), MPOM3THYAI OT IpHIia-
raneto Ha jsut 111 ot Permament (EO) Ne 1272/2008.

CneuuUyYHN  HpeesHd  KOHLEHTPALUMH, KbAETO Ca IPUIOKUMH,
npousTHYamy oT npuiaaraHero Ha wiedn 10 or Permament (EO) Ne
1272/2008.

VKA3AHUA 3A BE3OITACHA VYIIOTPEBA 110 OTHOIIEHUE HA:

Tasn uHbOpMaIMs CHOTBETCTBA Ha IOCOYEHATa B HMH()OPMALMOHHHS
JUCT 3a 0e30MmacHOCT, KOrato TakbB HMH(GOPMAIMOHEH JIUCT 3a
0e30MmacHOCT ce M3HMCKBA ChIIACHO 4ieH 31.

Mepku 3a oka3BaHe Ha IbpBa oMol (3ariaBue 4 0T HHGOPMALIMOHHHS
JIMCT 3a 0e30IacHOCT)

Mepku mpu raceHe Ha noxkap (3ariaBue 5 ot HHGOPMALMOHHHUS JIKCT 3a
0e301macHoCT)

Mepku mnpu aBapHiiHO H3IMycKaHe (3aryiaBue 6 OT HMH(POPMAIUOHHHUS
JIHCT 3a 0E30MMacHOCT)

Pabora ¢ BemiecTBOTO M ChXpaHeHue (3aryiaBue 7 OT MH(OPMALMOHHUS
JIMCT 3a 0e30IacHOCT)

Wudopmanms 3a TpaHcnopTupanero (3ariaBue 14 oT nHGOpManMoOHHHS
TUCT 32 0E30MacHOCT)

Koraro He ce m3uCKBa qOKIa1 3a O€30MACHOCT HA XMMYHO BEIIECTBO, CE
M3UCKBA CIIEAHATA JOMBJIHUTEHA WHPOPMALIHUS:

KoHTpon npu ekcro3uius/nu4Hu MpeAna3Hu CpejacTBa (3ariaBue 8 or
UHMOPMALMOHHUS JIUCT 3a 0E301acHOCT)

CrabuiHOCT U peakTUBOCTIOCOOHOCT (3armaBue 10 or mH(OPMAIHOHHUS
JUCT 3a 0E30MacHOCT)

O06e3Bpex/aaHe Ha OTMAIBINUTE

O06e3Bpexaane Ha oTagbUUTe (3ariaBue 13 0T MHPOPMALMOHHUS JTUCT
3a 0e301acHOCT)

Mudopmanus 3a peuukiupaHe M METOIH 3a 00e3BpexJaHe, NpeHa3-
HayeHa 3a NPOMHUIILICHOCTTA

Wndopmarms 3a pendKiIMpaHe W METOIAM 3a 0o0e3BpexkaaHe, MpeaHas-
Ha4yeHa 32 MAaCOBHTE MOTpeOUTENN
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6.2.

6.2.1.

6.2.2.

6.3.

NHOOPMALMA 3A EKCIIO3ULIMATA 3A BEIIECTBA, PETUC-
TPUPAHW B KOJIMYECTBA MEX/JAY 1 U 10 TOHA 3A
T'OJUHA 3A TTPOU3BOJUTEII MJIM BHOCHUTEII

OcHoBHa KaTeropusi Ha ynorpeoa:

a) MHIyCTpHalHa yrnorpebda u/uimm

0) mpodecnonanHa yrnorpeda u/uim

B) moTpebuTencka yrnorpeda
Crienndunupane npu WHIYCTPHATIHA U HpodecnoHanHa yrnoTpeda:
a) ynorpeba B 3aTBOpEHa CHCTEMa, M/WIIH
0) ynotpeba, BCIEACTBHE BKJIIOYBAHE BBB WM BBPXY MATPHUIA, H/WIN
B) HEAMCIIEPCHOHHA yNoTpeda, W/uin

r) JUCIEPCHOHHA ymoTpeda

3HaunM(1) MHT(UIIA) HA CKCIO3HIIUS:
Excrniosunus Ha xopa:

a) opaiHa, W/WIH

0) mocpencTBOM KoKarta, H/WIn

B) IOCPEJCTBOM JyXaTelHaTa CUCTeMa
Excriosuiys Ha OKOJIHaTa cpena

a) BoJa, W/WIH

0) BB3IyX, W/HUiIH

B) TBBPAU OTIAIbIM, H/HIH

r) ToYBa

Mojien Ha €KCITO3HITUS:

a) MHIUJCHTHA/PSAAKA W/UITH

0) ciydaitHa w/uian

B) TPOABIDKUTEITHA/MHOTOKpAaTHA
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IIPUJIOJKEHUE VII

CTAHJIAPTHU U3UCKBAHMS 3A MHOOPMAIUS 3A BEIIECTBA,
MPOM3BEKJIAHUA WJIA BHACSIHH B KOJHUYECTBA OT 1 TOH M
HAJ 1 TOH (')

Komona 1 ot HACTOSIIOTO IMPHUIIOKEHUE YCTaHOBsIBA CTaHAapTHATa I/IHqJOpMaI_II/ISI,
H3UCKBaHa 3a:

a) HEBBBEACHH MPOM3BEICHH WJIM BHECEHH BEIIECTBA B KOJHYECTBA OT
1—10 ToHa;

0) BBbBEICHU IPOM3BEICHU WM BHECEHHU BellecTBa B KonuuecTBa 1—10 ToHa u
rocpemane Ha kputepuure B npuioxkenue III, B cborBercTBHE ¢ wieH 12,
naparpad 1, Oyksu a) u 0); u

B) BEIIECTBA, MPOW3BEICHM HIIM BHECCHM B KommuectBa OT 10 TOHa u Hax
10 Tona.

Besika npyra Hanuuna peneBaHTHAa (M3MKOXMMHYHA, TOKCHKOJIOTHMYHA M €KOTOK-
CHKOJIOTHYHa MH(OpMALMsI ce OCUTypsiBa. 3a BEIeCTBAa, KOMTO HE OTTOBapsAT Ha
kpurepuute B npuioxenue I, ce u3ucksar camo mocoueHure B paszgen 7 OT
HACTOAIIOTO NPUITIOKEHUE (bMSMKOXI/IMI/ILlHl/I HU3UCKBaHMU.

Kosnona 2 ot HaAcCTOSALIOTO IMPUIIOKEHUEC I/I36pO$IBa CHCI_II/I(i)I/I‘{HI/ITC IipaBuiia, B
CbOTBETCTBUE C KOUTO HM3HCKBaHa CTaHAapTHa HH(bOpMaHHSI MOXKE IOa HE 6’[:[[6
npeaocTaBsgHa, B 3aMsHa Ha Jpyra HHd)OpMaHHﬂ, OCUI'yp€Ha Ha pa3jIM4yCH cTall
WK aJanTvupaHa Mo Apyr HadYuH. Axo yciioBusATa, 3a KOUTO B KOJIOHA 2 ce
paspeuiaBaT ajarnrainuu, ca yAOBJICTBOPEHU, PETUCTPAHTHT sSICHO IIOCOYBA TO3U
d)aKT U TpUYMHUTE 3a BCAKa aJanTanusd IMmoJ CbOTBETHOTO HAMMEHOBAHUE B
PETUCTPALTMOHHOTO JIOCHEC.

B nombiHeHue KbM Te3u cnelUYHN NPABUIIA PETHCTPAHTBT MOXKE J1a alanTupa
M3UCKBaHATa CTaHIAapTHa WMH(OpMaIus, pa3sCHEHa B KOJIOHA | OT HACTOSIIOTO
NPWIOXKEHHUE, CHIVIACHO OOIIMTE MpaBWiia, BKIOYEHM B mpuioxeHue XI, ¢
M3KTIOYEHHE Ha pasfiel 3 3a BEIeCTBO C OTJaraHe Ha eKcrosuuusTa. B Tosm
clly4yail CBIO PErMCTPAHTBHT ACHO NPEJCTaBs MPUYMHUTE 3a BCSIKO pELICHHE 3a
aJjafiTipaHe Ha CTaHdapTHaTa I/lH(i)OpMaLU/Iﬂ IoJ CbOTBECTHOTO HAaMMCHOBAaHHUEC B
PETHCTPAlMOHHOTO JIOCHE OTHOCHO MOAXOAAIIOTO crenuduuHo mnpaBmwio(a) B
KosioHa 2 wiu B npuinokenne XI (%).

Ilpenqu TpoBeXAaHETO HA HOBM M3IMTBAHMS 3a ONpPEACNISTHE Ha CBOWCTBATa,
HM30pOCHH B HACTOSIIOTO IPHIOKEHHE, IbPBO TPsIOBA BCHUUKHM HAMYHU i1 Vitro
JaHHW, in Vivo JaHHH, JAQHHH 110 BpeMe Ha MCTOPHYECKOTO Pa3BHTHE HA YOBEKa,
nmanan oT BamuaHu (Q)SARS W naHHH OT CTPYKTYPHONOAOOHHW BemiecTBa (read-
across MoOIXoxn) na ObIAT OUEHEHH. [n Vivo N3MNTBAHMS Ha KOPO3WBHHU BEIECTBA
NpU HHMBAa Ha KOHIEHTpalMs) Ha J03aTa, NPUYMHSABALIM KOPO3HBHOCT C€
n30srear. [lpeau mpoBekIaHETO HAa H3MUTBAHETO IIOCIICABALINTE yKa3aHUs 3a
M3IHUTBAHETO B CTPATETHMUTE CJeaBa Ja ObIaT KOHCYJITHPAHH JOMBIHUTEIHO C
HACTOSIIOTO MPUIIOKEHHUE.

Koraro He e ocurypeHa wuHGpOpMAIMs 3a OINpPEICICHH KpaiHH TOYKU IO
IPpUYHUHHA, HEYINIOMCHATU B KOJIOHA 2 OT HACTOALIOTO IPHUIOKEHUE HWIU B
npwioxenue XI, To3u (GakT U NPUYUMHMTE 3a HEro ChLIO Ca SICHO NPEACTaBEHH.

(1) Hacrosioro TIPUJIOKCHUAEC CC IIOITbJIBA OT IIPOU3BOAUTEIN HA U3JCIUS, 38 KOUTO Ce

M3MCKBA Ja OBJAT PErMCTPUPAHH B CHOTBETCTBHE C WIEH 7 M OT JPYrM NOTpeOHTeNIn
HAJI0JTy TI0 BEpHrara, OT KOMTO CE M3HCKBA IPOBEKIAHETO HA M3IUTBAHUS (AJalTHPAHH,
MpU HEOOXOJMMOCT) ChIVIACHO HACTOSIIMS PErJIAMEHT.

(%) Benekka: ycloBHATa, NMPU KOMTO HE CE€ M3MCKBA OIPEJENECHO W3IUTBAHE, KAKTO €
O0SICHEHO B CHOTBETCTBAIUTE METOAM 3a M3IMTBaHE B perjameHta Ha Komucusita
OTHOCHO METOAMTE 32 HM3IHUTBAaHE, KAaKTO € perijaMeHTupaHo B wieH 13, maparpad 3,
KOHWTO HE Ce MOBTApSAT B KOJOHA 2, CHIIO CE MOCOYBAT.
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7. UHOOPMALIMSA 3A OU3MKOXUMUYHUTE CBOMCTBA HA
BEIIECTBOTO

KOJIOHA 1
W3UCKBAHA KOJIOHA 2

CTAHJIAPTHA UH®OP- CIIELIN®UYHN TTPABWIA 3A AJIAIITUPAHE KBM KOJIOHA 1

MALIS

7.1.  ArperatHo
ceerostane npu 20
°C n 101,3 kPa

7.2.  Temnepatypa Ha | 7.2. IlpoyuBaHero He € HEOOXOAMMO Ja Ce INPOBEXAA 3a TeMIIe-
TOIEHe/3aMpb3BaHe patypu nox posiHa rpanuna 20 °C.

7.3.  Temmeparypa Ha | 7.3. IlpoyuBaHeTo He ¢ HEOOXOJMMO Jia CE NMPOBEKIA!

KUIICHE — 3a rasoBe; Wi

— 3a TBBPAM BELIECTBA, KOUTO MJIM CE pas3TansT IpU Haj
300 °C, wimm ce pasrpaxiaarT Hpead IOCTHraHe TemIlepa-
TypaTa Ha KUIIeHe. B TakuBa cilydam TeMmIiepaTypaTa Ha
KUIICHE @pH [OHIDKCHO HaliraHe Moxke Ja Obae
IpecMeTHaTa MM U3MEepPEHa; MU

— 3a BEIIECTBA, KOUTO CE PasrpaxkJaT MPeAd JOCTHraHE Ha
TeMIepaTypara Ha KuIeHe (HarnpuMmep CaMOOKHCIISBAHE,
IPEYCTPOIICTBO, pasrpakiaHe, pasiaraHe M T.H.).

7.4. OtHOcHTeNHA 7.4. TlpoyuBaHEeTo He € HEOOXOIUMO Ja Ce MPOBEKAA, aKO:

INTBTHOCT — BEMIECTBOTO € CTa0MIIHO CaMO B pa3TBOP Ha IOIXOJISI]

pa3TBOPHUTEN ¥ IUTBTHOCTTa Ha pasTBOpa € MOojoO0HA Ha
Ta3d Ha pas3TBopHTeNns. B TakuBa ciiyyam e JgocTaThyHa
WMHIUKALUATA 32 TOBa JaidM IUTBTHOCTTa Ha pasTBopa €
M0-BHCOKA WM TIO-HUCKA OT Ta3M Ha Pa3TBOPUTENS; WM

— BeMmecTBOTO € ra3. B To3m cnyqaﬁ OLCHABAHETO CC
OCHOBaBa Ha H3YHMCJICHHUEC, KOCTO CC IIpaBh Ha OCHOBAHUEC
MOJICKYyJIHaTa Maca Ha BCIICCTBOTO W 3aKOHUTE 3a
nacaaiHus ras.

7.5. Ilapuo Hamsirane 7.5. IlpoyuBaHero He € HEOOXOIMMO Jia Ce IPOBEKAA, aKO TEMIIe-
parypata Ha ToneHe e Hax 300 °C.

Axo Temmeparypara Ha ToreHe e mexay 200 °C u 300 °C, e
JoCTaThyHa TPAaHUYHATA CTOMHOCT, OCHOBaHA Ha M3MeEpBaHe
WIN HA TPHU3HAT M3YHMCIUTEICH METOJ.

7.6.  IloBBpXHOCTHO 7.6. IIpoyuBaHeTo ce IpPOBEkKAA CaMO aKoO:

HAMPERCHUC — Bb3 OCHOBA Ha CTPYKTypara Ce O4YaKBa WIIM MOXe Ja Obje

TnpeacKka3zaHa MOBBPXHOCTHA AKTUBHOCT, WA

— IOBBPXHOCTHATA AKTUBHOCT € JKEJIAHO CBOWCTBO Ha MaTe-
puaa.

Axo pastBopumocTTa BBB Bosa ¢ mnox 1 mg/l mpu 20 °C,
MPOYYBAHETO HE ¢ HEOOXOAMMO Ja ce MPOBEXKIa.

7.7. PazrBopumoct BBB | 7.7. U3nuTBaHETO HE € HEOOXOAMMO Ja C€ IMPOBEKIA, AKO:

BoZa — BEIIECTBOTO € XHAPOIUTHUHO HecTaGumHo npu pH 4, 7 1 9

(Bpeme 3a moJtypasmaj mo-Kkpatko oT 12 waca); wim

— BCIIECTBOTO € JIECHO OKHUCIAEMO BBB BOJA.

AKO BeIIeCTBOTO € ,,Hepa3TBOPHMO® BBB BOJA, C€ H3BBHPIIBA
OrpaHUYEHO M3IHUTBAHE 10 OTKPHBAHE IpaHUIATA HA aHAJIU-
TUYHUSL METOJL.

7.8.  Koedurment Ha | 7.8. M3nuTBaHeTo HE € HEOOXOAMMO Ja Cce TMPOBEkKAa, aKo
pasmnpeneieHue - BEIIECTBOTO € HEOPraHUYHO. AKO HE MOXe 1a ObJe HU3BbpILE-
OKTaHOJI/BOJIa HOM3ITMTBAHE (HAalpUMep BEIIECTBOTO CE pasiiara, uMa roisiMa

MOBBPXHOCTHA aKTHBHOCT, pearupa OypHO 10 Bpeme Ha

MPOBEKIAHETO HA M3MHTBAHETO WM HE CE PasTBaps BbB BOJA

WK B OKTaHOJI, WM HE € BH3MOXHO [J[a C€ MOJYYH BEIIECTBO C

JOCTaTh4YHA CTENEH Ha 4YHCTOTa), TpsiOBa Ja ce I0COYH

M34KCIIeHa cToiHoCT 3a log P, kakTo u mogpoOHOCTH 3a M3uHC-

JIMTCIIHUS METO/.
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KOJIOHA 1
M3UCKBAHA
CTAHJIAPTHA UH®OP-
MALSA

KOJIOHA 2

CIEIU®UYHU TTPABUJIA 3A AJAIITUPAHE KBbM KOJIOHA 1

7.9. Touka Ha BB3ILIA-

MCHABaHE

7.9.

M3nutBaHeTo He € H606XOHI/IMO Jla C€ MpOBEXKAa, aKo:

BEILIECTBOTO € HEOPraHWYHO; HJIH
BEIIECTBOTO  ChABPXA  CaMO  JICTIIMBH  OPraHUYHH
KOMIIOHEHTH ¢ ImramMHa Ttoukn mnox 100 °C 3a BomHH
pa3TBOpH; WM

M3YMCIICHaTa TOYKa Ha Bh3lIaMeHsBaHe ¢ Haj 200 °C; wiun
TOYKAaTa Ha BBH3IUIAMEHSIBaHE MOXE Ja ObJe TOYHO Mpel-
CKa3aHa 4Ype3 WHTEPIONAIMU OT ChINECTBYBAIIN OXapaKTe-
pHU3UPaHU MaTepHaIH.

7.10. 3amamumoct

7.10.

[poyuBaHeTo HE € HEOOXOAMMO Ja Ce MPOBEXKAA, aKO:

BEIIECTBOTO € B TBHPJIO arperaTHo ChCTOSHUE U MPUTEKABA
€KCIUTO3UBHY WIIM TIHPOJHUTHYHU CBOiicTBa. Te3m cBoiicTBa
BUHATH C€ pas3rjiekIaT Opead OOCHKAaHEe Ha 3araiu-
MOCTTa; WJIN

3a Ta30Be, aKO KOHIIEHTPAIMATA Ha 3alaliMUs Ta3 B CMeC C
VWHEPTHHU Ta30Be € TOJKOBA HUCKA, Y€ KOTaTO Ce CMECH C
BB3IyX, KOHIEHTpaUUATa Tpe3 IAJI0TO BpeMe € ToJ
JI0NTHATA TPAHWIA; WK

32 BENIECTBA, KOUTO CIIOHTAaHHO C€ BB3IUIAMEHSIBAT MpHU
KOHTaKT C BB3IyX.

7.11. Excrio3uBHH

CBOMCTBa

7.11.

M3nuTBaneTo He € HEOOXOAMMO Ja ce MPOBEXKAA, aKo:

HSIMa XUMUYHH TPYIH, CBBP3aHU C NMPUCHCTBAIM B MOJIe-

KyJIaTa eKCIUIO3UBHU CBOWCTBA; WITH

BEIIECTBOTO ChAbPIKA, CBBP3aHU C €KCIUIO3UBHU CBOWCTBA,

XMMHYHH TPYIH, KOUTO BKJIIOYBAT KMCIOPOI M M3YHMCIICHUS

Oananc Ha kucioposa e nox —200; uu

OpPraHMYHOTO  BEIIECTBO MJIM XOMOTEHHa CMeC OT

OpraHUYHH BEIIECTBA ChIAbPKA XUMHYHU TPYIH, CBBP3aHU

C eKCIUIO3UBHHU CBOWCTBA, A CHEPrUATa Ha €K30TEPMHUYHO

pasrpaxaane ¢ mo-manka oT 500 J/g u Hawanoro Ha eK30-

TePMHUIHOTO pasrpaxkaane € mox 500 °C; wumu

3a CMeCH Ha HEOpraHW4yHM okcuaupauy BemectBa (OOH

pazzen 5.1) ¢ opraHMYHN MaTepuay, KOHICHTpALHATa Ha

HEOPraHWYHU OKCHJMPAIH BELIECTBA €:

— mo-manka oT 15 macoBu %, ako ce ompelens KbM
omakoBpuHa rpyna Ha OOH 1 (Bucok puck) wmam II
(cpeneH puck)

— no-manka ot 30 macoBu %, ako ce omnpenens KbM
onakopbuHa rpymna Ha OOH III (HuCBHK puCK).

benescka: He ce M3MCKBa HUTO M3MUTBAHE 3a Pa3NpPOCTPAHEHUE

Ha

B3pUBa, HUTO HU3MNUTBAHE 3a YYBCTBUTCIHOCT KbM JACTOHA-

[MOHHUSI y/Iap, aKO CHEPrusiTa Ha €K30TEPMHUYHO pasrparkIaHe
Ha OpraHuyYHM MaTepuanu e no-maika ot 800 J/g.

7.12. Temmeparypa
camo3araiBaHe

Ha

7.12.

IIpoyuBaHeTo HE ¢ HEOOXOAMMO Ja ce MPOBEXKAA:

aKO BEILECTBOTO € M30yXJIMBO WJIM CIHOHTaHHO Ce 3arajBa
Ha BB3yX IIPU CTaifHa TemIeparypa; Win

3a He3amaJMMHU Ha BB3AYX TEYHOCTH, HAlpUMep HIMa
Temneparypa Ha 3anansase 10 200 °C; unu

3a ra3oBe, KOUTO HAMAT IPAHULM HA 3aNAIHMMOCT; WM

3a TBBP/M BEIECTBA, aKO BEIIECTBOTO UMa TEMIIeparypa Ha
toene < 160°C, wunamM mnpeaBapuUTEIHUTE pE3yJITaTH
U3KJIIOYBAT caMoHarpsiBane Ha BeuiecTBoTo g0 400 °C.
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vB
KOJIOHA 1
N3NCKBAHA KOJIOHA 2
CTAHJIAPTHA UH®OP- CIIELIU®UYHU [TPABUJIA 3A AJJAIITUPAHE KbM KOJIOHA 1
MAILS
7.13. Oxcuaupaiiu 7.13. TlpoyuBaHe HE € HEOOXOAMMO Ja ce MPOBEXK[a, aKO:
cBOlicTBa

— BEIECTBOTO € EKCIUIO3MBHO; HJIM

— BEIIECTBOTO € CHIIHO 3arajiMo; Hid

— BEIIECTBOTO € OPraHWYeH MEePOKCUJ; HIIH

— BENIECTBOTO € HECIOCOOHO Jia pearupa €K30TEPMHUYHO C
ropuMH MaTepHaid, HampuMep Ha 0aza Ha XHMHYHATA
CTpyKTypa (Hampumep OpraHMYHH  BEIIECTBA, HECh-
IbpXKAIM  KUCIOPOJHM WM XAJIOreHHH aTOMH W Te3H
CICMEHTH HE Cca XHMHYHO CBBp3aHH C a30T WId
KUCJIOPOJ/I, WJIM HEOPraHWYHH BEIIECTBA, HEChAbPIKALIN
KUCJIOPOJIHH MJIK XaJOTCHHH aTOMH).

[IbnHOTO M3NUTBaHE HE € HEOOXOAUMO Ja Obje MPOBEXKIAHO 3a

TBBPJM BELICCTBA, AaKO MPEIBAPUTEIHOTO H3IMUTBAHE SICHO

MOKa3Ba, Ye H3IHUTBAHOTO BELIECTBO HMa OKCHAMPAIIN

cBOIicTBa.

TpsibBa na ce orOenexu, Ye HsIMa METOJ 3a HM3MUTBAaHE 3a

onpesieNsiHe  OKCHIMPAIIUTE CBOMCTBA HAa Ta30BH  CMECH,

OLICHKaTa Ha TEe3M CBOWCTBA CE NPAaBU YPE3 H3UHCIUTEIICH

METOJI, OCHOBaH HAa CpPaBHEHHE HA OKCHIMPAIINS IOTEHIHAI

Ha ra30Be B CMEC C OKCHIMPAIIUS MOTEHIHA]T Ha KHCIOpOAA

BBB BB3JIyX.

7.14. Tpanynomerpus 7.14. UznutBaHeto HE € HEOOXOAMMO Jla C€ IIPOBEKAA, aKO
BEILIECTBOTO HE CE ThPI'yBa WIJIM M3I0JI3BA B TBHP/A WIIH TPaHy-
noo6pa3Ha opma.

8. TOKCHUKOJIOI'MYHA MHDPOPMALIMA

IHCKBANA CTAR KOTIOHA 2
JIAPTHA MH®OPMALIUS CIHIEHU®WYHU TTPABUJIA 3A AJJATITUPAHE KBbM KOJIOHA 1
VY M36
8.1. KoposusHo 8.1. He e HeoOxoaumMo ma ce MpOBekAa(T) H3CICIABAHETO(USTA),
JieficTBHE BBPXY aKo:
KOXKaTa/Apa3HeHe Ha
KOXKaTa — BEMIECTBOTO MpejcTaBisBa cuiHa kucennHa (pH < 2,0)

win ocuoa (pH > 11,5) u HanuyHata wuHpOpMANUsS
MOKa3Ba, Y€ TO clienBa jAa Oble KiacH(HUIUPAHO KaTo
,,KOPO3UBHO 3a Kokara“ (kat. 1), wiu

BEIECTBOTO € CIIOHTaHHO 3alajMO B NPUCHCTBHUETO Ha
BB3AyX WIM B KOHTakT C BOJAa WJIM Bilara Npu CTaiiHa
TemrnepaTypa, Uin

BEIECTBOTO € KJIAacCH(UIMPAHO KATO ,,0CTPO TOKCHYHO™,
KOTaTo TOCThIIBA MO JAepMaiieH MbT (KaT. 1), uim

M3CIIeBaHE 3@ OCTPAa TOKCHYHOCT IO IEPMAJCH ITbT Ha
MOCTBIIBAHE HE [OKa3Ba APA3HCHE HA KOXKaTa 10 HUBOTO
Ha rpaHu4HaTa jgo3a (2 000 mg/kg TenecHo Terno).

AKO pe3ynraTuTe OT €IHO OT JIBETE H3CIIC/IBAHUS CHITIACHO
Toukd 8.1.1 wium 8.1.2 Bede 103BONSBAT OKOHYATEIHO
pEILICHHEe OTHOCHO KJIACHU(UIMPAHETO Ha JaJICHO BEIIECTBO
WM OTHOCHO JIMIICaTa Ha CIIOCOOHOCT 3a JIpa3HEHE Ha
KO’KaTa, He € HeoOXOAMMO Ja ce MPOBEXKAa BTOPOTO HM3CIE/-
BaHe.
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VY M36

VY M42

KOJIOHA 1

WN3NCKBAHA CTAH-
JIAPTHA MHO®OPMAILIVA

KOJIOHA 2

CIHEIM®UYHU TTPABUIJIA 3A AJJAIITUPAHE KBbM KOJIOHA 1

8.1.1.

KoposusHo
JieiicTBre BBPXY
KoKara, in vitro

. [pazuene Ha

KOXara, in vitro

8.2.

CeprosHo
YBpEKIaHEe Ha
o4nTe/IpasHeHe  Ha
OUHTE

8.2.1. Cepuosno

YBpEKIaHE Ha
OuHTe/Apa3HeHe  Ha
OYHUTE, in Vitro

8.2.

8.2.1.

He e HeoOxoaumo aa ce mpoBexaa(T) H3CleIBaHETO(UsTa),

BEIIECTBOTO € KIacu(HUIHUPAaHO KaTo ,,KOPO3WUBHO 3a
KOKaTa“, B pe3yjiraT Ha KOETO € KIACH(PHIMPAHO KAaTO
,,CEPUO3HO yBpexmamo ouute” (kat. 1), wim

BEI[ECTBOTO € KJIacH(pHUIUPAHO KaTo ,JApasHEemo 3a
KoXKata“ ¥ HaJM4YHaTa HHQpOpMAluMs I[10Ka3Ba, Y€ TO
cienBa na Obae kiacuHUUIMpPAHO KaTo ,,pa3sHenio 3a
ouuTe", UIN

BEIECTBOTO NpejcTaBisiBa cwiHa kuceauHa (pH < 2,0)
wm ocHoBa (pH > 11,5) m nanmunara wHOpMAIHSI
MOKa3Ba, 4e TO cleipa 1a ObjAe KIACU(PUIMPAHO KATO
,,CEPHO3HO yBpexjamo ounre* (kar. 1), mwm

BELICCTBOTO € CIOHTAHHO 3alalIMO B HPHUCBCTBHETO Ha
BB3AyX WM B KOHTAKT C BOJAA WM BJara IpW CTaifHa
TeMIepaTypa.

AKO pe3yATaTUTe OT MBPBOTO in Vifro W3CIeNBaHE HE
MO3BOJISIBAT OKOHYATENHO pELIeHHe OTHOCHO KIACU(HUIIK-
paHeTO Ha [JaJeHO0 BELIECTBO, WM IIPU OTCHCTBHE Ha
JIpa3HelIo O4YuTe JeHCTBUE TpsiOBa 1a ce B3eMaT MPEIBH]
npyro(u) in vitro u3cneaBaHe(us) 3a Ta3u KpaiiHa TOYKA.

8.3.

Koxna CeHCHOu-

JIM3anus

Wudpopmanys,
M03BOJIABAILA

— 3aKIII0YCHHE
JIaJi BELIECTBOTO
€ KOXCH CCHCH-
Oommu3aTop u
Jatd  MOXe Jia
ce rmpueme, 4e
HMa HOTeHIHaIa
na  Tpeiu3BHKa
3HAYUTEIHA
CeHCHOMITH3AIINS
mpHu xopara (KaT.
1A), n

— OILICHKA Ha PHUCKa,
ako e  HeoO-
XOJUMO

He e HeoOXoauMo /a ce MpOBEkKAa M3CIEABAHETO (M3CIIC/IBAHUATA)
mo Touku 8.3.1 u 8.3.2, ako:

— BCLICCTBOTO € Knacnd}nunpaﬁo KaTro KOpPO3UMBHO 3a KOXKaTa

(Kareropus 1), nimn

— BemecTBoTo € cmiaHa kucenmmHa (pH < 2,0) mim  ocHoBa

(pH > 11,5), nmm

— BEIIECTBOTO MOXE Ja C€ CamMo3araiy NP KOHTAKT C Bb3AyX WIIH
BOJIa WJIM BJIara NpH CTaiiHa TemIeparypa.
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VY M42
KOJIOHA 1
VBUCKBAHA CTAH- CIHIEHUOUYHN l'IPABI/IJ'IAKg)IiI i%f;l%TI/IPAHE KBM KOJIOHA 1
JAPTHA MHOOPMALIUA
8.3.1. Koxna cencubummn- | He e HeoOXoauMo aa ce M3BBpIIBAa TOBAa W3MHUTBAaHE (M3MUTBAHHSA),
3amMs, in vitrolin | ako:
chemico o
— € HAJIMYHO HM3CIeJBaHE in Vivo ChIVIACHO Touka 8.3.2, uiau
Hudpopmarnus oT L .
wmeTos(i) 3a | — HAIMYHWTE METO/WM 3a M3NHUTBAHE in vitrolin chemico we ca
WsMUTBAHE in vitrol MPUIOKUMH 32 BELIECTBOTO WJIM HE ca HOCTa;quH 3a KJlacu-
in chemico, (huKanus ¥ OICHKA HA PUCKA CHIJIACHO TOYKa 8.3.
TPHUSHATH  CBINIACHO | Axo yrdopmanuaTa oT MeTona(uTe) 3a M3MUTBAHE 33 €HO MM JIBE
wien 13, maparpad | o1 epopmmTe ch6UTHS B KoMOHa | Bede MO3BOMBA KIaCHHMKALIS H
3, 32 BCAKO OT Clell- | oieyka Ha pHCKa CBITIACHO TOuKa 8.3, HE € HeOoOXOJMMO 1a ce
BalluTe OCHOBHH | y3pypiiBat M3cie[BAHUATA 32 APYrOTO(HTE) OCHOBHO(M) ChOMTHE(s).
CHOMTHS Ha KOKHA
CCHCHOMITU3AIIHS:
a) MOJIEKYJHO B3aW-
MOJIEHCTBHE C
KOKHH TIPOTEHHH,
0) BB3MAIUTEICH
OTroBOp Ha Kepa-
THHOLIUTH,
B) aKTHBHpaHE  Ha
JICHAPUTHH
KIICTKH.
8.3.2. Koxna cencubuiu- | M3cnenBane in vivo ce M3BBpILIBA CAMO aKO HE Ca INPUIOKUMU
3alus, in vivo. METOJMTE 3a U3MUTBAHE in Vvitro/in chemico, onvcanu B Touka 8.3.1,
WIH aKO pe3ylTaTuTe, IMOJYyYeHH OT TE3W H3CIe/BaHus, He ca
JIOCTAThYHU 32 KiIacH(pHKAlMS W OLCHKA HAa PHUCKA ChIVIACHO
Touka 8.3.
WscnenBanero Bepxy sokaman muMmdau Bh3mu (LLNA) Ha mMumku e
HAi-MIPEIMOYUTAHUAT METOJ 3a HM3MUTBaHe in vivo. Jlo apyr Bua
M3MUTBaHE ce MpuOsrBa CaMoO MPH H3KIOYUTETHH OOCTOSITENCTBA.
[IpubsirBanero 10 Ipyro W3MUTBaHE in vivo TpsiOBa ma Obae oboc-
HOBAHO.
Wscnensanusita in vivo 3a KOXHA CEHCHOMJIM3ALMs, KOUTO ca
U3BBpLICHH WM 3arnoyHatd npeau 10 wmait 2017 r. m oTtroBapsr
Ha M3UCKBaHWATA 1O wieH 13, maparpad 3, mbpBa anuHes U
uneH 13, maparpad 4, ce cuuTar 3a MOAXOJSIIN C OIJIE] Ha H3IIbI-
HEHHETO Ha TOBa CTaHIAPTHO M3MCKBaHE 3a MH(OpMAIHsL.
vB
8.4.  MyrarenHoct 8.4. JIONMBJIHUTENHM MYyTarcHHH HW3MUTBAHUS C€ IPOBEXKIAT B
cllydail Ha TO3MTHUBEH PE3yITaT.
8.4.1. In vitro wu3nuUTBaHE
3a TI'CHHHU MyTaLlI/II/l
npu OakTepuu
8.5.  Octpa TOKCHYHOCT 8.5. U3nurBaHeTo/wsTa MO HPHHIMMII HE € HEOOXOAMMO aa Obaat
MIPOBEX/AHH, aKO:
— BELIECTBOTO € KJIACH(UIMPAHO KaTo KOPO3HUBHO 3a
KO’Kara.
8.5.1. Tlo opanen WbT Ha MsnurBaHeTo He ¢ HEOOXOMMMO Jia Objie MPOBEKIAHO, aKO €
MMOCTHIIBAHE MIPOBEICHO M3MHMTBAHE 32 OCTPAa TOKCHYHOCT IO WHXAIATOPEH
BT Ha TMOCThIBaHe (8.5.2).
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9. EKOTOKCHKOJIOTMYHA NHO®OPMALIMA

KOJIOHA 1

N3NCKBAHA CTAH-
JAPTHA MHO®OPMAILIMA

KOJIOHA 2

CIIEIM®WYHU TTPABUJIA 3A AJIAIITUPAHE KbM KOJIOHA 1

9.1. Bonna
TOKCHYHOCT

9.1.1 Kpatxocpouno 9.1.1 WznutBaHeTo He € HEOOXOIMMO Jla ce MPOBEXK/A, aKo:
H3IIUTBAHE 3a
TOKCUYHOCT TPH — ¥WMa cMekyaBamy (akToOpH, KOMUTO MMOKa3BaT Mallka BEPO-
FpLGHa‘IHH STHOCT 3a IIOABa Ha BOJHA TOKCHYHOCT, HAIPUMEDP aKoO
KMBOTHH  (TIpesi- BEIIECTBOTO € CHJIHO HEPA3TBOPMMO BBB BOJA WM €
noYnuTaHn MajJKO BEpPOATHO  BEIIECTBOTO Ja IIpEMHHE IpE3
BUJIOBE OMONOTUYHN MEMOpaHU; WK
Daphnia)

— WMa B HAIMYHOCT BEYC IPOBEICHO JIBITOCPOYHO

PerucrpantsbT W3MUTBAaHE 3a BOJAHA TOKCHYHOCT TP TIPHOHAYHU
MOXKe na JKMBOTHH;, WJIH
obmucn
BBE3MOKHOCTTA — UMa B HAJMYHOCT aJeKBaTHa HMHQOpMaIus 3a Kilacupu-
32 IpOBEXIaHe LIMpaHe U €THKETHPAHE M0 OTHOLICHHE HA OKOJHATa CPeaa.
Ha JIBJITOCPOYHO
M3IUTBAHE sa B®3MoKHOCTTA 32 IPOBEKAAHE HA ABJITOCPOYHO M3IUTBAHE 32
TOKCHIHOCT TOKCHUHOCT ¢ Daphnia (npunoxenue IX, pazgen 9.1.5) ce
BMECTO KpaTKOC- pasriexkia, KOraTo BEIIECTBOTO € cnaGo pa3TBOPUMO BB
POYHOTO. BOJIA

9.1.2. WznurBane  3a | 9.1.2. M3murBaHeTo HEe € HEOOXOAMMO Ja CE HPOBEXIA, aKO HMa
3a0aBsHe Ha cMek4aBamy (pakTopu, KOUTO MOKa3BaT MajKa BEPOSITHOCT 3a
pacrexa Ha [0sIBa Ha BOJHA TOKCHUYHOCT, HAaIpuUMep ako BELIECTBOTO €
BOJHU PpacTEHUs CHJIHO HEpa3TBOPUMO BBB BOJAa WIH € MalKO BEpOSITHO
(3a npej- BEILECTBOTO a MPEMHHE Ipe3 OUOJIOrHYHM MeMOpaHu.
[IOYUTAaHE BOJO-
pacin)

9.2. Pasrpagumoct

9.2.1. buornuna

9.2.1.1. Tlpska Owuopas- | 9.2.1.1. M3nurBaHero He e HEOOXOAMMO Ja ce€ MPOBEKAA, aKo
TpajiuMocT BEIIIECTBOTO € HEOPraHUYHO.

