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To3u TeKCT CIy:KH caMo 32 HH(OPMAIMOHHU LeId M HsIMa mpaBHO fAeiictBue. UHcTuTynnute Ha Chlo3a He HOCAT
OTrOBOPHOCT 32 HEr0BOTO Ch/bP:KaHHe. ABTEHTHYHUTE BEPCHH HA CHOTBETHHUTE AKTOBE, BKIIOUUTETHO TEXHUTE NMPpeaMoOloJiu,
ca BepcumTe, nyoaukyBanu B O¢puuuanen BectTHuk Ha EBpomneiickus cbio3 u Hantuynu B EUR-Lex. Te3u opuuuanuu
TEKCTOBE €a MPSIKO JOCTHIIHH Ype3 BPb3KHTE, MyOIMKYBAHH B HACTOSIIIMS AOKYMEHT

»B PETJIAMEHT (EO) Ne 273/2004 HA EBPOIIEMICKHS MMAPJIAMEHT U HA ChBETA
ot 11 ¢eBpyapu 2004 roguna
OTHOCHO NPEKYPCOpHTE HA HAPKOTHYHHUTE BELIECTBA
(Texcr ot 3Hauyenue 3a EMII)

(OB L 47, 18.2.2004 r., c1p. 1)

3MeneH cbC:

Od¢unuaneH BECTHHK

Ne  crtpanuma naTta

»M1  Pernament (EO) Ne 219/2009 na EBponeiickusa napnamenT u Ha CeBeta L 87 109 31.3.2009 r.
or 11 mapt 2009 roguna

> M2 Pernament (EC) Ne 1258/2013 wna Espomefickust mapmament m Ha L 330 21 10.12.2013 1.
CeBera ot 20 HoemBpu 2013 rommHa

»M3  Jlenerupan pernament (EC) 2016/1443 na Komucusra ot 29 1ouu 2016 L 235 6 1.9.2016 r.
rogvuHa
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PETJIAMEHT (EO) Ne 273/2004 HA EBPONEHCKHUS
IHAPJJAMEHT U HA CBBETA

ot 11 ¢eBpyapu 2004 roguna
OTHOCHO MPEKYPCOpHUTe HA HAPKOTHYHMTE BellleCcTBA

(Tekcr ot 3HaueHue 3a EUII)

Ynen 1

OO0xBaT M HeJaH

C HaCTOSIIMS PErJIaMEHT C€ YCTaHOBSIBAT XapMOHU3UPAaHU MEpKH 3a
BBTpPEIIEH KOHTpPOJ W MOHUTOpUHI B Cbhio3a Ha oOmIpeaeneHu
BEUIECTBA, M3MOJI3BAHM YECTO 32 HE3aKOHHO IPOM3BOJICTBO Ha
HAapKOTMYHM WJIHM NCUXOTPOIHHU BEIECTBA C II€J NPEAOTBpaTsIBaHE Ha
OTKJIOHSIBAaHETO Ha TAaKHBA BEILIECTBA.

Ynen 2

Onpenenenus

3a LOCJIUTEC Ha HACTOAIUA PETIIAMCHT C€ HU3IO0JI3BAT CICIHUTE OIIPEa-
CIICHUA:

a) ,,BKIIIOYEHO B CIMCHK BEIIECTBO™ 03HAYaBa BCAKO BELIECTBO, BKIIOYECHO
B CIIMCHKA B IIpUJIOXKeHHE [, KoeTo Moxke a ce U3MO0JI3Ba 38 HE3aKOHHOTO
MIPOW3BOZICTBO HA YIOWBAIIM WM IICHXOTPOITHH BEIIECTBA, BKIIO-
YUTETHO CMECH W NPUPOJHH IPOAYKTH, CBHIBPXKAIIUA TaKUBa
BEIL[ECTBA, HO KAaTO C€ M3KIIOYaT CMECHTE M NPUPOJHUTE MPOIYKTH,
CHABPIKAIM BKIIOUYSHU B CIHCHK BEIIECTBA, KOMTO Ca CHCTAaBEHH IO
TaKbB Ha4WH, Y€ BKIIOYCHHTE B CIIMCHK BEIIECTBA HE MOrar 1a ce
U3M0/I3BaT WIM U3BIMYAT JIECHO Ype3 TOTOBH 3a yHOTpeOa UM UKOHO-
MHMYECKH PEHTAOMJIHU CPENCTBa, JIEKAPCTBEHUTE IPOLYKTH CBHIJIACHO
ompeneneHuero B wieH 1, Touka 2 ot Jupekrusa 2001/83/EO na Epo-
neiickust mapnamenT W Ha CeBera (') W BeTepuHApPHH JIEKAPCTBEHU
MPOAYKTH CHITIACHO OMpEAETIeHNETO B WieH 1, Touka 2 ot [upexTuBa
2001/82/EO na EBporeiickust mapnament u Ha CoBera (%);

0) ,,BellleCTBa, KOWTO HE Ca BKJIIOYCHH B CHHUCHK® O3HA4YaBa BCSIKO
BEIIECTBO, KOETO, BBIIPEKH Y€ HE € BIMCAaHO B MpuioxeHue I, ce
ompeneNs KaTo HM3IMOJ3BaHO 32 HE3aKOHHO IIPOM3BOJICTBO Ha
HapKOTHYHH MM TICUXOTPOITHU BEIECTBA;

B) ,JlyCKaHe Ha Ma3apa‘ o3HadaBa Bcska AocTaBka B (Cproza, cpemnry
3alUlalllaHe WiIM Oe3IIaTHO, Ha BKIIIOYEHM B CIIMCHKAa ChCTaBKUY,
WIN CHXPAHEHHWETO, HM3TOTBSIHETO, MPOU3BOACTBOTO, HpepaboTkara,
THPrOBUSATA, PAa3NPOCTPAHEHUETO Ha TE3H CHCTABKU WIIM IOCPEIHHU-
YEeCTBOTO BBB BpPB3Ka C TsX, € Les JocraBkata uM B Cbro3a;

r) ,,0lepaTop” O3HAuaBa BCAKO (U3MYECKO MM IOPUIMYECKO JIMIIE,
y4acTBAIl0 B IIyCKAaHETO Ha Masapa Ha BKIIOYEHUTE B CIHMCHKA
BEIIECTBA;

(") Jupexrusa 2001/83/EO Ha EBponeiickust napnament i Ha CbBeTa 0T 6 HOSMBpH

2001 r. 3a yTBBpKIAaBaHe Ha Kojaekc Ha OOIIHOCTTa OTHOCHO JIEKAPCTBEHH
NPOJyKTH 3a XymaHHa ynotpeda (OB L 311, 28.11.2001 r., ctp. 67).

(® [MupexruBa 2001/82/EO wna Espomneiickust mapiament u Ha CbBera OT
6 HoemBpu 2001 1. oTHOCHO Komekca Ha OOMHOCTTAa 3a BETEPHHAPHUTE
nekaperBern nponyktu (OB L 311, 28.11.2001 r., cTp. 1).
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) ,,MeXIyHapoAeH CBBET 3a KOHTPOJ Ha HAPKOTHLMUTE € CBHBETHT,
ce3maneH ¢ Epmnanata womBenmmss Ha OOH 3a  ymoiiBammre
BentectBa oT 1961 r., usmenena c Ilporokona or 1972 r,;

e) ,.CrielraaHa JIMICH3UA“ € JIMICH3UATA, U3/aJIcHa Ha ONpEACICH BHI
oreparop;

X) ,,ClIC[MaJIHA ~ PETUCTpalMi” O3HA4YaBa pPETUCTpalus, KOSITO €
HaIlpaBeHa 3a ONpeelieH BUJ OIepaTop;

3) ,,IOTpeOUTEN™ 03Ha4YaBa BCSIKO (DU3HMUECKO WM FOPUIUYESCKO JIHIS,
Pa3IMYHO OT OIEPATOp, KOETO AbPXKH BKJIFOYEHO B CIIMCHK BELIECTBO
W ydacTBa B mpepadorkata, (popMysanusra, TOTpeOIICHUETO, ChXpa-
HEHHETO, OTrOBOPHOTO TMa3eHe, o00paboTKara, IIBJIHEHETO B
KOHTEHHEPH, MTPEXBBPIITHETO OT €IUH ChJ B APYT, CMECBAHETO, TPaH-
c(OpPMHUPAHETO WIIK BCSIKO APYTO HU3MOJI3BaHE HA BKIFOYCHH B CIHCHK
BEIIIECTBA,

W) ,,IPUPOJIHU MPOAYKTU  O3HAYaBa OPraHU3bM WIJIM YacT OT HEro IMOJ
KakBaTo M Ja Owna (opMa WM BCSIKAKBH BEIIECTBA, KOHTO CE
cpemiaT B MPUPOAATa, CHIVIACHO ONPEJCICHHETO MO WIEeH 3, TOYKa
39 or Pernament (EO) Ne 1907/2006 Ha EBporieiickusi mapiaMeHT H
Ha Csaera (1).

Ynen 3

H3uckBaHus 3a nyCKkaHe¢ Ha mna3apa Ha BKJIIOYEHHM B CIHHCBK
BeliecTrea

1. Omnepatopu, Kelaely Aa MyCHAT Ha Ma3apa BKIIOUYEHU B CIIUCHKA
BelllecTBa OT Kareropuu 1 um 2 oT mpuioxeHue I, ca 3aawpkeHH na
Ha3HAyaT CIIy’KHUTEI, OTIOBOPEH 3a TBPIOBHUATA C BKIIOUCHUTE B
CIHMCBKA BEIIECTBA, Ja HOTH(QHUIUPAT KOMIICTCHTHHTE OpraHH 3a
MMETO W HauyMHa 32 BPB3Ka C TO3U CIYXHTET M Ja TW HOTHUIMpAT
He3a0aBHO 3a BCSKO MOCIEIBANO HM3MCHCHHE HA Ta3W HH(OpMAarmus.
CyXuTenaT rapaHTHpa, 4e TbProBUSTa C BKIIOYEHH B CIUCHKA
BEIECTBA, OCBILECTBSABAHA OT OIEpPaTopa, € B CBOTBETCTBUE C
HacToAmus pernameHT. CIy>KHTENAT € YIBJIHOMOIIEH Ja B3eMa HeoO-
XOIUMUTE PEILCHUs 3a U3IBJIHCHUE Ha 33[JaYuTe, YTOUHEHH II0-TOope.

2. Omeparopure u norpedurennre TpsaOBa Ja MOJyyar JIMIEH3HUS OT
KOMIIETEHTHUTE OpPraHd Ha JAbp)KaBaTa WiCHKa, B KOSTO Ca yCTaHOBEHH,
Mmpead Ja Morar Ja AbpKaT WIM Ja IyCKaT Ha Ma3apa BKIIOYEHH B
CIMCBhKA ChCTaBKH OT Karteropus 1 ot mpunoxenue I. Komnerentnure
OpTraHW MOTAaT Ja W3[aBaT CIICIUAIHU JINIIEH3UH Ha aNTeKH, Ha alTeYHH
MIYHKTOBE 32 BETEPUHApPHH JIEKAPCTBA, Ha HSAKOM OOIIECTBEHU OpPraHU
WIN Ha BBOPBKEHHUTE CHJIM. TakWBa CHEIHMATHU JHUICH3UH Ca BAJTUIHH
caMo 3a W3IOJI3BaHe Ha BKIIOYCHH B CIUCHK BEIIECTBAa OT Kareropwus |
oT npuiioxkeHue | B paMkuTe Ha OQUIMATIHUTE 33JBJDKCHHS HA CHOT-
BETHUTE OTIEpaTOPH.

3. Bcexu omnepaTop, IpUTeXaBall] JIUIEH3UATA, JOCTaBs BKIIOYEHU B
CIHCHK BELIECTBA OT KaTteropus 1 oT mpuiokenue I camo Ha omepaTopu
WU NOTPEOUTENH, KOUTO CBILO IMPUTEXAaBaT JULEH3USI U ca HOANUCATIU
JeKaapanys Ha KIMEeHTa ChIVIACHO MPEABUIACHOTO B WwieH 4, maparpad 1.

(") Pernmament (EO) Ne 1907/2006 na EBpomneiickus mapiameHT u Ha CbBera OT

18 nmexemBpu 2006 T. OTHOCHO pETHCTpAlMATA, OLEHKATa, pa3pellaBaHETO U
orpannyaBanero Ha xumukanu (REACH), 3a cwe3maBane Ha EBpomneiicka
areHnusl Mo XHMHKaimW, 3a m3MmeHenue Ha J[upekrtuBa 1999/45/EO u 3a
ormsaHa Ha Permament (EMO) Ne 793/93 mna CwBera u Permament (EO)
Ne 1488/94 na Komucusra, kakto u Ha Jdupekrusa 76/769/EMO na CwBera
n gupektuBu  91/155/EMO, 93/67/EMO, 93/105/EO u 2000/21/EO Ha
Komucusara (OB L 396, 30.12.2006 r., ctp. 1).
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4.  Korarto mpeneHsBaT Aalu Ja U3AaNaT JIMLEH3Us, KOMIETEHTHUTE
BJIACTH B3€MAT MPEABUJ [IO-CHEIUATHO KOMIIETEHTHOCTTA U MOYTEHOCTTA
Ha KaHaujaTa. JluneHsusra ce 0Tkas3Ba, ako UMa Pa3yMHHU OCHOBAaHHMS 3a
CbMHEHHE B CHUIYPHOCTTa W HAJESXKIHOCTTA Ha KaHIWJATa WIA Ha
CIyXHTENs, OTTOBOPEH 3a TBPrOBHATA C BKIIOYEHHTE B CIHCBKA
BenlecTBa. JIuneHsusTa Moxe Aa ObJe NMpeKpaTeHa WM OTMEHEHa OT
KOMIIETEHTHUTE BJIACTH BUHArd KOraTo MMa pa3yMHHM OCHOBaHHUA J1a Ce
IpueMe, 4e NpUTeXaTesT Beue He OTroBapsi Ha M3UCKBAHUATA U HE €
MOAXOJAI, 3a Ja NPUTEKaBa JIMUEH3MS, WIM KOraTo YCJIOBHUSATA, IPH
KOUTO € U3/a/ieHa JUIEH3UITa, Beue HE C€ YIOBJIETBOPSBAT.