IIpencraBs ce ChIIO BCSKAKBA JApyra HaJIUYHA PENEBAHTHA (PU3MKOXMMHYHA,
TOKCHKOJIOTHYHA M €KOTOKCHKOJIOIMYHA MH(OpMALHs.
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IIPUJIOJKEHUE VIII

CTAHJIAPTHU U3UCKBAHMS 3A MHOOPMAIUS 3A BEIIECTBA,
MPOM3BEKIAHU WM BHACSIHU B KOJMYECTBA OT 10 TOHA U
HAJl 10 TOHA (')

Konona 1 or HAacTosIOTO NPHUIOKEHHE YyKa3Ba CTaHJapTHaTa HH(opMauus,
U3MCKBAaHA 32 BCHYKU BELIECTBA, MPOM3BEICHU HJIM BHECEHH B KOJIMYECTBA OT
10 rona wiu Hax 10 ToHa, B choTBeTcTBHME ¢ wieH 12, maparpad 1, Oyksa B).
CboOpa3HO TOBa U3KMCKBaHaTa WH(pOpPMAaIMs B KoJOHA | Ha HACTOSLIOTO
NPUIOKEHHE € B JONBIHEHHE HAa Ta3M, KOSATO Ce M3MCKBAa B KoysoHa 1 OT
npunoxenune VII. Beska apyra HanuuHa pesieBaHTHa (U3HKOXMMHYHA, TOKCHKO-
JIOTMYHA U €KOTOKCHUKOJIOTMYHA MH(popManus ciejsa ja Obje nocouena. Konona
2 OT HACTOSILIOTO INpPUWIOXKEHHWEe H30posiBa CIEUU(PUUHUTE I[PaBHIA, CBIVIACHO
KOMTO M3UCKBaHATa CTaHIapTHa MHPOpPMAIMs MOXe aa He ObIe NpenocTaBsHa
B 3aMsHA Ha Jpyra MHGOpMALMs, OCUTYpeHa Ha pa3iMuyeH eTall WM aJanTUpaHa
0 YT HaYuH. AKO YCIIOBHSATA, 33 KOMTO B KOJIOHA 2 Ce pa3pellaBaT aJanTaluu,
ca YIOBIETBOPEHH, PETHCTPAHTBT SCHO IOCOUBA TO3M (JAKT M NPUUYMHUTE 32
BCSIKA aJlanTalys MO0J CbOTBETHOTO HAMMEHOBAHHE B PErMCTPALIMOHHOTO JOCHE.

B nompiaHeHHE KbM Te3U CreqU(UYHY TIPaBUiIa PETHCTPAHTHT MOXE J1a aaanTHpa
W3NCKBaHATa CTAaHJapTHa MH(OpManus, pa3siCHEHa B KOJIOHA | Ha HAaCTOAIIOTO
MIPUIOKEHUE ChITIACHO OOIIUTE MpaBHia, BKIIOYCHM B mpuiokenne XI. B to3m
Cilydail CBIO PErMCTPAHTHT SCHO IPEJCTaBs MPUYMHHUTE 33 BCSKO pEHICHUE 3a
aJanTUpaHe Ha CTaHAapTHAaTa WH(OpPMAaIUs I10J] CHOTBETHOTO HANMCHOBAaHHE B
PEruCcTPalMOHHOTO JOCHE OTHOCHO MOJAXOJSIIOTO CrelupuyHo mnpaBumio(a) B
KoJioHa 2 wimu B npuiokenue XI (3).

Ilpenn mpoBekiaHETO HAa HOBM M3IIUTBAHMS 3a OINpEACISHE Ha CBOWCTBAaTa,
M30pOCHH B HACTOSIIOTO TPHIOKEHHE, ITBPBO TPsAO0BAa BCUYKU HAIMYHH N Vitro
NaHHU, [N Vivo JaHHH, HCTOPHYECKHM [AHHM 33 YOBEKa, TaHHU OT BAJIMIHU
(Q)SARs m maHHM OT CTPYKTypHONOAOOHM BemlecTBa (read-across TOAXOM) Aa
OBIaT ONIEHEHU. [n Vivo W3NUTBAHHMS Ha KOPO3WBHU BEIECTBA IIPH HUBAa Ha
KOHICHTpALMs/ 1032, IPUYUHABAIIN KOPO3UBHOCT, ce u30sarsat. [Ipenu mpoBex-
JAHETO Ha M3MUTBAHETO IMOCJICABAIINTE YKa3aHUs 3a U3IMHUTBAHETO B CTPATETHUTE
TpsiOBa J1a OBAAT KOHCYJITHPAHU JOMBJIHUTEIHO C HACTOSIIOTO MPUIIOKEHHUE.

Koraro He e ocurypena nHdopmanust 3a ornpeieleHd KpaitHu TOYKH 10 IPUYNHY,
HEYNOMEHATH B KOJIOHA 2 OT HACTOSIIOTO MPUJIOXKEHHE WM B npuiaoxeHue XI,
TO3W (paKT ¥ MPHUYMHUTE 32 HETO CHIO CE MPEACTABAT SICHO.

8. TOKCHUKOJIOI'MYHA MHO®OPMAILIMA

KOJIOHA 1 KOJIOHA 2
N3NCKBAHA CTAH- CIIEUV®WYHU TIPABUJIA, TIPUJIOXXUMU 3A AOAIITUPAHE I10
JAPTHA MHOOPMALVA OTHOIIEHME HA KOJIOHA 1
8.1. KopozusHo 8.1. In vivo u3cnenBaHe 3a OLEHKAa Ha KOPO3UBHO JICHCTBHE BBPXY
JICHCTBHE  BBPXY KOKaTa/JpasHeHe Ha KO)KaTa ce OOMUCISI caMO aKo in Vitro
KOJKaTa/[pa3HeHe n3caenBaHusiTa chriaacHo Toukd §.1.1 u 8.1.2 oT mpunoxenne
Ha KOXara VII He ca NPUIIOKUMH WIN PE3YNTATHTE OT TE3H HU3CICIBAHUS

HE ca TOIXOIAIIM 3a KIacH(HUKAIMI U OLICHKA Ha PHUCKA.

He e HeoOXoamMo 11a ce MpoBEXKIa M3CIEABAHETO, aKo:

— BEIIECTBOTO MpeAcTaBisiBa cuiHa kucenuna (pH < 2,0)
unu ocHosa (pH > 11,5), nnu

— BEILIECTBOTO € CIIOHTAHHO 3alaluMO B HPHCHCTBHETO HA
BB3AYX WM B KOHTAKT C BOJa WKW BJjara Ipu craitHa
TeMIepaTypa, Wiu

— BEIIECTBOTO € KJIACH(UIMPAHO KaTo ,,0CTPO TOKCHUHO®,
KOTaTo IOCTBIIBA IO JepMayieH IbT (Kar. 1), wim

— U3CIeABaHe 3a OCTPa TOKCHYHOCT IO JepMajeH IbT Ha
HOCTBIIBAHE HE II0Ka3Ba JpPa3HEHe Ha Ko)kara 10 HUBOTO
Ha rpaHuyHara jgo3a (2 000 mg/kg TenecHo Termo).

(') Hacrosuioto NpWIOKEHUE Ce MOMbJIBA OT MPOU3BOAMTENN Ha W3JEIHUs, 33 KOUTO Ce
M3MCKBA Ja OBJAT PErMCTPUPAHH B CHOTBETCTBHE C WIEH 7 M OT JPYrM NOTpeOHTeNIn
HaJI0Jly HaJOJy 110 Bepurara, OT KOUTO CE M3MCKBA MMPOBEXKIAHETO HA M3IMTBAHUs (a1ar-
THPAHU [IPH HEOOXOAMMOCT) ChIJIACHO HACTOSIHS PErJIaAMEHT.

(%) 3abenexka: ycjaoBHATA, [P KOMTO HE CE W3UCKBA OINPEIEICHO W3MHUTBAHE, KAKTO €
00SICHEHO B CHOTBETCTBAIIUTE METOAM 3a M3IMTBaHE B perjameHta Ha Komucusita
OTHOCHO METOAMTE 32 HM3MHUTBAaHE, KAaKTO € perijaMeHTupaHo B wieH 13, maparpad 3,
KOHMTO HE Ce MOBTApsAT B KOJOHA 2, CHIIO CE MOCOYBAT.



02006R1907 — BG — 09.05.2018 — 038.001 — 160

VY M36

VY M36

KOJIOHA 1

WU3UCKBAHA CTAH-
JTAPTHA MHO®OPMALIVA

KOJIOHA 2

CIEIU®UYHUN TTPABUJIA, TTPUJIOKHUMU 3A AIATITUPAHE T10

OTHOWEHHME HA KOJIOHA 1

8.2. CepuosHo 8.2. In vivo u3cnenBaHe 3a OLEHKA HA KOPO3UBHO NIEHCTBUE BHPXY
YBpeXIaHe Ha OYMTE/Ipa3HEHe Ha OYMUTE ce OOMHCIS caMo aKo in Vitro
ounTe/IpasHeHe H3cIeBaHeTo(siTa) ChraacHo Touyka §.2.1 OT mpriio)eHne
Ha OYMTE VII He e/ca NPUIOKAMH WIM pPE3YITATHTE OT TE3U

W3CIIEBAHMS HE Ca MOJXOIIIM 32 KIacH(pUKauus U OLEHKa

Ha pHCKa.

He e HeoOXoauMo J1a ce MpoBEka U3CIEABAHETO, aKo:

— BeLIECTBOTO € KIACH(HULUUPAHO KaTo ,,KOPO3UBHO 3a
KoXKaTa“, uin

— BELIECTBOTO IpejAcTaBisiBa cuiHa kucenuHa (pH < 2,0)
wm ocHoBa (pH > 11,5), uin

— BEIIECTBOTO € CIOHTAHHO 3alaluMO B HPHCHCTBUETO HA
BB3JyX WIM B KOHTaKT C BOJA WIM BJara INpu CraiHa
TeMIeparypa.

8.4. MyTareHHOCT

8.4.2. In vitro uwmrore- | 8.4.2. M3nuTBaHETO OOMKHOBEHO HE € HEOOXOMMO Jia CE MPOBEK/IA:
HETHYHO
W3IUTBAHE c — aK0 WMa HAJIMYHH JaHHH OT in VIvo UUTOr€HETHYHO
KJIETKH Ha H3IHUTBAHE; WM
0o3aliHUIM MK
in vitro MUKpo3a- » M3 — BewmecTBOTO € I03HATO KATO  KaHIEPOreHHO
POAMIIHO kareropuss 1A unam 1B umnm MyTareHHo 3a 3apo-
W3IUTBAHE JUIHUTE KIeTKH, kateropus 1A, 1B mmmn 2. <

843. In vitro | 8.4.3. M3nuTBaHEeTO OOMKHOBEHO HE ¢ HEOOXOIMMO Jia Ce TPOBEKAA,
W3NHUTBaHE 3a aKO0 UMa HAJIUYHU TOYHM JNAHHH OT JIOCTOBEPHO in Vivo
IeHHH  MYTaluu U3MUTBAHE 3a TEHHU MYTalMH.

B KJICTKHU Ha

0o3aifHUIM  TIPU

HEraTHBeH

pesyarar B

npuioxkenue VII,

pazmen 84.1 wu

IPHIIOKEHHE

VIII, pasuen

8.4.2.

8.4. IMonxoxnsiuw in vivo MyTareHHH M3IUTBAHUS CE MPEABMKIAT B

cilyyail Ha IIO3MTHBEH pE3yJTaT MHpPU HSIKOE OT TI'CHOTOK-
CUYHMTE M3NUTBaHusA B npunoxkenue VII mmm VIIIL

8.5. Ocrtpa 8.5. OONKHOBEHO HE € HEoOXOAMMO Ja ce HpOBEXIa(T) M3CIel-
TOKCUYHOCT BaHETO(HATA), aKO:

— BELIECTBOTO € KIACHM(HULIHUPAHO KaTo ,,KOPO3UBHO 3a
KoJKaTa‘“.

3a Hera3oo0OpasHH BellecTBa HH(OpManUsiTa, ylOMEHATa B
Touku 8.5.2—8.5.3, ce mpenocTaBs OCBEH 3a MOCTHIBAHETO
mo opaieH mpT (npmnoxeHue VII, touka 8.5.1) m 3a mone
omie eIWH APYr IBT Ha MocThiBaHe. V300pbT Ha BTOpUS
BT Ha TOCTBIIBAHE 1IE 3aBHCH OT €CTECTBOTO HA BELIECTBOTO
W BEpOSTHHS BT HAa EKCIIO3UIMS Ha 4OBEeKa. AKO MMa camMo
€IIMH IIBT Ha EKCIIO3ULHs, € HeoOXOomuMo aa Obae mpemoc-
TaBeHa MH(OPMALMs CaMO 3a TO3H ITBT.

8.5.2. Ilo wmxamaropen | 8.5.2. M3nuTBaHeTO TO WHXAJNaTOpeH MBT HA TOCTHIIBAHE €

IbT

NOAXOOAII0, aKO CKCIIO3WIHUATAa Ha XOpa 4Ype3 BAMUIIBAHE €
BEPOATHA, KaTO CE€ B3€ME MOJ BHUMAHHC IMAapHOTO HAIATAHE
Ha BCHICCTBOTO W/WIA  BB3MOKHOCTTAa 3a CKCIIO3UIUA Ha
acpo30JM, YaCTHIUM WKW Kam4duiyd C pasMep, IMO3BOJIABAIL]
BIUIIBAHCTO WM.
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8.5.3.

ITo JiepMaieH
BT

8.5.3.

W3nuTBaneTo mo AepMalieH ObT Ha MOCTBIIBAHE € MOIXOASIIO,
aKo:

(1) BIUIIBAHETO Ha BECHICCTBOTO € MAJIKO BEPOATHO, KaKTO U

(2) uMa BEpOATHOCT 3a KOHTAKT C KOXAaTa IPU IPOU3BOACTBO
u/unu ynorpeda; Kakto u

(3) ¢u3u4yHMTE, XUMHUYHUTE ¥ TOKCHUKOJIOTMYHHTE CBOWCTBA
npeanosaraT IOTEHIMANl 33 3HAYUTENIHA CKOPOCT Ha
abcopOrMs mmpe3 Kokara.

He e H606X0[[I/IMO Ja C¢ IPOBEKAa HU3IUTBAHE II0 ACPMAJICH
IIbT Ha IIOCTBIIBAHEC, aKO:

— BELIECTBOTO HE OTroBaps Ha KPUTEPUUTE 3a KiIacudpu-
nupaHe karo ,,octpo TokcnyHo mimu STOT SE, xoraro
IOCTBIIBA 110 OpAJIEH BT, U

— He ca OwiM HaOIr0JaBaHU CUCTEMHHU e(BeKTH NpH in Vivo
W3CIeABaHUs C JepMajHa eKCHo3uims  (HampuMmep
Jpa3HEeHE Ha KOKaTa, CEHCHOWIM3alMs Ha KO)XKaTa) WIIH,
B OTCBCTBUETO Ha in Vivo W3CJE/BAHE IO OpaJeH IIbT Ha
NOCThIIBAHE, HE ca TMPOTHO3MPAHW HHUKAKBH CHCTEMHH
epekT ciex JAepMaliHa eKCIIO3WIMsS Bb3 OCHOBAa Ha
MOAXOAM, Pa3IMYHA OT H3MHUTBAHUATA (HApUMep upe3
n3cnenBanus read-across u QSAR).

8.6.

8.6.1.

Tokcu4HOCT c
HOBTAPSAIIN ce
103U

Kpatxocpouno

U3MUTBAHE c
HOBTaPSIIH ce
no3u (28 aHm),

eIMH BHI,
MBKKH u
JKEHCKH

WHIMBUIY, Hal-

BEPOSITHUAT — ITBT
Ha TOCTBHIIBaHE,
KaTo ce  uma
MpeaBUA  BEpo-
SATHUAT TBT Ha
€KCIO3ULIUA  Ha
YOBEKa.

KpaTkocpounoto u3nuTBaHE 3a TOKCHYHOCT (28 nHM) HE €
HE00X0aAnMO Ja ObJe MPOBEKAAHO, aKO:

— ¢ HaJIMYHO JIOCTOBEpHO H3NHTBaHE 3a cybxponmuHa (90
IHM) WIX XPOHHYHA TOKCHYHOCT, IIPH YCIOBHE/C
yroBopkara, ue ca OWIM U3MOJI3BAaHU HOAXOJSAIIUTE
BHUJIOBE, [103a, Pa3TBOPUTEI U IIbT HA IIOCTHIBAHE; HIIH

— KOraTo BEIIECTBO MPETHPIISIBA HEMOCPEICTBEHO pa3lajaHe
M MMa JIOCTAThYHO JAHHH 3a OT/CICHHTE TPOAYKTH OT
pasmnaza; uiu

— CBOTBETHA CeKCIIO3MIMS Ha 4YOBEKa MOXke Ja Obae
M3KII0YEHA B CHOTBETCTBUE C mpuiokenue XI, pasmen 3.

TlonxoasiusIT MHT HA MOCTHIIBAHE € I/I36paH BBH3 OCHOBA Ha:

M3nuTBaHeTo Mo JepMalieH ObT Ha MOCTBIBAHE € MOAXOMISIIO,
aKo:

1. HaMa BEPOATHOCT 3a MHXAJIallMsa C BEIIECTBOTO, U

2. MMa BEpOSITHOCT 3a KOHTAaKT C KOXaTa HpH IPOU3BOACTBO
n/unan ynorpeba; u

3. (1)I/ISI/IKOXI/IMI/I‘IHI/IT€ U TOKCHKOJIOTUYHUTE CBOHCTBA npen-
moJjarat IMOTCHOMUATI 3a a6C0lel/lﬂ npe3 Kokara B
3HAYUTCIIHA CTCIICH.

W3nutBaHeTO MO MHXAIaTOPeH 0BT Ha IOCTBHIIBAaHE €
HOJXOJSIIO0, AaKO IpH eKCIO3MIMATAa Ha Xopa upe3
MHXaJanus ce B3eMe I10J] BHUMAHHE MApHOTO HaJsTaHe Ha
BEIIECTBOTO W/MIM BB3MOXKHOCTTA 33 CKCIIO3MIMS KaTo
aepOo30JIM, YaCTUIM WM KaIldWIF C MHXAJTaTOPHU Pa3MEpH.

W3nutBanero 3a cyOxponuuHa TokcuuHocT (90 mmu) (mpu-
noxenue IX, pasgen 8.6.2) ce mpemnara OT PErucTpaHta,
KOraTo: 4ecToTaTa M IPOJBIDKUTEHOCTTA Ha EKCIO3ULUsTa
HAa 4YOBEKa II0Ka3BaT, Y€ € MOAXOJAIIO IO0-ABbITOCPOUHOTO
U3IUTBAHE;
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ne

HU3I'BJIHEHO €IHO OT CJICAHUTE YCJIIOBHUS:

JPYru HAJIMYHUA JaHHHU ITOKasBaT, Y€ BEUICCTBOTO MOXKE Oa
nMa oIacHo CBOﬁCTBO, KO€TO HE MOXKE 1a 6’[),He OTKPHUTO
TIpU KPaTKOCPOYHO M3MHUTBAHE 3a TOKCHUYHOCT, WA
noaxoadamuio IIPOCKTUPAHU TOKCUKOKHMHCTUYHH
U3IATBAHUS I10Ka3BaT HATPYyNBAaHUS Ha BCEUICCTBOTO HIN
Ha HETOBUTE METAa0OJUTH B OIpEeACIICHN TbKaHU HIN
OopraHuv, KOUTO BEPOATHO Ouxa ocTaHaan HEOTKPUTH IIPpU
KpaTKOCPO4YHO M3IMUTBAHE 3a TOKCHYHOCT, HO KOUTO cCa
Ipyu4rHa 3a BPCIHUTE C(i)eKTI/I CJIed HIpOABJDKUTCIIHA
CKCIIO3HUITHA.

JIONBJIHUTENHY M3MMTBAHHSL C€ Mpe/yiaraT OT PerucTpaHTa
WIM Ce M3UCKBAT OT ATCHLHATa B CHOTBETCTBHE ¢ wieH 40
wm 41 B choyvail Ha:

npomnyck B onpenensinero Ha NOAEL npu 28-aHeBHO witn
90-1HeBHO M3MMTBAHE, OCBCH aKO MPHYMHATA 32 IIPOIyC-
Haroto onpezensne Ha NOAEL e oTcbheTBHETO Ha BpeiHH
TOKCHUYHHU e(EKTH; WIH

TOKCHYHOCT OT OCOOCHA 3HAYMMOCT (HAIpPHMEpP Ba)KHH)
CHITHH e(DeKTH); HIIH

nposiBsiBaHe Ha e(eKT, 3a KOWTO HAIMYHOTO J0Ka3a-
TEJICTBO HE OTroBapsi Ha TOKCHKOJIOTHMYHHTE XapakKTe-
PHUCTUKH W/WIIM XapaKTepUCTUKHTE Ha pucka. B TakuBa
cllydad ChIIO MOXKe Ja Oble MO-TOAXOMASII0 H3BbP-
[IBAHETO Ha ONPEIENCHH TOKCHKOJOTHYHH H3IUTBAHUS,
KOUTO MMaT 3a Hel Ja pasKpuiaT Te3W e(eKTH
(HampuMep HMMYHOTOKCHYHOCT, HEBPOTOKCHYHOCT); HIIH
U3IIOJI3BBAHUAT NI'BT HA CEKCIO3ULMA IIPpU MNBbPBOHAYAIHO
U3NUTBAHE C TIOBTapsAIla ce Jo3a ce € OoKasal
HEIOAXO/SIl BBB Bpb3KAa C OYaKBAaHUS IIbT Ha
€KCIIO3ULIMSI Ha 4OBEKa M He € OWia HampaBeHa eKCTpa-
HOJIALMS. MEXAY pa3IMYHUTC IBTHINA HA IIOCTHIIBAHE,
W

ocoOeHa 3arpikKeHOCT M0 MPUYMHA Ha EeKCIO3HLUATA
(Hanpumep yrmotpeba B MOTPEOUTEICKH H3ICIHsS, KOSTO
BOJM [0 HMBA Ha EKCIO3WIMs, OJM3KM JI0 HHBaTa Ha
JIO3UTE, MPU KOUTO MOXE Ja C€ 0YaKBa TOKCHYHOCT HPH
X0pa); Win

npu 28 wm 90-1HEeBHO W3NMTBAaHE HE ca OWIM OTKPHUTH
edekTH, sBSIBAllM CE BBHB BEILIECTBA C SICHA BpPbB3Ka B
MOJICKYJIHAaTa CTPYKTypa C BEIIECTBOTO, KOETO TpsOBa
na Objie M3IHUTAHO.

8.7.

8.7.1.

Penponyxrusna
TOKCHYHOCT
CKpHHUHT Ha
pernpoayk-
TUBHATa/
pasBuBaIa ce
TOKCHYHOCT,
equn Bug (OUCP
421 wm  422),
aKo HsMa JIoKa3a-
TEJICTBO or
HaJIMYHATA
unpopmanus  3a
CTPYKTYPHO-
o100HU
BEILECTBA, or

H3YHUCICHUS 4Ype3
(QSAR mm or
in Vvitro MeToJu,
IIPU KOUTO MOXKE
11a ObJIe TOKCHUCH
areHT 110 BpeMe Ha
pa3BUTHETO

»>M29 8.7.

1. U3nurtBaHeTO He € HEOOXOIMMO Jia ce MPOBEXKIA, aKo:

BEIIECTBOTO € H3BECTHO KaTo
poreH u ca TPHUIOKEHU
yIpaBJIeHHE HA PHCKA; MU

,,FEHOTOKCUYEH KaHIIe-
MNOAXOMSAIIM  MEpKH  3a

BEIIECTBOTO € M3BECTHO KATO ,,MyTareH Ha 3apOIHIIHUTE
KIeTKH W ca NPWIOKEHH MOAXOMAIIM MEpKH 3a
yIpaBieHUE HA PUCKA; HJIH

MOXE Oa 6’[)[[6 HU3KIIYCHA CHOTBE€THATA CKCIIO3UIINA Ha
YOBCKa B CHbOTBETCTBUE C MPUIOKCHUEC XI, pasnaei 3; Ui

aKO € Ha Pa3NoJIOKEHHE M3MUTBAHE 3a OLIEHKAa Ha TOKCHY-
HOCTTa 32 MPEHATATHOTO pa3BuThe (mpuioxenne X,
pazzen 8.7.2), WM pasmIMPEeHO M3MUTBAHE 32 TOKCHYHOCT
3a penpoxykuusrta B exHo nokoienue (b.56, OUCP TG
443) (npunoxenue [X, pazmen 8.7.3) wim w3MHUTBaHE C
nee nokosenust (b.35, OUCP TG 416).
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AKO 3a eIHO BCLICCTBO € H3BECTHO, 4YE HMa BPEIHH
edeKTH BBPXY OIUIOJHUTENIHATA CIHOCOOHOCT, TBH Karo
OTroBapsi Ha KpUTepUHTEe 3a KiIacHHIMpaHe KaTo
TOKCHYHO 3a penpoaykuusra B kareropus lA umm 1B:
MOXe Ja yBpeau omutojgurenHara crocodbnoct (H360F),
n HaJIMYHUTE JdaHHU Ca HaIbJIHO O0CTAaThbYHHU A
IOJKPEISAT CEPHO3HA OLICHKA Ha PHCKa, HE ¢ HEOOXOIMMO
HPOBEKAAHETO HA JOIBIHUTEIHN U3MUTBAHUS 3a OIUIOU-
TeJIHAaTa CHOCOOHOCT. Bbmpeku ToBa, TpiOBa na Obae
pasriesaHa Bb3MOXKHOCTTA 3a MPOBEXKAAHC HA H3IIMTBAHE
3a TOKCHYHOCT 32 Pa3BUTHETO.

AKO 3a eIHO BEIIECTBO € M3BECTHO, Y€ IPHYHHSIBA
TOKCHYHOCT 3a pa3BUTHETO, THH KaTO OTroBaps Ha
KPHUTCPUHTE 33 KIACHU(PUIMPaHEe KaTO TOKCHYHO 3a PEIpo-
nykousta B Kareropus 1A wmwm 1B: mMoxe nma yspeam
wiona (H360D), u HaimmuHWTe JaHHU Ca HAIBJIHO
JIOCTaThYHM J1a TIOJIKPEISIT CEpHO3HA OLCHKA Ha pPHCKa,
HE € HeoOXOJUMO TPOBEKAAHETO Ha JOIBIHUTEIHN
M3MUTBAHMS 338 TOKCHYHOCT 3a pa3BUTHETO. Bbrpekn
TOBa, TpsAOBa na ObAe pasriieaHa BB3MOXKHOCTTA 3a
NPOBEXKIAHE Ha M3MHUTBAHE 3a BB3JCHCTBUETO BBPXY
OILIOJUTEIHATA CIIOCOOHOCT.

B cimydaurte, korato MMa CEpHO3HO OCHOBaHHE Ja ce
OYakBa BPEIHO BB3JICHCTBHE BBPXY OIUIOAUTEIIHATA
CIIOCOOHOCT ~WJIM  Pa3BUTHETO, PETHCTPAHTBT  MOXKE,
KBJIETO € YMECTHO, Jia TPEAJIOKH WIH Pa3MIUPEHO
n3CIeABaHe 332 TOKCHYHOCT 3a DPENPOAYKIMATA B €IHO
nokojenue (mpunoxkenwe X, pazmen 8.7.3), wam
M3MUTBAHE 32 OLCHKA HA TOKCHYHOCTTA 32 MPEHATAIHOTO
pasButHe (mpuioxenue 1X, pazmen 8.7.2) BMecCTO CKpH-
HHHTOBOTO M3nuTBaHe. 4

8.8.

8.8

TOKCHKOKHHETHKA
.1. OneHka Ha TOKCH-
KOKHHETHIHOTO
[TOBEICHIE Ha
BEIIECTBOTO B
CTeTIeH, KOSITO
MOXe Jga  ObIe

HOJIy4eHa OT CBOT-
BeTHAaTa  HaJMYHA
nHpOpManusL

9. EKOTOKCHKOJIOITMYHA MHOOPMALIMA

KOJIOHA 1
W3NCKBAHA CTAH-

JIAPTHA MHO®OPMAILIVA

KOJIOHA 2

CIHEHM®UYHU TTPABUJIA, TTPUJIOXKHUMU 3A AJJATITUPAHE T10

OTHOHIEHUE HA KOJIOHA 1

9.1

3. Kpatkocpouno

U3MUTBaHE Ha
TOKCHYHOCTTA
npu pubH:
Perucrpantst
MOXE Ja Tpea-
noyere
JUBJITOCPOYHO
U3MUTBaHE 3a
TOKCHYHOCT
BMECTO KPaTKOC-
POYHOTO TaKOBa.

9.1.3.

M3nurBanero He € H€O6XOL[I/IMO Ja ce IIpoBeXK/a, aKo:

— HMa CMeK4YaBamy (akTopH, MOKa3Balld, Y€ HsAIMa BEpO-
STHOCT OT IPOSIBSIBAHE HA BOJHA TOKCHYHOCT, HAIPUMEp
aKO BEIIECTBOTO € CHJIHO HEpPa3TBOPUMO BBB BOJA HIIH
HSIMAa BEPOSATHOCT BEHIECTBOTO Jia IPEMHHE IIpe3
OHMOJIOTMYHU MEMOpaHU; WM

UMa HAJIMYHO JBJITOCPOYHO M3IMTBAHE HA BOJAHATA
TOKCHYHOCT TIpH PHOH.

AKO oOleHKara Ha XHMMHYHATa O€30MacHOCT CBIJIACHO
npuwioxkeHne | moka3Ba HEOOXOJMMOCT OT IpOyYBaHE Ha
JIOIBJIHATEIHUTE e(eKTH BBPXY BOJHUTE OpraHW3MH, TpsOBa
na ObJe pasriiefaHo JBITOCPOYHOTO H3IMHUTBAHE 3a BOJHA
TOKCHYHOCT, KOETO € omucaHo B npwioxenue 1X. M300psT
Ha HOAXOAAMI(M) METO/(1) 3a M3MUTBAHE e 3aBHCH OT Pe3yJl-
TaTUTE OT OIEHKaTa Ha O€30IacHOCT Ha XHUMHYHOTO
BEIIECTBO.
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KOJIOHA 1

N3NCKBAHA CTAH-
JIAPTHA MHO®OPMALIVIA

KOJIOHA 2

CIIEIU®UYHHN TTPABUJIA, TIPMJIOKHUMU 3A AIATITUPAHE TIO

OTHOWEHHME HA KOJIOHA 1

AKO BeIecTBOTO € c1abo pa3TBOPUMO BBB BOjIA, TpsiOBa jia ce
00CHIM MPOBEKAAHETO HA JBJITOCPOYHO M3IUTBAHE 33 BOIHA
TOKCHYHOCT Tipu pubu (mpunoxkenue 1X, paszen 9.1.6).

9.1.4. HM3nurBaHe 3a [ 9.1.4. U3nurBaHeTo He € HEOOXOAMMO Jia Ce MPOBEXK/A, aKo:
PECIMpaTopHO — HAMA eMHCHMM OT NpEUMCTBATENHMTE CTAHIMH 34
uHxn6upaHev Ha OTMAABYHHA BOMIM; WK
aKTHBHA yTalka

— uMa cMekyaBan (HakTOpH, IMOKa3Balld 4ye HsMa BEpO-
STHOCT OT TIOSBSIBAHE HA MHKPOOHA TOKCHYHOCT,
HalpyMep BELIECTBOTO € CWJIHO HEPa3TBOPUMO BEB
BOJIA; WJIH

— YCTaHOBEHO €, Y€ BEIIECTBOTO € MPSKO OHOpa3rpajnmMo u
NPWIOXKEHUTE KOHICHTpPALMKM Ha W3IHTBAaHE ca B o0OXBara
Ha KOHIIGHTPALMHUTE, IMPU KOMTO MOXKE Ja Ce O4YaKBa
MPUTOK OT NPEYHUCTBATEIHA CTAHIMS 33 OTHAJHU BOJIMU.

WsnuTBaHeTo MoKe Ja ObIe 3aMEHEHO C M3IMUTBAHE 33 MHXMH-

OupaHe Ha HUTpU(UKANUSITA, AaKO HAJTUYHUTE JIaHHU

[OKa3BaT, Y€ KMa BEPOSTHOCT BEIICCTBOTO Ja ObJe

WHXUOUTOP Ha MHKPOOHHSI pacTex wWin (QyHKIUH, B

YAaCTHOCT MO OTHOIICHHE HA HUTPUPUIHMPAIINTE OaKTEpUH.

9.2. Pasrpaxnane 9.2. AKo oreHKaTta Ha 0€30MacCHOCT Ha XHMHYHOTO BELISCTBO

CBIVIACHO MpHIIOXKEHHEe | moka3Ba HEOOXOANMOCTTA OT JIOIIBII-

HHUTEJIHO TNPOYYBaHE HAa pa3rpaIuMOCTTa Ha BELIECTBOTO,

TpsiOBa Ja ObjAe pas3miIefaHO JONBIHUTEIHO W3NHWTBAHE 3a

pasrpagumoct. M3060pbT Ha mopxomAmi(u) Meron(u) 3a

W3NUTBAaHE IIE 3aBHCH OT pE3yNTaTUTE OT OLCHKara Ha

6€30MacHOCT Ha XUMHYHOTO BEIIECTBO.