5. be3 ma ce 3acsra maparpad 8, KOMIETEHTHHTE OpTaHH MOTaT na
OrpaHUyaT BaJMIHOCTTA HA JIMIEH3HMATA IO CPOK, HE MO-IBIBI OT TPU
TOAWHH, WIN Oa 33JbJDKAT ONEpaTopuTe M MOTPEOHTENUTE da JOKa3BaT
npe3 OIpeNeNieHH MepUOAH, HEe TIO-IBJITH OT TPH TOAMHU, Y€ YCIOBUATA,
IpM KOUTO € Hu3JajieHa JIMIIEH3UATa, BCE OIle ca U3NbIHEHUH. B
JMLEH3UATA ce IOCOYBAT OIepalusTa WIM ONepaluuTe, 3a KOUTO €
BaJIUJIHA, KAKTO U CHOTBETHUTE BKJIIOUCHU B CIMCHK BeniecTBa. Kommer-
EHTHUTE OpraHU W3aBaT 110 NPUHLUI CIELUAIHUTE JULIEH3UH 32 HEeOr-
paHHYeH CpPOK, HO MOrar Aa ObJaT BPEMEHHO OTHETH WJIM OTMEHEHH OT
TAX, KOraTo MMa pa3yMHH OCHOBAHHUSA Jla C€ IpUEME, Ye IPUTEKATEIAT
BEYE HE OTroBaps Ha M3MCKBAHUATA U HE € MOAXOJSIII, 32 J1a PUTEeXaBa
JHMLEH3Us, WIN KOTaTo YCIIOBHMATA, IPU KOUTO € M3Ja/ieHa JIMICH3UATA,
BEYE HE C€ H3ITBJIHCHH.

6.  Omepatopure TpsiOBa 1a MOXydaT PErUCTpAHs OT KOMIIETCHTHHUTE
OpraHy Ha AbpKaBaTa WICHKA, B KOATO Ca YCTAHOBEHU, NIPEAU Ja IIyCHAT
Ha a3apa BKJIIOYEHH B CIIMCHK BEIlECTBA OT KaTeropus 2 ot npuioxenue I.
Cunrano ot 1 rmm 2015 r. morpebutenure TpsOBa Ja mONy4ar
perucTpanys OT KOMIIETEHTHUTE OpraHU Ha JIbp)kKaBaTa YJICHKAa, B KOSTO
Ca YCTaHOBEHU, IIPEIM J1a IbPKAT BKIIOUYEHHU B CIIMCHK BELIECTBA OT I10JKa-
teropus 2A ot npunoxkenue I. KomnerenTHuTe opranu mMorar sa u3jaBar
CIEIUAJIHU PETUCTPALMK Ha alITeK!, Ha allTeYHHU ITyHKTOBE 32 BETEPUHAPHU
JIeKapCTBa, HAa HIKOM OOLIECTBEHW OPraHH WM Ha BBOPHKCHUTE CHIIU.
TakuBa cnenmagHM perucTpaluu ce INpHeMar 3a BaJUIHM CaMo 3a
U3M0I3BaHE HA BKIIOUCHU B CIUCBK BELIECTBA OT KaTeropus 2 OT
npuiokeHue I B paMkute Ha oQuUIMATHUTE 3aIbDKCHUS] HA CHOTBETHUTE
OIepaTopy WM MOTPEOUTENH.

6a. Bceku omeparop, MpUTEKAaBaIl PETHCTPALHS, JOCTaBsI BKIIOUYCHU
B CIHCBK BEIIECTBa OT MOAKATeropus 2A OT mpuioxeHue I camo Ha
IOPYTH OMNEpaTopH MM HAa I[OTPEOUTENH, KOWUTO CHINO MNPHTEKABAT
perucTpanus ¥ ca MOAMUCAIN ACKIApalKs Ha KIWCHTA ChIVIACHO MpPe.-
BUCHOTO B wieH 4, maparpad 1.

66. Koraro mpeueHsBaT Iany Ja M3JaJaT PErUCTpaLysl, KOMIIET-
€HTHUTE OpraHd B3eMaT NpeABHJ MO-CIELHATHO KOMIIETEHTHOCTTa U
NOYTEHOCTTa Ha KaHAaujara. Te OTKa3BaT perucrpanus, ako uma
pasyMHH OCHOBaHHS 3a CbMHEHHE B IPUTOJHOCTTa U HaJeKAHOCTTa
Ha KaHAMJATa WIU Ha CIYXUTEs, OTTOBOPEH 3a ThPrOBUSATA C BKIIIO-
YEHUTE B CIMCHK BellecTBa. KOMIETEHTHHWTE OpraHM Morar Aa CIpar
WIM OTMEHST PEerucTpanysiTa, KOraro MMa CEpHO3HH OCHOBAaHHS Ja ce
CMATa, 4Ye NPUTEKATENAT Bede HE OTroBaps Ha U3UCKBAaHUATA U HE €
TIPUTOJIEH, 3a Jla MpUTEKaBa PEruCTpalysl, UM KOraTo yCJOBHUSATA, MPU
KOUTO € U3JajicHa PEerucTpalysaTa, Beue HEe Ca U3IbIHEHHU.

6. KomnereHTHHTE OpraHu Morar Ja HW3HMCKBaT OT OIEpaTopuTe U
noTpeduTeNnuTe Ja IJamaT Takca IpU IOAaBaHE Ha 3asBICHUE 3a
JMLEH3US WIK perucTpanys.

Koraro ce chbupa Takca, KOMIICTCHTHHTE OPraHH Pa3INIekKIaT BH3MOK-
HOCTTA 3a aJIaTHPaHe Ha pa3Mepa Ha TaKcara B 3aBUCHMOCT OT I'OJIEMHHATA
Ha MPeAnpHUATHETO. Ta3u Takca ce ChOMpa Mo HeMUCKPUMUHAIIMOHEH HAYHH
¥ HE HaJBHIIIABA PA3XOUTE 32 00pabOTBaHE HA 3asBICHHUETO.
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7.  KoMnereHTHHTEe OpraHu BIIUCBAT ONEPAaTOpUTE M MOTPEOUTENUTE,
KOHMTO Ca TMOJYYWIIN JIMIEH3Us WM PETHCTpAIns, B eBpoleiickaTa 6a3a
JaHHH, TIOCOYCHA B ujieH 13a.

8. Ha Kowmwucusita ce mpemocrtaBs HMpaBOMOIIUETO Jla MpHEeMa Jeie-
THpaHU aKTOBE€ B CbOTBETCTBUE C YJICH 15a BBB BpBb3Ka C UBMCKBaHUATA
7 yCJOBHATA 32!

a) H3JaBaHC Ha JIMICH3USA, BKIIIOYUTCIIHO KATCTOPUUTE JIMYHU JaHHH,
KOHUTO TpH6Ba JAa 6'b,E[aT OpeaOCTaBCHU, KOTaTO € IMPHUIIOXKUMO,

0) M3MaBaHE HA PETUCTPALMATA, BKIIOYUTEIHO KATCTOPHUTE JIMYHU
JIAHHHU, KOUTO TPsIOBa qa ObAAT MPEJOCTaBeHH, KOTaTo € MPUIOKUMO;

B) BIIMCBAaHE Ha OIEPATOPHUTE U IMOTPEOUTENHTE B eBporeickara 0aza
JAHHHW, TocoveHa B wieH 13a, B choTBeTcTBHE ¢ maparpad 7 oT
HACTOSILUHUS YJICH.

KaTeropuure nTMYHU NAHHU, TOCOYEHH B HACTOSIIMA Maparpad, mbpBa
anuHes, OykBM a) W 0), HE BKIIOYBAT CIICLUAIHK KAaTErOpWUH JaHHH,
mocoueHu B wieH 8, maparpad 1 or J{upexrtuBa 95/46/EO na Egpo-
neiickust mapiaaMent U Ha CobBeta (1).

Ynen 4

Jexapanusi Ha KJIHEHTA

1. be3 na ce 3acsrar naparpad 4 oT HacTOSIIMS WIEH U WICHOBE 6 U
14, Bcexu omeparop, ycraHoBeH B Chlo3a, KOHTO cHaOAsBa KIHMEHT C
BKJTIOYEHO B CIIMCBHK BEUIECTBO OT KaTeropws | mwium 2 oT mpuiioxeHue I,
HoJTy4yaBa JeKIapalus OT KJIUEHTa, B KOATO C€ MOCOYBAT KOHKPETHUAT
BUJ WIM BHAOBE YyMoTpeba Ha BKIIOYEHHTE B CHHCBK BEIIECTBA.
OnepaTopbT HONyuaBa OTJENHA JAEKIapalys 3a BCAKO BKIIIOUEHO B
CIIUCBHK BemiecTBo. IlocoueHaTa mekmapanus ce M3roTBS 10 oOpasen
chriuacHo Touka 1 ot mpmoxkenue III. 3a ropuanmueckure numa mexia-
panusiTa ce U3roTBs Ha (uUpMeHa OnaHKa.

2.  Kato antepHaTHBa Ha ropHara JeKiapanus 3a ¢IHOKPATHA CIeTKa,
OIepaTop, KOWTO PEHOBHO CHAOIsBAa KIMEHT C BKJIIOYCHH B CIIUCHKA
BEIECTBA OT KAareropust 2 OT MpmiokeHue |, Moxke aa mpueme enHa
JeKIapanus 3a ONpeAeNieH Opol TpaH3aKIM{, BKIIOYBALIA TE3H
BKJIFOUCHM B CIHCBHK BEIIECTBA, 3a IEPHOJ, HE MO-TOIsIM OT | roauHa,
IpU YCIIOBUE Y€ OMEPaTOPBT € YJOBICTBOPEH, Y€ Ca CHa3eHH CICAHUTE
YCIIOBHSL:

a) KIMEHTHT € CHa0/AsBaH OT oleparopa ¢ BEIIECTBOTO IIPHU Hai-MaJKo
TpHU ciaydas Ipe3 mpexamecTBamuTte 12 mecemna;

(") HupexrtuBa 95/46/EO Ha Eppomeiickus mnapiameHT U Ha CbBeta OT
24 oxromBpu 1995 r. 3a 3ammra Ha QusHyeckuTe nuua Npu 0OpaboOTBaHETO
Ha JMYHH JTAaHHH W 32 CBOOOJHOTO IBIDKeHWe Ha Te3um manHu (OB L 281,
23.11.1995 r., c1p. 31).
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0) omepaTopbT HsAMa OCHOBaHMs Ja IpeArojiara, 4e BEIIECTBOTO ce
M3M0JI3Ba 332 HE3aKOHHU IIETIH;

B) MOpPBYAHUTE KOJMYECTBA CHOTBETCTBAT HAa OOHMYaiHAaTa KOHCYMAamus
Ha KJIMEHTA.

Tasu nexnapanus ciaeasa oOpasela, HOCOUEH B Touka 2 oT npunoxerue I11.
3a ropuANYECcKUTe JINIA JeKIapanusTa ce IpaBy Ha GpupMeHa OnaHKa.

3. OmepaTopbT, [IOCTaBsIl BKIIOYEHH B CIUCHbKAa BEIIECTBA OT
kareropus | oT npuiioxenue I, mocrass meyar u jgata Ha KONUE OT JIeKIIa-
paumsTa, yIOCTOBEpSABaiKH, Y€ KOIHETO € BSAPHO C OpHrHHaia. TakoBa
KolMe TpsOBa BHHAIM Ja MpPUAPYXKaBa BellecTBaTa OT Kareropus |1,
KOMTO ce mpojaBat B rpaHuimre Ha Cblo3a, ¥ MpU MOUCKBaHE TpsOBa J1a
ce TpelcTaBsl Ha OpraHuTe, OTTOBOPHH 3a MPOBEpKaTa Ha TPAHCIOPTHUTE
Cpe/CTBa 10 BpEMe Ha TPAHCIIOPTHHU OIIEPALIHH.

4, Ha Kommucusra ce npeaocCTaBs IMPaBOMOIIUETO Ja IIpUueMa aciie-
rUpaHyd aKTOBE€ B CbOTBCTCTBUEC C WICH 15a BBB Bpb3Ka C UBMUCKBAHUATA U
YyCiIoBUATaA 3a ITOJTyYaBaHC W M3IIOJI3BAHC Ha JCKIIApalUNUTEC HA KIIMCHTHUTE.

Ynen 5

JlokymMeHTanust

1. be3 nma ce 3acsra uieH 6, omepaTopuTe TapaHTHPAT, Y€ BCHYKU
TpaH3aKLMK, BOJCIIM A0 IyCKaHEe Ha Ta3apa Ha BKJIIOYEHH B CIIUCHKA
BeIeCTBa OT KaTeropuu | m 2 OT mpuioxeHue [, ca HamIEKHO AOKY-
MEHTHpPaHU B CBHOTBETCTBHE ¢ maparpapu 2 - 5 mno-mony. Tosa
3aIbDKCHHE HSAMa Ja ce [pwiara 3a OHE3H OIepaTopd, KOWUTO
MPUTEXKABAT CHCHUATHA JIMICH3WW WIH TMOJJIeKAT Ha CIelualHa
perucTpanus ChriiacHO wieH 3, maparpad 2 u maparpad 6 ChOTBETHO.

2. TbproBcKH JOKyMEHTH, KaTo (pakTypu, MUTHAYECKH MaHH(ecT 3a
TOBAapW, AaJMHUHHCTPATHBHM JOKyMEHTH H JpPYTH JOKyMEHTH 3a
CIEIMIMS Ha TOBApU ChIAbPKAT JOCTAaTHUYHO MHGOPMALUSA 32 CUT'YPHO
UACHTH(QHUIIUpaHE Ha:

a) UMETO Ha BKIIOUYEHOTO B CIMCBHKAa BEIIECTBO, KAaKTO € JaJeHO B
kateropuu 1 u 2 ot npunoxeHue I;

0) KOJIMYECTBOTO M TETJIOTO Ha BKJIIOYCHOTO B CIHCHKA BEIICCTBO H,
KOTaTO Cc€ OTHACS 32 CMEC WJIM MPHUPOACH MPOIYKT, KOJIUYECTBOTO
U TErJoTO, aK0 € Ha pa3MoJ0KEHHE, Ha CMECTa WM TMPHUPOIHUS
MPOAYKT, KAKTO KOJIMYECTBOTO U TETJIOTO WJIHM MPOIEHT OT TErJIOTO
Ha BCSKa CHCTaBKa WM CBCTaBKM OT Kateropun 1 mw 2 oT
npuiokeHue I, KOUTo ce chAbpKAT B CMECTa,;

B) UMETO U ajpeca Ha JOCTaBUMKa, TUCTPUOYTOpa, KOHCHI'HATOpa, U
aKO € BB3MOXHO, Ha JIPYI'H OIEpaTropd, IPSKO BKIIOYCHH B
cIlenKara, KakTo € TMOCOYEeHO B WieH 2, OyKBHU B) H T).