9.2.2. AGuornuHa

9.2.2.1. Xunponmuza kato | 9.2.2.1. V3nurBaHeTO HE € HEOOXOAMMO Ja C€ IPOBEXK/A, aKO:
¢ynkus ot pH.

— BEIIECTBOTO € MPSIKO OHOpasrpaanMo; WIn

— BEIIECTBOTO € CHJIHO HEpa3TBOPUMO BBHB BOJA.

9.3. KusHeH nMKbBI U
[TOBEICHHE B
OKOJIHATa cpeja

9.3.1.  CKpHHHUHIOBO 9.3.1. H3nurBaHeTo He € HEOOXOAMMO Jia CE MPOBEXK/A, aKo:
HU3IHUTBAaHE Ha
ancopOumsTa/ — BB3 OCHOBAa Ha ()M3MKOXMMHUYHUTE CBOWCTBA MOXE Jla Ce
necopbuusTa OYaKBa, Y€ BEIIECTBOTO MPHUTEKaBa HUCHK MOTCHIMAT 32

aacopOmmsi  (HampuMep — BEHIECTBOTO  HMMa  HHUCBK
Koe(HIMEHT Ha pasnpe/eieHne OKTaHOJI—BO/A); HIIH

— BEIIECTBOTO M HETOBUTE 3HAUYMMHU MPOJIYKTH OT pasrpak-
JaHeTo OBP30 ce pasjarar.
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IIPUJIO’KEHUE IX

CTAHJAPTHU U3MCKBAHUS 3A UHOOPMAIIUS 3A BELIECTBA,
MPOU3BEXKJIAHHM WM BHACSIHA B KOJMYECTBA OT 100 TOHA
WU TOBEYE (')

IIpu TOBa HUBO OT HACTOSILOTO NPUIIOKEHNUE PETUCTPAHTHT TPAOBA 1A MPEACTABH
NpeUIOKEHHEe M BpPEeMEBH TIpadMK 3a M3MBIHEHHETO Ha HH(OPMALHOHHUTE
M3UCKBAHUS Ha HACTOSIIOTO NPHIOXKEHHE B CHOTBETCTBHE C wieH 12,
naparpag 1, Oyksa T).

Konona 1 Ha HAcTOSIIOTO NPHUIOKEHHE YKa3Ba CTaHIapTHaTa HH(opMauus,
H3HUCKBaHAa 3a BCUYKHU BCIIECTBA, INPOU3BEACHU WM BHECCHHU B KOJIMYCCTBA OT
100 ToHa waM 1moBeue, B CHOTBETCTBME ¢ wieH 12, maparpad 1, Oyksa r).
CboOpa3HO TOBa M3KMCKBaHaTa WH(pOpPMAIMs B KOJOHA | Ha HACTOSIIOTO
NPUIOKEHUE € B JONbIHEHUWE Ha Ta3M, KOATO Ce M3UCKBAa B KoioHa 1 Ha
npuioxkenus VII u VIII. Beska apyra Hanuuna peneBaHTHA (PU3HKOXMMHYHA,
TOKCUKOJOTMYHA M  €KOTOKCHKoJornuHa wuHpopmauus cieasa ga  Obuae
nocoueHa. Komona 2 Ha HacTosmOTO INpuiloKeHUue H30posiBa creuupUIHUTE
[IPaBUIIA, CBIIIACHO KOMTO PErHCTPAHTBT MOXKE Ja MNPEIJIOXKH Ja HE IPenoCcTaBs
U3MCKBAaHATA CTaHAapTHa MHQopMauus B 3aMsHa Ha Jpyra uH(opmauus,
OCHI'YpEeHa Ha II0-KbCEH €Tall WM ajalTHpaHa Mo Apyr HauuH. AKO ca yJOBIe-
TBOPEHHU YCIIOBHSATA, ChIIIACHO KOUTO B KOJIOHA 2 HAa HACTOSIIOTO NPUIIOKEHUE CEe
[103BOJIsIBA NIPEIaraHeTO Ha ajanTalys, PETMCTPAHTBT SICHO 3asBsBa TO3U (aKT
U NPUYMHUTE 3a INPEIaraHeTo Ha BCSKA aJaNTalus I10J ChOTBETHOTO HaHMe-
HOBaHHE B PErUCTPALIHOHHOTO JIOCHE.

B nonmbiHeHnme KbM TE3M CHEUM(UYHM NpaBWia PErHCTPAHTBT MOXE Ja
NMpeAIOKN Jla aJanTHpa HM3MCKBaHATa CTAaHIApTHA WH(OpManus, MOCOYeHa B
KOJIOHA | Ha HAacTOSIIOTO NPHMIOXKEHHE, CHIVIACHO OOIINTE IPaBHIIA, BKIIOYCHH
B npuioxenue XI. B To3u ciydail CBIIO PErHCTPAHTBT SICHO IPECTaBA
MPUYMHHUTE 32 BCSIKO pELICHHE 3a IpeJaraHe Ha aJalTaliyd Ha CTaHAapTHara
wHpOpMANUs II0J] CHOTBETHOTO HAUMEHOBAaHHE B PETHCTPAllMOHHOTO JIOCHE
OTHOCHO IMOJXOJSIIOTO CHENU(UIHO MPABIIO(a) B KOJOHA 2 WM B IPHIOKEHHE
XI(3).

Ilpenn mpoBekjaHETO HAa HOBM M3IUTBAHMS 3a ONpEACISHE Ha CBOWCTBATa,
n30pOEHH B TOBa IPHIOKEHHE, IBPBO TPA0BA BCUYKM HAIMYHM N Vifro aHHH,
in vivo TaHHW, UCTOPUYECKH IaHHM 3a 4oBeKa, AaHHM oT BanmuaHu (Q)SARs n
JAaHHU OT CTPYKTYPHO TIIOJ00HM BemiecTBa (read-across moaxon) na ObaaT
OLICHEHH. [n Vvivo W3NUTBAaHHWA C KOPO3WBHH BEIECTBA IIPYM HUBA HAa KOHICH-
Tpamys) 103a, IPUYUHABALIN KOPO3UBHOCT TpsAOBa na Obmar m3barsaxu. [Ipemam
MIPOBEXkIAHETO HAa U3MHUTBAHETO IOCIEBANINTE YKA3aHMS 332 N3IMUTBAHETO B CTpa-
TeruuTe TpsOBa 1a OBJAT KOHCYITHPAHH AOIBJIHHUTEIHO C HACTOSIIOTO IPHIIO-
JKCHUE.

Korato He e OocurypeHa I/IH(bOpMaI_II/I}I 3a OIpeAeICHU KpalePI TOYKHU U € HIpea-
JIOKEHO J1a HE €€ IpeaocTaBs I/IH(bOpMaI_II/IH 10 Apyry HNpU4YuHHU, HEYIIOMEHATH B
KOJIOHa 2 Ha HaCTOAIIOTO MNPWJIOKECHUE HWIN B MNPUIOKECHUC XI, TO3HU (l)aKT u
OPUYUHUTE 3a HETO CBHIIO Tpﬂ6Ba Ja 6L,HaT SICHO NIPEACTaBECHU.

7. UHOOPMALIMA 3A OUIUKOXUMUYHHUTE CBOHCTBA HA

BEIIECTBOTO
KOJIOHA 1 KOJIOHA 2
W3NCKBAHA CTAHJAPTHA |CIIEHU®UYHMU IMPABUIIA, IIPUJIOXKUMU 3A AJTATITUPAHE I10
MHO®OPMALINA OTHOIEHME HA KOJIOHA 1

7.15. CrabunHoct B opranuunu | 7.15. HM3nutBaHeTto He € HEOOXOAMMO Ja Ce NPOBEXKIA, aKo
pa3TBOPUTENM M HJECHTHU- BEILECTBOTO € HEOPraHUYHO.
¢unmpane  Ha  CBOT-
BETHUTE IPOJYKTH OT
pasrpaxjaHeTo

W3zucksa ce camo, KOraro
ce cuynTa, dYe crabmi-
HOCTTa Ha BEIIECTBOTO €
KPHTHYHA.

(') Hacrosuwioto mNpuioxeHHe ce Ipuiara 3a HPOU3BOJMTENN Ha W3IENHS, 32 KOMTO Ce
M3MCKBA 1a OBJAT PErMCTPUPAHU B CHOTBETCTBHE C WIEH 7 M 3a JAPYr'M NOTpeOHTENN
HAJ0Jy HajOoJNy II0 BEpUrara, OT KOWTO CE H3HCKBAa [POBEXKIAHETO HA W3IUTBAHUS,
aJIANTHPAHK CIIOPE/l HEOOXOAMMOCTTA, ChIJIACHO HACTOSIUS PErIaMEHT.

(?) Benekka: yclOBUATA, NPH KOUTO HE CE€ M3MCKBA CrENU(PUYHO H3IUTBAHE, KOMTO Ca
OIMCAHK B MOJAXOJSIINTE METOAM 3a M3MMTBAHE B periiamMeHra Ha KommucusTa OTHOCHO
METOAUTE 3a M3NUTBAHE, KAaKTo ¢ creluduuupaHo B wieH 13, maparpad 3, xouro He ce
MOBTApST B KOJIOHA 2, CHIIO CE MpHjarar.
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KOJIOHA 1

N3MCKBAHA CTAHJAPTHA

MHOOPMAILMA

KOJIOHA 2
CIHEUN®WNYHU TTPABUJIA, ITPUJIOXKNUMU 3A AJAIITUPAHE T10
OTHOIIEHUE HA KOJIOHA 1

7.16. IuconmanuoHHa

KOHCTaHTa

7.16. HMznurBaHeTo He € HEOOXOJMMO Jia CE MPOBEXK/IA, aKo:

— BEIIECTBOTO € XUIPOJIUTUYHO HecTaOHIHO (Bpeme Ha
mosypasnaja IMo-Maiko OT 12 dwaca) WM € JIeCHO
OKHUCIISIEMO BBB BOJIA; MIIN

— 110 HAy4HOOOOCHOBaHM NPHYMHU H3MUTBAHETO HE €
BB3MOXKHO J1a ObJie U3IIBJIHEHO, HAIPUMEP aKO aHaJIu-
TUYHUAT METOJ HE € JIOCTaThbYHO YyBCTBHUTEJICH.

7.17. Bucko3uter

8. TOKCUKOJIOIT'MYHA MHOOPMAIMA

KOJIOHA 1

N3MCKBAHA CTAHJAPTHA

MHOOPMAILMA

KOJIOHA 2
CIHEUM®WYHU TTPABUJIA, ITPUJIOXKHUMU 3A AJAIITUPAHE I10
OTHOILIEHUE HA KOJIOHA 1

8.4. Axo nMMa TIO3UTHBEH pe3yiTaT NpU HIKOE OT in Vitro
M3MUATBAaHMUATA 32 TEHOTOKCHYHOCT B mpmiokenue VII
wm VII u wHIMa HanuyHEM pe3ynTaTH OT Bede
MIPOBEJICHO N Vivo M3NUTBaHE, PETHCTPAHTHT TPsOBa ja
MPEATIOKHU TOAXOJAIO 71 Vivo TeHOTOKCHYHO U3MHUTBaHE
Ha COMAaTHYHM KIIETKH.

AKO ¥WMa TO3UTHBEH pesyiarar OT HaJIUYHO in vivo
U3IIUTBAHE HA COMATHYHH KIJIICTKH, BB3 OCHOBAa Ha
BCUYKH HaJIMYHU JaHHH, BKIOYHUTCIHO TOKCHUKOKHHE-
THYHUTEC IIOKA3aHUA, Tpﬂ6Ba Jaa 6T>,He pasriaeaan noTeH-
IHUaIBT 32 MYTAar€HHOCT IIPU 3apOJAUIIHU KIIETKH.

8.6.

8.6.1.

ToxcuaHoCT mpu
MOBTapsIa ce J103a

Kpatkocpouno
M3MUTBAaHE HA TOKCHY-
HOCTTa MpU TOBTapsIa
ce no3a (28 nauu), eauH
BUJA, MBXKKH M IKCHCKH
WHIUBUIH, Haii-
noaAXOaA1IUAT IbT Ha
IOCTBIIBaHE, KaTo  ce
“Ma TOpeaBH] Hail-Bepo-
SATHUAT obT Ha
EKCIIO3ULIUSI HA 4YOBEKa,
OCBEH aKO TOBa Beye He
€ OCHI'YPeHO Karo 4YacT
oT HN3HUCKBaHHUATA Ha
npunoxkenue VIII  wim
ako ca  IPEeUIOKEHU
HU3IIUTBAHUSA CBhI'JIAaCHO
paszen 8.6.2 or
HACTOSILIOTO IPHUIIO-
kenue. B Tosm ciydait
paznen 3 OT MpUIIoKEHUE
XI ne ce npunara.
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KOJIOHA 1

N3NCKBAHA CTAHIAPTHA

NHOOPMALIUA

KOJIOHA 2
CIHEHU®UYHA TTPABUJIA, ITPUJIIOXKNUMUA 3A AJAIITUPAHE T10
OTHOIIEHME HA KOJIOHA 1

8.6.2.

W3nutBane Ha CcyOXxpo-

HHUYHATA TOKCHYHOCT
(90-1HEBHO), eQWH BUI,
rpuzad, Hal-

MOAXO/SIIIMAT BT Ha
MOCTBIIBAHE, KaTto ce
“Ma OpeaBHJ] Hail-Bepo-
SITHUSIT BT Ha
EKCIIO3UIIMST HA YOBEKa.

8.6.2. UsnurtBanero Ha cyOxpoHu4yHaTa TOKCHYHOCT (90-
JIHEBHO) HE € HeoOXO0IMMO Ja ObJie MPOBEKAAHO, aKO:

— € HaJIWYHO JIOCTOBEPHO KPAaTKOCPOYHO H3IHUTBAHE 32
TOKCHYHOCT (28 JHM), MOKa3BallO0 CHUJIIHK TOKCHYHU
e(eKTH CBIVIACHO KPUTEpPUUTE 3a KiacupuiupaHe
Ha BEIIECTBOTO KaTo R48, 3a koeTo HaOII0AaBaHOTO
NOAEL-28 npguM ¢ mpwiaraHeto Ha IOAXOJSIN
(hakTOp Ha HECHTYPHOCT II03BOJIIBA EKCTPAIOIaIust
kbM  NOAEL-90 nguu npu cblus 0BT Ha
CKCIIO3HIIUS; WA

— € HaJIWYHO JOCTOBEPHO MIIMUTBAHE 3a XpPOHHWYIHA
TOKCUYHOCT, MNpH KOETO ca OMIN  W3IOJI3BaHU
OOAXOAAIIHM BHIOOBE M IIbT HA IIOCTBIBAHE, HUIIH

— €/IHO BELIECTBO NPETHPIISiBA HE3a0aBHO pa3najaHe
MMa JIOCTaThbYHO JAaHHU 3a NPOJYKTHUTE OT pasmaja
(enHoBpeMeHHO  3a  e(eKTHTe  BBPXY  LeIHs
OopraHu3bM M 32 eQpeKTHTe INpH MACTOTO Ha
IMOCTBHIIBAHEC, HIIA

— BEIIECTBOTO € HEPEaKTUBHO, HEPA3TBOPHMO M HEHH-
XaJupamo ce, ¥ HAMa IoKa3aHus 3a abcopOums, u
HsAMa TIOKa3aHUsl 3a TOKCHMYHOCT HpPU 28-THEBHOTO
,OTPAaHUUCHO W3NHTBaHE , OCOOCHO aKO TaKbB
MOJIENI CE€ CBBbp3Ba C OTpPaHMYCHA CKCIIO3WIHS Ha
YOBEKa.

TloxxoasiMsT IMbT Ha MOCTHIIBAHE CE PI36I/Ipa Bb3 OCHOBaA
Ha CJICOHOTO:

W3nuTBanero mO aepMalieH OHT HA TIOCTHIIBaHE €
MOAXO/ISIIO, aKO:

1. UMa BEpOATHOCT OT KOHTAKT C KOXKaTa IIpH
HPOM3BOJICTBO W/WIN ynorpeda; u

2. (1)I/I3I/IKOXI/IMI/I'-IHI/ITC CBOMCTBa npeamnojarat
3HA4YUTCJIHA CTCIIaH Ha a6cop6u1/mTa IIpe3 KoXxarta; U

3. € M3IBJIHEHO €IHO OT CIICAHHUTE YCJIOBUA:

— HaOJI0/1aBa Ce TOKCHYHOCT IIpU U3IUTBAHETO 3a
OoCTpa JcpMaliHa TOKCUYHOCT IIpU IMOHHXKaBalln
C€ [103M, B CpaBHEHHUE C Tas3u IPpHU HUINUTBAHETO
3a OpajiHa TOKCUYHOCT; WJIHU

— HabmroaBaT ce eeKTH BBPXY LEIUS OPraHU3bM
WIA JpYTW Jl0Kas3aTelcTBa 3a abcopOuust mpu
M3IHUTBAHMS 32 KOXKHO W/WIIM OYHO Jpa3HEHE; WIH

— in Vitro W3NUTBaHUATA T[OKa3BaT 3HAYUTEIHA
nepMaiHa abcopOuus; WK

— 3Ha4YUTEJIHA JACpMaJlHa TOKCUYHOCT WU AEPMaJIHO
IIPOHUKBAHE Ca MO3HATHU OT CTPYKTYPHO HO,I[O6HI/I
BCIICCTBA.

M3nuTBaHeTO0 MO0 WHXAJAWOHEH BT Ha IOCTHIIBAHE €
MOAXO/AIIO0, aKo:

— ¥Ma BEpOSTHOCT 3a CKCHO3WIMS HAa YOBEKa upe3
MHXaJanus, WUMaiK{ MpeABUA TApHOTO HaJsAraHe
Ha BEIIECTBOTO W/MJIN BB3MOXKHOCTTA 32 €KCIO3HILIHS
Ha aepo30iM, YacTHIM WIM Kamduiy C HWHXajla-
IIMOHEH pa3Mep.
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KOJIOHA 1 KOJIOHA 2
N3NCKBAHA CTAHIAAPTHA |CIIEHU®UYHM IMPABUIIA, IIPUJIOKUMU 3A ATATITUPAHE T1O
MHOOPMALIMA OTHOIIEHME HA KOJIOHA 1

JlonbIHUTENHY M3IUTBaHMS MoOrar Ja Obgar mpen-
JIO)KEHU OT PErHCTPaHTa WM U3MCKBAHM OT ATreHIMATa
B cpoTBeTcTBUE ¢ wieH 40 uim 41 B ciydail Ha:

— mnponyck B unentudumupanero Ha NOAEL npu 90-
JHEBHOTO M3IIMTBAHE, OCBEH ako IIPUYUHATA 3a
npomycka B uiaeHtudunupanero Ha NOAEL ce
IBJDKA  Ha OTChCTBUETO HA BPEJHU TOKCHYHM
eeKTH; Wi

— TOKCHYHOCT C OcoOeHa 3HaYyuMOCT (Harmpumep
CepHO3HM/CHITHA e(EeKTH); WIH

— UHIMKAaLUU 33 eeKT, Ipu KOWTO UMa HEeA0CTaTbuHH/
HE3a[0BOJIMTENIHU JOKA3aTENICTBA 32 TOKCHKOJIOIHYHA
XapaKTepUCTHKA W/WIM 32 OXapaKkTepu3upaHe Ha
pucka. B TakuBa ciydam Moxke cblIO0 na Obae mo-
MOAXOMAIIO Ja cE IPOBENAaT ONPENCNICHH TOKCUKO-
JIOTUYHU W3MUTBAHUS, TNPEAHA3HAYCHH [a ITpoydar
Te3n epekTH (HanpuMep HMYHOTOKCHYHOCT, HEBPO-
TOKCHYHOCT); WK

— ocobeHa 3amiaxa, CBbp3aHa C  CKCIO3MIMATA
(HampuMep MPUIOKEHUE B MPOIYKTH 32 KOHCYMAIlus,
BOJICILIO JI0 HUBA HA EKCIIO3MIMS, OJIM3KU /0 HUBATa
Ha JI03M, TIPU KOHMTO MOXe Ja Oble OdvakBaHa
TOKCHYHOCT HPH XOpata).

8.7. PenponykruBHa 8.7. W3nuTBaneTo HE € HEOOXOAMMO [a Ce MPOBEXKAA, aAKO:
TOKCHYHOCT — BEIIECTBOTO € M3BECTHO KaToO ,,[€HOTOKCHYEH KaHIIe-
POreH M ca NPHIOKEHH MOAXOSIIM MEPKH 3a
yIpaBlIeHHE HA PUCKA; WIIH
— BEIIECTBOTO € H3BECTHO KATO ,,MyTareH Ha 3apo-
JMIIHUTE KJIETKH® ¥ ca TPUIOKEHH TOAXOJSIIN
MEpKH 3a yIpaBjieHHEe Ha PUCKA; HIN
— BEIIECTBOTO € C HHUCKA TOKCHKOJOTMYHA aKTHBHOCT
(HsiMa JOKa3aTeNicTBA 3a YCTAaHOBEHAa TOKCHYHOCT
MU HAKOE OT HAIMYHUTE M3IHUTBAHHSA), OT TOKCHUKO-
KMHETHYHHUTE JaHHU MOXKe Ja ObJie J0Ka3aHo, 4e He
ce mosiBsiBa abcopOIms Ha OpraHu3Ma 4Ype3 ChOT-
BETHHUTE IIBTUIA HA EKCIIO3ULMS (HApUMep KOHICH-
TpalMKUTe B IUIA3MaTa/KPbBTa ca MOJ OTKpHUTATa
rpaHulia, M3I0JI3BaHA TPH YYBCTBUTENIEH METOA H
BELIECTBOTO ¥  METAa0OJIMTUTE Ha  BELIECTBOTO
OTCBCTBAT OT ypPHMHATA, JKIbUKATA WIIM H3ANIIBAHHS
BB3JyX) M HAMa EKCIIO3MIMs Ha YOBEKa HJIM HAMA
3HAUMTEIHA €KCIIO3UIMS HA YOBEKa.
»M3 Ako 3a €IHO BELIECTBO € H3BECTHO, Y€ MMa
BpeaHN e(eKTH BBPXY OIUIOMUTENHATA CIIOCOOHOCT, Thi
KaTo OTroBapsi Ha KPUTEPUMTE 3a KIACH(PHUIMpaHE KATO
TOKCUYHO 3a penponykuusara B kareropust A umm 1B:
Mosxe na yBpenau orutoguresiHara criocobHoct (H360F),
U HAJIMYHUTE JAaHHU Ca HAmbJIHO JOCTaThYHU Ja
HOJKPEINsT CEepHO3Ha OIICHKAa Ha pHUCKa, HE € Heod-
XOAUMO IPOBEKAAHETO HA JAONBIHUTCIHU H3IKUTBAHUSA
3a OIUIOJUTENIHATa CHOCOOHOCT. Bbmpekn ToBa, obaue,
TpsaOBa Ja Obje pasriefaHa  Bb3MOXKHOCTTA 32
NPOBEXKJaHE HAa  M3MHWTBAHE 33 TOKCHMYHOCT 3a
pa3BUTHETO.
AKO 3a €IHO BEIIECTBO € M3BECTHO, Y€ IPUYHMHSABA
TOKCHYHOCT 32 pPa3BUTHETO, Thil Karo OTroBaps Ha
KpUTEpUHTE 3a KJIacH(pULIUpAaHE KaTro TOKCHYHO 32
penponykuusra B kareropus 1A wm 1B: Moxe na
yBpemu 1ioxa (H360D), u HanmuHMTe JaHHU ca
HAITBJIHO JIOCTQThYHU Jla ITOJKPEIST CEpUO3HAa OICHKA
Ha pHUCKa, HE € HEOOXOJMMO IPOBEKIAHETO Ha JOIBI-
HHUTEJIHU W3MUTBAHUS 32 TOKCHYHOCT 3a Pa3BUTHETO.
Benpeku TtoBa, obawe, TpsOBa ma Obae pasriieraHa
BB3MOXKHOCTTA 32 IIPOBEXJAaHE Ha W3NHTBaHE 3a
e(eKTUTEe BBPXY OIUIONUTENHATA CrIocoOHOCT. <«
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8.7.2. UsnurBane 3a | 8.7.2. IlppBOHAYAIHO M3NMTBAHETO TPsIOBA 1a ObJE NPOBEAEHO
IpEHATAIHO pa3BHBaIla ¢ emmH Buj. Pemenne 3a  HeoOXoaMMOCTTa  OT
ce TOKCHYHOCT, CIHH HPOBEXKAHE HA M3MUTBAHE C BTOPH BUJ IPH TO3U KOJIHU-
BHJ, Hal-IOAXOISILHAT YeCTBEH Ipar WM IPH CleJBalus TpsOBa a ce B3eMe
ObT HAa  IIOCTBIBAHE, Bb3 OCHOBAa Ha pe3ysiTaTa OT IIbPBOTO M3IUTBAHEC M Ha
KaTo ce MMa HPEABH] BCHUYKH JPYrH HOAXOJSINY HAJIWYHU JaHHU.
Haii-BepOSITHUAT BT Ha
CKCIIO3MLUS Ha YOBEKa
(OUCP 414).

8.7.3. Pasmmpeno wusciensane | 8.7.3. PasmmpeHo wu3cieqBaHe 3a TOKCHYHOCT 3a PEHpo-

3a TOKCUYHOCT 3a perpo-

JIYKLHSITA B e/IHO
mokonenne  (b.56 ot
periaMenTa Ha
Kowmucusra OTHOCHO

METOANTE 32 HM3IHUTBAHE,
KakTo € IIOCOYeHO B
unen 13, maparpad 3,
I OHuCP 443),
OCHOBEH IUIAH 33 M3IHT-
BaHeTo (koxoptu 1A u
1b 06e3 pasmmpenue 3a
BKJIIOYBaHE Ha
nokonenue F2), emun
BUJl, HAN-NOIXOSIIHUSIT
OBT Ha  IOCTBIIBAHE,
KaTo ce HuMa NpeaBUa
Hal-BEpPOSITHUAT MTBHT Ha
eKCIIO3UIIUSI HA 4YOBeKa,

aKo HAJIMYHUTEC
M3IMATBAHUA 3a
TOKCHUYHOCT C

moBTapsm@a  ce  703a
(Hamp. 28-1HEBHO WIIH
90-1HEeBHO  M3IKTBAHE,
CKpl/IHI/IHFOBI/I
uscnensanuss OMCP 421
nnn  422)  mokaspar
BPEIHO BB3/ICHCTBHE
BBPXY PENPOAYKTHBHHUTE
OpraHd WJIM ThKaHH, WU
NPEIU3BUKBAT Japyra
3arpHKEHOCT BEHB
BpB3Ka C TOKCHYHOCTTA
3a PerpoIyKUUsITA.

JNYKIMSTa B €IHO IIOKOJEHHE C pasliupsiBaHe Ha
koxopra 1B ¢ ormexn BkmouBaHe Ha mMOKOIeHHEe F2
TpsiOBa ma ObIe MPEMIOKEHO OT PErucTpaHTa Win
MOKe Ia Oblie M3UCKAHO OT ATEHIMATA, B CHOTBETCTBHE
¢ wieHose 40 wim 41, ako:

a) BEIIECTBOTO CE M3IOJI3BA M0 HAYMHU, KOUTO BOJST 10
3HAQUUTEIHA EKCIIO3UIUS Ha TOTPEOUTEIUTE WIH
npodecHoHANIHUTE TIOJI3BATENM, KAaTo CE B3eMe
npeaBun, inter alia, TpenU3BUKaHAaTa OT M3JCIHUATA
€KCIIO3ULIUS Ha MOTpPeOUTeNnTe, U

0) € M3II'BJIIHEHO HSKOE OT CJICJAHUTE YCIIOBHMS:

— BEIIECTBOTO MOKa3Ba I'€HOTOKCHYHU e(EeKTH MpH
in  vivo W3NWATBAaHMA 3a MYTareéHHOCT  3a
COMATHYHH KIIETKH, KOETO OM MOIJIO [a JOBEIe
M0 KIacCU(pUIMPAHETO My KAaro MYTareHHO B
KaTeropus 2, Win

— CBbIIECTBYBAT IIpU3HAIM, Y€ BBHTPCHIHATA /103a Ha
BCIICCTBOTO W/WIM HSIKOM OT HETOBUTE MeTa-
0OIUTH e OJOCTUTHE CTa0MIIHO ChCTOSIHUE npu
U3MUATBAHUTE JXKUBOTHHU CaMO CJIE MPOABIDKUTEIHA
CKCITIO3UIIUA, HUIIN

— CbIIECTBYBAT IpU3HALUXW 3a €AUH HWJIU I0BCUC
OTHOCHMMH Ha4YWHH Ha HCﬁCTBHC, CBbp3aH C
HapyuieHust Ha (byHKI_II/II/ITC Ha CHAOKpHHHATa
CHCTEMa OT HAJWYHUTE W3CJIEIBAHUS in VIVO WIA
OT moaxoaun 0e3 M3I0JI3BaHe Ha YKHUBOTHU.

PasmmpeHo m3cnenBaHe 3a TOKCHYHOCT 33  Perpo-
JyKIUSITa B €HO MOKOJICHHE, BKIFOUYBAIIO KOXOpTH 2A/
25 (HEBpPOTOKCHYHOCT 3a pa3BHBAIIUS CE OPraHU3bM) U/
WIK KOXOpTa 3 (MMYHOTOKCHYHOCT 3a DPa3BHBAILIMS Ce
opraHm3pM) TpsOBa ga  ObIe  OPEUIOKEHO  OT
perucTpaHta WiIM MOXe Aa Oble HM3MCKaHO OT AreH-
nusATa, B ChOTBETCTBUE ¢ uieHoBe 40 wmam 41, B ciaydaid
Ha Oco0eHa 3arpyKEHOCT BbB BPB3KA C HEBPOTOK-
CHYHOCT (32 pa3BUBAIIUS CE OPraHU3bM) WIM UMYHOTOK-
CHYHOCT (32 pa3BUBAIIMS CE€ OPraHH3bM), 0O0OCHOBaHA OT
HSKOE OT CIICJIHUTE:

— ChblIeCTByBama HHpOpPMAIMSI 32 CaMOTO BEIIECTBO,
MOJIydeHa OT OTHOCHMH HAJIWYHU TMOAXOIH in Vivo
WIM OT TMOAXOaM 0Oe3 H3ION3BaHE Ha IKMBOTHU
(mamp. anmomammu Ha L[HC, nmokxazarenctBo 3a
BpeiHH e(QeKTH BbPXYy HEpBHATa WIM HMyHHATa
CHCTEMa B IIPOYYBAaHMSI BBPXY BB3PACTHH JKMBOTHU
WM JKMBOTHHU, €KCIIOHUPAHH IMPEHATAIIHO), WIN

— crnequpUYHA MEXaHH3MW/HAYMHU HAa JCUCTBHE Ha
BEIICCTBOTO, CBBP3BAaHH C HEBPOTOKCHYHOCT (3a
pa3BUBAILKUS CE€ OPraHU3bM) H/UIIHM UMYHOTOKCHYHOCT
(3a pasBuBalUsl CE€ OPraHU3bM) (HAIpUMEp HHXH-
OupaHe Ha XOIMHecTepa3aTa WM  OTHOCHMH
U3MCHECHHS B HHUBaTa HAa THPEOUIHH XOPMOHHU,
CBBP3BaHU C BPEAHH e€(EeKTH), WU
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— chmecTByBama uHGOpManus 3a BB3ACHCTBUSA,
MPUYNHEHH OT BEIIECTBA ChC CTPYKTYpa, aHAJOTHYHA
Ha Ta3W Ha HM3MUTBAHOTO BEILICCTBO, IPEAIoNaramia
MOJOOHO BB3ACHCTBHE WM MEXaHH3MH/HAYMHH Ha
JelficTBHE.

3a j1a ce M3SCHU CTEIEHTa Ha ONACHOCT 3a Pa3BHBALIMS Ce
OpraHu3bM, PETHCTPAHTBT MOXKE Ja NPEJUIOKU U JPYru
W3C/Ie/IBaHUs 32 HEBPOTOKCHYHOCT 3a pa3BUBALIUS Ce
OpraHu3bM W/MIM MUMYHOTOKCHYHOCT 3a Pa3BHBALIMs Ce
OpraHu3bM BMECTO Ha KoxopTu 2A/2b (HeBpOTOKCHUHOCT
3a pa3BUBALIMS CE€ OPraHWU3bM) W/WIM Koxopra 3 (MM-
YHOTOKCHYHOCT 32 pa3BUBAIUUS C€ OPraHU3bM) OT
Pa3LUIMPEHOTO HU3CIEBAHE 3@ TOKCHYHOCT 3a perpo-
JYKLHMSATA B €HO MOKOJIEHHUE.

W3nuTBaHMS 3a TOKCHYHOCT 3a PENpOAYKIUSATAa B JIBE
nokonenust (b.35, OUCP TG 416), xouto ca Owim
3amoyHatu npemu 13 wmapt 2015 r., ce cuurar 3a
MOAXO/SIIIN 32 choOpassiBaHe ¢ TOBA CTAHAAPTHO M3HCK-
BaHe 3a HH(OpMALHS.

W3nutBaHeTo cineaBa Ja ce WM3BBPIIBA BBPXY €IMH
JKUBOTHHCKH Buj. HeoOxoaumocTTa OT mpoBeXaaHe Ha
M3MUTBAHE C BTOPH IaM WJIX BTOPU BHI IPU TO3U
KOJIMYECTBEH IIpar WM IpH ClIeABallus Moxe jaa Obae
pasriefjaHa M peIICHHEeTO ciie/Ba Ja Oble B3eTO BbH3
OCHOBAa Ha pE3yJNTaTHTe OT IBPBOTO HM3NUTBAHE U HA
BCHYKHU JIPYTH HAJIWYHM OTHOCHMH JJaHHU.

9. EKOTOKCHKOJIOIT'MYHA MHOOPMALIMA

KOJIOHA 1 KOJIOHA 2
W3NCKBAHA CTAHJAPTHA |CIIEHU®UYHU IMPABUIIA, IIPUJIOXKUMU 3A AJTATITUPAHE I10
MHOOPMAIIMA OTHOIIEHME HA KOJIOHA 1

9.1. Boana tokcmuHOCT 9.1. Ako oreHkara Ha 0€30MMaCHOCT Ha XHMHYHOTO
BEIIECTBO CHIJIACHO MpHJIOKeHue | moka3Ba HeOOXoau-
MOCTTa OT JIONBJIHUTEIHO MpoyYBaHe Ha edekTure
BBPXY BOJHUTE OPraHW3MH, PETHCTPAHTHT TPsiOBa 1a
MPEJIOKN JBJITOCPOYHO H3MHUTBAHE 3a TOKCHYHOCT.
W36opbT Ha moaxomsmi(M) MeTOA(M) 3a W3MHTBAHE
3aBUCH OT PE3yJITATUTE OT OICHKAaTa Ha Oe30MacHOCT
Ha XMMHYHOTO BEIIECTBO.