3. JlokymeHTamuATa TpsOBa CHUOIO Ja CBHABPKA W JeKiIapanus Ha
KJIMEHTa, KaKTO € IIOCOYCHO B WiEH 4.

4.  OmneparopuTe ChXpaHsBaT IMOJPOOHM apXMBH Ha JIEHHOCTTa CH,
KaKTO € YIOMEHAaTO B CHOTBETCTBHE C TEXHHTE 3aIBJDKEHHS CBITIACHO
naparpad 1.

5. JlokymeHTanuATa U apXMBHUTE, OTHACAIIM ce KbM maparpadu ot 1
1o 4, ce ma3aTr Hail-MajaKko 3 TOJWHU OT Kpas Ha KalleHAapHaTa roJiuHa,
B KOSITO € M3BBpIICHA CIeNKara, mocoyeHa B maparpad 1, u TpsOBa na
ca Ha pa3MoJIOXKEHHE 3a NPOBEpKa IpU IOUCKBAaHE OT CTpaHa Ha
KOMITETEHTHHUTE BIIACTH.
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6.  JlokyMeHTaIuATa MOXeE CBILO Ja ce ChXpaHsABa moj Qopmara Ha
PEHpPOAYKIMHA BBPXY OOpasHO CPEACTBO WIH JApYyr HOCHTET Ha
unpopmarus. TpsabBa fa ce rapaHTupa, 4e CbXPAaHEHUTE NAHHU:

a) CBbOTBCTCTBAT HAa OOKYMCHTA IIO 06pa3 U CbAbPKAHUE, KOTaTO Ca
NOoATrOTBEHU YCTIMWBO, U

0) ca JIECHOJOCTBITHHU IO BCSIKO BPEME, MOTAaT Jla ce YeTaT He3a0aBHO U
Morat Ja OblJaT aHAJIM3UpPAHH 4Ype3 aBTOMATHU3UPAHU CPENCTBA 3a
Hepuoa OT BpeMme, ompenesieH B maparpad 5.

7. Ha Komucusra ce npeaocTaBsa NMpPaBOMOIIMUETO Aa IpueMa JAecJie-
rupaHu aKTOB€ B CbOTBETCTBHUC C YJICH 15a BBB Bpb3Ka C UBMCKBaHUATA
" yCJIOBHATA 3a JOKYMCHTalUATa HA CMECH, KOUTO CbAbPKAT BKIIOYCHU
B CIIMCBK BCULICCTBA.

Ynen 6

OcB0o0OKIABAHUSA

3agpoKeHusITa ChriIacHO wWwieHoBe 3, 4 W 5 He ce mpwiaraT 3a TpaH-
3aKIMH, ITPU KOUTO Ca BKIIIOYEHHU BELIECTBA OT CHHMCHKA Ha KaTeropus 2
OT mNpwWwIoKeHWe [, Koraro KoimuyecTBaTa HE HaJBUIIABAT TE3H,
rocoueHu B npuiioxenue 1I, B mpoab/DKeHHe Ha elHa TO/MHA.

Ynen 7

ETukerupane

OmnepaTtopuTe rapaHTHpaT, Y€ €THKETUTE ca MOCTaBeHU Ha BKIIOUEHHUTE
B CIIMCHKA BeIlleCTBA OT KaTeropus 1 u 2 oT npuioxkeHue I, npenu te na
ObmaT gmocraBeHd. ETuxerure TpaOBa fJa MOKa3BaT HMeEHaTa Ha
BellecTBaTa 110 HaYyMHa, [0 KOWTO ca JajieHu B npuioxeHue 1. Onepa-
TOPUTE MOTaT AOMBIHUTEIHO Ja MOCTaBAT CBOMTE OOMYAHHU ETHUKETH.

Ha Komucusra ce npenocraBsi NpaBOMOILIMETO Ja MpHEMa Jelerupanu
aKTOBE B CHOTBETCTBHE C 4YJeH 15a BBB Bpb3Ka C H3UCKBAHHUATA U
YCIIOBHAATA 32 C€TUKETHPAHE Ha CMECH, KOUTO ChIbPKAT BKIKOUCHH B
CIHMCBHK BELIECTBA.

Ynen 8

HOTI/l(l)I([III/IpaHe Ha KOMIIETCHTHUTE OpPraHv

1.  Omneparopute yBeIOMsBAT He3a0aBHO KOMIIETEHTHHTE OpTaHd 3a
BCSIKAKBH OOCTOSITENICTBA, KaTO HEOOMYaWHM TOPBUYKH WJIM CHEIKH C
BKJIIOUEHH B CIHCHK BEILlECTBA, IPeJHA3HAYCHHU 3a ITyCKaHe Ha Ia3apa, 3a
KOMTO MMa ChbMHEHHE, Y€ TaKHBa BEIECTBA MOTaT Jla O'bIaT OTKJIOHEHH 32
HE3aKOHHO NPOM3BOACTBO HA YNOWBAIM WJIM TICUXOTPOITHH BEIECTBa. 3a
Ta3M 11eJ1 ONepaTOpPUTe MPENOCTaBAT IslaTa HaJIMyHa WHPOPMAIHs, KOSTO
0u 1mo3BONMIA HA KOMIIETCHTHHTE OpraHM Ja IPOBEPSAT 3aKOHHOCTTAa HA
CHOTBETHATA MOPBUKA MJIM CIENKA.

2. OmepatopuTe TPEJOCTABAT Ha KOMICTCHTHUTE OpraHu B
o0o0mieHa ¢opma wuHPOpPMALUS 32 TEXHH CHCIKH C BKIIOYECHH B
CIHCHK BELICCTBA.

3. Ha Komucusita ce mpemoctaBs HMpaBOMOIIHETO J1a MpHEMa Jeje-
THpaHU aKTOBE B CHOTBETCTBHE C WICH 15a BBB Bpb3Ka C M3MCKBAHUATA
U YCJIOBHATA, IPU KOUTO OINEPaTOPUTE MPENOCTaBAT MH(MOPMAIMATA 110
naparpad 2 OT HACTOSIIIHS YWICH, BKIIOYHTEITHO M KOTaTO € IPUIIOKIMO —
KaTeropuuTe JIMYHU JaHHHU, KOUTO ce 00paboTBaT 3a Ta3W L, KaKTO U
rapaHIuuTe 3a 00paboTKaTa Ha TaKWUBA JIMYHU JAHHH.
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4. OmnepaTopuTe HE pa3KpUBaT KakBUTO M Ja € JIMYHM JIaHHH,
CBHOMpaHU B CHOTBETCTBHE C HACTOSIIMS PErJIaMEHT, HA HHUKOTO OCBEH
Ha KOMIIETEHTHUTE OpPTraHH.

Ynen 9

Hacokn

VM2
1. KOMI/ICI/ISITa U3TOTBA W AKTyaJIM3upa HACOKHW 3a YJICCHABAHE
C’BprZ[HI/ILICCTBOTO MC)KZ[y KOMIICTCHTHUTEC opral-m, onepaTopHTe u
XUMHUYECKaTa HpOMI/II_HJ'IeHOCT, U TO-CIICHUAJIHO 110 OTHOLICHHE Ha

BCIICCTBATa, KOUTO HE Ca BKIIIOYCHHU B CIIMCBK.

2.  Hacoxute ocurypsiBaT B 4aCTHOCT:

a) I/IH(I)OpMaI_II/Iﬂ 3a TOBa, KakK Ja CC€ pas3lo3HaBaT H cro0maBar
CBbMHUTCIIHU CICIIKH,

0) PeIOBHO TMOJHOBSIBAHE HA CIHHCHK Ha BEIIECTBAa, KOMTO HE ca
BKIIIOYEHHU B CIIUCHKA OT MPUIOKEHUETO, 3a J]a MOXKE TIPOMHIIIICHUTE
MPENPHUATHS a KOHTPOJIUPAT Ha TOOPOBOJICH MPHUHIUII THPrOBUSTA
C TakWBa CHCTABKU;

B) Jpyra moJjie3Ha uH(popManus.

3. KomnerenTauTe BitacTh rapaHTHpaT, Y€ HACOKHUTC U CIIUCBKBT Ha
BCIIECTBaTa, KOUTO HE Ca BKIIOYCHU B CIIMCBbKa OT IPHUIOXKCHUECTO, CC
pasupocTpaHaBaT PEAOBHO IO HAYMH, CMATAH 3a IMOAXOAANI OT KOMIICT-
CHTHUTC BJIaCTH B CHOTBCTCTBUC C LICJITa HA HACOKHUTE.

Ynen 10

l'[paBa H 3aAbJIKCHHUS HA KOMIICTCHTHHUTEC BJIACTH

1.  3a pma rapanTHpa MpaBHJIHOTO MpHJIaraHe Ha 4ieHoBe 3 - 8, BCsKa
Ibp)KaBa-uwIeHKa NpueMa HEOoOXOIMMHTE MEpKH, 3a Ja MOraT KOMIIET-
SHTHUTE BJIACTH Ja OCBIIECTBAT 3aABIDKEHHATA CH IO KOHTPOI H
HaOJIOICHUE, U T10-CIEIHATHO:

a) Jla noyy4yaBaT MHGOpPMAII OTHOCHO MMOPHYKU HA BKIIOYEHH B CIICHKA
BEILIECTBA MJIM OIepallny, BKIIOUBAILH BEIIECTBA OT CIIUCHKA;

0) Ja BIM3aT B THPrOBCKUTE MOMEIICHHS HA ONEPATOPUTE M MOTPEOH-
TENUTE, 32 JIa TOJIydaT JOKA3aTeJICTBa 338 HEPETHOCTHUTE;

B) KOraTo € HeoOXOJIUMO, Ja 3aIbpKaT U KOHPHCKYyBAT MPATKH, KOUTO
HE OTrOBapsT HA M3MCKBAHWATA HA HACTOSIIMS PETJIAMEHT.

2. Bceska gppkaBa WiIeHKa MOXe Ja IpUeMe HeoOXOIUMUTE MEPKH,
3a J]a MOraT HEHHHMTE KOMIETEHTHH OPraHM [a M3BBPIIBAT KOHTPOI H
HaOJIIOeHNEe Ha ChMHUTEIHHU CHEJIKH, CBBP3aHH C BELIECTBA, KOUTO HE
ca BKJIIOYEHH B CIIUCBK, U IO-CIECLHUAIHO:

a) Ja monydaBaT MHGOpPMALUS OTHOCHO NMOPBYKH Ha BEIIECTBA, KOUTO
HE ca BKJIIOYEHHU B CIIMCHK, MM OIEpalMu C BEIIECTBa, KOUTO HE ca
BKJIIOYEHHU B CITUCBHK;

6) Jia BJIM3aT B TBPrOBCKUTEC MOMCIICHUA C LECIT C'I:6I/IpaHeT0 Ha J0Ka3sa-
TCJICTBA 32 CbMHUTCIIHU CACJIKH, CBbpP3aHU C BCIICCTBA, KOUTO HE Ca
BKIIIOUCHHU B CIIMCBHK;

B) KOTaro ¢ HeoOXOJUMO Jia 3aJbpKaT M KOH(MHCKyBaT IPAaTKH, 3a Ja ce
OPEAOTBPATH H3MON3BAHETO HA ONPEICICHH HEBKIIOYCHH B CIHCHK
BEIIIECTBA 32 HE3aKOHHO TPOHM3BOJICTBO HA YIIOWBAIIM HITM TICHXOTPOITHH
BEILIECTBA.

3. KoMIeTeHTHHTEe OpraHH He pa3riiacsiBaT MOBEPUTEIHA THPrOBCKA
UHpOpMAITHS.
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Ynen 11

C'pryZlHH'{eCTBO MeEKAY OAbPKaAaBUTE-YJICHKH H Komucusita

1. Bcska app)kaBa-uieHKa IOCOYBAa KOMIIETEHTEH OpraH WM OpraHu,
OTrOBOPHH 32 MPWJIaraHeTO Ha HACTOSIIHS perJaMeHT, U HHpOpMHUpa
Komucusita 3a ToBa.

2. 3a menwre Ha MPUJIAraHETO Ha HACTOSINMS peryiaMeHT u 0e3 na ce
3acara wieH 15, pasmopenoure Ha Permament (EO) Ne 515/97 Ha
CsBera or 13 MapT 1997 r. OTHOCHO B3aUMOIIOMOILTA MEXIY U3IbI-
HUTEJHHUTE BIACTH HA JIHPXKABUTE-WICHKH M CHTPYJHUYECTBOTO MEXKIY
nocinegaure U Komucusara 3a ocurypsiBaHe Ha NPaBUIHOTO IpUiIaraHe
Ha 3aKOHWTE 3a MWTHHYeCKaTta AeWHOCT M 3a 3emenmenuero (1), u mo-
CIELHMAIHO pa3lopea0duTe 3a ThProBCKaTa TaiiHa, ce Npuiarar mutatis
mutandis. KOMIETEHTHHAT OpraH WIM OpraHd, Ha3HAUYCHH B CBOT-
BeTCTBME ¢ maparpag 1 OT HacTosmMs UIEH, MAEHCTBAaT Kato
KOMIIETCHTHH OpraHd 10 CMHChJIa Ha wieH 2, mnaparpad 2 or
Pernament (EO) Ne 515/97.

Ynen 12

Haka3zanus

JIbpkaBaTa-uieHKa MpUjara MpaBuiara 3a HajaraHe Ha CAHKIUH TMPU
HAPYIICHHUS Ha Pa3nopeq0rTe HA HACTOSIIMS PETIIAMEHT W MpPEAlpHeMa
HEOOXOMUMHUTE MEPKH, 32 Jla OCHT'YPH H3MbJIHEHHETO M. HamoxeHurte
HakazaHus TpsOBa na ObJaT e(heKTUBHM, NMPOMOPIIMOHAIHU M pa3yOexk-
JIaBalliy.