9.1.5.  JIparocpouyHo
U3MUTBaHE HA TOKCHY-
HOCTTa INIpU TIpbOHAYHU

SKUBOTHHU (pen-
MOYUTAHU BHJIOBE
Daphnia) (ocBeH ako
TaKaBa Beue e

OCHTypeHa KaTo 4acT
OT H3MCKBaHWATA HA
npuioxenue VII)

9.1.6.  JIwirocpo4no

U3MHUTBAaHE HAa TOKCHY-
HOCTTa  mpu  pubu
(ocBeH  aKO  TaKaBa
BEUe € OCUI'YpeHa KaTo
4acT OT H3UCKBAaHHATA
Ha npmnoxerue VIII)

TpsdBa na Obae

ocurypeHa
uH(pOpMALHS B SIUH OT
pasznenure 9.1.6.1,

9.1.6.2 nmu 9.1.6.3.
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9.1.6.1. M3nutBane 3a
TOKCHYHOCT TpH PHOU
B paHeH JKH3HEH
craiuii Ha pa3BUTHE
(FELS)
9.1.6.2. KpartkocpouHo
W3NHUTBaHE 3a
TOKCHYHOCT TIpH pHOH
B CTajuu eMOpUOHH H
JIapBU
9.1.6.3. M3nuTBaHe 3a pacTex
Ha IOBEHUJIHH (ITOJIOBO
He3pesn) pudu
9.2. Pasrpagumoct 9.2. Ako omeHkara Ha 0e30IacHOCT Ha XHMHYHOTO
BEIIECTBO CHIVIACHO NMpuUIoKeHue | mokazBa HEOOX0M-
MOCTTa OT JONBJIHHUTEIHO MpPOy4YBaHE Ha pas3rpaau-
MOCTTa Ha BELIECTBOTO W HErOBHTE NPOJYKTH Ha
pasrpakJaHe, pEruCTPaHTBT TpsiOBa Ja MPEATI0KHU
JIOITBJIHUTEIIHO M3MUTBaHE 32 OMOTMYHO pasrpaxiaHe.
W300ppT Ha moaxomsmy(m) MeTon(M) 3a M3MUTBaHE
3aBUCH OT pE3yJITATUTE OT OLCHKaTa Ha OEe30MacHOCT
Ha XMMHYHOTO BELIECTBO M MOXE Jia BKJIIOYBA CHMYJIa-
[IMOHHO M3MUTBAaHE B IOJAXOMAIA cpena (HampuMep
BOJIa, CEJIMMEHT WM I10YBa).
9.2.1. buotnuHu
9.2.1.2. CuMynamuoHHO 9.2.1.2. M3nuTBaHeTo HE € HEOOXOIMMO J1a Ce MPOBEXKIA, aKo:
M3IUTBaHE Ha KpalHara — BEIIECTBOTO € CUJIHO HEPa3TBOPUMO BBHB BOJA; HIIM
pasrpailuMocT B IOBBP- — BEIIECTBOTO € JIECHO OHOpa3rpaauMo.
XHOCTHH BOJAM
9.2.1.3. CumynanioHHO 9.2.1.3. M3nutBaHeTo He € HEOOXOIUMO Jia Ce MPOBEKA:
U3IIUTBAHC Ha IIOYBH — aKO BEIIECTBOTO € JIECHO OMOpas3rparMo; WA
(3a BemecTBa ¢ BHCOK — aKo HjAMa BEPOATHOCT 3a Mpska M Hempska
HOTCHIHAN 3a CKCIO3MLHUS Ha MOYBH.
azicopOIMsl B TTOYBH)
9.2.1.4. CumynauuoHHO 9.2.1.4. M3nurBaHeTo HE € HEOOXOIMMO Ja Ce MPOBEKAA:
U3IUTBAHC Ha — aKO BEIIECTBOTO € JIECHO OMOpas3rpajuMo; HIIH
CE/IMMEHT (33 BeIIeCTBa — aKo HsAMa BEpOSTHOCT 3a TMpsKa | HEmpska
C BHCOK IIOTCHOMAT 3a EKCITO3UIUSA Ha CEIMMEHT.
azcopOIys B CEJUMCHT)
9.23. MWpentudpuumpane Ha | 9.2.3. OcBeH aKo BEIIECTBOTO € JECHO OHOpa3rpagnumo.
MIPOTYKTHTE oT
pasrpaxkaaHeTo
9.3. YKuznen OUKBI |
MIOBE/ICHUE B OKOJIHATa
cpena
9.3.2. buoakymynupane BBB | 9.3.2. M3muTBaHETO HE € HEOOXOIMMO J]a CE€ NPOBEXKAA, AKO:
BOJHHM BHJIOBE, 3a IPCI- — BCIIECTBOTO MMa HUCBK MNOTCHIHMAJI 3a 6noaKyMy-
OYHTaHE PUOH smupane (Hanpumep log Kow < 3) w/mnm HHUCBK
NOTEHIMAN 32 MpEeMHHAaBaHE IMpe3 OHOJIOTHYHU
MeMOpaHu; Hin
— HsAMA BEPOATHOCT 3a MpsIKa M HEMpsSKa €KCIO3UINSA
Ha BOJHATa Cpefa.
9.3.3. JlombiaHUTENIHA 9.3.3. H3nurBaHeTo HE € HEOOXOJMMO Ja Ce MPOBEXK/a, aKo:

uHpOpMaLMs 3a aacop-
Oumsita/mecopbumnsita B
3aBHCHUMOCT OT pe3yil-
TAaTUTC HA MU3IIUTBAHCTO,
U3HCKaHO B
npunoxenue VIII

— BB3 OCHOBa Ha (PU3UKOXMMHYHHUTE CBOWCTBA Ha
BEIMIECTBOTO MOJKE J1a C€ OYakBa TO Ja MMa HHCBHK
MOTEHIMAT Ha aacopOuus (HampuMep BELIeCTBOTO
“Ma HUCBK KOC(HIIMCHT HA pA3MpEC/ICHUE OKTa-
HOII—BOJIA); WA

— BELIECTBOTO M HErOBUTE MPOJYKTH Ha pasrpaxkJaHe
Obp30 ce pasiarar.
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9.4. Edexrn BBpPXY | 9.4. Te3u u3nUTBaHMS HE € HEOOXOIUMO Ja Ce IPOBEXKIAT,

CYX03€MHH OpraHu3Mu

9.4.1. Kpatkocpouno
U3MUTBaHE HA TOKCHY-
HOCTTa P I'PHOHAYHU
JKUBOTHU

9.4.2. Edextu BbpXy MOYBEHH
MHKPOOPTraHU3MU

9.4.3. KpartkocpouHo
U3MUTBAHE HAa TOKCHY-
HOCTTa HPH PACTCHUS

aKO HsIMa BEPOSATHOCT 3a IpsiKa U HEIpPsIKa CKCIO3ULUSL
Ha KOMIIOHCHT IIOYBH.

IIpn oTchcTBHE Ha TOKCHKOJIOTHMYHM —JaHHH IIPH
[OYBEHH OpraHM3MHM MOXE Ja ObJe MNPUIOKEH
METOIBT 3a pa3NpeieicHHEe Ha pPaBHOBECHETO 3a
OILICHSIBAaHE OIACHOCTTa 3a IIOYBCHUTE OPraHH3MHU.
W360pbT HAa NOAXOAAIIM M3MUTBAHMSA 3aBUCH OT
pesynirTaTa OT OLICHKATa 3a 0e30MacHOCT Ha XMMHYHOTO
BEIIECTBO.

B uwactHocT, 3a BemecTBa, KOUTO HMaT BHCOK
HOTEHIMaN Ja ajJcopOoupar B IoYBaTa WM KOHUTO ca
MHOTO yCTOMYMBM, PETMCTPAaHTBT TpsiOBa Ja 00CHIM
JIBITOCPOYHOTO H3MUTBAHE HA TOKCHYHOCTTa BMECTO
KPaTKOCPOYHOTO.

10. METO/IM 3A OTKPMBAHE W AHAJIM3

HpI/I IIOUCKBAHEC C€ IpPEAOoCTaBs OIMCAHHUC Ha AHAJIUMTUYHUTE METOAU 3a CHOT-
BETHUTC KOMIIOHCHTH, 3a KOHUTO Ca HU3BBPUICHU H3MNUTBAHUA, YPE3 IpUJIaraHe
Ha OIpEaAC]IeH aHAJIUTUYCH METOX. AXO HSIMa HaJUYHU AHAITUTHYHHA MCTO/IH,

TOBa ce 00OCHOBaBa.
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ITIPUJIOJKEHUE X

CTAHJAPTHU U3MCKBAHUS 3A UHOOPMAIIUS 3A BELIECTBA,
MPOU3BEKJIAHH WM BHACSIHU B KOJTMYECTBA OT 1000 TOHA
WU TOBEYE (')

Ha HMBOTO Ha HACTOSIIOTO NPHIIOKEHHE PErHCTPAHTBT TPsOBa Ja IpeICTaBU
Hpe/UIOKEHHEe M BpPEeMEBH TIpadMK 3a M3MBIHEHHETO Ha HH(OPMALMOHHUTE
M3UCKBAHUS Ha HACTOSIIOTO NPHIOXKEHHE B CHOTBETCTBHE C wieH 12,
naparpa¢ 1, Oyksa n).

Konona 1 Ha HAcTOSIIOTO NPHUIOKEHHE YKa3Ba CTaHIapTHaTa HH(opMauus,
M3UCKBAHA 33 BCHYKM BEIECTBA, NPOU3BEIACHM WIIM BHECEHH B KOJIUYECTBA OT
1 000 Tona mnu moBede, B ChOTBETCTBHE ¢ uieH 12 maparpad 1, OykBa n).
CboOpa3HO TOBa W3KMCKBaHAaTa WH(pOpPMAIMs B KOJOHA | Ha HACTOSIIOTO
NPUIOKEHHE € B JONbIHEHUWE Ha Ta3M, KOATO Ce M3UCKBa B KoioHa 1 Ha
npunoxenus VII, VIII u IX. Besika apyra HanumyHa noaxoasina Gpu3MKOXHMMHUYHA,
TOKCHKOJIOTMYHA U €KOTOKCHKOJIOrMYHA MH(pOpMaIMs cleaBa 1a Obe IocoueHa.
Kosona 2 Ha HacTOsIIOTO NpWIOKEHHWE W30posiBa CHEHU(pHUYHUTE IpaBUiIa,
CBIVIACHO KOUTO PErUCTPAHTHT MOXKE Ja IPEUIOKH Jla HE NPEJOCTaBs H3UCK-
BaHAaTa CTaHAapTHa MH(pOpMAIMs B 3aMsHA Ha JApyra MHMOPMALMs, OCUI'ypeHa
Ha M0-KbCEH eTall WM aJaNnTHpaHa 10 APYr HauuH. AKO yCJIOBHUATA, 32 KOMTO B
KOJIOHA 2 Ha HACTOSIIOTO NPHJIOKEHHE CE pa3peliaBaT aJanTalud, ca yJIOoBIIe-
TBOPEHH, PETHCTPAHTHT TPsAOBA SICHO Ja IMOCOYM TO3HM (aKT M NPUIMHHUTE 3a
[peUIaraHeTo Ha BCSKA aJanTalusl MOJ ChOTBETHOTO HAUMEHOBAHHUE B PETHCT-
PALMOHHOTO JIOCHE.

B npombinenue KbM Te3M CHEUM(UUHM IIpaBHIa PETHCTPAHTBT MOXKE Ja
NpeUIOKH a ajanTHpa M3UCKBaHATA CTaHJApTHAa WH(OpMALMs, [O0COYEHA B
KOJIOHAa | Ha HACTOSIIOTO HPHIIOKEHHE, ChIVIACHO OOIIMTE IPaBHJA, BKIIOUYEHU
B npuinoxenue XI. B To3u ciyuail chIO peruCTpaHTHT TPSAOBA SCHO Ja M3I0XKH
NPUYMHUTE 33 BCSAKO PELICHHE 3a NpelaBaHe Ha ajanTallid Ha CTaHAapTHaTa
uHdopManus MOJA CHOTBETHOTO HAUMEHOBAHHME B PErMCTPALIMOHHOTO JIOCHE
OTHOCHO HOAXOAAMmOTO crenuduuHo(u) mnpaBwio(a) B KoJOHA 2 WIM B
npunoxenne XI (2).

Ipenu TpOBEXKIAHETO HA HOBHM M3IMTBAHHS 3a ONpEIENIsHE Ha CBOWCTBATA,
U30pOEHH B HACTOSIIOTO NPUIIOKEHUE, ITbPBO TPAOBAa BCUUKU HAJIMYHM N Vitro
JaHHW, in Vivo JaHHW, MCTOPUYECKH [aHHH 3a 4YOBEKa, JaHHH OT BAJIMIHH
(Q)SARS u maHHM OT CTPYKTYypHO NMOAOOHH BewiecTBa (read-across MOAXON) Aa
ObaaT OLEHEHW. [n Vivo WM3NUTBaHMS C KOPO3MBHHU BEIIECTBA I[pPHU HHMBA Ha
KOHIIEHTpAIIMsI/ 1033, NPUYUHSBAIIM KOPO3UBHOCT TpsiOBa 1a Obaar W30sArBaHu.
Tpeny npoBekJaHETO HA W3MUTBAHETO MOCICABALIMTE YKa3aHUS 338 M3IMHTBAHETO
B CTpareruute TpsiOBa Ja ObAAaT KOHCYJITHPAHW [OIBJIHUTEIHO C HACTOSIIOTO
NPHIIOKEHHE.

Koraro e ¢ ocurypeHa umnbopmaiys 3a onpejeieHu KpaliHH TOYKH M € Ipes-
JIOJKEHO J1a He ce MpefocTaBst MH(OpMALKs 10 APYrH NPUYMHH, HEYIOMEHATH B
KOJIOHA 2 Ha HACTOSIIOTO NPWIOXKEHHEe WM B npuioxenue XI, Tozu ¢akr u
HNPUYMHUTE 32 HEro ChIIO CE MPEICTABAT SICHO.

(1) Hacrosioro TIPUTIOKCHUE CE€ IMpuiara 3a IPOU3BOAUTECIA Ha HW3ACIUsA, 32 KOUTO C€

M3MCKBA 1a OBJAT PErMCTPUPAHU B CHOTBETCTBHE C WIEH 7 M 3a JAPYr'M NOTpeOHTENN
HaJI0Jly [0 Bepurara, OT KOMTO CE M3MCKBA MPOBEKIAHETO HA M3IUTBAHMS (afanTHpaHH
MpU HEOOXOIMMOCT) ChIVIACHO HACTOSIIMS PErJIaMEHT.

(%) Benekka: ycloBHATa, NPU KOMTO HE CE€ M3MCKBA OIPEJENEHO W3IUTBAHE, KAKTO €
O0SICHEHO B CHOTBETCTBAIUTE METOAM 3a M3IMTBaHE B perjameHta Ha Komucusita
OTHOCHO METOAMTE 32 HM3IHUTBAaHE, KAaKTO € perijaMeHTupaHo B wieH 13, maparpad 3,
KOHWTO HE Ce MOBTApsAT B KOJOHA 2, CHIIO CE IpHjarar.
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8.  TOKCHUKOJIOIT'MYHA MHOOPMAIMA

KOJIOHA 1
N3MCKBAHA CTAHJAPTHA
NHOOPMAIMA

KOJIOHA 2

CIIELIM®UYHU TTPABUJIA, TIPUJIIOXKUMU 3A AJJAIITUPAHE T10

OTHOIIEHHME HA KOJIOHA 1

8.4.

AKO MMa IO3UTUBEH PE3YNITAT IPH HAKOE OT in Vitro U3MUT-
BaHMATA 3a TEHOTOKCHYHOCT B npuioxenue VII wm VIII,
MO>e J1a ObJie HE0OOXOAUMO TPOBEKIAHETO HA BTOPO in Vivo
U3NUTBAaHE HA COMATHYHHU KIETKH (OT OpraHM3Ma) B 3aBH-
CUMOCT OT KadeCTBOTO M PEJIEBAaHTHOCTTa HA BCHYKH
HAJIMYHU JIaHHU.

AKO mnMa TO3WTHBEH pe3ydATaT OT HAINYHO In  Vivo
M3NUTBAaHE HA COMATWYHHU KIETKH B3 OCHOBA HAa BCHYKH
HaJIMYHM JJAHHW, BKIIOYMTEITHO TOKCHMKOKMHETHYHUTE TOKa-
3aHMs, TpAOBa na Obje pasriieJaH MOTCHIHAIBT 3a MyTa-
TEHHOCT TPH 3apOJAUIIHM KJIETKH. AKO He MoraTr ma ObaaT
HAlpaBeHM SICHU 3aKIIOUYCHMS OTHOCHO MYTAareHHOCTTa NpU
3apOAMINHUTE KJIETKH, C€ MPEABIDKAAT IOIBJIHUTCIHH
IIPOyYBaHUS.

8.6.3.

8.6.4.

JIBITOCPOYHO M3MHUTBAaHE C MOBTApAIIA C€ TOKCHYHOCT (> 12
Mecela) MoXXe 1a ObJe MPeAoKEHO OT PErHCTpaHTa WM
M3HCKBAHO OT ATEHLHATa B CHOTBETCTBHE ¢ wieH 40 miu
41, ako yecToTaTa M HPOABDKMTEIHOCTTa Ha EKCIIO3HMLMATA
Ha YOBEKa I0Ka3Ba, Ye € MOAXOJIIO MPOBEKIAHETO HA I0-
JIBJITOCPOYHO M3IHUTBAHE M € U3IBIHEHO €IHO OT CIICIHHUTE
YCIIOBHSI:

— HaONIOJaBaHM Ca CEPHO3HH MWIH CHIHH TOKCHYHH
epexTn ¢ ocoOeHa 3HAYMMOCT NpH 28—THEBHO WIH
90—IHEBHO W3IMTBAHE, 32 KOETO HAIMYHUTE NOKa3a-
TEJICTBA Ca HEJOCTAThUYHU 332 TOKCHUKOJIOTHYHA OICHKA
WM OXapaKTepH3UpaHe Ha PHCKA; MU

— HE€ Ca OTKPUTHU e(i)eKTn, TNposABsABAIllM CC BHB BELICCTBA,
KOMTO MMAaT sICHa BpPb3Ka C M3MHUTBAHUTE BEIIECTBA MO
OTHOILICHHE HAa MOJIEKYJIHA CTPYKTypa NpH 28-IHEBHO
win 90-IHEBHO M3MUTBAHE, WM

— BELIECTBOTO MOXE [a MpHUTEekKaBa OIACHO CBOMCTBO,
KOETO He MOxe J1a ObJe OTKpUTO 1pu 90-1HEBHO M3ITHUT-
BaHeE.

JIOMBJIHUTENHY M3MUTBAHUS c€ IpejylaraT OT PerucTpaHTa
WM Morar jaa ObJaT HW3MCKaHH OT ATEHLMATa B CHOT-
BeTcTBUe ¢ wieH 40 wim 41 B ciayvail Ha:

— TOKCHYHOCT € OCOOEHa  3HAYMMOCT  (Hampumep
CEPHO3HU/CHIHU €(DeKTH); HIN

— WHOUKamud 3a e(heKT, MpH KOWTO MMa HEeIOCTAThYHH
JIOKa3aTeICTBA 32 TOKCHKOIOTHYHA XapaKTepUCTHKA u/
WM 3a OXapakTepH3WpaHe Ha pucka. B TakmBa ciydan
MOXE CBIIO Ja OBbAe MO-MOAXOIAMIO Ja Ce MPOBEaaT
OIPEICNICHH TOKCHKOJOTMYHM H3MHUTBAHHS, MPEIHA3-
HAYCHM J1a poyyar Te3u eeKTr (Hampumep UMYHOTOK-
CHYHOCT, HEBPOTOKCHYHOCT); WIIH
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KOJIOHA 1 KOJIOHA 2
N3NCKBAHA CTAHJAPTHA | CIHELM®UYHU TIPABUIA, ITPUJIOXKUMU 3A AJJAIITUPAHE T10
NHOOPMALIUA OTHOIIEHUE HA KOJIOHA 1

— ocobOeHa 3aruiaxa, CBbp3aHa € CKCIIO3unusATa (HaanMep
IIPpUJIOKCHUEC B HNPOAYKTHU 3a KOHCyMaluys, BOACIIO 10
HHBa Ha CKCIIO3HIMA, OIM3KH J0 HUBATa Ha 103U, IIPU
KOHUTO MOXKC Ia 6’LI[€ O4YaKBaHa TOKCI/I'-IHOCT).

8.7.  PempomyktuBHa 8.7. M3nuTBaHETO HE € HEOOXOAWMO Ja ce MPOBEXK/IA, aKO:
TOKCHYHOCT

— BELIECTBOTO € H3BECTHO KATO ,,FeHOTOKCHYEH KaHIle-
poreH W ca MPUIOKEHH TMOAXOMSIIIM MEPKH 3a
YIpaBJIeHHE HA PUCKA; WIIH

— BEIIECTBOTO € M3BECTHO Karo ,MyTareH Ha 3apo-
QUIIHUTE KIETKU® M ca MPWIOKEHH MOJXOMSIIN
MEpKH 3a yIpaBlleHHE Ha PUCKA; WIN

— BEMIECTBOTO € C HHCKAa TOKCHKOJOIMYHA AKTHBHOCT
(HsMa 10Ka3aTeJICTBa 3a YCTAHOBEHA TOKCHYHOCT IPU
HAKOC€ OT HAJIUYHUTC I/I3l'lI/ITBaHI/I$l), OT TOKCHKOKHHEC-
THYHATE JaHHH MOXe aa Objie [0Ka3aHo, 4ye He ce
nosiBsiBa abCcopOIMsl HA OpraHu3Ma 4Ype3 ChOTBETHHTE
IIBTHINA HAa SKCIIO3MIMs (HAIPUMEP KOHLCHTPALMUTE B
ia3MaTta/KppBTa  ca  I0J ~ OTKpHTara  TpaHHIa,
W3M0JI3BaHA MPU YYBCTBUTENCH METOJ M BEIIECTBOTO M
MeTabONUTUTE Ha BEIIECTBOTO OTCHCTBAT OT ypHHATA,
JKITBbYKATA  WIM  M3IAMIIBAHHS — BB3IYX) U HAMA
3HAYMTEJIHA €KCIO3UIIMSI HA YOBEKa.

» M3 Ako 3a €IHO BEHMIECTBO € M3BECTHO, Y€ UMA BPEIHU
eeKTn BBPXY OIUIOJUTENHATA CIIOCOOHOCT, TBH Karo
OTroBapsi Ha KpUTEPUUTE 3a KIACH(HUIUpPAHE Karo
TOKCHYHO 3a pemnpomyKnmsaTa B Karteropus 1A wmmm 1B:
Moxe na yBpemu omnoaurtenHata crocooHoct (H360F), n
HaJIMYHWATE JAQHHU Ca HANBIHO JOCTATHYHM Ja ITOJKPEIST
CepHO3HA OLICHKAa Ha pHCKA, HE € HEOOXOAMMO IPOBEX-
AHETO Ha MONBIHHWTEIHHA W3IHTBAHHUS 3a OILIOJUTETHA
criocobHocT. Bbmpeku ToBa, obaue, TpsOBa ga Obiae
pasriefaHa BB3MOXKHOCTTA 3a HPOBEXKJAHE HA H3MUTBAHE
32 TOKCUYHOCT 3a Pa3BUTHETO.

AKO 3a eIHO BEHIECTBO € W3BECTHO, 4Ye€ IPUYMHSIBA
TOKCHMYHOCT 33 pa3BUTHUETO, ThH KaTo OTroBaps Ha
KpPUTEpUHTE 3a KJIACH(HUIMpPAaHE KaTO TOKCHYHO 3a PEerpo-
nyknusita B kareropus 1A wmu 1B: Moxe na yBpenu miona
(H360D), n HanWYHHTE MAaHHW Ca HAITBJIHO JOCTATHYHHU J1a
MOJIKPETISAT CepUO3HA OICHKA Ha PHCKA, HE ¢ HEOOXOaMMO
IIPOBEXKJAHETO  HA  JIONBJIHUTEIHH  W3IHTBAaHUSA 32
TOKCHYHOCT 32 pa3BUTHETO. Bbhpeku ToOBa, obaue, TpsOBa
na Obje pasriiefiaHa BB3MOXHOCTTA 3a TPOBSKIAHE Ha
H3IIUTBAHE 3a  edekrute BBPXY OILTOIUTETHATA
criocooHocT. 4

8.7.2. UsnurtBaHe 3a
TOKCHUYHOCT, CBbp3aHa
C pa3BUTUETO, CIUH
BU/I, Hali-
MOAXOAAIIUAT BT Ha
MOCTBIIBAHE, KaTO C€
UMa I[peaBuj  Haii-
BEPOSITHUAT BT HA
EKCIIO3HIIHS Ha
yoseka (OVICP 414).
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KOJIOHA 1

N3NCKBAHA CTAHIAPTHA

KOJIOHA 2

CIEIU®UYHA TTPABUIIA, TIPUJIOXKHUMU 3A AITATITUPAHE TIO

NHOOPMALIMA OTHOWIEHHME HA KOJIOHA 1
8.7.3. Pasmmpeno 8.7.3. Pasmmpeno uscieqBaHe 3a TOKCHYHOCT 3a PENpOAYKIHUATA B
u3crneBaHe 3a €IHO IOKOJCHHE C pasmupsBaHe Ha koxopra 1b c ormen

TOKCHYHOCT 3a Pernpo-
AyKIUsATa B €AHO
nokonenne (5.56 ot
periameHTa Ha
Komucusta otHOCHO
METOIUTE 3a
W3MUTBAHE, KakTo €
MMOCOYEHO B ujieH 13,
nmaparpad 3,
OUCP 443), ocHoBeH
IJIaH 3a HU3MHUTBAHETO

(xoxoptu 1A u 1b
6e3 pasmmpeHue 3a
BKJIIOYBaHE Ha

nokosienne F2), enun
BUJ, Haii-
MOAXOASIIMAT OBT HA
MOCTBIIBAHE, KaToO C€
uMa TpeiBHJ  Hail-
BEpPOSATHUAT DOBT Ha
EKCIO3ULUSA Ha
YOBEKa, OCBEH aKo
BeYe He € TpeJoc-
TaBEHO KaTO 4acT OT
H3UCKBAHUSATA o
npunoxenue [X.

BKJIFOUBAaHE Ha nokoJyieHne F2 TpsiOBa na Oble mpeioKeHo
OT pErucTpaHTa WM MOXe Ja Oble H3HCKAHO OT ATeH-
uATa, B CHOTBETCTBHE ¢ uieHoBe 40 mmm 41, ako:

a) BELIECTBOTO CE W3II0JI3BA MO HAYMHM, KOHTO BOJST [0
3HAUUTEJIHA CKCIIO3UIMS Ha MoTpedutenute mim npode-
CHOHAJIMCTUTE, KaTo Ce B3eMe NpenBun, inter alia, npen-
M3BHKaHATA OT M3MEJIMS CKCIIO3MLUS Ha MOTPEeOUTEIHTE,
u

0) € M3II'BJIHEHO HSKOE OT CJICJAHHUTE YCIIOBHS:

— BCHICCTBOTO IIOKa3Ba T'C€CHOTOKCUYHH C(beKTH npu
W3MUTBAHUA N Vivo 3a MYTaréHHOCT 3a COMaTH4YHU
KJICTKH, KOCTO 01 MorJio Jia 10BeIC 10 KHaCl/I(bI/IHH-
paHETO MYy KaTO MYTar€éHHO B KaTCropus 2, I

ChIIECTBYBAT IIpU3HALM, Y€ BbBTPCIIHATA [103a Ha
BCIICCTBOTO W/WIU HAKOW OT HErOBHTE METa0OJIUTH
e T0CTUTHE CTa0MIIHO CHCTOSTHUE IIpU UBIIUTBAHUTEC
JKUBOTHH CaMO cliea IMPOABJDKUTECIIHA CEKCIIO3uLus,
Ui

ChIIECTBYBAT IpU3HAlUM 3a €AUH WKW [I0BEYC
OTHOCHMMH  HA4YMHH  Ha HCﬁCTBHG, CBbp3aH C
HapyuieHust Ha q)yHKHI/II/ITC Ha CHIOKpHUHHAaTa
cUCTeMa OT HaJWYHUTE W3CJEJBAHUS in VIvo WA OT
noaxoan 0e3 M3M0JI3BaHE Ha YKUBOTHHU.

Pasmipeno uscienBane 3a TOKCHYHOCT 32 PEMPOAYKIHUsTA B
€/IHO TIOKOJICHHE, BKJIFOYBAIIO KOXopTH 2A/2B (HEBpPOTOK-
CHYHOCT 3a Pa3BHBAIIMs CE OPraHU3bM) W/WIH KoXopTa 3
(MMYHOTOKCHYHOCT 3a pPa3BHBALIWS CE OPraHU3bM) TpsiOBa
na ObJie NMPeUIoKEHO OT PerdcTpaHTa WM MOXe jaa Obae
M3UCKAHO OT ATCHISTA, B ChOTBETCTBUE C uieHOBe 40 miam
41, B ciyuait Ha ocoOeHa 3arpIKEHOCT BB Bpb3Ka C HEBPO-
TOKCHYHOCT (32 Pa3BHUBALIUS CE OPraHU3bM) WM UMYHOTOK-
CHYHOCT (32 pa3BUBaIIWs CE OPTraHU3bM), OOOCHOBaHa OT
HSKOE OT CIIeTHUTE:

— chllecTByBala HHOOpPMALMS 332 CaMOTO  BEIIECTBO,
HOJIy4eHa OT OTHOCHMH HAJIMYHH TOJIXOAW in Vivo WU
oT moxaxomu 0Oe3 W3MON3BaHE HA IKUBOTHH (HAMp.
anomanuu Ha LIHC, nokasartenctBo 3a BpenHH e(eKTH
BBPXY HEpBHATa WM MMYHHATa CHCTEMa B IPOYYBAHUS
BBPXY BB3PACTHM JKHBOTHU WJIM J)KUBOTHH, €KCIIOHUPAHHU
MPEHATAIHO), HIIH

— cneuupUYHN  MEXaHW3MHU/HAUYMHM Ha JCHCTBHE HA
BEIIECTBOTO, CBBP3BAHM C  HEBPOTOKCHYHOCT  (3a
pa3BUBAILMS C€ OPraHU3bM) M/MIM HUMYHOTOKCHYHOCT
(3a pa3BHBalLMs Ce OPraHU3bM) (HarnpuMep MHXHOUpaHe
Ha XOJIMHECTepa3aTa MM OTHOCHMM U3MEHEHMS B HUBATa
Ha TUPEOMIHU XOPMOHHM, CBBP3BAHU C BPEAHH €(EeKTH),
W

— CBILECTBYBAILA uHbopmars 3a BB3/ICHCTBYS,
INPUYUHEHU OT BELIECTBA CBbC CTPYKTypa, aHAJOIMYHA
Ha Ta3d Ha M3MNUTBAHOTO BEILECTBO, Ipejnosarama
MojI00HO  BB3JAEMCTBME MM MEXaHM3MU/HAYMHUA  Ha
JIecTBHIE.
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N3NCKBAHA CTAHIAPTHA

KOJIOHA 1

NHOOPMALIMA

KOJIOHA 2

CIEIU®UYHA TTPABUIIA, TIPUJIOXKHUMU 3A AITATITUPAHE TIO

OTHOWIEHHME HA KOJIOHA 1

Jlpyru uscienBaHus 3a HEBPOTOKCHYHOCT 33 Pa3BUBALLUS CE
OpraHu3bM M/WIM HMMYHOTOKCHYHOCT 3a pPa3BHBAlUs Ce
OpraHu3bM BMECTO Ha KOXOpPTH 2A/2B (HEeBPOTOKCHUHOCT
3a pa3BUBAlllUs CE OPraHU3bM) W/WIM Koxopra 3 (MMyHO-
TOKCHYHOCT 32 Pa3BUBALIMS C& OPraHU3bM) OT PA3LIUPEHOTO
u3CIeABaHe 33 TOKCHYHOCT 3a pPEHPOAYKLHATA B €IHO
HOKOJIEHUE MOrar Ja ObJaT IPEeIOokKEHH OT pPEerucTpaHrta
3a M3ACHSABAHE HA 3arPUIKEHOCTTa OTHOCHO TOKCHYHOCTTA
3a pa3BHBAILHsl CE OPTaHU3bM.

W3nuTBaHust 3a TOKCHMYHOCT 3a PEHNPOAYKLHATA B JIBE
nokonenust (b.35, OUCP TG 416), xouto ca Ouam
3amouHaTi mpemu 13 wmapt 2015 1., ce cumrar 3a
HOAXOMSMM 33 cbhoOpa3sBaHe C TOBa  CTaHJAPTHO
U3MCKBaHE 332 MH(MOPMAIHS.

8.9.1.

Kanneporenno
H3IIUTBAHEC

8.9.1.

KaHI1eporeHHO HM3MUTBaHE MOXE Jia ObJe MPEIOKEHO OT
perucrpanTa WJid U3UCKBAHO OT AFeHL[I/IﬂTa B CBOTBETCTBUC
¢ uineH 40 wim 41, ako:

— BEIIECTBOTO MMa IIUPOKO PA3MPOCTPAHEHO IHCIEPCHO
NPWIOXKEHHE WM MMa JO0Ka3aTelicTBa 3a 4YecTa WU
MIPOJIBJDKUTEIIHA €KCIO3UIIMS Ha XOpara; U

> M3 — BemecTBOTO € KIaCH(QUIMPAHO KAaTO MyTareHHoO

3a 3apOJUUIIHUTE KJICTKU B KaTeropusd 2 WK uMa
JIAHHU OT M3IUTBAHETO(MATa) C MHOTOKpaTHa
1033, OT KOWTO JIMYM, Y€ BELIECTBOTO MOXE Ja
NPUYMHE  XUIEPIUIA3Hsl HM/WIH [OPaKeHHs Ha
HOBOOOpa3zyBaHUTE ThKaHH. €

» M3 AKxo BEIECTBOTO € KIaCH(PUIHMPAHO KaTO MyTareHHO

3a 3apOJMIIHUTE KIeTKU Kareropus 1A wmu 1B, npu numnca

Ha JIpyrH JaHHU IIe ce ITpHeMe, Y€ MMa BEpOATHOCT 3a

TeHOTOKCHYCH MEXaHH3bM 3a KaHIIEPOTeHHOCT. B Te3m

cilydyan OOMKHOBEHO HsMa Jla CE M3UCKBAa IPOBEXKIAHETO

Ha KaHLEPOreHHO u3nuTBaHe. <«

9. EKOTOKCHKOJIOTMYHA WHP®OPMALIMA

KOJIOHA 1 KOJIOHA 2
N3NCKBAHA CTAHJAPTHA CIIEHU®UYHU TTPABUJIA, TIPUJIOXKUMU 3A ALAIITUPAHE
NHOOPMALIMS I10 OTHOIEHUE HA KOJIOHA 1
9.2. Pasrpagmmoct 9.2. AKO oOLeHKara Ha 0e30lMacHOCT Ha XUMHUYHOTO
BEIIIECTBO CHIVIACHO MpMiiokeHue | mokaspa HeoOX01u-
MOCTTa OT JONBJHUTENHO IPOyYBaHE Ha pas3rpajau-
MOCTTa Ha BELICCTBOTO W HETOBUTE MPOAYKTH Ha
pasrpaxaaHe, TpsOBa ga ObJe MPEIUIOKEHO JIOMbBI-
HUTEIIHO W3MHMTBaHE 3a OHOTHYHO pa3rpakiaHe.
W360pbT Ha noaxoasmi(u) MeToa(u) 3a M3MHUTBAHE LIE
3aBUCH OT pE3yJTaTHTE OT OLEHKaTa Ha 0Oe30MmacHOCT
Ha XMMHYHOTO BEIIECTBO M MOXKE a BKIIFOYBA CHMYyJIa-
LHMOHHO M3MUTBAaHE B MOJAXOJsIIa cpeaa (HampuMmep
BOJIa, CEJMMEHT WJIM I10YBa).
9.2.1. buotuuyHu
9.3. Xuznen LUK u
MOBEJICHHEe B  OKOJIHATA
cpena
9.3.4. JlombaHHUTEIIHA 9.3.4. Axo oreHkara Ha 0€30MaCHOCT HAa XHUMHUYHOTO
nHpOpMAnUs 32 KU3HEHUS BEIIECTBO CHIVIACHO IpmioxkeHue | mokassa HeoOXou-
LUKBI M IIOBEIECHUETO B MOCTTa OT JONBJHHUTEIHO IMPOYyYBAHE HA IKM3HEHHS
OKOJTHATA cpena Ha [UKBJI U TOBEJICHUETO HAa BEHICCTBOTO, JIOMBIHHTEIHO
BEIIECTBOTO n/mm W3NUTBAaHEe TpsibBa nga ObAE  TPEUIOKEHO  OT
HETOBHTE IPOIYKTH OT peructpata WId MOXe Ja ObJe HU3HCKaHO OT
pasrpaxaaHeTo Arennusita B cborBercrBue ¢ wieH 40 wam 41.
M360pbT HAa TOAXOASAIIN M3NMUTBAHUS 3aBHCH OT PE3yll-
TaTUTE OT OIIGHKaTa 3a 0e30IacHOCT Ha XUMHYHOTO
BEIIECTBO.
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KOJIOHA 1

W3NCKBAHA CTAHIAPTHA

KOJIOHA 2

CIIEIM®UYHU TTPABUJIA, ITIPUJIOXHMHU 3A AJAIITUPAHE

MH®OPM ATV MO OTHONIEHME HA KOJIOHA |

9.4. Edekru Bbpxy cyxozemHu | 9.4. Ako oueHkata Ha 0€30HaCHOCT Ha XHUMHUYHOTO

OpraHu3MHU BEIIECTBO CHIVIACHO IpmIIoXkeHue | 1mokassa HeoOXomu-
MOCTTa OT JOITBJIHUTEIHO NPOYy4YBaHE Ha e€(EKTUTE HA
BEILECTBOTO H/WIIHM HPOAYKTHTE OT PasrpakIaHEeTO My
BBPXY CYXO3E€MHHUTE OPraHU3MH, PETHCTPAHTHT TPSOBa
Jla TIPEJUIOKH M3MUTBAHE 3a JBITOCPOYHA TOKCHYHOCT.
W300ppT Ha NOIXOMSAIIM M3MMTBAHHMS 3aBUCH OT
pesyirara OT  OLEHKarta 3a  0e30MacHOCT — Ha
XMUMHYHOTO BEIIECTBO.

Tes3u M3NUTBAaHMS HE € HEOOXOAMMO Ja Ce NPOBEXKIAT,
aKO HsIMa BEPOSITHOCT 3 IpsiKa U HENpsiKa eKCIO3UIINS
Ha KOMITOHEHT IOYBH.

9.4.4. JIbIrocpodHO M3IUTBAHE
Ha  TOKCHUYHOCTTa  IIpH
rpbOHAYHI JKUBOTHH,

OCBEH aKo Beuye He €

IIPOBEJICHO KaTO dYacT OT

M3UCKBaHUSTA HA

npuioxenue I1X.

9.4.6. IpnrocpodyHo H3NUTBaHE
Ha  TOKCHYHOCTTa  IIpU
pacTeHMs, OCBEH aKko Bede
HE € MPOBEJCHO KATO YacT
oT HU3UCKBAaHHUATA Ha
npunoxenue IX.

9.5.1. wnrocpouna TokcHYHOCT | 9.5.1. Ako pe3yiraTuTe OT OICHKaTa Ha OE30MacHOCT Ha
Npy  CEAUMEHTHH opra- XMMHYHOTO  BELIECTBO  CBIJIACHO MNpuioxkeHne |
HHU3MH MOKa3BaT  HEOOXOAMMOCTTa  OT  JONBJIHHUTEIHO

mpoy4yBaHe Ha e(eKTHUTE Ha BEIIECTBOTO /WM
NPOAYKTUTE OT pasrpakKJAaHeTo My BbpXY CeIu-
MEHTHUTE OpPraHU3MH, pPErHCTPAaHTBT TpsiOBa  Ja
MPEUIOKN M3MHUTBAHE 3@ ABJITOCPOYHA TOKCHYHOCT.
M360pbT HAa MOAXOMAAIIN M3MUTBAHHS 3aBHCH OT PE3yJ-
TaTUTE OT OLIEHKaTa 3a Oe30IaCHOCT Ha XHUMHYHOTO
BEIIECTBO.

9.6.1. Iwnrocpouna wnm perpo- [ 9.6.1. Bcsika HE0OXOAMMOCT OT HM3NMUTBaHE TPsiOBa na Obie

JYKTHBHa
pu NTHIA

TOKCHUYHOCT

BHMMATEIHO OOMHCIIEHA, KaTO Cce€ WMa MpeIBUJL
roJIeMHUAT HAOOp OT JaHHM NpHU 003alHHUIUTE, KOHTO
OOMKHOBEHO Ca B HAJIMYHOCT NPH TO3HM KOJIHYECTBEH
npar.

10. METO/JIM 3A OTKPMBAHE W AHAJIM3

IIpy moMCKBaHE Ce MPEJOCTaBsi ONMCAHME Ha AHAIUTHYHUTE METOIH 33 CHOT-
BETHHTE KOMIIOHEHTH, 3a KOMTO Ca W3BBPIICHH W3MUTBAHUS, 4Ype3 IMpuiiaraHe
Ha ONpe/eNieH aHAJUTHYEH METOJA. AKO HsIMa HAIWYHH AHAIUTHYHH METO[IH,
TOBa ce 000CHOBaBa.
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IIPUJIOJKEHUE X1

OBLIU TPABUJIA 3A AJAIITUPAHE HA CTAJAPTHUSA PEXKUM 3A
U3IUTBAHE, OBACHEH B INIPUJIOXKEHUSA VII—X

Ipunoxenuss VII—X, mnoscHABalM M3UCKBaHUATA KbM HHMOpPMALMATA 3a
BCUYKHM BEILECTBA, TPOU3BEICHH WM BHECEHH B KOJIMYECTBA OT:

— 1 TOH WM moBeye B CHOTBETCTBHE ¢ WieH 12, maparpad 1, Oyksa a),

— 10 ToHa uiaM moBeYe B CHOTBETCTBHE C wieH 12, maparpad 1, Oyksa B),

— 100 ToHa nnu moBe4Ye B CHOTBETCTBUE C wieH 12, maparpad 1, Oyksa T), u
— 1000 ToHa WM TOBeYe B CHOTBETCTBHE C wieH 12, maparpad 1, Oyksa m).

B nombiaHenne kbM creuuUYHUTE IpaBHia, ONMHCAHM B KOJOHA 2 Ha
npunoxkernss VII—X, perncTpanThT MOXKe Ja aganTHpa CTAaHAAPTHUS PEKHM
32 M3NUTBAHUS B CHOTBETCTBUE ¢ OOLIMTE MpaBWia, MOCOYEHH B paszjued 1 oT
HACTOAIIOTO TNpuiokeHue. [Ipn oueHsBaHe Ha JOCHETO ATEHIHMATa MOXKE Ja
OLICHM TE3W aJanTaliy KbM CTAHJAPTHUS PEKUM HA W3MHUTBAHUS.

1. MMPOBEXJAHETO HA WM3IMUTBAHE HE E HEOBXOJUMO OT
HAVYHA TJIEJJHA TOYKA

1.1.  H3noa3BaHe Ha CbIIECTBYBAllU JaHHH

1.1.1. Hannu 3a ¢usuxoxumuunume cgoiicmea om eKCnepumenmu, Koumo ne cd
nposedenu  CvbelACHO — UBUCK8AHUuAma Ha — 0obpama  aabopamopha
npaxkmuka ([JII1) unu memooume 3a usnumene, ynomexamu 6 uien 13,
napazpagh 3

JlaHHuTe cneaBa Aa ce pasriekJaT KaTo CKBUBAICHTHH Ha JAHHUTE,
CcbOpaHH OT KOPECIOHAMPAIIN METOJH 32 W3IMUTBAHE, MOCOYCHH B WICH
13, maparad 3, ako ca M3MBJIHEHH CJICIHUTE YCIOBHS:

1. aJICKBAaTHOCT 3a LEJITa Ha KJ'IaCI/I(bI/IHI/IpaHBTO U E€TUKETUPAHETO /i
OIICHKaTa Ha pHUCKa,

2. ocurypeHa € JOCTATb4YHO JOKYMCHTAIMA 3a OLCHABAHE aJCKBATHOCTTA
Ha MU3IIMTBAHCTO, U

3. JAaHHUTE Ca BAJIHWIHU 3a KpaﬁHHTe TOYKHU, KOUTO CE€ IMPOy4YBaAT U U3IUT-
BAaHCTO € MUBIIBJIHCHO IIPpU IapaHTHpPAaHO Ka4e€CTBO HA IIPUEMJIMBO HHUBO.

1.1.2. [Jannu 3a ceolicmeéama no omuowenue Ha 30pagemo Ha xopama u Ha
OKOIHAMA Cpedd Om eKCnepuMeHmu, KOUmo He ca npoedeHu CbldCHO
JUIIT unu memoodume 3a usnumeane, ynomenamu 6 ynen 13, napacpagp 3

JlaHHUTEe cnenBa Aa ce pasrienJaT Karo CKBUBAICHTHH Ha [aHHUTE,
CcbOpaHM OT KOPECTIOHJMPAIIY METOAM 32 HW3NUTBAHE, YNOMEHATH B
uned 13, maparpad 3, ako ca M3IBJIHEHU CIIEJHUTE YCIIOBUS:

1. amekBaTHOCT 3a IelTa Ha KIACH(HUIUPAHETO M CTUKETHPAHETO W/WIN
OIIEHKaTa Ha PUCKA;

2. JocTaTh4yeH U JOCTOBEPEH 00XBAT Ha KIIOYOBUTE MapaMeTpH, KOMTO Ce
MpeIBIKIa 1a ObJaT MPOyYBaHH Ype3 KOPECIIOHAUPALINTE METOIH 32
W3MUTBAHMs, YIOMEHATH B wieH 13, maparpad 3;

3. NPOABIDKUTEIHOCT HA CKCIIO3UIHATA, CPABHUMA ChC MM IIO-IBITa OT
Ta3d IPH KOPECHOHAUPAIIUTE METOIU 33 H3IHTBAHUSA, YIIOMEHATH B
uyneH 13, maparpad 3, ako HPOABIDKMTETHOCTTa HAa EKCIIO3MIMATA €
BaXKCH MapaMeThp; U

4. ocurypeHa € pocrarbiHa MW JOCTOBEpHA JOKYMEHTalWs 3a H3IUT-
BaHECTO.

1.1.3. HUcmopuuecku oannu 3a xopama

TpsabBa ga ObAaT pa3rieqaHd U MCTOPHUECKUTE JAHHU MPH XOpaTa KaTo
CMUICMUOJIOTHYHUTE W3CICABAHMS BBPXY CKCIIOHHPAHO HaceleHHe,
JIAHHW M KIMHUYHU M3CIeNBAHHMS TPH CiydaiiHa WM TpoQecHoHaTHa
EKCTIO3ULIHSL.
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1.3.

3HAaUYMMOCTTa Ha JAHHUTE 3a CHCI_II/I(bI/I‘IeH e(beKT BBpXY 3ApaBETO Ha
XopaTa 3aBHUCH, MEXAY ApPYyruTe HElla, OT BH/Aa Ha aHalu3a U OT 00xBa-
HaTUTE napaMeTpu, OT roJieMuHaTa u Cl'IeI_II/I(i)I/IKaTa Ha OTroBopa u CJIieno-
BATCJIHO OT NPCIACKA3syeMOCTTa Ha ed)eKTa. KpI/ITepI/II/ITC 3a OLCHsJIBAaHC
aICKBATHOCTTA Ha JAHHUTC BKJIIOYBAT:

1. MOAXOZSIIO CEIEKIMOHUPAHE U OXapaKTepH3UPAHE HA CKCIIOHHPAHUTE
¥ KOHTPOJIHHUTE TPYIH;

2. TOAXOAAMIO OXapaKTEPU3UpaHE Ha C€KCIIO3UIUATA,

3. JocTabyHa MPOIBDKUTENHOCT HAa MOCIEACTBUATA B Cilydail Ha 3a00-
JISIBaHE;

4. BanmIeH MeTo] 3a HabmromaBaHe Ha e(eKT;
5. To4HO chOOpassiBaHe Ha (DAKTOPUTE 33 OTKIOHEHHE M TIpEIIKa; U

6. npueMiiiBa CTaTUCTUYCCKa JOCTOBCPHOCT 3a 000CHOBaBaHE Ha 3aKIO-
YCHUETO.

IIpn BcuYkM ciydam ce OCHMTypsiBa JOCTaTh4HA U JIOCTOBEpPHA JOKYyMEH-
Tanusi.

3HaYMMOCT Ha J0Ka3aTejcTBaTa

Moxe na uma JOCTaThYHO 3HAYMMHU JIOKA3aTEJICTBA OT HAKOJIKO He3a-
BHCHMH HM3TOYHHUKA Ha PIH(bOpMaHI/ISI, BOICOIN OO npennonomeHHeToBa—
KIIFOYEHUETO, Y€ €IHO BELIECTBO HMMa WM HsAMA TOYHO OHNPEACIICHO
OImacHoO CBOﬁCTBO, JOKaTo I/IH(bOpMaI_II/IHTa OT BCEKH €IHWH CaMOCTOATCIICH
M3TOYHHMK cama 1o cebe cu e HEOOCTaThYHaA Ja MOAKPENHN Ta3u HACH.

Moxe Jla UMa AJOCTAThbYHO 3HAYMMH JOKa3aTCJICTBA OT MNPWIAraHe€To Ha
HOBOpaBpa6OTCHI/I METOOHM 3a aHaJIu3, KOUTO BCC OLIC HE Ca BKIIOYCHU B
METOOUTE 3a H3IHUTBAHC, IIOCOYCHHU B YICH 13, naparpa(b 3 uwim oT
MEXAYHAPOACH METOJ 3a M3MNUTBAHE, MPHU3HAT OT AI‘CHHHHTa 3a CKBHBa-
JICHTCH, KOWUTO BOJU 10 3aKJIFOYCHHECTO, Y€ €IHO BCIICCTBO MMa MJIM HiIMaA
OIIPEACICHO OMacHO CBOWMCTBO.

Korato wma B HaJIWYHOCT J0CTaTb4YHO 3HAYMMHM JOKas3aTCJICTBa 3a
TIPUCHCTBUETO WK OTCHCTBUETO HaA OIPEACICHO OITaCHO CBOMCTBO:

— He TpsiOBa a ObAT MPOBEKAAHU JOIBIHUTEIHA U3MMTBAHUS 33 TOBA
CBOMCTBO BBPXY IpPbOHAYHU KUBOTHH,

— MOXC 1a HE 6’b,£[aT TPOBEKAAHNU OOMBIIHUTECIHA WU3IIATBAHWSA, B KOUTO
HC Ca BKIIHOUYCHHU Fp’b6Ha‘lHI/I JKUBOTHHU.

Ilpn Bcuukm cioydau TpsiOBa ma ObJe ocurypeHa JocraTbyHa U
JIOCTOBEpHA JOKYMEHTAIUs.

KosimyecTBeHA MJIM KayecTBEHA 3aBHCHMMOCT CTPYKTYpa—AaKTUBHOCT

(Q)SAR)

Pesynrature, moaydyeHHM OT BalMIHM KAYeCTBEHH MM KOIMYECTBEHH
MOZIEJIM Ha 3aBUCUMOCTTa CTpyKTypa—akTtuBHOCT (Q)SAR), moxe na
UHIMKUPAT IPUCHCTBUETO MM OTCHCTBHETO Ha OIPENENICHO OIaCHO
cBoiicTBo. Morar nga Obpar wmsnomsBanu  pesynrarure ot (Q)SAR
BMECTO Jla C€ MPOBEXJAa M3MMUTBAHE, KOraTo ca H3IIbIHEHU CIEIHUTE
YCIIOBHSI:

— pesynrarute ca noiydeHH oT (Q)SAR wmopen, umsATO HaydHa
BQJIM/IHOCT € YCTaHOBEHA,

— BEMIECTBOTO IOMaja BBB Bamumupanata obmact Ha (Q)SAR mopena,

— PE3YJATAaTUTE Ca NOCTAThYHU 3a LECIIUTE Ha KJ'IaCI/ICbI/IIII/IpaHeTO n €THKE-
THPAHETO W/Wn OllCHKaTa Ha pUCKa, U

— ocurypeéHa ¢ JoCTaTb4YHa W JOCTOBEpHA NOKYMEHTallUd 3a
TIPUIIOKEHUA METO/.

AreHIMATa B ChTPYAHMYECTBO ¢ KomucusTa, IbpKaBUTE-YICHKH U 3aHH-
TEpECOBaHUTE CTPAaHM pa3padoTBa M MPEJOCTaBs HACOKH TIPHU OILEHS-
BaHETO, HAa YMUTO ycioBus otroBapat (Q)SARs m mpemocTaBst mpumepu.



02006R1907 — BG — 09.05.2018 — 038.001 — 181

1.4.

In vitro metoan

Pesynrature, momyyeHu OT MpuIaraHeTo Ha MOAXOJSIIU in Vitro METOIHu,
MOJKEe J]a TIOKa)XaT HAIWYHe Ha OMPEICICHO OMACHO CBOWMCTBO WM MOXKE
a ObJaT BaKHM MO0 OTHOLICHHE Ha MEXaHHCTUYHOTO pa3dupaHe, KOETO
MOJKE J1a € CHILIECTBEHO MPH OLCHABAHETO. B TO3M KOHTEKCT ,,TOIXOASII
O3Ha4yaBa JOCTaThYHO J00pe pa3pabOTeH B CHOTBETCTBHE C MEXIY-
HApOJHO TPH3HATUTE KPHUTEPHUH 3a pa3paboOTBaHE HA H3MUTBAHUS
(Hanpumep KpuTepuute Ha EBpomeiickusi LEHTBHp 3a BajJUJUpaHe Ha
antepHaruBHu Metoqu (ECVAM) 3a BbBeXHaHe Ha M3NMTBAHE B IpeJ-
BaJIMJallTHOHHU S npouec). B 3aBUCHUMOCT OT IIOTCHUHAJIHUA leCK 3a CbOT-
BETHHSI KOJIMYECTBEH Mpar MOXe Ja Obae HeoOXoaumo He3abaBHO
HOTBBPIKJICHNE, N3UCKBAIIIO M3MUTBAHE CIIe]l TT0Jly4aBaHETO Ha MHpopma-
nusra, npeasuaeHa B npuiaoxenue VII wim VI, nnm na 6sae mpen-
JIOXKEHO TOTBBPIKJCHUE, M3MCKBAIIO HM3MUTBAaHE CIIE] IOJIy4aBaHETO Ha
uHpopManuaTa, npeaBuaeHa B npuioxenue X mm X.

AKO pe3ynTaTuTe, MOJIyYeHH BCJIEACTBHE NPUIAraHETO Ha TaKUBA in Vitro
METOJAM He II0Ka3BaT OIPEAEICHO OIACHO CBOMCTBO, CBHOTBETHOTO
U3MUTBAaHE Ce NMPOBEXJA IPHU OINpeJesieH KOJMYECTBEH Mpar 3a MOTBbLp-
JKJaBaHe Ha HEraTUBHMS pPE3yJITaT, OCBEH aKO HE Ce M3HMCKBAa IPOBEXK-
JIaHeTO Ha TOBAa M3MUTBaHE, B CHOTBETCTBHE ¢ mpuiokeHus VII—X
WM JPYTH MpaBHJIa B HACTOSALIOTO NMPHIIOKECHHUE.

TakoBa NOTBBPKIACHHE MOXE Ja Obje W30ErHatro, ako ca H3IMBIHCHU
CJICZIHUTE YCIIOBHS:

1. pesynraTtuTe ca MOIYYEHHU OT in Vitro METOJ|, YUSATO HayuyHa BaJIMIHOCT
€ YCTaHOBEHA 4pe3 BaIMAMPALIO U3NHUTBAHE, CHITIACHO MEXKIyHapOJHO
MPU3HATUTE NPUHIUIN 33 BAJIUJUPAHE;

2. pe3ylTaTuTe Ca NOAXOISAIIH 3a LejiTa Ha Knacn(bnuupaﬂero n CTHUKC-
THUPAHETO u/unu OLICHKaTa Ha pUCKa;, U

3. OCUTr'ype€Ha € N0CTaTb4Ha U JOCTOBEPHA NOKYMCHTALUA 3a IPUIIOKCHUA
METO/.

I'pynupane Ha BemecTBaTa M read-across MOaXoJ

BemecTBa, 3a KOUTO MMa BEPOSITHOCT TEXHUTE (DH3UKOXUMHUYHH, TOKCH-
KOJIOTHYHM M EKOTOKCHKOJIOTHYHH CBOMCTBAa [a ca IMOJOOHM MM Ja
crenBaT OOl MOJET B pe3yiTaT Ha MoJo0ue B CTPYKTypaTa, MOraT Ja
OblaT pasriexIaHH KaTo Ipymna WM ,Kateropus” BeriectBa. Ilpuia-
raHeTo Ha TPYIOBOTO IOHATHE M3UCKBA (M3UKOXHMHYHUTE CBOWCTBA,
eekTuTe BBPXY 3IpaBeTO Ha 4YoBeKa M e(EKTUTE BBPXY OKOJIHATA
cpela WM TOBEJICHHETO B OKOJIHATA Cpeia Ja MoraT jaa Obaar mpej-
BUJICHH OT JaHHUTE 3a pedepeHTHOTO(HTE) BEIIeCTBO(a) B PaMKHTE Ha
rpymnata d4pe3 HHTEpIoJjalus Ha JpPYrd BellecTBa B rpymnara (read-
across mnoxxon). ToBa mo3BoisiBa H30sArBaHe Ha HEOOXOIMMOCTTA OT
M3MUTBAaHE HA BCSKO BEIIECTBO BBB BCSAKA KpaiiHa TOuka. AreHuusra,
clie]l KOHCYJITHpPaHe ChC CHOTBETHUTE JICHCTBAIM JIMIA M JPYTH 3aHHTe-
pECOBaHM CTpaHH, M3JaBa PHKOBOJCTBO C TEXHHYECKA W HAaydHOOOOC-
HOBaHA METOJOJIOTUSl 3a TpPyNMpaHe Ha BEIIECTBA, KOETO CTaBa
JIOCTATBYHO BpeMe Ipe JOCTHUraHe Ha KpaiHHsS CPOK 3a IbpBara
perucTpanus Ha BbBEICHUTE BEIIECTBA.

Ilogo6ueTo MOKe 1a ce OCHOBaBa Ha:

(1) obma dyHKIMOHATHA TpyIa;

(2) 06w mpekypcopu W/WIK MOJ0OMETO B OOLIMTE pa3lagHU MPOIAYKTH
npu  Gu3MYHE W OHONOTMYHM TPOILECH, YHHTO pe3yiaraT ca
CTPYKTYPHO TOMOOHM XUMHKAI; WIH

(3) mocTosiHHA TEHIEHIHMS B MpOMSHATA Ha JIefiCTBHE Ha CBOWCTBaTa B
1s11aTa KaTeropusi.

Ako ce Ipujiara rpynoBaTta KOHICTIHUA, BEIIECTBATa ca K.]'IaCI/I(bI/IHI/IpaHI/I u
C€TUKETUPAHU Ha Ta3h OCHOBA.
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H]JI/I BCHUYKHU ClIy4Yaud pE3yJTaTHUTE ClICABa:

— na ObJaT ajeKBaTHU 3a [EJTa Ha Knacu(bnunpaHeTo 1 €TUKETUPAHCTO
/WK OLICHKATa Ha puCKa,

— JIa UMaT JIOCTAaThUCH U J0CTOBEPEH 00XBAT HA KJIIOYOBUTE MapaMeTpH,
HAaCOYE€HU KBbM KOpEeCroHAupamniyusa METOJ 3a HU3MNUTBAHUA, yKasaH B
unen 13, maparpad 3,

— Ja o0XBallaT BPEMETPACHETO Ha EKCIO3UIHMATA, CPAaBHUMO CbhC WIIH
MO-ABJITO OT TOBA MPH KOPECHOHIUPAIIUTE METOAW 3a HM3MUTBAHUA,
yrnoMeHat# B wieH 13, maparpad 3, ako NPOABIKUTEIHOCTTa Ha
€KCIIO3MLIUATA € BaKEH MapaMeThbp; U

— OCHUIypeHa € JOCTaThuHa W  JOCTOBEpPHA JIOKyMEHTalMs 3a
MIPUJIOKEHUS] METOJ] Ha W3MHUTBAHE.

2. M3IIMTBAHETO E TEXHUYECKH HEBB3MOXXHO

W3nuTBeHe B ompejieieHa KpaifHa TOuka MOXe Ja He ObJe MPOBEKIAHO,
aKo ¢ TCXHHYECCKH HEBB3MOXKHO MPOBEKJAHE HA CKCIICPHMEHTA,
BCJIGJICTBHE HA CBOMCTBaTa Ha BEIECTBOTO: HANMPHUMEP CHIIHO JICTIHMBH,
MHOTO PEaKTHBOCIOCOOHM WM HCYCTOWYHMBH BelIeCTBA HE MOraT ja
ObJaT M3MON3BAHM, CMECBAHETO HAa BEIIECTBOTO C BOJA MOXKE Ja
Ch3/1aJie OIMACHOCT OT IIOXKAap WM EKCIUIO3HS M eTHKeTHpaHe (0003Ha-
YaBaHe Ha CTUKETA) HAa PAJMOAKTUBHOCTTA Ha BEIIECTBOTO, M3UCKBAHO B
ONpeJIeNICHN M3CIIe/[BAaHMSA, MOXKE Ja He € Bb3MOXHO. BHHaru ce crassa
yKa3aHHETO, JaJCHO B METOJHUTE 3a HM3IMTBAHC, yKa3aHH B wWieH 13,
naparpag 3, HO-CIICLHAHO 10 OTHOIICHHE TCXHHYECKUTE OrPAaHUYCHHUS
Ha BCCKHM KOHKPETCH METO.

3. W3MUTBAHUS OTHOCHO W3JIATAHE HA BB3JIENCTBUETO,
CIELMAJIHO AJAIITUPAHU 3A JIAJIEHO BELIECTBO

3.1.  Jlomycka ce Aa He ce NMPOBEXkAAT M3MUTBAHMS CBHIVIACHO pa3zaenu 8.6 u 8.7
Ha npunoxenue VIII, kakto u ceriacHo npuioxenus 1X u X, Bb3 ocHOBa
Ha cleHapus(UTe) Ha W3JaraHe Ha BB3JCHCTBUETO, pa3paboTeH(n) B
Jlokmana 3a 6e30MacHOCT Ha XUMHYHOTO BEIIECTBO.

3.2. HpI/I BCHUYKHK Cllydaud clieaBa Ja 6'LH€ peacraBeHa 3a10BOJIMTEIIHA
000CHOBKa U JAOKyMEHTalUsI. OO0ocHOBKaTa cil€aBa ga C€ OCHOBaBa Ha
marejHa W TOYHA OIEHKa Ha W3JIaraHeTO Ha BB3IACUCTBHETO —
ChbINIaCHO pas3jeit 5 Ha TNIPUIIOKCHUEC I, u cieaBa na OTroBapsi Ha C€JIUH
OT CJICAHUTC KPUTCPUU:

a) NPOU3BOAUTEIIAT WJIM BHOCUTCIIAAT JIOKasBa W JOKYMCHTHpa, Y€ cCa
HU3I'bJIHCHU BCUYKH I/136pOCHl/I IO0-A0J1y YCJIOBHUS, KAKTO CJICABa:

i) pe3yiaTaTHTe OT OICHKaTa Ha W3JlaraHeTO Ha BB3JICHCTBUE,
oOXBalaly BCHYKK ChOTBETHH BHJIOBE M3JIaraHe Ha Bb3JCHCTBHE
IIpe3 JKU3HEHMsl LUKBJ Ha BEHIECTBOTO, IOKA3BAT OTCBHCTBUE WU
HE3HAUUTEJHHU CTENEeHM Ha M3JlaraHe Ha Bb3JeHCTBHE IPU BCHUKH
CIICHApUM HA MPOU3BOJCTBOTO M BCHYKHM H3BECTHH YIOTpEOH,
rocovyeHu B npwioxenue VI, touka 3.5;

il) OT HAJIMYHHUTE OMUTHU JaHHU 3a JIAJICHOTO BEIIECTBO € BBH3MOXKHO
na 6paat onpenenenn DNEL uin PNEC, npu msutoctHO oTynTaHe
Ha IOBHUINICHATAa HEOINPECICHOCT MPHU ONPEICISTHETO MM, MOPaIH
0cBOOOXK/IaBAaHETO OT HM3MCKBAHETO 3a IPEJOCTaBsiHE Ha HH)Op-
manust, u 4e onpenenaenure DNEL uin PNEC ca cporBeTcTBamm
U TIOIXOJSIIM, KaKTO BBB BPB3Ka C OCBOOOKIABAHETO OT HM3MCK-
BAaHETO 3a MNpEJOCTaBsHE HAa MH(OpPMAlLMs, Taka M 3a LEIUTE Ha
onenkara Ha pucka (1);

(") 3a uenure Ha ammues 3.2, OykBa a), ii), Oe3 ja ce u3naza B NPOTHBOPEYHE C BTOpATa

kostoHa ot pasjen 8.7 wa npunoxenust IX u X, DNEL, onpejieneHo upe3 CKPUHHHTOB
TECT 3a TOKCHYHOCT BBH3IPOU3BOACTBOTO/TOKCHYHOCT IIPH OPEMEHHOCT, HE CE CUHMTa 3a
JIOCTATBYHO 33 OCBOOOJM/IAaBaHE OT M3CIEABAHE 33 TOKCHYHOCT IIPH IIPEHATAIHOTO
pa3sBUTHE WM M3CJIE/BAHE 3a TOKCHYHOCT II0 OTHOIIGHHE Ha BB3IPOM3BOACTBOTO IPH
JBE TIOKOJIeHHs. 3a menute Ha anubes 3.2., OykBa a), ii), 6e3 ma ce u3maza B MPOTH-
BOpeure ¢ BTopaTa KojoHa Ha paszen 8.6 or npunoxenus IX u X, DNEL, onpeneneno
ype3 28-7HEBHO HM3ClE/IBAaHE 3a TOKCHYHOCT C MOBTapslla Ce J03a He Ce cuuTa 3a
JIOCTATBYHO 3a 0cBOOOKIaBaHe oT 90-IHEBHO M3CiE/BAaHE 33 TOKCHYHOCT C MOBTApsIIa
ce n03a.
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iii) cpaBHsiBaHETO Ha croWHOCTUTEe Ha onpeneacante DNEL) wmun
PNEC c pesynaraTute OT OICHKAaTa Ha BB3MOXKHOTO H3JIaraHe Ha
BB3/ICHICTBHETO IIOKA3Ba, Y€ CTEIECHUTE Ha H3JIaraHe Ha BB3JCH-
CTBHETO Ca BHWHArW MO-Malku OT croiHoctuTe Ha DNEL wmmm
PNEC;

0) B ciayuauTe, B KOUTO CHOTBETHOTO BEILIECTBO HE € BIOXKEHO B
OIpeNie]IeHO M3JeMe, 3a BCHYKM CHOTBETHH CLEHAPUH IPOU3BO-
JMTEIAT WIM BHOCHTENAT [O0Ka3Ba M JOKYMEHTHpa, 4e Ipe3 Leus
JKM3HEH LUKBII C€ HpHUIaraT CTPOro KOHTPOJIUPAHH YCIOBHS, KaKTO
ca ompezenenu B wieH 18, maparpad 4, OykBu OT a) 10 €).

B) B CJIY4auUTC, B KOUTO BEILIECTBOTO € BJIOKEHO B ONPEACIICHO U3ACIINE, B
KOE€TO TO € CBBpP3aHO TpaﬁHO B JlaJicHa MaTpulia, Wid 1o Apyr Ha4uH €
HaJACKIHO HM30JIMPAHO C TEXHUYECKHU CPEIACTBa, C€ JOKa3Ba U JAOKY-
MEHTHUpA, Y€ Ca UBIIBJIHCHU BCUYKU YCJIOBHSA, KAKTO CJICABaA:

i) BEIIECTBOTO HE C€ OTAENS MPe3 JKH3HEHHS CH IHKBII,

il) BEpOATHOCTTa PaOOTHHILM, MAcOBHSl MOTPEOMTEN WM OKOJIHATA
cpena na ObIAT M3JI0XKEHH HA BB3ICHCTBHETO My IPH HOPMAIIHH
WIM pasyMHO NpPeABHANUMH YCIOBHA Ha ymoTpeba e mpeHeO-
PEXHMO MaJKa; U

iil) C BEIIECTBOTO Ce OOpaBM CHITIACHO YCIOBHATA, IIOCOYCHU B HICH
18, maparpag 4, OykBHM OT a) 1O €) IO BpEME Ha BCHYKH
[POU3BOJICTBEHH €TAlM, BKIIOYHUTEIHO IIPU YHPABICHUETO HA
BEILIECTBOTO KaTo OTHaJbK 10 BPEME Ha TE3H eTallu.

3.3. CneunduyHute ycloBus Ha ymnorpeba cieiBa Ja ObIaT 00sSBEHH IO
LsUIaTa BEpura Ha JOCTAaBKH, B ChOTBETCTBUE ¢ wieH 31 wim 32, B 3aBu-
CHUMOCT OT KOHKPETHHs CiIydail.
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IIPUJIOJKEHUE XII

ObBLIHU PA3INOPEJBHU 3A NMOTPEBUTEJIN HAJLOJY 11O BEPUI'ATA
3A OLHEHSIBAHE HA BEHIECTBA U M3I'OTBAHE HA JOKJIAIU 3A
XUMHUYECKA BE3OIIACHOCT

BBBEJEHUE

Llenrta Ha HACTOSIIOTO MPUIIOKEHUE € JIa MOKaKe KaK MOTPEOUTEINTE HA0Iy 110
BepUrara OLEHSBAaT M IOKYMEHTHPAT TOBa, Y€ PHCKOBETE, MPOM3THYAIIN OT
BEILECTBOTO(A), KOMTO Te YHOTpeOsBAT, ca aJeKBaTHO KOHTPOJIHMPAHM IO BpeMe
Ha TAXHaTa ynotpeba, KOSATO He € 00XBaHaTa OT MPEJOCTABeHHs MM HH(pOpMa-
LHOHEH JIUCT 33 0E30MacHOCT, M 4e JPYTUTe MOTPEOUTENM HAIO0Ny 10 Bepurara
Ha JIOCTaBKM MOTaT aJeKBaTHO Jia KOHTpoJMpar puckosere. OneHkaTa oOXBalua
JKM3HEHHs] ILIMKBJ Ha BEIECTBOTO OT HErOBOTO IOJydYaBaHe OT MOTpeOuTeIst
HAJI0JTy 0 BepHrara, 3a HErOBHTE COOCTBEHHU yrnoTpedu u 3a WIACHTUPUIIMPAHUTE
OT HEro ymorpeOM HaaoJdy MO Bepurara Ha gocTaBKH. OLEHKaTa pasriiexaa
yrmoTrpebara Ha BEIIECTBOTO B CAMOCTOSTENEH BHJ, B » M3 cmec € wmm B
u3Jienme.