Ynen 13

Cnol01aBaHe 0T CTpaHa Ha AbP:KABHTE WICHKH

1. 3a ;ga mO3BONAT HEOOXONUMH KOPEKIMM Ha pasnopeaduTte 3a
Ha6H}OﬂCHI/IC Ha TbpProBusATa C BKIIOYEHH B CIIMCBK BCUIECTBA U C
BEI[ECTBa, KOMTO HE Ca BKIIOYCHH B CIHCHK, KOMIICTCHTHHTE OPraHH
BbB BCSKA Jbp)KaBa WICHKA CBOSBPEMEHHO MpeocTaBsaT Ha Komwcusra
B CIIEKTPOHHa (opMa TOCPEJCTBOM eBpoIeickara 0aza JIaHHH,
mocoyeHa B wieH 13a, msuiara 3HaynMa WHGOPMAIHS MO H3MIBIHEHHE
Ha MEpKUTE 3a HAOIIIO/ICHUE, YCTAHOBCHH B HACTOSIIMS PETIIAMEHT, II0-
CIEHATHO 0 OTHOIICHHE Ha BEIISCTBATa, M3MOJ3BAHU 32 HE3aKOHHO
IPOU3BOJACTBO Ha yHOﬁBaHIPI WA IICUXOTPOITHU BEUICCTBA, METOAUTEC Ha
OTKJIOHSIBAHE M HE3aKOHHOTO IPOHM3BOJCTBO, U HE3aKOHHATA THPrOBHS C
TaKMBa BEIIECTBA.

2. Ha Kowmmcusta ce mpemocTaBsi MpaBOMOIIMETO Ja MpUeMa JAelie-
TUpaHd aKTOBE B CBHOTBETCTBHE C 4ieH |5a 3a ompenensHe Ha
ycioBusATa MW HW3UCKBAHUATA BBB BpPB3Ka C I/IH(l)OpMaI_[I/IﬂTa, KOATO
TpsiOBa Ja ce mpenocTaBd ChIMIACHO maparpad | OT HACTOAIIMS YIIEH.

3. Pestome oT CchOOLIEHHMSATA, HANpaBEeHH ChITAcHO maparpad 1 oT
HACTOSIIUS WIEH, C€ TNPEeNoCTaBI B CBHOTBETCTBHE C wWieH 12,
naparpad 12 or Konenumsita Ha OOH ot Komucusra na MexnyHa-
POIHUSL CBHBET 3a KOHTPOJ HAa HAPKOTHUIUTE W TIPH KOHCYNTamus ¢
J'bpP)KaBUTE YJICHKH.

() OB L 82, 22.3.1997 r., ctp. 1. Permament, n3amenen ¢ Permament (EO)
Ne 807/2003 (OB L 122, 16.5.2003 r., ctp. 36).
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Ynen 13a

EBpomneiicka 6a3a JaHHHM 3a TPEKYPCOPHUTe HA HAPKOTHYHM
BelleCcTBa

1. Kowmmucwusra ch3naBa eBporeicka 0a3a JaHHH 3a MPEKypCOPHUTE Ha
HapKOTHYHH BEIECTBA ChC CIICAHUTE (QPYHKIHH:

a) yJIeCHSBaHE Ha M3IIPAIaHeTO Ha MHQOpManus, NpH BB3MOXKHOCT 110
000011IeH ¥ aHOHMMEH Ha4MH, chriacHo wieH 13, maparpad 1, 0606-
IIaBaHe ¥ aHaiuu3 Ha paBHuUmeTo Ha Chlo3a Ha Tasu MHOpMAanus,
KaKkTO WM TIPEICTaBSHETO Ha IOKIAA Ha MEXKIyHApOTHHS CHBET 3a
KOHTPOJI Ha HapKOTHUIMTE ChIIacHO wieH 13, maparpad 3;

6

=

CB3[aBaHE HA CBPOICHCKH PETHCThP HA ONEPaTOPUTE H IOTpeOu-
TENUTE, Ha KOWTO € M3/aJCHA JIMICH3MS WM PETHCTPaLus;

B) Cb3[jaBaHC Ha BB3MOXHOCT 3a OIIEPaTOPUTE Ja IPENOCTaBAT Ha
KOMIIETEHTHUTE OpraHn HH(pOpPMaLHs 3a CBOMTE CHEIKH B CHOT-
BETCTBHE C wieH &, maparpad 2, B eleKTpoHHa (opMa, KakTo €
MOCOYEHO B MEPKHUTE 33 M3IBJIHEHHE, NPUETH ChIVIACHO wWieH 14.

JluyHM naHHE ce BBBEXIAT B eBpomelickara 6a3a JaHHH caMo ClIeJl KaTo
ObJaT npHeTH JeNIerTupaHuTe aKTOBE, IOCOYCHU B wieH 3, naparpad 8 u
uieH 8, maparpad 3.

2. Komucusita ¥ KOMIICTCHTHUTE OPTaHH B3eMaT BCHYKH HEOOXOIUMHU
MEpKH, 3a Ja ce 00e3rmeyar CUrypHOCTTa, MOBEPUTEIHOCTTA M TOYHOCTTA
Ha JIMYHHUTE JAaHHHU, ChABPIKAIIY Ce B eBpomelickara 6a3a JaHHH, U 1a ce
rapaHTipa, 4e npaBaTa Ha CyOCKTHTE Ha JAaHHHTE Ca 3alIUTCHH B CHOT-
BerctBue ¢ JupektiBa 95/46/EO wm Permament (EO) Ne 45/2001 na
Esporneiickus mapiament u Ha Coeera (1).

3. HWHudpopmanusta, TmoJNyueHa B CHOTBETCTBHE C  HACTOSIIUS
periiaMeHT, BKIIOUUTEHO JIMYHUTE JaHHH, CE U3MOJ3BA B ChOTBETCTBUE
C NPWIOKUMOTO TPaBO 3a 3alluTa Ha JUYHUTE JOaHHK W HE ce
CBbXpaHsABa 3a IIO-IBJITO, OTKOJKOTO € HEeOoOXOOMMO 3a LeNUTe Ha
Hacrosius periiameHT. OOpaboTkaTa Ha CIEUUATHN KAaTETOPUU JaHHH,
mocoueHu B wieH 8, maparpad 1 ot Jupekrusa 95/46/EO u B unen 10,
naparpad 1 or Permament (EO) Ne 45/2001, ce 3abpaunsBa.

4.  Komwucwusita npaBu OOLIECTBEHO IOCTOSHHE IO SICEH, H3YePIIaTEICH
U pazbupaeM HauMH WH(OpMAIHATa OTHOCHO eBpOIelicKaTa 6a3a qaHHH,
B crorBeTcTBUE ¢ wieHoBe 10 u 11 or Permament (EO) Ne 45/2001.