Ilpy W3BBPIIBAHETO HA OLCHKaTa Ha XHUMHYECKaTa Oe30IacHOCT W pa3pabor-
BaHETO Ha JOKJaJa 3a XUMHUYecKa O€30MaCHOCT IMOTPEOUTENSIT HAIoMy 110
BepUraTa B3eMa HpeaBuA HMHPOpMAMATA, MOJNydYeHa OT JOCTaBYMKA Ha
XMMHYHOTO BEIECTBO WIIM Mperapata B ChOTBETCTBHE C wieHoBe 31 um 32 ot
HacTosimusl periiaMeHT. Korato e HalmMyHa W € MOAXOMMIIO, OICHKATa,
M3BBPIICHA CBIVIACHO 3aKOHOJAATeJNCTBOTO Ha OON[HOCTTA (HAPHMEP OLECHKH
Ha pucka, u3BbpuieHH cbriaacHo Permament (EMO) Ne 793/93), ce B3ema
MpeBHJ TIPH OIEHKAaTa Ha XHMHYeckara OE30MacHOCT W Ce OTpa3siBa B
JIOKJIaJIa 3a XuMu4Yecka OeszonacHocT. OTKIOHEHHsTa OT TaKWBa OLEHKH ce 000cC-
HoBaBaT. OIEHKH, W3BBPIIEHH MO JPYyrH MEXIYHApPOAHH W HAIHWOHAIHH
MPOrpaMH, ChIO MOTaT Ja ObJAT B3CTH MPEIBH/IL.

ITporecsT, Mpe3 KOWTO MUHABA MOTPEOMTENAT HAZOTIY MO BepHraTa MpU H3BBP-
[IBAaHETO Ha OLIEHKAaTa Ha XUMHUUYecKaTa Oe30IacHOCT M IpH pa3paboTBaHETO Ha
CBOSL JIOKJIAJ 32 XMMHUYEcKa O€30MacHOCT, BKIIOYBA TPHU CTHIIKH:

CTBIIKA 1: PA3PABOTBAHE HA CLIEHAPWI (M) HA EKCIIO3UIIMA

IMotpebuTenar Hamoly IO BepuraTa pas3paboTBa CLEHAPMU Ha EKCIO3MIMS 3a
ynorpebH, KOUTO He ca 00XBaHATH OT MH(OPMALMOHHMS JIHCT 3a 0E30MAacHOCT,
[IPeIOCTaBeH My B CHOTBETCTBHE C pas3jel 5 oT mpuioxenue I

CTBIIKA 2: AKO E HEOBXOJMUMO, IIO-IIPEHM3HA OILIEHKA HA
PUCKA OT CTPAHA HA JJOCTABUMKA

AKO mOTpeOHMTeNsT HAoMy IO Bepurata CMETHe, 4e OLEHKaTa Ha pHcKa M
ouenkara Ha PBT, mokmaaBaHu B mpemocTaBeHUss My HH(MOPMAIMOHEH JIHCT 3a
0e30macHOCT, € MOAXO/sIIA, TOraBa He € HeoOXOAuMa JOIBIHUTEIHA OLEeHKA Ha
pucka u Ha PBT. B T03u ciyuaii Toil TpsiOBa na m3moi3Ba CbOTBETHATa UHDOP-
Malusi, JOKJIaJBaHa OT JOCTaBYMKAa 3a XapaKTepUCTHKaTa Ha pucka. Toma ce
u3jara B JIOKJIaJa 3a XUMH4YecKa 0e30MacHOCT.

Ako HOTpCGHTeJ’IS{T HazjoJy IO Bepurara CMETHE, 4€ OLCHKHUTE, JOKJIa/JABaHU B
MpeaoCTaBeHUuss My I/IH(i)OpMaHI/IOHeH JIMCT 3a 6e30HaCHOCT, ca HCNoAXoAsIu,
TOraBa TOM U3BBPIIBA CHOTBETHUTE OLCHKU B CHOTBETCTBUEC C pasjciiv 1—4 or
IIPUIIOKECHUC I, KaKTO CMCTHEC 3a H€06XOZ[I/IMO.

B Tte3u ciyyan, KOrato moTpeOUTENSIT HAM0NMy 0 Bepurata CMETHE, Ye 3a M3TOT-
BSHETO Ha JOKJaJa 3a XHMHYECKa O€30IacHOCT € HEeOOXOOMMa IOIIBIHUTEIHA
uHpOpMANUS KbM Ta3W, MPEJIOCTaBeHa My OT JOCTaBUMKA, TOW caM ChOHpa
tasu uHbopMarms. Koraro tasm wHbOpMmamms Moxe aa Oble MOIydeHa Camo
4ype3 NPOBEKIAHE HA W3NHMTBAHUS BBPXY IPHOHAYHM JKUBOTHHU, TOH MPEICTaBS
MPEVIOKEHNE 3a CTPATerusl 3a MPOBEXKIAHE Ha H3MUTBAHUS 10 ATCHIMSATA B
choTBeTCcTBHE ¢ wieH 38. Toi 00sCHsABA 3al0 CMsATa, Y€ € HeoOXoauMa JIOIbII-
HuTenHa wuHpopmanus. Jlokato yaka pe3yinTaTHTe OT JOMBJIHUTEIHO MPOBE-
JICHUTE W3MUTBaHMs, TOW [OKyMEHTHpa B JOKJIaja CH 3a Oe30MacHOCT Ha
XHUMHYHOTO BEIECTBO, MPHUJIATaHUTE OT HEr0 MEPKU 3a YIpaBICHHWE Ha PUCKa,
MpeHA3HAYCHU 3a YIpaBICHUE HAa WACHTH(OHUIMPAHUTE PUCKOBE.
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HpI/I 3aBBPIIBAHETO Ha BCAKAKBO JOIBJIHUTCIHO IIPOBEKIAHEC Ha H3IMHUTBAHUA
HOTpC6I/ITCJI$IT Hajoaxy II0 Bepurara Hpepa60TBa KaKTO HaMepu 3a ,I[06p€
JOKJIaga 3a XHUMHYCCKa 0e30IacHOCT U I/IH(l)OpMaI_II/IOHHI/ISI JIMCT 3a 6630HaCHOCT,
aKO C€ M3HCKBa Ia CE€ U3IOTBHU TaKbB.

CTBIIKA 3: XAPAKTEPU3UPAHE HA PHCKA

XapakTepu3MpaHeTO Ha pHUCKa C€ H3BBPIIBA 32 BCEKM HOB CIEHApHUil Ha
eKCIMO3HIIUS, KaKTO € MpeanrcaHo B pa3aen 6 ot mpunoxkenue 1. Xapakrepusu-
paHeTo Ha pHUCKa Ce MpelcTaBs IOJ CHOTBETHOTO 3arjiaBue B JOKIaga 3a
XMMHYecKka 0e30macHoCT M ce 00001IaBa B ChOTBETHHUTE 3ariiaBusi Ha HHPOpMa-
IUOHHMS JHCT 3a 0€30I1acHOCT.

IIpu pa3paboTBaHETO HA CLEHAPUIl Ha €KCIO3MIMSA Ile Obae HEOOXOIUMO 1a ce
[PaBAT IIbPBOHAYAIHU [JOIyCKaHUs 3a paOOTHHTE YCIOBHS U MEpPKHMTE 3a
yIpaBlieHHe Ha PUCKA. AKO IbpPBOHAYAIHMUTE JOIyCKAaHUs BOAAT 1O XapakTe-
PUCTHKA Ha pHCKa, IOKa3Ballla HeaJeKBaTHA 3alllUTa Ha 3[PABEeTO HAa YOBEKa U
Ha OKOJIHATa Cpejia, Torasa Iie Obae HeOOXOAUMO MPOLECHT Ja CE IIOBTOPH, KaTo
Ce U3MEHAT €IMH MM HAKOJNKO (pakTopa, J0KaTo He Obje IOKa3aH ajleKBaTeH
koHTpoi. ToBa MOXke Ja M3MCKBA HAOMPAHETO Ha JIOIBJIHUTENIHA HHpOpMALUs 3a
OIIACHOCTTA MJIM EKCIO3MLMATA, MJIM CBbOTBETHAaTa MPOMsSHA Ha IIpoleca,
paboTHHUTE YCIIOBHS WIIM MEPKHMTE 3a YyIpaBleHue Ha pucka. llopagu Tasu
MIPUYMHA TOBTOPEHMSITA MOraT Ja ObJaT HalpaBeHH, OT €IHA CTPaHa, MEXIy
[poLecuTe Mo pa3paboTBaHe U IpepaboTBaHe Ha (I'bPBOHAYAIHUS) CLEHApUIl
Ha eKCIO3MIHUA, KOWTO BKIIOYBA pa3pabOTeHH M IIPUIOKECHH MEpPKH 3a
yIOpaBIeHHe Ha pHUCKa, M OT Apyra CTpaHa, ChOMPAaHETO HAa ONBIHHUTEIHA
nHbOpManysa 3a pa3pabOTBAaHETO HAa OKOHYATENHMS CIECHAPHH Ha EKCIIO3UILHA.
Llenta Ha chOHpaHETO Ha JONBIHUTENHA HHGOPMANUA € Ja Ce HAlpaBH II0-
Mpelu3Ha XapaKTepHCTHKa Ha PHUCKA, OCHOBAaHA Ha IpElM3UpaHa OleHKa Ha
OIACHOCTTA W/WMIIM OLCHKAa HA eKCIIO3ULHUATA.

IToTpeOurenar HaxoIy 1O BEpUraTa M3rOTBs JOKIAJ] 3a XMMHUYeCcKa 0€30MacHOCT,
MPEe/ICTaBSHKK OJPOOHO OLICHKATa Ha XMMHUYecKaTa OE30MacHOCT, KaTo 3a LeiTa
n3nom3Ba 4act b, pasgenmm 9 u 10 or dopmara, ompeneneH B pasmen 7 oT
npuiIokeHue | u apyrure pasgend ot To3M (Gopmar, ako € YMECTHO.

Yact A or Joknaza 3a XMMUYecKa O€30MaCHOCT BKJIIOYBA JeKIapaius, de
MEpKUTE 3a YIPABICHWE HAa PHUCKA, IOCOYECHH B CHOTBETHHUTE CLEHAPUU HA
eKCIIO3ULHUs, ca NPUIOKEHH OT CTpaHa Ha IOTpeOuTeNst Hajody IO Bepurara
3a HeroBaTa coOcTBeHa ymotpeba M ue HH(opManusTa 3a MEpKUTE 3a
yIpaBleHHe Ha pUCKa, GOPMYIHPAHU B CLEHAPUMTE HA E€KCIIO3MLMS 32 MAEHTH-
¢durpanuTe ynorpebu e NpeaocTaBeHa HajoJIy 110 Bepurara Ha JOCTABKH.
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ITIPUJIOJKEHUE XIII

KPUTEPUU 3A NJIEHTU®UIIUPAHE HA YCTONYUBH,
BUOAKYMVYJIUPAIIM U TOKCUYHU BEIECTBA U HA MHOI'O
YCTOUYUBU U MHOI'O BUOAKYMYJIMPALIIU BEIIECTBA

B HacTosmOTO NpUIIOKEHUE Ce ONpeNeNIsaT KPUTepUUTEe 3a UICHTU(UIMPAHE Ha
ycroifunsy, 6noakymyaupaiy 1 Tokcuunu (PBT) BemectBa, kakTo M Ha MHOTO
ycToiuuBM M MHOro Ouoaxkymyiupaum (VPvB) Bemiecta, a c¢bimo u uHpopma-
LUATA, KOATO TPsiOBa Ja ce B3eMe I10]] BHMMaHME C LeJ OLIEHKa Ha CBOWCTBaTa
yCTOHYMBOCT, OMOAKyMyJIMpaHe ¥ TOKCHYHOCT Ha JaJCHO BELIECTBO.

3a wupentuduuupane Ha PBT u vPvB BemecrBa TpsiOBa ma ce mnpuiara
ompesensHe Ha 3HAYMMOCTTA HA JaHHHTEC Bb3 OCHOBA Ha CKCIICPTHA OLICHKA,
4ype3 CpaBHABAHE Ha IpUIaTa HalIMYHA HMHQOpPMAUUS IO BBIPOCA, MOCOYEHA B
pasnmen 3.2, ¢ kpurepuure, ¢Gopmyiaupanu B paszaen 1. Toea TpsiOBa na ce
npuiara Mo-CreLHaaHo, Korato (opMylIupaHuTe B pasgenl | KpuTepuu He ca
HPSKO HPHIOKUMH KbM HAJIMYHATa MHQOPMALHSL.

OmnpeensiHe Ha 3HAYMMOCTTA Ha JIAHHUTE O3HAuyaBa, ye IisUlaTa HaJudHa MHPOP-
Manusi, cBbp3aHa ¢ wuaeHtubunupanero Ha PBT wmmm vPvB BemectBo ce
pasriexaa ChbBMECTHO, Karo HalpuUMep Pe3yJITaTHTE OT MOHUTOPHUHI M MOjie-
JMpaHe, TOAXOSIINTE M3MUTBAHMS in Vitro, ChOTBETHUTE MaHHU 3a BB3JCH-
CTBHETO BBPXY JKMBOTHH, MH(POPMAIMATA OT MPHUIAraHEeTO Ha MOJAXO0Ja 3a KaTe-
ropusanusi (IpynupaHe, CXOAHHU BeiectBa), pesyiaratu oT (Q)SAR, domemikus
ONMUT KaTo JaHHM OT TPyAOBaTa MEAMIMHA M MaHHM OT 0a3u JAaHHU OTHOCHO
3J'lO]'lOJ'IyKI/I, CIIUJCMHUOJIOTUYHHU W KIMHUYHU HU3CJICABAHUSI U )1061)3 llOKyMeH-
THPaHH JOKJIAI¥ 328 OTACIHH ciydad W HaOmoxpenus. ITomobaBamio BHUMaHHE
TpssOBa 1a ce oObpHE HAa Ka4eCTBOTO M CHIIOCTABUMOCTTa Ha JaHHHTE.
Haﬂl/l‘{HMTe pe3yJ'ITaTI/I, HE3aBHUCUMO OT PIH}II/IB]/I)lyaJ'lHI/ITe 3aKJIIOUYCHUA 110 THX,
TpsaOBa na ObJaT oOenuHEHM B OOILI TPOLEC HA ONpeJesiHE Ha 3HAYMMOCTTa
Ha JIAHHUTE.

Wudopmarusita, u3non3sana 3a neante Ha oueHkara Ha PBT/vVPvB cBoiicTBara,
TpsiOBa /1a ce OCHOBaBa HA JAHHH, MOJYYCHH IMPU MOIXOJSIIH YCIOBHUSL.

Ilpu unentudumpanero TpsoBa na ce B3emar npeasug u PBT/vPvB cBoiicTara
Ha CHOTBETHUTE CHCTABKH HA JaJICHO BEIIECTBO M HA CHOTBETHUTE MPOIYKTH OT
HErOBOTO TpeoOpa3yBaHe W/WIIM pa3rpakiaHe.

Hacrosimoto npuiokeHne ce mpuiara 3a BCHYKH OPraHMYHM BEIIECTBA, BKIIIO-
YUTEIHO METAJIOPTaHWYHUTE ChEANHEHUS.

1. KPUTEPUUN 3A UAEHTUOUIIMPAHE HA PBT U vPvB BEILIECTBA
1.1.  PBT BemectBa

JlameHo BemecTBo, KOETO OTroBapsi Ha KpuTepuute B pazmenu 1.1.1, 1.1.2
u 1.1.3 3a ycroiumBoCT, OHOaKyMyJIHpaHe M TOKCHYHOCT, C€ CYHTA 3a
PBT BemiectBo.

1.1.1. YcronuuBoct

JlaneHo BemiecTBO OTroBapsi Ha Kputepus 3a ycroitumBoct (P), ako e
VBITBJIHCHO HSKOC OT CICAHHTE YCIIOBHS:

a) BpPEMETO Ha MOJypa3rpaXk[aHe B MOPCKa BOja € MO-ABIr0 OT 60 mHuM;

g

=

BPEMETO Ha MOJIypasrpakaaHe B CllaJKa WIH YCTHHHA BOJA € MO-IBJIT0
ot 40 aHw;

B) BPEMETO Ha MOJIyPasrpakJaHe B MOPCKH CEAUMEHT € Mmo-abiro ot 180
JTHU;

I') BPEMETO Ha MOJIypasrpakiaHe B CIIaJKOBOACH WM YCTHEH CEIMMEHT €
no-AbJro ot 120 nHu;

1) BPEMETO Ha IMOJTypasrpakJaHe B MOYBH € Mo-Abaro oT 120 mHu.
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1.1.2.

1.2.

1.2.1.

1.2.2.

Buoakymynmupane

JlaneHo BemiecTBO OTroBaps Ha Kpurtepusi 3a Ouoakymynupane (B),
KOrato KOe()UUIMEeHTHT Ha OMOKOHIEHTPALMWs HPH BOAHH OUOJOTMYHH
BujgoBe Haasuiasa 2 000.

Toxcuunoct

Jlameno BemiecTBO oTroBapss Ha kputepust 3a TokcuyHoct (T), ako e
M3IBJIHEHO HAKOE OT CICIHHUTE YCIOBHS:

a) KOHIICHTPALUATA, IPU KOSATO MPOABIUKHTEIHO BpeMe He ce HaboaBa
edpexr (NOEC) min EC10 npy MOpPCKM WIIM CITaAKOBOIHU OPraHU3MH,
e no-manka ot 0,01 mg/l;

0) BELIECTBOTO OTroBapsi Ha KPUTEPUHTE 3a KIACH(PHIMPaHE KATO KaHIe-
porerHo (kareropusi 1A wmm 1B), MyTareHHO 3a 3apOIWIIHU KJIETKA
(xareropus 1A wmn 1B) nimm TOKCHYHO 3a penpoayKIusaTa (KaTeropus
1A, 1B wmu 2) ceraacHo Permament (EO) Ne 1272/2008;

B) UMa JpYrd JaHHH 3a XPOHHYHA TOKCHYHOCT, MOPagd KOETO
BEILIIECTBOTO ~ OTroBaps HAa  KPUTEPUHUTE 33  KiIacHpHIMpaHe:
crienuUYHa TOKCHYHOCT 3 ONPEJEICHH OpPraHH Ciej| IOBTapsiia ce
excriosuuust (STOT RE kareropust 1 mwnu 2) ceriacHo Pernmament (EO)
Ne 1272/2008.

vPvB BemectBa

JlameHo BemiecTBO, KOETO OTroBapsi Ha Kputepuute B pazgenu 1.2.1 u
1.2.2 3a ycroHuuBOCT ¥ OMoakyMmyimpaHe, ce cuurta 3a VPvB Bemectso.

VcroiuuBocT

JlameHo BemiecTBO OTroBaps Ha KPUTEpHUS 3a ,,MHOTO YCTOHUHMBO“ (VP),
aKO € M3ITBJIHEHO HSIKOE OT CIJICHUTE YCIOBHS:

a) BpPEMETO Ha IOJypasrpakJaHe B MOpPCKa, NPsICHA WM yCTHHHA BOJA €
Mo-bJIro ot 60 IHU;

0) BpeMeTo Ha MOJIypasrpakiaHe B MOPCKH, CIAJKOBOACH WM YCTHCH
CEeIMMEHT € MO-abiaro ot 180 maHu;

B) BpPEMETO Ha IMOJypasrpakJaHe B MOYBH € MO-Abiro ot 180 guu.
Buoakymynupane

JlameHo BemecTBO OTroBapsi Ha KpHUTEpHUs 3a ,,MHOTO OHOAKyMyJIHpamo
(vB), koraro KOe(pHIMEHTHT Ha OHOKOHILEHTpAIMsS [PU BOJHU
OuosiornyHu BunoBe Hazsumasa 5 000.

CKPUHUHI U OL[EHSIBAHE HA CBOMCTBATA P, vP, B, vB U T
Perucrpanus

3a unentuduuupanero Ha PBT u vPvB BemiectBa B peructpainoHHOTO
JIOCHE PErHCTPAHTBT TPsAOBa Ja B3eMe MpeABH] MHOOPMALHATA, KAKTO €
OIMCAaHO B NpWwiokeHue | m B pazgen 3 OT HACTOSLIOTO MPUIIOKEHHUE.

AKO TEXHHYECKOTO JOCHE ChIbpIKa 3a €/HA WM ITOBEYE XapaKTEPHCTHKU
camo m3uckBaHara 1o npunoxkenus VII m VI undopmamms, torasa
perucTpanThT TpsOBa Ja B3eMe NpeABUI HHPOpMALMATA, KOSATO € OT
3HAYEHHWE 3a CKPUHMHra II0 OTHOIICHHWE Ha CBOMCTBaTa YCTOWYMBOCT,
OnoakyMynMpaHe M TOKCHYHOCT B CBOTBETCTBHE C paszgen 3.1 or
HACTOAIIOTO  TPHWJIOXEHHE. AKO  pe3ylNTaTbT OT CKPUHHUHTOBUTE
W3MUTBAHMA WM Apyra MH(pOpMAIMs IOKa3Ba, Y€ BEIIECTBOTO MOXE 1A
npurexkasa PBT umu vPvB cBoiictBa, peructpantsT TpsiOBa na chOepe
CHOTBETHATA JOIBJIHUTENIHA HH(OPMALHS, KAKTO € OIPEICICHO B pa3zen
3.2 OT HACTOSIIOTO MpWIOKeHHe. B ciyuail 4e 3a chOMpaHETO Ha CHOT-
BeTHAaTa JONBJHUTENHA WHOOpPMALMS Cce W3MCKBa HH(popmManusra,
onucaHa B npwiokeHus IX mmm X, perucrpanThT TpsOBa Aa MpeacTaBU
MpeasIokeHne 3a u3nuTBane. Korato mporecsT U ycinoBuaTa Ha ymnorpeda
Ha BEIECTBOTO OTrOBAPST Ha YCIIOBUATA, MOCOYEHH B paszmen 3.2, Oyksa
6) wiu B) ot npunoxenune X, gombaHuTenHAaTa MHGOPMAIIKS MOXKE 12 HE
Ob/ie MpeACTaBeHa W CIIEAOBATENIHO BEIIECTBOTO CE€ Pa3IiIeXkJa B PETHCT-
palMoOHHOTO Jocue KaTto mpurexasamo PBT wmm vPvB  cBoiicTa.
Cobupane Ha JOmbIHHTENHA WHOOPMAIMS HE € HEoOXOaUMO 3a
onenkara Ha PBT/vPvB cBoiicTBa, ako pe3ynTarbT OT CKPUHHHTOBOTO
M3NHUTBAaHE WM JApyra MHGOpMAIMs HE JaBa HHAMKALMS 32 CBOHCTBOTO
YCTOMYMBOCT Wi OHOAKyMyJIHpaHe.
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2.2.

3.1

3.2.

3.2.1.

PaszpemiaBane

3a mocuera 3a LEIMTE HA MACHTU(UIMPAHETO HA BEIIECTBA, TOCOYCHU B
uner 57, OykBa r) u uieH 57, Oyksa 1), TpsiOBa 1a ce B3eMe MNPEIBHUI
ChOTBeTHaTa HHGOPMALMS OT PETUCTPALUOHHHTE [OCHETa M Jpyra
Hanu4YHa HH(OPMAILHs, OMICaHa B pasaen 3.

NHOOPMALMA OT 3HAYEHHME 3A CKPMHMHI'A 1 OLIEHKATA
HA CBOUCTBATA P, vP, B, vB U T

Ckpununrosa nxdopmanus

3a cKpHHUHTA TIO0 OTHOLIeHHE Ha cBoicTBara P, vP, B, vB u T tpsi0OBa na
ce B3eMe MpeBH[ cieqHaTa HH(OpPMAIHs B CIydaWTe, MOCOYCHH BBHB
Bropu maparpad ot pasmen 2.1; TS MOXe Ja ce B3eMe MpEABHI 3a
CKPHHUHT TI0 OTHOIIeHHe Ha cBoiictBarta P, VP, B, vB u T B xonTekcra
Ha pazzmen 2.2:

Ceenenus 3a corictBata P u vP

a) pe3yiTaTH OT M3IHUTBAHMATA 3a JIECHO OHOpasrpaxJaHe B CbOT-
BercTBUE ¢ paszgen 9.2.1.1 or npunoxenune VII;

0) pe3yaTaTH OT JPYTH CKPUHUIOBH M3IHTBAHUS (HAIIPHUMED yChBBPIICH-
CTBaHO M3MMTBAHE 3a JIECHO OMOpa3rpaklaHe, U3NUTBAHUS 3a MIPUCHIIA
Omopa3rpaguMocT);

B) pesynrary, nonyuern ot (Q)SAR monenu 3a GuopasrpaxiaHe B ChOT-
BeTcTBHE ¢ pasfen 1.3 ot mpunoxkenune XI;

r) apyra uHQpOpMaIMs, NPH YCIOBME 4Ye HEeWHaTa MPUTOAHOCT H
HaJSKAHOCT MOTaT NMPUEMIIHBO Ja CE JOKaxkar.

CeeneHus 3a cBoiictBata B u vB

a) KOe(UIMEHT Ha paslpeie]eHUe OKTAHOJ/BOJA, OINPEIENIH EKCIepH-
MEHTaJIHO B CBOTBETCTBHE ¢ pasgen 7.8 or npuioxenue VII wanm
n3uncien upe3 (Q)SAR mozxenn B choTBeTcTBHE ¢ pazgen 1.3 or
npunoxenue XI;

6) zpyra wuH(OpManudg, IOpPH YCIOBHE 4dYe HEWHATa IIPUTOJHOCT U
HAJEeXKIHOCT MOraT IPUEMIIHBO Jla CE€ JIOKaxKar.

Cenenns 3a Tokcnunu cBoiictBa (T)

a) TOKCHYHOCT 3a BOJIHATa CpPela 3a KpaTbK NEpUOJ OT BpPeMe B ChOT-
BercTBUe C pasgen 9.1 or mpunoxenue VII u pasmen 9.1.3 ot
npunoxenue VIII;

0) npyra wuHpopmanus, NpH YyCIOBHE 4Ye HEfHATa NPHUIOAHOCT U
HaJISKIAHOCT MOTAT NMPHUEMIIMBO J1a Ce JOKaXar.

Hudopmanus 3a Hy)KAUTE Ha OLEHSIBAHETO

3a ouensBane Ha cBoiictBara P, vP, B, vB u T tpsOBa na ce B3eme
MpeABU CleqHaTa WHPOPMAIKs, KaTo Ce M3MO3Ba MOIXO0/ 32 OTYHTAHE
Ha 3HAYMMOCTTA Ha TaHHUTE:

OreHka Ha cBOWCTBOTO ycroiunBo (P) wmu mHoro ycroiuuso (VP):
a) pe3ysITaTH OT CUMYJAIMOHHOTO M3MHUTBAHE OTHOCHO PasrpaguMoCTTa B

TIOBbPXHOCTHU BOU;

0) pesynTaTé OT CUMYJIAIIMOHHOTO M3IUTBAHE OTHOCHO pasrpaguMoCTTa B
TTOYBH;

B) pe3yiTatu OT CUMYJIAITMOHHOTO M3MNUTBAHE OTHOCHO Pas3srpauMoCTTa B
CECOIUMCHT,

r) apyra uH(oOpMalmsa, KaTo HampuUMep OT MPOYYBAHMS HAa MSCTO U OT
HaOMIOZCHNsI, MIPU YCIOBHE, Ye HEeWHaTa MPUTOJHOCT M HAASKIHOCT
MOraT MPUEMIIMBO Jla CE JOKaXKaT.
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VYMl11

3.2.2. OneHka Ha CBOWCTBOTO Omoakymynupamo (B) mam MHOro Omoakymy-

3.2.3.

nupamo (vB):

a) pe3yiTaTtd OT MPOyYBaHE 3a OMOKOHIICHTpALHUS WM OHOaKyMyJHpaHe
[pHY BOAHH OHOJOTHYHH BHIOBE;

0) apyra uH(MOpMaIHsS OTHOCHO MOTEHIHMANA 3a OHOAKyMyJHpaHe, Ipu
yClIOBHE Y€ HeWHara MPUTOJHOCT M HAASKIHOCT MOTaT IPHEMIIMBO
Jla ce JIOKaXkaT, KaTo HalpHuMep:

— pes3yiTaTH OT INpOy4yBaHEe 3a OMOAKyMYyJIMpaHE IPH CyXO3EMHH
OMOJIOrMYHH BHJIOBE;

— JIaHHHW OT HAY4YC€H aHaJIM3 Ha TE€YHOCTH WM TbKaHU OT YOBCIIKOTO
TAIO0 KaTO KPBB, MIIAKO WJIA MAaCTHU THKaHH,

— OTKpPHBAHC Ha IIOBUIIICHU HKBA B Ouorara U 0COOEHO B 3acTpaleHu
OHOJIOTUYHH BUJIOBE WJIM B YA3BUMHU IOIIyJIallMKM B CpPaBHCHHUC C
HHBara B 3aO6I/IKaJ'I${H_IaTa T cpeaa,

— pesyaTaTH OT W3CJICABAaHUS HAa XPOHUYHATA TOKCHYHOCT BBPXY
JKMBOTHH;

— OIICHKa Ha TOKCHKOKHMHETHYHOTO IIOBCACHHUE HA BEIICCTBOTO,

B) MH(OPMAIMs OTHOCHO CIIOCOOHOCTTA Ha BEIIECTBOTO 32 OHOMYJITHII-
JMKalMs B XpaHWUTENHATAa BEpUra, HM3paseHa I10 BB3MOXKHOCT upe3
koeUIUeHTH Ha OHOMYJITHIUIMKAaIMs WIM KOCUIMCHTH Ha
TpopUYHA MyITHIUIMKALHS.

OrnensiBane Ha TokcnuHu cBoiicta (T):

a) pe3yaTaTH OT IBIATOCPOYHO H3MUTBAHE HA TOKCHYHOCTTA BBPXY
0e3rppOHAYHN KMBOTHH, KaKTO € I0coueHo B paszgen 9.1.5 or
npunoxenue IX;

0) pesynTaTH OT JBJITOCPOYHO M3IMMTBAHE HA TOKCUYHOCTTA BBPXY pHOH,
KaKkTo € mocoueHo B pazzaen 9.1.6 ot mpunoxenue [X;

B

~

pe3yNTaTH OT M3IHTBAHE 3a 3a0aBsHE Ha PAcTeKa Ha BOJHU PACTCHHU,
KakTo € MocoueHo B paszen 9.1.2 or npunoxenue VII;

I) BEIIECTBOTO, OTTOBApsIIO HA KPUTEPHHUTE 3a KiIAacH(UIMpPAHE KaTo
KaHLIEpOreHHO B Kareropust 1A wiun 1B (onpenenenu mpexynpexieHus
3a onacHoct: H350 mnm H350i), MyTareHHO 3a 3apOAMIIHU KJIETKU B
kareropust 1A uiam 1B (ompeneneHo mpeaynpexaeHue 3a ONAcHOCT:
H340), Toxcu4HO 3a pemnpoaykumsita B kareropus 1A, 1B w/mwmm 2
(onpenenenn npexaynpexaeHus 3a omacHoct: H360, H360F, H360D,
H360FD, H360Fd, H360fD, H361, H361f, H361d wm H361fd),
crienMpUYHA TOKCUYHOCT 3@ OIpEJe]IeHH OpraHu ClieJl MOBTapsila ce
no3a B Kareropus | wiam 2 (OmpemeneHo IpenynpexieHHe 3a
omnacHoct: H372 wim H373), ceritacHo Permmament (EO) Ne 1272/2008;

N) pe3yiTaTd OT M3IHUTBAHE 3a JBITOCPOYHA MWIIM PENpoIyKTHBHA
TOKCHYHOCT BBPXY MTHIHM, KAKTO € TOCOo4YeHo B pazgen 9.6.1 or

npujIoKeHue X;

(&

~

npyra uHbOpMalMs, OpPH YCIOBHE 4Ye HeWHaTa MPUTOAHOCT M
HaJICKITHOCT MOTAT NMPHUEMIIMBO Ja Ce JOKaxar.
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1IPUJIOJKEHUE X1V

CIIMCBK HA BEHIECTBATA, NIOJVIEXKALIIU HA PA3PEIIABAHE

Xapak- Ipexonuu pasnopenou
Brmcsa- B ep Ho(H) OcBobonenn (kate- Tepuom
€ILECTBO CcBO¥CTBO(2), Kpaen cpox 3a 3a npepas-
He Ne ) TOpPHH) YNIOTpeOH
nocoueHo(n) B| monyuaBane Ha | Jlara Ha 3abpana (%) TIIeXKaHe
ujien 57 sasBiieHus (1)
1. 5-tepr-0yTIn-2,4,6- vPvB 21 despyapu |21 aBrycr 2014 r. — —
TPHUHUATPO-M-KCHIICH 2013 r.
(MyckyceH KCHJIeH)
EO Ne: 201-329-4
CAS Ne: 81-15-2
2. 4.,4’-Jlnamunoude- Kanre- 21 ¢espyapu |21 asrycr 2014 r. — —
HUJIMETaH pOTeHHO 2013 r.
(MDA) (xaTeropus
EO Ne: 202-974-4 1B)
CAS Ne: 101-77-9
3. XekcabpoMOLHUKIIO- PBT 21 ¢espyapu |21 asrycr 2015 r. — —
IoJeKaH 2014 .
(HBCDD)
EO Ne: 221-695-9,
247-148-4,
CAS Ne: 3194-55-6
25637-99-4
ana-xekcabpoOMOLUKIIO-
JI0ZIeKaH
CAS Ne: 134237-50-6,
OeTa-XeKcaOpOMOIMKIIO-
JIOIeKaH
CAS Ne: 134237-51-7
rama-XxeKcabpoMOIIKIIO-
JI0ZIeKaH
CAS Ne: 134237-52-8
4. buc(2-eTunxexcuin) Toxkcuuno 21 aBrycr 21 despyapu VYnorpebu B
¢dranar 32 pempo- 2013 r. 2015 r. IIbpBUYHATA
(DEHP) JTKIUSITA > M43 (*) 4 > M43 (**) € | omakoBKa Ha
. 1 (kateropus JICKapCTBCHU
EO Ne: 204-211-0 1B) TPOMYKTIH,
CAS Ne: 117-81-7 BKJIIOUCHH B
obxBaTa Ha
Permament

(EO) Ne 726/
2004,
JupextuBa
2001/82/EO w/
wi J{upexkrtusa
2001/83/EO.
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VMi15

Xapak- Ipexonuu pasnopendu
Brcsa- ep HO(H) OcBobGonenu (kare- [epuom
e Ne BemectBo CBOHCTBO(a), Kpaen cpox 3a ropHH) yroTpetH 3a mpepas-
MOCOYEeHO(M) B| TONyYaBaHe Ha Jlata Ha 3a0pana (%) TIeXKIaHe
wieH 57 sasiienns (1)
5. bensun Oytun ¢ranar Toxkcuyno 21 aBrycr 21 despyapu VYnorpebu B
(BBP) 3a  pempo- 2013 r. 2015 r. I'bPBUYHATA
) JyKIHATa »>M43 (*) < » M43 (**) € | omakoBka Ha
EO Ne: 201-622-7 (kareropus — — JeKapcTBeHH
CAS Ne: 85-68-7 1B) MPOAYKTH,
BKJIIOUCHH B
obxBaTta Ha
Pernament
(EO) Ne 726/
2004,
JupexTnBa
2001/82/EO w/
unu Jlupexrusa
2001/83/EO.
6. Jubytun ¢ranar Toxcuuno 21 aBrycr 21 despyapu VYnorpebu B
(DBP) 3a  pempo- 2013 r. 2015 r. II'bpBUYHATA
) JyKIUATa >M43 (*) < > M43 (**) € | omakoBka Ha
EO Ne: 201-557-4 (xaTeropus I I JeKapcTBeHH
CAS Neo: 84-74-2 1B) MIPOJLYKTH,
BKJIIOUCHH B
obxBaTta Ha
Permament
(EO) Ne 726/
2004,
JupexTrBa
2001/82/EO w/
wm J{upexktusa
2001/83/EO.
7. Junszo0yTun ¢ranar | Tokcuyno 21 aBrycr 21 despyapu — —
(DIBP) 32 pernpo- 2013 r. 2015 r.
EO No: 201-553-2 AyKnusara » M43 (*) R | » M43 (**) D |
CAS Ne: 84-69-5 (kateropus
1B)
8. JlnapceHoB TPHOKCHI Kanme- 21 HOEMBpH 21 wmait 2015 r. — —
EO Ne: 215-481-4 poreHHo 2013 .
CAS Ne: 1327-53-3 (kateropus
1A)
9. JlnapcenoB nieHraokcuy | Kanie- 21 HOEMBpH 21 wmait 2015 r. — —
p P
EO No: 215-116-9 POreHHO 2013 r.
CAS Ne: 1303-28-2 (kareropus
1A)
10. OnoBeH xpomat Kanne- 21 HOemBpH 21 wmait 2015 r. — —
EO No: 231-846-0 POreHHo 2013 1. » M43 (**) <«
o: » X2
CAS Ne: 7758-97-6 (areropus | > M43 ()<
1B)
Toxcuuno
3a  penpo-
JTYKIUSITA
(xareropus
1A)
11. Onoen  cyindoxpomar | Kane- 21 HoemBpH 21 wmait 2015 r. — —
KBIT POreHHO 2013 . >M43 (**) <
(C.I. XXpnar murment 34) | (kaTeropus >M43 (*) <
EO Ne: 215-693-7 1B)
CAS No: 1344-37-2 Toxeino
3a  pempo-
JTYKIUSITA
(xareropust

1A)
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VYMI15
Xapak- Ipexoxnn pasznopendu
Brucsa- TCP HO(k) OcBobojienn (kare- [epront
BemectBo CBOHCTBO(a), Kpaen cpox 3a 3a mpepas-
He Ne TOpHUH) yHnoTpeou
MOCOYEeHO(M) B| TONyYaBaHe Ha Jlata Ha 3a0pana (%) TIeXKIaHe
unen 57 sassienus ()
12. OmnoBen  xpomatmonu6- | Kanne- 21 HoemBpu 21 maii 2015 .
narcyndar yepBeH POreHHO 2013 r. > M43 (**) <
(C.I. Yepsen mnurment | (kareropus >M43 (*) <
104) 1B)
EO Ne: 235-759-9 Tokcuuno
CAS Ne: 12656-85-8 3a  pemnpo-
JyKIUsITa
(xareropus
1A)
13. Tpuc(2-xmopoetui) TokcuuHo 21 ¢espyapu |21 aBrycr 2015 r.
docoar 3a  penpo- 2014 r.
(TCEP) AyKOusaTa
EO Ne: 204-118-5 (xateropus
1B
CAS Ne: 115-96-8 )
14. 2,4-munurporoinyen (2,4- | Kanne- 21 ¢espyapu |21 asrycr 2015 r.
DNT) POTeHHO 2014 r. »M43 (**) 4
EO Ne: 204-450-0 (xateropus | » M43 () €
CAS Ne: 121-14-2 1B)
VY M22
15. Tpuxnopoerunen Kanme- 21 okromBpu | 21 ampun 2016 r. — —
EO Ne: 201-167-4 POr€HHO 2014 r. » M43 (**) <
o . =
CAS No: 79-01-6 (KaTeFOpI/Iﬂ >w ( )4
1B)
16. XpoMeH TPHOKCH] Kanme- 21 maprt 21 cenTeMBpHu — —
EO Ne: 215-607-8 POTeHHO 2016 r. 2017 r.
N >M43 (*) « >M43 (**) <
CAS No: 1333-82-0 (xareropus | > M43 () M43 )
1A)
MyTrarenHo
KaTeropus
( p
1B)
17. Kucenunu, nomydenu ot | Kanre- 21 mapr 21 centeMBpH — —
XpOMEH  TPHOKCHJ, U | POrCHHO 2016 r. 2017 r.
TEXHHUTE OJUTOMEPU (kaTeropust >M43 (¥) < > M43 (¥*) «
I'pymna, kosito cpaspxka: | 1B)

XpomoBa KUCEInHA
EO Ne: 231-801-5
CAS Ne: 7738-94-5
JluxpomoBa KucenuHa
EO Ne: 236-881-5
CAS Ne: 13530-68-2

Onuromepn Ha
XpOMOBaTa KHCEIWHA H
Ha JUXPOMOBaTa
KHCEIIMHA
EO Ne:

BCE OLIE.
CAS Ne: He e 3amanen
BCE OlIIE.

He e 3agaaen
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VY M22

Brnucsa-
He Ne

Bemectso

Xapak-
TepHO (1)
CBOICTBO(a),
MOCOYEHO (M) B
ujieH 57

Ipexonuu pasnopendu

Kpaer cpoxk 3a
0JTy4yaBaHe Ha
sassienus ()

Jlata Ha 3a0pana (%)

OcBobojienn (kare-
TOpHUH) yHnoTpeou

Tlepnoan
3a mpepas-
TIeKAAHE

18.

HatpueB guxpomar
EO Ne: 234-190-3
CAS Ne: 7789-12-0
10588-01-9

Kanne-
POreHHO
(kaTeropus
1B)
MyTraresno
(xareropus
1B)
Toxcnuno
3a  pempo-
JYKIUSITa

(xaTeropus
1B)

21 maprt
2016 T.
»>M43 (*) <

21 centeMBpH
2017 r.
>M43 (**) <

KanmneB mpuxpomat
EO Ne: 231-906-6
CAS Ne: 7778-50-9

Kanue-
POTeHHO
(xareropus
1B)
MyTrarenHo
(xaTeropus
1B)
Toxcuuno
32 penpo-
JyKuusta

(xareropust
1B)

21 mapr
2016 T.
>M43 (*) «

21 cenTemMBpHu
2017 r.
>M43 (**) <

20.

AMOHHEB IUXpoMar
EO Ne: 232-143-1
CAS Ne: 7789-09-5

Kanme-
pPOTreHHO
(xareropus
1B)
MyTrarenHo
(xaTeropus
1B)
Toxcuuno
3a  pempo-
JTYKIUSITA

(xareropust
1B)

21 mapr
2016 .
>M43 (*) «

21 cenTeMBpHu
2017 r.
>M43 (**) «

21.

Kanmues xpomar
EO Ne: 232-140-5
CAS Ne: 7789-00-6

Kanrie-
POTreHHO

(xareropus
1B)

MyTarenHo

(xaTeropus
1B)

21 mapr
2016 r.
»>M43 (*) <

21 cenremBpH
2017 r.
> M43 (**) 4
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VY M22

VY M28

Xapak- Ipexoxnn pasznopendu
Brucsa- TCP HO(k) OcBobojienn (kare- [epront
BemectBo CBOHCTBO(a), Kpaen cpox 3a 3a mpepas-
He Ne TOpHUH) yHnoTpeou
MOCOYEeHO(M) B| TONyYaBaHe Ha Jlata Ha 3a0pana (%) TIeXKIaHe
unen 57 sassienus ()
22. Harpues xpomar Kanue- 21 mapr 21 cenremBpH
EO No: 231-889-5 POr€HHO 2016 r. 2017 r.
N >M43 (*) 4 »>M43 (**) 4
CAS No: 7775-11-3 (xareropns | > M43 () M43 )
1B)
MyrtarenHo
(xareropus
1B)
Toxcnuno
3a  perpo-
JyKIUsITa
(xaTeropus
1B)
23. Omnuromepun mnpoxaykru | Kanre- 22 ¢espyapu |22 asrycr 2017 r. — —
Ha peakisita HA | pOTeHHO 2016r.22Febru-| »M43 (**) 4
(dopmanaexua ¢ aHWINH (kateropus ary 2016
(rexunuecku MDA) 1B) »>M43 (*) <
EC Ne: 500-036-1
CAS Ne: 25214-70-4
24. ApceHoBa KUCETHHA Kanne- 22 ¢espyapu |22 asryct 2017 r. — —
EC Ne: 231-901-9 POreHHO 2016 1.
CAS Ne: 7778-39-4 (kateropus
1A)
25. buc(2-MeToKCHETHIIOB) Tokcuuro 22 despyapu |22 asrycr 2017 r. — —
erep (auramm) 32 pempo- 2016 r. »>M43 (*¥*) 4
EC No: 203-924-4 aywara | M43 (%) <
CAS No: 111-96-6 (xareropus
1B)
26. 1,2-muxmnopoeran (EDC) | Kanre- 22 wait 2016 1. 22 HOEMBpH — —
EC Ne: 203-458-1 poremto 2017 r.
CAS No: 107-06-2 (kaTeropus
1B)
27. 4,4'-metunen-2,2'-quxmno- | Kanie- 22 wmaii 2016 . 22 HOEMBpH — —
ponuanunu (MOCA) POreHHO »>M43 (*) « 2017 r.
EC Ne: 202-918-9 (kaeropus >M43 (**) <
CAS Ne: 101-14-4 1B)
28. Juxpomen tpuc(xpomat) | Kanme- 22 romu 2017 1. |22 suayapu 2019 1. — —
EC Ne: 246-356-2 POreHHO » M43 (*) | » M43 (**) <4
CAS No: 24613-89-6 (xateropus
1B)
29. CTpoHLEB XpoMaT Kanne- 22 romm 2017 r. |22 smyapu 2019 r. — —
EC Ne: 232-142-6 POreHHO » M43 (*) R | » M43 (**) <
CAS No: 7789-06-2 (kateropus
1B)
30. Kamnes xugpokcuokra- | Kanue- 22 rom 2017 1. |22 smyapu 2019 r. — —
OKCOJMLIMHKATAUXPOMAT | POTEHHO >M43 (*) 4 »>M43 (**) 4
EC Ne: 234-329-8 (xareropus
CAS Ne: 11103-86-9 | 14)
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VY M28
[pexomuu pasnopendou
Xapak-
Bmucsa- ep Ho(H) OcBobonenn (kate- Tepuom
No BemectBo CBOHCTBO(2), ropun) yroTpetH 3a npepas-
He e nocoueHo(u) B Kpaen cpok 3a P ynotp TJIeXKIaHe
wien 57 nomy4asase Ha | Jlara Ha 3a6pama (%)
sasBrienus (1)
31. IlentarmukoB okrtaxuj- | Kanie- 22 1omu 2017 1. |22 anyapu 2019 1. — —
POKCHT Xpomar pOreHHO »M43 (¥) < > M43 (*¥*) 4
EC Ne: 256-418-0 (xaTeropus
CAS Ne: 49663-84-5 | 14)
VY M43
32. 1-Opommnpomnan (n- | Toxcnuno 4 anyapu 4 1omn 2020 r. — —
PO OPOMH/T) 3a  pemnpo- 2019 r.
JYKLUSITA
EO Ne: 203-445-0 (kaTeropust
CAS Ne: 106-94-5 1B)
33. Jumsonentuidranat Tokcuyno 4 sHyapu 4 romu 2020 1. — —
3a  perpo- 2019 r.
EO Ne: 210-088-4 JIYKLUSITA
CAS Ne: 605-50-5 (xaTeropus
1B)
34. 1,2-6en3enaukap- Tokcuuno 4 anyapu 4 1omm 2020 r. — —
OOKCHIIHA KHCENUHA OU- | 32  perpo- 2019 r.
C6-8-pa3K/IOHEHN  aJIKM- | JyKuusra
necrepu, 6oratn Ha C7 (kateropus
1B)
EO Ne: 276-158-1
CAS Ne: 71888-89-6
35. 1,2-6eH3enauKap- Toxcnuno 4 anyapu 4 romu 2020 r. — —
OOKCHITHA KHCEJMHA IU- | 32  perpo- 2019 r.
C5.11-pa3KIIOHeHN u | Dykousara
JMHEHHU alKUIIECTepU (kateropust
1B)
EO Ne: 271-084-6
CAS Ne: 68515-42-4
36. 1,2-6en3enauKap- Toxcuuno 4 anyapu 4 romm 2020 r. — —
OokcuTHA KHCEIMHA, | 32  pernpo- 2019 r.
JUIEHTUIIECTED, JyKuusita
Pa3KJIOHCH W JIMHECH (kateropus
1B)
EO Ne: 284-032-2
CAS Ne: 84777-06-0
37. buc(2-merokcueruin) Toxcuuno 4 sHyapu 4 romu 2020 . — —
¢ramar 32  pempo- 2019 r.
JTYKIUSITA
EO Ne: 204-212-6 (kateropus
CAS Ne: 117-82-8 1B)
38. Junenrundranart Tokcuano 4 sHyapu 4 romm 2020 1. — —
32 pempo- 2019 r.
EO Ne: 205-017-9 TyKIHATA
CAS Ne: 131-18-0 (xareropus
1B)
39. N-neHTHIT-H30TIeHTHI- Tokcnano 4 sHyapu 4 romm 2020 1. — —
¢dranar 32 pempo- 2019 r.
JTKIUSTA
EO Ne: — (xareropus
CAS Ne: 776297-69-9 1B)
40. AHTpaeHoBo Macio Kanme- 4 anpun 4 OKTOMBpHU — —
pPOTeHHO 2019 r. 2020 r.
EO Ne: 292-602-7 (kaTeropust
CAS Ne: 90640-80-5 1B) (*¥*%),
PBT, vPvB
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VM43
Xapax- TpexonHu pasnopendu
Brucsa- Tep Ho() K OcgoGozenn (kare- lepuoan
e No BerectBo cBO¥icTBO(a), PacH CpoK 3a R ropHH) yroTpedH 3a mpepas-
Tocoueno(n) | TOTydaBane ma | JlaTa Ha 3a6pana (%) puH) ynorp FIeKIaHe
unen 57 sasBierns (1)
41. Cmona  (xameHoBbIvieH | Kane- 4 anpun 4 oKkTOMBpH — —
IeK) OT BHCOKOTEMIIe- | POreHHO 2019 r. 2020 r.
paTypeH KaMEHOBBLIJICH (kaTeropus
KaTpaH 1 B), PBT,
vPvB
EO Ne: 266-028-2
CAS Ne: 65996-93-2
42. 4-(1,1,3,3-terpamerni- CaoiictBa, | 4 romm 2019 1. | 4 suyapu 2021 r. — —
OyTui)penom, €TOK- | KOUTO
CUJIMPaH npeaus-
[o6xBamama scuHo | BUKBAT
ONPEJEICHN BEIECTBA U HapyIICHUE
UVCB BemecTra, | 1
nomaMepu 1 xomonozu] | PYHKUHHTE
Ha CHJIOK-
EO No: — pUHHATa
cucrema
CAS No: — (‘U'leH 57,
OykBa  e)
— OKOJHa
cpena)
43. 4-nonundenou, Cgoiicta, |4 romu 2019 1. [ 4 anyapu 2021 . — —
Pa3KJIOHEH U JIMHEEH, | KOUTO
E€TOKCUJIMPaH Mpeans3-
[BemiecTBa ¢ nuHeliHa W/ BHKBAT
WIn pa3KJIOHEHA HapyIICHUC
ankunHa  Bepura ¢ | 1@
BBIJIEPOJHO YHCIO 9, dynkumnTe
KOBAJIEHTHO CBBP3aHU C Ha  CHJIOK-
(Genon B mozunms 4, | PUHHATA
€TOKCHIIUPAHH, cucrema
o0XBaIAIm UVCB | (umen 57,
pemectsa  u  sco | OYKBA  ©)
ompeneneHn  Bemectsa, | OKOHa
noMMMepH M xoMoiosn, | SPEAR)
KOUTO BKJIIOUBAT HSKOH
OT OTJEIHUTE H30MEPHU
WWIA KOMOMHAIMU OT
TaKuBa)
EO Ne: —
CAS No: —
VC4
- (") Harara, mocouena B wien 58, maparpad 1, Oyksa B), moarouka ii) or Permament (EOQ) Ne 1907/2006.
—— (?) Harara, mocouena B wieH 58, maparpad 1, Oyksa B), moxrouka i) or Permament (EO) Ne 1907/2006.

- (*) 1 cenremBpu 2019 r. 3a ymorpebata Ha BEIIECTBOTO IIPU IHPOU3BOJICTBO HAa PE3EPBHM YAaCTU 32 PEMOHT HA W3JCIHS, YMETO
TIPOU3BOACTBO € IPCYCTAaHOBCHO HIIM IIIC 6'I>[[€ IIPCYyCTaHOBCHO IPE€IW HaTaTa Ha 3a6paHa, II0OCOYCHa BBB BIIMCBAHCTO 3a TOBa
BEIICCTBO, aKO BEHIECTBOTO € 6l/lJ10 HM3I0JI3BaHO B IIPOU3BOJACTBOTO HAa TE3W U3JACIIUA U IOCICAHUTE HE MOTraT Ja q)yHKLll/IOHI/lpaT 1o
NpeaHasHauYCHUC 0e3 Tazu pe3epBHA 4aCT, KAKTO U 3a yHOTpC6aTa Ha BEHICCTBOTO (B CaMOCTOSATECJIICH BH/ UM B CMCC) 3a pEMOHT
Ha TakKuBa M3/ICJIMs, KOTaTO BEIICCTBOTO B CaAMOCTOATCICH BU/ UJIM B CMEC € GPU'IO HM3II0JI3BaHO B IMTPOU3BOJACTBOTO HA TE3W U3JICIIHA
M IOCJICIHUTC MOraTr aa GLHHT PEMOHTHpPAHU CaMO C yHOTpC6aTa Ha CBHOTBETHOTO BCIIECCTBO.

(**) 1 wmapr 2021 r. 3a ymorpebara Ha BELICCTBOTO MpPH MPOW3BOACTBO HA PE3CPBHH YaCTH 3a PEMOHT HA H3MICIHS, UYHETO
TIPOU3BOJACTBO € IPEYCTAaHOBEHO HIIM IIIC 6’5[[6 IIPCYyCTaHOBCHO IPEAW JaraTa Ha 3a6paHa, II0OCOYCHa BBB BIIMCBAHETO 3a TOBaA
BCIUICCTBO B MPUJIOKCHNUE XIV, aKoO BE€IIECTBOTO € OMJIO M3MOI3BAHO B TIPOU3BOACTBOTO Ha TE3WU HU3IACIUA U IMOCICAHUTE HE MOraT
Ja d)yHKLIHOHI/IpaT TI0 IIpeAHa3HA4YCHHUE 683 TE3U PE3EpPBHU YaCcTH, KaKTO U 3a yno1'pe6a’ra Ha BEHIECCTBOTO (B CaMOCTOSTECJICH BH]L
HIN B CMCC) 3a PEMOHT Ha TaKuWBa HW3JCIHUA, KOTAaTO BCEUICCTBOTO B CaMOCTOSATCICH BHJ HWJIA B CMEC € OMJI0 M3I0I3BaHO B
MPOM3BOJICTBOTO HA TE3M M3JIEJUs M IOCIEIHUTE MOTaT 1a ObJIaT PEMOHTHPAHU €aMmo C yrnorpedara Ha ChOTBETHOTO BEIIECTBO.

(***) He ortroBapsi Ha KPUTEPHUTE 3a OIPECITHE KaTO KaHIIEPOreHHO, ako chabpika < 0,005 % (macosa uact) 6enso(a)mupen (EINECS

Ne 200-028-5).
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II.

IIPUJIOJKEHUE XV

JOCHETA

BBBEJIEHME 1 OB YCJIOBUA

Hacrosmoro mnpumoxenume  Qopmynupa o0mWTe TPHHIWIN 32
MPOJATOTBSHE HA JOCHETATa 3a Mpejlarane u 00OCHOBAaBaHE Ha!

— wunentudumupanero Ha CMR, PBT, vPvB uim BemectBo ¢ exBHBa-
JIEHTHA 3HAYUMOCT CBIVIACHO 4ieH 59,

— OrpaHHYCHHS Ha IPOU3BOJCTBOTO, IYCKaHETO Ha I1a3apa WIM YIOT-
pebara Ha eqHO BemiecTBO B paMkuTe Ha OOIIHOCTTA.

IIpu odopMsHETO M METOHOJOrHATa Ha BCAKO Jocue TpsabBa na Obaar
M3MO0JI3BAaHM CHOTBETHUTE YACTU HA NPUIIOKEHUE | ChINIACHO HACTOSILIOTO
MIPUIIOKEHUE.

Besika  nmopxonsmia uH(OpMauus OT pPErHCTPALMOHHUTE JOCHeTa ce
pasriexja Inpu BCHYKU JIOCHETa, a MOXe Ja ObJe H3MO0I3BaHA U Jpyra
HanuuHa uHpopmanus. MHdopmanus 3a omacHOCTHTE, KOSATO He € Ouia
HpeJCTaBeHa MPEeABAPUTEIHO Ha ATEHIMATA, CE BKIIIOYBA B JOCUETO MOJ
(dopmara Ha SICHO pe3toMe Ha M3IMHUTBAHMATA.

CbABPXKXAHHE HA JIOCUETATA

Jocue 3a uaeHTHGHIHPAHE HA €JHO BELIECTBO KATO KAHIEPOreHHO,
MYTareHHO WJIM TOKCHYHO 3a pemnpoaykumusita (CMR), PBT, vPvB
WU BelleCTBO ¢ eKBHBAJEHTHA 3HAYHMOCT CBIVIACHO 4JieH 59

[Ipeonodicenue

IIpennoxkeHneTo BKIIOYBA WAEGHTUYHOCTTA HA  Pa3IIIekKIaHOTO(UTE)
BelecTBo(a) ¥ MHpOPMANUS AaIH TO € NPEUIOKEHO Ja ObJe HACHTUH-
nupano kato CMR cbriacHo unen 57, Oyksu a), 6) wiu B) kato PBT
chIIIacHO WwieH 57, OykBa T), kato VPVB cbriacHo wien 57, OykBa a) mim
KaTO BEILECTBO C SKBMBAJICHTHA 3HAYMMOCT ChIVIACHO wWieH 57, Oyksa e).

Obocnoska

W3BbpmIBO ce cpaBHEHHE Ha HaIM4YHATA UHOOPMALMS C KPUTEPHUTE B
npunokenne XIII 3a PBT cermacho umen 57, OykBa 1), u vPvBs
ChIJIACHO wWieH 57, OykBa JI) WM OIIEHKa Ha OMACHOCTHTE M CpPaBHEHHE
¢ uneH 57, OykBa €) chOOpa3HO CHOTBETHHTE YaCTH Ha paszmeinn 1—4 or
npunoxkenune I. ToBa ce mokymeHTHpa BbB (hopmaTa, mocodeH B yact b Ha
JIOKJIaJia 32 XUMUUYecka 0e30MacHOCT B npuioxkeHue I.

HH(})OPM(I”M}% 3a excnosuyuume, aimepnamuenume  eewecmea U
puckoeseme

TIpenocrass ce HanmuHata HHGOPMALMs 3a yroTpedara 1 eKCHO3ULHATA U
nHPOPMALMATA 32 ANTEPHATHBHUTE BELIECTBA U TEXHHKU.

Jlocuera 3a NpeIoKeHUs: 32 OrPAHUYEHHs!
Ilpeonoscenue

TpeasoxKeHneTo BKII0YBA HICHTHYHOCTTA HA BEIIECTBOTO M MPE/IaraHo-
To(uTe) orpaHndYeHue(s) 3a MPOM3BOACTBO, MyCKaHE Ha mas3apa Wi YIOT-
peba(u) U pe3roMe Ha OCHOBAaHHATA 3a TOBA.
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Unghopmayus 3a onacnocmma u pucka

Puckosere, HacoyBamu KbM OrpaHHuYaBaHE, CE ONMUCBAT Bb3 OCHOBA Ha
OLIEHKa Ha OMACHOCTTAa M PHCKOBETE CBITIACHO CHOTBETHHTE YAacTH Ha
npunoxenue 1 u TpsaOBa na ce JOKyMEHTHpAT BbB (opmaTa, MOCOYEH B
yacT b oT TOBa mpuiOXKEeHHe KbM AOKIaJa 3a XUMUYecKa Oe30acHOCT.

TlpenocraBsi ce M0KA3aTeNICTBO, Y€ MPUIOKCHUTE MEPKH 32 YIPaBICHHE
Ha pUCKa (BKJIIOYHUTEIHO OHE3M, WJICHTH(UIMPAHH B PETUCTPALMUTE IO
wieHoBe 10—14) ca HemocTaThUHH.

Hnpopmayus 3a arnmepnamusume

H]JSL[OCTB_BH C€ HaJIM4YHaTa PIH(bOpMaHI/I}I 3a AJITCPHATUBHUTE BCUIECTBA U
TEXHUKH, BKIIOYHUTCIIHO:

— I/IH(i)OpMaLll/lﬂ 3a PUCKOBETE 3a 3paBC€TO Ha XopaTa M 3a OKOJIHaTa
cpeaa, CBbp3aHu C MPOU3BOACTBOTO U yr[0Tpe6aTa Ha aJITCpHATHUBUTE,

— HaJINYMEC, BKIKOYUTCIHO BPEMEBU MaH.[aG,
— TCXHUYCCKO U MKOHOMHYCCKO OCBHICCTBABAHEC.

Obocnoska 3a OCpaHUYeHUus Ha 06H4HOCWIHO pasnuuie

[IpenocraBs ce 000OCHOBKa B yBEpEeHHE Ha TOBa, 4e:
— ce M3MCKBa JeiicTBue B pamkute Ha OOLIHOCTTA,

— OI'PaHUYCHHUEC B PAMKHUTC Ha OGIIIHOCTTB € Hal-mojxosiara MsIpKa,
KOATO C€ OLCHsBA INOCPEACTBOM CIICAHUTE KPUTCPHUH:

i) e(eKTHBHOCT: OrpaHHYEHHETO TpsiOBa 1a ObJEe HACOYCHO KbM
epeKkTHTe MM EKCIIO3MIMTE, KOUTO IPUYMHIBAT HACHTHDUIM-
paHUTE PHUCKOBE; CIOCOOHO Ja OrpaHM4d TE3M PHCKOBE JIO
MPUEMIIMBO HMBO B PaMKUTE HA pa3yMeH IIEPUOJ OT BpeMe U
IIPONOPLMOHATHO HA PHCKA;

il) TPaKTUYHOCT: OrPAaHMYCHHETO TPsOBa 1a ObAE MNPUIOKHUMO,
U3MBIHAMO W YIPABISIEMO;

iil) BB3MOKHOCT 33 MOHMTOPHHI: TpsiOBa Ja € BB3MOXHO Habirofa-
BAHETO Ha pe3yl]TaTa OT NPUJIAraHEeTO Ha MPEeUIOKEHOTO OrpaHH-
YeHHE.

COL{MLI/ZHO—MKOHOJMM'{QCKG OYeHKa

COL[I/IaJIHO—I/IKOHOMI/I‘IecKI/ITC BB3JICHCTBUS  Ha MPEAJIOKEHOTO  Orpa-
HHUYCHHUEC MOoraT Jga 6’I)ZIa.T aHaJIM3UpaHU IMOCPEACTBOM I1030BaBaHE Ha
IIPUIIOKECHUC XVI. 3a Ttasu LeJI MOJBUTE 3a 3paBCTO Ha XOopara U 3a
OKOJIHaTa cpe€Aa, MpousTH4vauiy OT MPCUIOKEHOTO OrpaHUYCHUEC, MOoratT
Ja 6'I)ZIaT CpaBHEHHU CBC CBBP3aHUTEC C OrPAHUYCHHUETO pasxolu OT
CTpaHa Ha NPOU3BOAUTEIIN, BHOCHUTEIIH, HOTpC6I/ITeHI/I Haaoay 1o
Bepurara, III/ICTpI/I6yT0pPI, ToJryqyaTesn u 06H_ICCTBOT0 KaTo Ls10.

HH(])OPJMCM{ME OMHOCHO KOHCYyImupdane cvC 3aunmepecoeanume jiuya

B nocueto ce BKIIIOYBA ChHIIO PIH(IJOpMaI_II/DI OTHOCHO BCSIKO KOHCYJITHpaHE
CbC 3aMHTEPECOBAHU JIMIAa U KaK TEXHUTC IMO3UIHUU Ca B3C€TU NPEABHUI.
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IIPUIIOJKEHUE XVI

COLHUAJTHO-UKOHOMUYECKH AHAJIU3

HacrosimoTo HpuiIoKeHHe OImHMCcBa MH(POPMALMATA, KOSITO MOXe Ja Obae Hpei-
CTaBeHa OT Te3H, KOUTO IpejaBaT ColMalHO-MKOHOMHYeckusi ananu3 (CHA) c
MPEUIOKEHNE 3a Pa3pelIMTENIHO, KAKTO € MOCOYeHO B wieH 62, maparpad 5,
OyKkBa a) WM BbB Bpb3Ka C IPEJUIOKECHO OrpaHuyYeHue B wieH 69, nmaparpad 6,
Oyksa 0).

AreHIusTa MOATrOTBS PBKOBOACTBO 3a u3rorBsiHero Ha CHUA. CHUA wm
JOMBJIHEHHUsT KbM TSAX C€ MpelaBaT BbB (opmara, ONpeesicH OT ATCHIUSITA B
choTBEeTCTBHE C WieH 111.

Brrnpekn ToBa HUBOTO Ha JeTaiTHOCT W o0xBaT Ha CMA wim Ha DOIMBIHEHUSATA
KBbM TSX Ca OTTOBOPHOCT Ha 3asABHUTENS 3a Pa3pelINTeNIHO WM B CIydYas Ha
MPEJUIOKEHO OrpaHMYCHHEe Ha 3aMHTEepecoBaHaTa cTpaHa. IlpemocraBenara
uHpOpMALIUS MOXE Ja pasrjekaa COIHATHO-MKOHOMHUYECKH BB3JICHCTBUS Ha
BCSIKO PaBHUIIE.

CHUA moxe Ja BKIIIOYBaA CICAHUTC CIICMCHTH!

— BB3JCHCTBHE Ha JAJICHO Pa3peIINTeNHO WM OTKa3 3a TaKOBa Ha 3asBUTE-
ns(MTe) WM B CIydail Ha MPEAJIOKEHO OrPaHHYCHHE BB3ACHCTBHETO BBPXY
MPOMHMIIIEHOCTTa (HalpUMep MPOU3BOAUTENIM U BHOCHTENN). Bb3aeiicTBuero
BBbPXY BCHYKM OCTAaHAJIM YYaCTHHLIM HAJO0JIy IO BepUrata Ha JOCTaBKH,
MOTPEOUTENN HAJONy MO BEpUrata M CBBP3aHH MKOHOMUYECKU JIEHHOCTH B
KOHTEKCTA Ha TBHPTrOBCKH IOCJIEJCTBHS KAaTO BB3JICHCTBHE BBPXY HHBECTH-
IIUHUTE, Haquo-pasBof?lHaTa ﬂeﬁHOCT, WUHOBAIIUUTE U ONCPATUBHUTE Pa3sxXoan
(HampuMep CHOTBETCTBHE, NPEXOJHU YCIOBHS, NPOMEHHM B CHIIECTBYBAIIH
MPOLIECH, CHCTEMH 33 MOHHMTOPMHI M JIOKJIQ/IBaHE, BBBEXKJAHE HA HOBU
TEXHOJOTUH ¥ T. H.), KATO C€ UMAaT Mpe/BUJ OOIIMTE TEHJCHIMH Ha Ma3apa
U TCXHOJIOTUHUTE.

— BB3JCHCTBHSA Ha J1a/ICHO WM OTKAa3aHO Pa3pEIINTEIIHO WIIH IPEUIOKEHO OTpa-
HUYCHHE BBPXY norpeburenurte. HampumMep meHH Ha NPOIYKTH, NPOMEHH B
ChCTaBa MJIM Ka4e€CTBOTO HA MPOAYKTHTE, HATMYHOCT Ha MPOJYKTH, U300p Ha
MOTpeOuTENs, KakTo M e(peKTH BBPXY 3APAaBETO M OKOJIHATA CPela, KOMTO
3acsAraT MOTPEOUTEIH.

— COLHAJIHU MOCJICACTBHS HA MaJ€HO WM OTKa3aHO PaspelIMTCIIHO WJIN ITIpea-
JIO)KEHO OIpaHUYCHHUEC HallpUMeEp 0e30macHOCT Ha pa6OTHOTO MsCTO H
3a€TOCT.

— HaIMYHOCT, a/JCKBaTHOCT M TEXHMYECKA BB3MOXKHOCT 3a AITCPHATHBHU
BCLICCTBA /WM TEXHOJIOTMH M HKOHOMHYCCKH IIOCICACTBHS OT TOBA, W
I/IH(l)OpMaL[PIﬂ 3a HUBATa U IMOTCHIHAJA 3a TCXHOJOIrM4YHa MpOMsAHa B CbOTBET-
Husi(ure) cextop(n). B ciayuait Ha mpeioKeHHE 3a Pa3peLIUTETHO COLH-
QTHATE W/WIA HKOHOMHYECKH BB3ICHCTBUS OT H3MOJI3BAHETO HA BCHUKH
HaJIMYHU aJITCPHATUBH.

— TIO-IIMPOKH MOCIEICTBUS 32 ThPrOBHUATA, KOHKYPEHIUATA N NKOHOMHYECKOTO
pazsutre (B wacTHOCT 32 MCII u BpB3KM C TpeTW CTpaHH) Ha AAACHO WM
OTKa3aHO pa3peIINTEeNHO WM TIPEJIOKEHO OrpaHuueHue. ToBa Moxe naa
BKJIFOUBA Pa3rIeKAaHE HA MECTHH, PETHOHANHHU, HAMOHATHU WA MEXIY-
HapOJHU ACTIEKTH.

— B CJly4yail Ha NPEeUIOKEHO OrPaHHYEHHE NPEUIOKEHUS 3a IPYTU PeryIaTopHu
WIN HEPEeryJaTOPHU MEPKH, KOMTO MOXKE Ja IIOCTHIHAT LeiTa Ha Mpel-
JIO)KEHOTO OTpaHUYEHHE, KaTO CE€ OTUUTA ChIIECTBYBAIIOTO 3aKOHOIATENICTBO.
ToBa Moe J1a BKJIIOUBA OLIEHKA HA e()eKTHBHOCTTA U PAa3XOJUTE, CBbP3aHU C
aJITEPHATHBHY MEPKM 3a YIpaBIeHHEe HA PUCKA.

— B cCly4yall Ha NPEUIOKEHO OrpaHHYCHHE WM OTKA3aHO pPa3pelIMTETHO
HOJI3UTE 3a 3/IPAaBETO M OKOJHATA CPefa, KaKTO M COLMAIHUTE U HKOHO-
MHYECKH IOJI3U OT MPEATIO0KEHOTO OrpaHUYeHUEe, HAlIPUMep 31paBe Ha PadoT-
HHLUTE, BBH3/ICHCTBHE BBPXY OKOJHATA cpeqa M e(eKra Ha Te3u IOJ3H,
HanpuMep criopel reorpad)cku WiIM MOMyJIalMOHHH KPUTEPHUH.

— CHA Moxe ChIo J1a pas3riiexaa BCEKH APYT BBIPOC, KOHTO € CMETHAT 3a
HEOOXOAUM OT 3asBUTEISI(TE) WM 3aHHTEPECOBAaHA CTPAHA.
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ITIPUJIOJKEHUE XVII

OI'PAHUYEHHUA NOPU MNPOU3BOJACTBOTO, HNYCKAHETO HA
IIABAPA W YIIOTPEBATA HA  OIIPEJAEJEHU  OIIACHH
BEHIECTBA, CMECHU U U3JEJINA

3a BelecTBaTa, KOMTO ca BKJIIOYEHH B HACTOSIIOTO MPHIOKEHHE KAaTO CICICTBUE
OT OrpaHWYCHUsTa, Mpuetd B pamkure Ha [upekrusa 76/769/EVO (BrmcBanus
1—58), orpannueHnsATa HE c€ MPUIIAraT Mo OTHOIIEHHE HA ChXPAaHEHUETO, OTrO-
BOPHOTO Ta3eHe, 00paboTKaTa, IIbIHEHETO B KOHTEHHEPH MM MPEXBBPIISTHETO OT
€IUH CBbJ B JIPYr Ha TE3M BEIIECTBA 3a W3HOC, OCBEH aKO IPOM3BOJCTBOTO Ha
BEIIECTBaTa HE ¢ 3a0paHEHO.

Kosnona 2
VcrnoBust Ha OorpaHuYeHHE

Komona 1
HawnMeHoBaHMe Ha BEIIECTBA, TPYMH OT BEUIECTBA WM CMECH

1. Honuxnopupauu teppermmu (PCTs) 3abpaHsiBa ce MyCKaHETO UM Ha Ma3apa WM ynorpebara

M:

— Karo BELIECTBa,

— B CMeCH, B TOBA YHCJIO OTPabOTCHHM Macnia, WM B
o0opy/iBaHe B KOHIIEHTpAIHsl MO-BHCOKa oT 50 mg/

kg (0,005 TernoBuu %).

2. XiopereH (BUHHJI XJIOPUJ) 3abpansiBa ce ymorpebata My Karo IIPONENaHT B

acpo30JIM 3a KaKBAaTO MU Jda € VYIIOT] e6a.
CAS No 75-01-4 P Ha ¢ yHotp

3abpaHsBa ce IyCKaHETO Ha IMa3apa Ha aepo30JIHU

EC Ne 200-831-0 q)ﬂaKOHI/I, ChAbpXKallK BEUIECCTBOTO KaTO ITPOIICIIAHT.

»>M3 3. Teunn BELLECTBA WA cMecH,
» M3 <« KOWTO OTroBapsT Ha
KPUTEPUHUTE [0 OTHOIICHWE HA HSIKOH OT
CJIC/IHUTE KJIaCOBE WIIM KaTErOpHMH Ha OIMACHOCT,

OIIPEACICHN B MPUIIOKECHHUEC I xpM Permament

1. 3abpansBa ce ynorpebaTa UM B:

— JIGKOPATUBHM M3JENUsl, IpEeJHA3HAYEeHU 3a II0Jy-
YyaBaHe Ha CBETIMHHH WIM LBETHH edeKkTn
MIOCPE/ICTBOM pa3IU4HU (a3, KaTo HANpUMep JeKOo-

(EO) Ne 1272/2008:

a) wiacoBe Ha omacHoct 2.1—2.4, 2.6 u 2.7, 2.8
Tunose A u B, 2.9, 2.10, 2.12, 2.13 kareropuu
1 m 2, 2.14 xareropun 1 u 2, 2.15 Tumose
A—F;

0) kimacoBe Ha omacHoct 3.1—3.6, 3.7 BpenHn
edexTn BbpXy mosioBaTa (YHKIHS U OILUIO/IH-
TEeJIHAaTa CIOCOOHOCT WJIM BBPXY Pa3BUTHETO,
3.8 edekrH, paznTMYHM OT HAPKOTUYHHUTE
edpexru, 3.9 u 3.10;

B) KJac Ha omacHoCT 4.1;

r) kjac Ha omacHocT 5.1. «

paTHBHH JIAMITH W TCTICITHHUIIN;
— Qokycu u ery;
— WIpHU 3a CIWH WIHM MOBEYC YYACTHUIN WM HM3ICIHS,

IpeaHa3sHa4YCHU Ja C€ U3II0JI3BAT KAaTO TaKuBa, I10pU
u C JACKOpATHBHU IICIIH.

2. He ce myckar Ha maszapa W3IeNus,
OTroBapsT Ha M3UCKBAaHMATA HA maparpad 1.

KOHUTO HE

3. He ce myckaT Ha masapa, ako ChIbPXKAT OLBETUTEIH,
OCBEH KOraTo C€ H3MOJI3BAaT 3a (DUCKAIHM LeJH, WIN
napQroM, Wi U JBETe, aKo Te:

— MoOrar Ja C€ M3II0J3BaT KaTO I'OPUBO B JACKOPATUBHU
JlaMIT{, TNpEeaHa3sHa4Y€HU 3a MaCOBUSA HOTPEGI/ITBII, "

— MpEJCTaBIABaT ONACHOCT IPH BJAHUIIBAHE M Ca €THKe-
THUpaHU ¢ puckoBa ¢paza R65 mm H304.

4. He ce myckar Ha mazapa JeKOPAaTUBHU MacleHH
JIaMITY, TpPEeJHA3HAUYCHU 32 MACOBHsI MOTPEOHUTEN, OCBEH
KOraTto OTroBapsT Ha EBpomeiickus CTaHZapT 3a JIEKO-
paruBan macnenn samnu (EN 14059), npuer ot Espo-
neiickust komuret 1o crangaprusamms (CEN).
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Kouona 1
HanmeHoBaHue Ha BelIecTBa, TPy OT BEIIECTBA MM CMECH

Kouona 2
VenoBust Ha OrpaHHYCHHE

5. bes na ce 3acsira M3ITBIHEHHETO HA JAPYTH paznopenou
Ha OOIIHOCTTA, OTHAcAIM ce A0 KiacuduuupaHero,
OIIAKOBAHETO M ETHKETUPAHETO Ha ONACHHU BEIeCTBAa U
CMECH, NOCTAaBYULIUTE rapaHTHUpaT, 4€ MPEeaAu IMyCKaHE Ha
nasapa ca U3M'bIHCHU CJICIAHHUTE YCTIOBHUS:

a) Macrara 3a JIaMITi, €THKETHPaHH ¢ puckoBa (paza R65
w H304, nmpenHazHadeHu 3a MacoBHsI TOTPEOUTE, ce
0003Ha4YaBaT CbC CICAHHMS BHAUM, YCTIUB U HEH-
37IMYUM HaJIuUC: ,,JlaMruTe, MbJIHKU ¢ Ta3u TEYHOCT, J1a
ce massAT jajgedye OT JOCTHI Ha Jena’; v, He MO-KbCHO
ot | mexemspu 2010 r., ,,Cam0 emHa TIIBTKA Macio 3a
JIAMITH — WJIM JIOPH CMYKAHETO Ha uTuIIa Ha JlaMraTa
— MOXe Jia JIOBeJe JI0 JKMBOTO3aCTpaIlaBaiio Oero-
JIpOOHO yBpekaaHe ;

0) TedHOCTHTE 3a 3amajBaHe Ha O0apOCKI0, ETUKETHPAHU C
puckoBa ¢paza R65 mmm H304, npennasHauenn 3a
MacoBusl TOTpeOUTEN, HE MO-KbCHO T 1 JeKeMBpH
2010 r. ce 00o03HauaBaT CbC CIEIHUS YETIUB U
HEU3IHYNM Hamuc: ,,CaMo eHa MIbTKA OT TEYHOCTTA
3a 3amanBaHe Ha OapOeki0 MOXe aa JoBene J0
JKMBOTO3aCTpAIaBaIio 0e1oapoOHO yBpeKIaHe ;

B

~

MacjaTa 3a JIaMIIM M TEYHOCTHTE 3a 3amajBaHe Ha
OapOeKio, eTUKeTHpaHu ¢ puckoBa ¢pasa R65S mim
H304, npennasnayeHu 3a MacoBHsl IOTpeOUTEN, HE 110-
kbcHO OT 1 nexemBpu 2010 r. ce omakoBar B YepHH
HEMpOo3payHy KOHTEHHEPH C BMECTUMOCT 10 | JIHUTBD;

6. B cpok no 1 ronm 2014 1. Komucmsita H3uCKBa OT
EBporeiickara areHiys o XMMHUKaIIH Ja U3TOTBH JOCUE B
CHOTBETCTBHE C WICH 69 OT HACTOSIIHS PETJIAMEHT C OTJIe]
HA TOBA J1a ce 3a0paHsT, aKo € [eJIech00pa3HO, TCUHOCTUTE
3a 3anajBaHe Ha OapOeKi0 M ropuBaTa 3a JIEKOPATHBHU
JIAMITH, STUKETUPaHH ¢ prcKoBa (paza R65 mimm H304 u
NIpeHA3HAYCHHU 32 MAaCOBUS IIOTPEOHTEIL.

7. duznyeckuTe WIM IOPUAMYECKUTE JMLA, KOMTO 3a
OpeB BT IMyCKaT Ha I[a3apa Macia 3a JIaMIH HIIH
TEYHOCTH 3a 3amajiBaHe Ha 0apOeKro, ETUKETHpaHH C
puckoBa ¢pasa R65 mmu H304, npenocraBar Ha Komrie-
TEHTHHMsS OpraH B CBHOTBETHATa JbpKaBa-uJcHKa 0
1 nexemBpu 2011 T. M BCsIKa TOIMHA CJEJ TOBA JIAaHHU
3a aJTEepHATHUBM Ha MacliaTa 3a JIAaMIIM U TEYHOCTUTE 3a
3arajiBaHe Ha 0apOCKi0, ETUKETUPAHHM C pHCKOBa (hpaza
R65 wmm H304. [IbprkaBUTE-4ICHKH TPEIOCTABAT TE3U
nanHn Ha Kommcusira.

4. Tpuc (2,3-mubpomornporui) docdar

CAS Ne 126-72-7

1. 3abpansiBa ce ynotpebara My B TEKCTHIHU W3/CIHUS
Kato oOiekia, 0enbo M CrnajHO Oenbo, IpeJHa3HAuCHN
I1a BIM3aT B KOHTaKT C KOXKara.

2. 3BabpansBa ce IYCKaHETO Ha Ia3apa Ha M3/EIHs,
KOUTO HE OTrOBapsT Ha M3WCKBaHWsTa Ha maparpad 1.
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VM5
Kosnona 1 Kosnona 2
HaunmeHnoBanue Ha BCIICCTBA, I'PyIHA OT BCIICCTBA WM CMECH VYcnoBust Ha OrpaHUYICHHUC
5. bensen 1.  3abpansiBa ce ynorpedara My B UTPAuKH MJIM 4acTH

OT Wrpayky, B KOWTO KOHIEHTpauusita Ha OcH3eHa B
CAS Ne 71-43-2 cBoOomHO cherosiHMe Haxsumasa 5 mg/kg (0,0005 %)
EC Ne 200-753-7 OT TEIJIOTO HAa MrpaykaTa WM Ha 4acT OT Wrpaykara.

2. 3BabpansBa ce MyCKaHETO Ha Ma3apa Ha WIPAuKd U
YaCTU OT UIPAavyKH, KOUTO HE OTTOBAPAT HA U3MCKBAHHATA

Ha maparpad 1.

3. 3abpansiBa ce NyCKaHeTO My Ha Ila3zapa WIH YIOT-
pebara My,

— KaTo BE€HIECTBO,

— KaTo ChCTaBKa Ha JPyTd BELIECTBAa WM CMECH, B
KOHIIGHTpauusl paBHa wuiau mo-Bucoka ot 0,1
TErJIoBHU %o.

4. 3Babpanarta Ha maparpad 3 He ce OTHAcs 3a:

a) MOTOpHM ropuBa B pamkute Ha JlupextuBa 98/70/
EO;

0) BemiecTBa M CMECH, IPEIHA3HAYCHH 3a MPOMHUIIICHI
NPOLIECH, MNPH KOUTO EMHCHUTE Ha OcH3eHa He
HaJIBHUIIABAT KOJINYECTBATA, orpeiesIeHH B
JIEHCTBAIOTO 3aKOHOIATENICTBO;,

»>M33 B) mpupoiaeH ra3, MycHaT Ha Ilasapa 3a
ynorpeba OT moTpeduTennTe, MpU YCIOBUE
4ye KOHLEHTpAIMATa HA OCH3EH OCTaBa IOJ
0,1 obemuu %. «

6. A3OecToBH BIaKHa »M37 1. 3abpansiBa ce MPOU3BOJACTBOTO, MyCKAHETO
Ha Masapa ¥ ynorpedara Ha Te3H BIAKHA M HA U3JCIHS U
a) Kpoxunomut CMECH, ChABPXKALIU TE3M BJIAKHA, KOTaToO TE ca LeJeHa-

COYEHO J0OaBEHH.
CAS No 12001-28-4

Borpeks ToBa, ako ymotpebara Ha auadparmu,
6) Amosut CHIBPIKALM XPU30TUII, 32 EJICKTPOJIM3HU MHCTAIAIMU B
excrutoarauust Ha 13 romu 2016 r. e Ouna mpeamer Ha

CAS No 12172-73-5 0CBOOOXK/IaBaHe, MPEJAOCTaBCHO OT Jbp)KaBa WICHKA B
ChOTBETCTBHE C TEKCTA HA HACTOSIATA TOYKA B CHIIA
KbM IIOCOYCHATA JlaTa, ajliHEesl IbpBa HE Ce Ipuiiara Jo
CAS No 77536-67-5 1 1omm 2025 r. MO OTHOIIGHWE HA W3IMOJ3BAHETO B TE3U
HHCTAJAIMK Ha [I0COYEHHTE JuadparMu, WIH Ha
XPH30THII, M3MOJI3BAH H3KIIOYUTEIHO B IOJJIPHKKATA
Ha TakuBa Jua(parMu, MpPH YCIOBHE Y€ TO3H BHUI

B) AHTO(GUIUT

r) AKTHHOIUT

CAS No 77536-66-4 ynorpeda ce OCBIIECTBSIBA B CHOTBETCTBUE C yCIIOBHATA
Ha pPa3pelNTEeNTHOTO, OINpENETEHN B CBHOTBETCTBHE C
1) Tpemonut Hupextusa 2010/75/EC nma EBpomeiickus mapnaMeHT U

Ha CobBera (*).
CAS No 77536-68-6
Beekn mnoTpeburen Hamody MO Bepurara, KOWTO ce

e) Xpuzorui Moj3Ba OT TakoBa OCBOOOXIaBaHe, m3mpam@a 10 31
sHyapH Ha BCsIKa KalCHIapHa TOAMHA Ha IbpiKaBaTa

CAS No 12001-29-5 YjeHKa, B KOATO € pasloJIOKeHa  ChOTBETHATA
MHCTAJalus 3a eJNCKTPoiu3a, [OKIax, B KOiTO ce

CAS Ne 132207-32-0 [OCOYBAT KOJNHMYECTBATAa XPH3OTHN, H3MOI3BAaHH B

muadgparMi B ChOTBETCTBHE €  OCBOOOXKIABAHETO.
JIbpkaBaTa wieHKa wm3mpamia komue o EBponeiickara
KOMHCHS.
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Koraro, 3a J1a ce 3alUTAT 3ApaBeTO U OE30MacHOCTTa Ha
paboTHHIMTE, Jbp)KaBaTra 4JIEHKa W3MCKBA OT IOTPeOH-
TEMTE HAIOJIy [0 BEpUrata MOHMTOPHHI Ha XPHU30THIIA
BBB Bb3/lyXa, pe3yJrarure TpsOBa ja ObJaT BKIIOYEHH B
103U joKiaan. <«

»M37 (*) Jupexrusa 2010/75/EC na EBponeiickust mapiameHt
- u Ha CeBera or 24 HoemBpu 2010 r. OTHOCHO
eMHCHUTE OT IPOMMILICHOCTTa (KOMILIEKCHO IIpe-
JIOTBpATsBaHE M KOHTPOJI HA 3aMbpCSBaHETO) (mpe-

paborena) (OB L 334, 17.12.2010 r., ctp. 17). <

2. VYrhorpebara Ha H3IENUATA, ChIBPKAIIN a30€CTOBU
BIIaKHA, TOco4YeHu B maparpad 1, kouTo ca Beue
WHCTAIMpAHd W/Wiu ca B ymorpeba mpemu | siHyapu
2005 1., mpomgbkaBa na OBIE TMO3BOJICHO OO0 00€3B-
PESKIAHETO MM WIIM JI0 JTOCTHIaHE Ha Kpas Ha eKCIUIoa-
TAIIMOHHHS UM CPOK. J[bpiKkaBUTE-4ICHKN 00adye Morar ja
OrpaHMYaT, Ja 3a0paHsAT WIK [a TOCTaBsIT ONpPEIeICHU
ycioBusl 3a ynorpebara Ha TaKWBa W3JENUs TMPEIU
00e3BpEKAaHETO UM WM TPEIH JOCTUTAHEe Ha Kpas Ha
EKCIIJIOATAIIMOHHHSI UM CPOK C LeJT 3al[{Ta Ha YOBEIIKOTO
3/IpaBe.

JbpkaBUTE-WISHKH MOraT Ja paspelar IyCKaHeTo Ha
masapa B TSXHATa ISUIOCT HA WU3JCNUATA, ChIAbPIKALIY
a30ecToBM BJaKHa, MOcoyeHH B maparpad 1, xouro ca
BeUe MHCTAIMPAHU W/WIM ca B yrnorpeba npeau 1 siHyapu
2005 r., mpu cna3BaHe Ha ONpEJEIEHU YCIOBUS,
rapaHTUPAIlY BHCOKO HUBO Ha 3all[UTa Ha YOBEIIKOTO
3apase. JIbpKaBUTE-WICHKH CbhOOIIABAT TE3M MEPKU Ha
Komucusara no 1 ronn 2011 r. Komucusra onosectsiBa
myOau4HO Ta3u nHGOpMALHs.

3. bes ;a ce 3acsira npuiiaraHeTo Ha IpyrH pa3nopeaou
Ha OOIIHOCTTa OTHOCHO KJIacH(HIIUPAHETO, OITAKOBAHETO
U eTHKETHUPAHEeTO Ha BEIIECTBA M CMECH, IYCKaHETO Ha
nasapa M ymnorpebara Ha W3/ENHS, CHIBPXKAIIM TE3U
BJIAKHA, MO3BOJIEHO CBIVIACHO MNPEIXOAHHMTE EepOralyy,
ce IMO3BOJISIBA SMHCTBEHO, aKO JIOCTABUMIUTE TapaHTHUP-
aT, 4ye TNpeAd IYCKaHeTO Ha [asapa H3Jenusra ce
eTHKETUPAT B CBHOTBETCTBUE C JONBJIHEHHE 7 KbM
HACTOSIIOTO MPUIIOKESHHE.

7. Tpuc(azupuanaui)pochUHOKCH

CAS No 545-55-1

EC Ne 208-892-5

1. 3abpansBa ce ynorpebara My B TEKCTUIHU H3JEIUSL
KaTo 00iekna, 0enbo M CranHo Oenbo, MpeIHa3HaueHU
Jla BIM3aT B KOHTaKT C KOXaTa.

2. 3abpaHsiBa ce MyCKaHETO Ha Ia3apa Ha W3NS,
KOMTO HE OTrOBapsAT Ha M3MCKBaHMATA Ha maparpad 1.

8. Tlonndpomobudenunu;
(PBB)

CAS No 59536-65-1

TonubpomupanuOudeHuHn

1. 3abpansiBa ce ynorpebara UM B TEKCTHIHU U3/CIHUS
kato oOsexisa, 0enbo M crajnHo 0ebo, HpeJHa3HAUCHH
Jla BIU3aT B KOHTAKT C KOXKATa.

2. 3abpaHsBa ce IMyCKaHETO Ha Ta3apa Ha W3IEIHs,
KOHTO HE OTroBapsT Ha M3MCKBaHUATA Ha maparpad 1.
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9. a) CamyH Ha mpax OT KOpaTa Ha CallyHEHO IbpPBO

(Quillaja  saponaria) W  HEroBUTE  JEpHUBATH,
CHJbpIKALIM CATIOHWHH
CAS Ne 68990-67-0
EC Ne 273-620-4
0) Ilpax ot kopenure Ha Helleborus viridis u

Helleborus niger

B) Ilpax or xopenu na Veratrum album w Veratrum
nigrum

r) BeH3uauH W/MiM HeroBUTE JEpHBATH
CAS Ne 92-87-5
EC Ne 202-199-1
1) o-Hutpobensanmexnn
CAS Ne 552-89-6
EC Ne 209-025-3

e) bpBecen mpax

1. 3abpansBa ce ynorpebara UM B YBECEIUTEIHH HIPH
(poxycu m mierw) MM B CMECH WIIM H3JCIUS, IPEIHA3-
Ha4yeHHW Ja ObJAT W3MON3BaHM KATO TAKWBA, HAIPUMEp
1pax 3a KUXaHe, 3JI0BOHHU OOMOHMYKH.

2. 3BabpaHsBa ce IyCKaHETO Ha Ia3apa Ha YyBece-
autenHd urpu  (QoKycH W LIeTH) WM CMECH WIN
M3CNHUsI, KOMTO HE OTrOBapsAT HAa HW3MCKBAHHATA Ha
naparpad 1.

3. Ilaparpagum 1 u 2 obaue He ce mpuiarat 3a
3JI0BOHHM OOMOMYKH, KOMTO HE ChIbp)KAT IOBEYE OT
1,5 ml teunocr.

10. a) AmoHueB cyndun

CAS Ne 12135-76-1
EC Ne 235-223-4

6) AMOHHEB XHIPOTeH Cyadu
CAS Ne 12124-99-1
EC Ne 235-184-3

B) AMOHHEB NOJIHCYIDHL
CAS Ne 9080-17-5
EC Ne 232-989-1

1. 3abpansBa ce ynorpebara UM B YBECEIUTEIHH UTPU
(oxycu M mierw) WM B CMECH WIIM H3JCIHS, IPEIHA3-
HAYeHM 3a TaKuBa LEIM, HalmpuMep Ipax 3a KHUXaHe,
3JI0BOHHH OOMOMYKH.

2. 3alpaHsiBa ce MyCKaHETO Ha Ia3apa Ha YyBece-
nutenHln urpu  (QOKycH W mIeTH) WM CMECH WIN
U3/lenus, KOUTO HE OTroBapsAT Ha M3MCKBAHMATA Ha
naparpa¢ 1.

3. Ilaparpagum 1 u 2 obaue He ce mpuiarat 3a
3JI0BOHHM OOMOWYKH, KOHTO HE CBABPXKAT IOBEYEe OT
1,5 ml teunocr.

11. JletnuBu ecTepw, NPOU3BOAHM HAa OPOMOLIETHH KuCe-
JIMHU:

a) Merun Gpomarerar
CAS Ne 96-32-2
EC Ne 202-499-2
6) Etun Opomanerar
CAS Ne 105-36-2
EC Ne 203-290-9
B) Ilponmn G6pomanerat
CAS Ne 35223-80-4
r) byrun O6pomanerar
CAS Ne 18991-98-5
EC Ne 242-729-9

1. 3abpansiBa ce ynorpebara UM B yBECEIUTEIHH UIPH
(poxycu W mierw) MM B CMECH WM WM3JCIUS, MPEIHA3-
HAQUCHM 3a TaKWBA LENIM, HAlpUMep Mpax 3a KUXaHe,
3JI0BOHHH OOMOWYKH.

2. 3abpaHsiBa ce MyCKaHETO Ha I[a3apa Ha yBece-
nutenHun urpu  (GOKycH W IIeTH) WM CMECH WIN
U3JIeNHsl, KOWTO HE OTroBapsT Ha H3HMCKBAaHMATA Ha
naparpad 1.

3. Ilaparpapum 1 u 2 obaue He ce mpuiarat 3a
3]I0BOHHH OOMOWYKH, KOHTO HE CBABPXKAT IOBEYE OT
1,5 ml teunocr.
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12.  2-Hadrunamun

CAS Ne 91-59-8

EO Ne 202-080-4 u HeroBuTe COJIU

13. bBewsunun

CAS Ne 92-87-5

EC Ne 202-199-1 u "HeroBuTe cojid

14.  4-Hurpobudermn

CAS Ne 92-93-3

EINECS EC Ne 202-204-7

15.  4-AmuHOOU(pEHNT KCEHUIAMUH

CAS Ne 92-67-1

EINECS EC Ne 202-177-1 u HEroBurte COJIH

CrnenHoro ce mpwiiara 3a BnucBanusi 12—15:

3abpaHsiBa ce MyCKaHETO MM Ha Ia3apa u ynorpebara um
Karo BEIIECTBA WIH B CMECH, B KOHIIEHTPAIUS, I0-
Bucoka ot 0,1 ternoBHu %.

16. OnoBuu kapOoHaTH:
a) Heyrpanen 6e3Bonen kapoonar (PbCO3)
CAS Ne 598-63-0
EC Ne 209-943-4

6) Tpuonosen-ouc (xkapbonar) muxuapokcuy 2PbCO;-
Pb(OH),

CAS Ne 1319-46-6

EC Ne 215-290-6

3abpaHsBa ce MyCKaHETO UM Ha rasapa U yrnorpedara um
KaTo BEINECTBA WMIIM B CMECH, KOIaTO BEIIECTBOTO HJIH
CMeCTa ca MpeJHa3HaueHU 3a yrnorpeda Kato OoH.

»M21 [IppxaBuTe 4WIEHKH o0ade Morar, B CBOT-
BETCTBHE ¢ pasnopendoure Ha Kousenmwms 13 na Mexmy-
HapopHaTa opranmsanmms mno Tpyna (MOT), na
paspemiaBaT Ha CBOSL TEpUTOpHUsl ymoTpebara Ha
BEIIIECTBOTO HJIM CMECTa 3a PECTaBpalsta W TOIIbp-
JKAHETO Ha MPOM3BEACHHS HA HM3KYCTBOTO M Ha HCTO-
pUYECKH Crpagy W TEXHHS WHTEPUOP, KaKTO H
MyCKaHeTO MM Ha mas3apa 3a Ta3u ymorpeba. Korato
TbpKaBa  WIEHKA  II0JI3Ba  Ta3W  JCpOraius, TS
unpopmupa Komucusita 3a Toa. €

17. OmnoBuu cyndaru:
a) PbSO4
CAS Ne 7446-14-2
EC Ne 231-198-9
6) Pb, SO,
CAS Ne 15739-80-7

EC Ne 239-831-0

3abpaHsiBa ce MMyCKAaHETO WM Ha Mas3apa U ymorpebara um
KaTO BEUIECTBA HMJIM B CMECH, KOTaTO BEIIECTBOTO HIIH
CMecCTa ca TpeJHa3HaueHu 3a yrnorpeda Kato Oow.

»>M21 JIbpxaBure uiaeHKM obaye MoOrar, B CbOT-
BETCTBHUE ¢ pasnopendure Ha Kousenuus 13 Ha Mexuny-
HapojHata opraHuzauus 1o tpyaa (MOT), na
paspelmiaBaT Ha CBOs TepUTOpusl  ymorpebara Ha
BELIECTBOTO MJIM CMECTa 3a PECTaBpalMsATa U IMOIIbP-
JKAHETO Ha IPOM3BEIEHUs Ha M3KYyCTBOTO M HAa HCTO-
pUYECKH CTpaid H TEXHHS HHTEPHOP, KaKTo W
IyCKaHeTO MM Ha masapa 3a Tasu ymnorpeba. Korarto
IbpXKaBa  WIEHKa IOJ3Ba  Ta3d  Jeporamus, T
nHpopmupa Kommucnsra 3a toBa. €
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18. JXuBauHM ChCIMHEHUS

3abpaHsiBa ce MyCKaHETO MM Ha Ias3apa u ynorpebara um
KaTo BELIECTBA WJIM B CMECH, KOraTO BEIIECTBOTO MM
cMecTa ca MpeiHa3HaYeHH 3a:

a) o0paboTka cpemry 00pacTBAaHETO ¢ MHUKPOOPTaHH3MH,
pacTeHMst WM KUBOTHHU HA:

— KOpPIIyCH Ha IIJIaBaTCJIHA CBHIOBE,

— KOILIOBE, IOIUIaBbLIH, MPEXU U APYTrd IIPUCIO-
COOJICHUST WITH CbOPBIKCHUS, HU3II0JI3BAHU B pI/I60—
BBACTBOTO WM Pa3BBKAAHECTO Ha YCPyHn4IECTHU
MCKOTEIIH,

— IPUIOCTHO WJIM YacTHYHO IIOTONEHHM BBB BoOJa
npucrioco0yieHnss 1 000pyiBaHe;

0) cbXxpaHeHHEe Ha JAbPBECHHA;

B) UMIIpETHUPAHE Ha UHAYCTPUAJIHU TbKaHU, IIpEeaHa3-
Ha4y€HU 3a TOJIIMO HaTOBapBaHE MW IMPEeXIU 3a
TsAXHaTa HSPaGOTKa;

r) TpeTHpaHe Ha MPOMUIICHH BOIAU HE3aBHCHMO OT
TSAXHATa ynorpeoa.

18a. JXKupak
CAS Ne 7439-97-6
EC Ne 231-106-7

1. 3abpansiBa ce IyCKaHeTO My Ha Ia3apa:

a) B KIMHAYHH TEPMOMETPH 3a M3MEpBaHE Ha TEJIeCHA
TeMIIeparypa;

0) B Apyru cpeiacTBa 3a M3MepBaHe, NpeJHAa3HaYeHH 3a
npojax0a Ha MacoBusi norpeduren (Hamp. MaHo-
MeTpH, OapomeTpH, chpUrMOMaHOMETPH, TEPMOMETPH,
pa3INYHY OT KJIMHWYHU TEPMOMETPH 3a H3MEPBaHE Ha
TeJIeCHa TeMIIeparypa).

2. Orpannuenuero B maparpad 1 He ce mpwiara 3a
CpPEACTBA 3a M3MEpBaHE, KOUTO ca OwiaM B ymorpeba B
O6mmuoctra mpexu 3 ampun 2009 1. [IbpxaBute-
YIEHKH o00ade Morar Ja OrpaHHYaT WIH 3a0paHsiT
IlyCKaHEeTO Ha a3apa Ha TaKMBa CPEJCTBA 32 H3MEPBaHE.

3. Orpannuenuero B maparpad 1, Oyksa 06) He ce
npuiara 3a:

a) cpeicTBara 3a HM3MepBaHe, KOMTO Ca IPOM3BEJICHU
[pey MoBeYe OT IMETAECET OJMHH KbM 3 OKTOMBPH
2007 r.;

0) Gapomerpu (Cc WU3KIIIOYECHHE Ha OapoMeTpuTe I0
cMmuchbia Ha OykBa a) 10 3 oktomBpu 2009 T.

>M19 — «

»>M19 5. CrenHuTe ChABPXKAIIM OJKMBAK H3MeEp-
BaTeHW ypead 3a MNPOMMIUICHA M TNpodecuoHanHa
ynorpeba He ce myckaT Ha maszapa ciex 10 anpui
2012 r.:

a) Oapomerpu;
0) Biaromepw;

B) MaHOMETpH;
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r) chUrMOMaHOMETpH;

1) TCH3OMETPHYHM JaTYMIM, W3MON3BAHH B IUICTH3-
Morpadu;

€) TEeH3UOMETpH;

’K) TEPMOMETPH U JPYTH HEeNeKTPUUECKH Ypeau 3a
U3MEpBaHEe Ha TEMIIepaTypara;

OrpaHnyeHHETO Ce MpHiara ChbLUIO Taka 3a H3MepBa-
TEJIHUTE YpE/Iu, MOCOYCHH B OyKBH a)—K), KOHTO ce
MyCKaT Ha Ma3apa MpasHH, ako ca MPEAHA3HAYCHH 3a
3apexkIaHe C HKHBAK.

6.  Orpanuyenuero B maparpad 5 He ce mpuiara 3a:
a) cUrMOMaHOMETpH, KOUTO Ie OBIAT H3IOI3BAHU:

i) B ENHICMHOJIOTHYHM H3CIIE/IBAaHUs, KOUTO Ca B
xon kbM 10 oxtomBpu 2012 r.

il) KaTo eTAJIOHM NpPU KIMHUYHM H3CJICABAHMA 32
BaIUAMpaHe Ha  CUIMOMAHOMETpPH, HECh-
JUbPIKAIIY JKHBAK;

0) TepMOMETPH, C KOUTO € NPEBUIEHO Jla C€ U3BBbPIIBAT
M3KIIIOYUTETHO U CaMO M3MHMTBAHMS CHIJIACHO CTaH-
JapTH, KOUTO W3MCKBAT M3IOJI3BAHETO HA IKUBAYHU
tepmomerpu, 10 10 oxromspu 2017 r.;

B) ’KMBAYHU KIETKH 32 pealu3upaHe Ha TpOiHa TOdKa,
U3MOJ3BAHM 32 KAIMOPHPaHe HA IUIATUHEHU CHIIPOTH-
BUTEIIHU TEPMOMETpHU.

7. Crnemnute ChABpXKAIIM JKMBAaK  W3MEPBATEIHU
ypeau 3a nmpodecHoHamHa M MPOMHUIILICHA yrnoTpeda He
ce myckar Ha mazapa cien 10 ampum 2014 r.:

a) JKUBaYHU NHUKHOMETPHU;

0) J)KMBaYHM W3MEPBATEIHM YypEeOu 3a OIpeJelisiHe Ha
TOYKaTa Ha OMEKBAaHE.

8. Orpanunuenusra B naparpadu 5 u 7 He ce npuiarat
3a:

a) M3MEpBATEHU ypEIH, KOUTO Ca MPOW3BEICHU TPEII
noBeue OoT 50 rogmum ¥kpM 3 oxTtomBpu 2007 r.;

0) W3MepBaTeNHU ypeau, KOUTO mie ObJaT MOKa3BaHU B
paMKUTEe Ha IyONWYHH W3I0XKEHHS C KyITypHa H
ucropuyecka mei. 4

19.

ApPCEHOBH CbEIUHEHUS

1. 3abpansiBa ce IyCKaHeTO UM Ha Taszapa WIH YIOT-
pebaTa WM Karo BEIIECTBA WIM B CMECH, KOTaTo
BEIECTBOTO MJIM CMECTa Ca MpEJHA3HAYCHH 3a NPEI0TB-
paTsiBaHe 00pPAaCTBAHETO C MUKPOOPTaHU3MH, PACTHUTEIHH
WIM JKHBOTHHCKHM OPTaHU3MH Ha:

— KOpIIyCH Ha IJIaBaTCJIHU CBHIOBE,
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— KOIIOBE, TMOIUIABBLHU, MPEXKH M APYTH TpUHA-
JIOKHOCTH WM CBHOPHIKEHMS, HM3MOJI3BaHH B PHOO-

BBACTBOTO U  Pa3BmKJAHETO HA  YEPYMUECTH
MEKOTEJIH,
— BCSIKAKBM  HANBJIHO WJIM  YaCTUYHO  IOTOINEHHU

CHOPBIKCHUST W 000pY/IBaHE.

2. 3alpaHsiBa ce IIyCKaHETO UM Ha I1azapa M YIOT-
pebaTa WM KaTro BEIIECTBA WIM B CMECH, KOrato
BEIECTBOTO ~WIM CMeCTa Ca IpeJHa3HaYeHH 3a
TpeTHpaHe Ha M[POMULUICHH BOJM, HE3aBHCHMO OT
TSIXHATa ynorpeoa.

3. 3abpansBa ce ynorpebara UM 3a KOHCEPBHpaHE Ha
abpeecuHa. B pombinenne  Taka  oOpaboTeHaTa
JIbPBECHHA HE MOKe Jla Obje IycKaHa Ha Iasapa.

4. Upes meporanust ot maparpad 3:

a) OTHOCHO BellecTBaTa ¥ CMECUTE 32 KOHCEPBUpPAHE Ha
JbPBECHHATA: TAaKMBa MOTAT Jia C€ W3IO0JI3BAT €IUH-
CTBEHO B MPOMMIIUICHH MHCTAJAIMH, B KOUTO MMIIpe-
THUPAHETO Ha JAbPBECHHATA CE U3BBPIIBA IO BAKYyM
WM N0/l HAJISITaHe, aKo Ca Pa3TBOPU HA HEOPraHUYHH
chearHeHus Ha MeaTa, xpoma u apcera (CCA) ot tun
C m ako ca pa3pelieHd B CHOTBETCTBHE C WIEH 5,
naparpad 1 ot [lupexruBa 98/8/EO. Taka obOpabo-
TeHaTa [bPBECHHA HE MOXKe jJa Obae IyckaHa Ha
nasapa, npejy Ja 3aBbpIId (UKCUPAHETO Ha KOHCEp-
BaH