Ynen 136

3ammTa HA JAHHHTE

1. OGpaborkara Ha JMYHM JAHHA OT KOMIETEHTHHUTE OpraHd B
IBPXKABUTE YICHKM CE H3BBPIIBA B CHOTBETCTBHC C HAIMOHATHHTE
3aKOHOBH, MOJ3aKOHOBH M aJAMMHHCTPATHBHU pa3nopendu 3a TpaHc-
nonupane Ha JlupektuBa 95/46/EO u mox Hamzopa Ha Hag30pHUS
OpraH Ha Jbp)KaBaTa WICHKa, [IOCOYEH B WieH 28 OT ChlaTa AUPEKTUBA.

(") Pernament (EO) Ne 45/2001 na Espomeiickusi mapnameHtT u Ha CbBeTra OT
18 nexemBpu 2000 r. OTHOCHO 3alIMTATa Ha JIMIATA 110 OTHOLIEHUE Ha oOpa-
0oTKaTa Ha JIMYHU JAaHHA OT MHCTHTYIHMH M opraHu Ha OOIIHOCTTa U 3a
cBOOOAHOTO [BIDKeHHMe Ha TakuBa manad (OB L 8, 12.1.2001 r., ctp. 1).
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2.  be3 ma ce 3acsara wieHn 13 or [upextuBa 95/46/EO, nuunuTe
JAHHU, TIOJyYeHH WIH O0OpabOTeHH B CHOTBETCTBHE C HACTOSIIHS
periaMeHT, ce M3IOJI3BAaT €AWHCTBEHO 3a LIEJIUTE Ha IMPEJOTBPATSIBAHE
Ha OTKJIOHSBAHETO HAa BKJIFOUEHH B CIHCHK BEIICCTBA.

3. OOpaboTkara Ha JU4YHH JaHHU OT KoMHCHSATA, BKJIIOYHMTENHO 3a
LEJIUTe Ha eBporciickara 0a3a JaHHH, CE M3BBPIIBA B CHOTBETCTBHE C
Pernament (EO) Ne 45/2001 u nox Han3opa Ha EBpomneiickust Han30peH
OpraH 1o 3aliuTa Ha JaHHHTE.

4.  JIvpxkaBute wieHkd u Komucusara He 00pabOTBAT JIMYHU JaHHU MO
Ha4MH, KOMTO € HEChbBMECTUM C LIEJNUTE, U3JIOKEHHU B wieH 13a.

Ynen 14

AKTOBE 32 M3IbJIHEHHE

1. Komucusita moxe na npueMa CJICIHUTE AKTOBE 3a HU3I'BJIHCHHUC!

a) MpaBWJIa OTHOCHO pela 3a IPeNoCTaBsHe Ha JeKJIapaluuTe Ha
KJIMEHTAa 10 4ieH 4 B eJeKTpOHHa (opma, ako € IelechoOpasHo;

0) mpaBWJIa OTHOCHO pejia 3a MPEeJOCTaBsiHEe Ha eBpoliciicka 0a3a JaHHU
Ha uHbOpManuATa 1o wieH §, maparpad 2, BKIIOUUTEIHO B EJIEK-
TpoHHa (POpMa, aKo € LEeNechoOpasHo;

B) MpOIEIypPHU MIPaBHIIA 33 W3JaBaHE HA JTHIEH3UU U PETUCTPalliH H 3a
BKJIIOUBAHETO Ha ONEpaTopu M NOTpeOuTeNu B eBpomeiickata 0aza
JIAHHU CBIJIACHO TMOCOYCHOTO B uieH 3, maparpadu 2, 6 u 7.

2. Te3u axkTOBe 3a U3MBIHEHUE C€ MPHEMAT B CHOTBETCTBHE C IIPOIIE-
Jypata Ha pasriexaaHe, MmocoveHa B wieH 14a, maparpad 2.

Ynen 14a

IIpouenypa Ha KOMHMTET

1. Kowmucmsra ce moamomara ot Komurera mo NpeKkypcopute Ha
HApKOTHYHHM BemecTBa, cwv3ganeH ¢ wieH 30 ot Permament (EO)
Ne 111/2005 na Cuera (1). ITocOYeHHAT KOMHUTET € KOMHUTET IO CMHUCHIIA
Ha Permament (EC) Ne 182/2011 na EBpomeiickus mapiamMeHT U Ha
Coaera (?).

2. Ilpu mo3oBaBaHe Ha HACTOSIIMS Haparpad ce Ipuiaara 4wieH 5 oT
Pernament (EC) Ne 182/2011.

Ynen 15

AnanTupaHe Ha NPUJIOKEHUSATA

Ha KomucusTa ce mpenoctaBsl MpaBOMOIIUETO Ja MpUeMa JelieTHpaHu
aKTOBE B CHOTBETCTBHE C WiieH 15a, 3a Ja ce mpuBelaT B ChbOTBETCTBHE
npuioxkenns [, 11 u III xpM HOBHUTE TEHIEHIMM B OTKJIOHSBAHETO Ha
MPEeKypcOpH Ha HApPKOTUYHHU BEIECTBA U J]a CE CJIeIBaT U3MEHEHUITA Ha
Tabnuuute B npuiokenuero kbM Konpennusita Ha OOH.

(") Pernament (EO) Ne 111/2005 ua CoBera ot 22 nekemBpu 2004 1. 3a onpezensiHe
Ha [TPpaBUJIa 32 MOHUTOPHUHT Ha THProBusiTa Mexy OOIIHOCTTA ¥ TPETH CTPAHHU B
obnacrra Ha npexypcopure (OB L 22, 26.1.2005 r., c1p. 1).

(?) Pernament (EO) Ne 182/2011 na Espomneiickus mapnamedT 1 Ha ChBeTa OT
16 ¢espyapu 2011 r. 3a ycraHoBsiBaHE Ha OOLIMTE NpaBWiIa U NPHHIMIH
OTHOCHO pe€la M YCIOBHATA 32 KOHTPOJI OT CTpaHa Ha JbPXKABUTE UWICHKH
BBPXY YIPKHABAHETO HA H3MBJIHUTEIHUTE IMPAaBOMOLIMS OT CTpaHa Ha
Kowmucusara (OB L 55, 28.2.2011 r., ctp. 13).
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Ynen 15a

anammmaﬂe Ha JeJIerupaHeTo

1. IIpaBomomiueTo Ja MpHeMa JelIerupaHn aKTOBE Ce MpeNocTaBs Ha
Komucusara npu cmnasBaHe Ha IPEABUACHMTE B HACTOSILMUA WIEH
YCIOBUSL.

2. IlpaBomommeTro aa mpueMa JeNeTUPaHu aKTOBE, IIOCOYEHO B WICH
3, maparpa¢ 8, uneH 4, naparpad 4, unen 5, maparpad 7, aieH 7, BTopa
anuHest, wieH 8, maparpad 3, unen 13, maparpad 2 u unen 15, ce
mpepocraBs Ha KomucusaTa 3a Cpok OT IeT TOAMHM, CYMTaHO OT
30 nmexemBpm 2013 1. Komucusita M3roTBs IOKIAa OTHOCHO [I€JETH-
pPaHETO Ha IPaBOMOIIMsS HE IO-KbCHO OT JEBET Mecella Mpeau W3TU-
YaHETO Ha MEeTTOAMINHHMA CpoK. JlelerupaHeTo Ha MPaBOMOLIMSA ce
MPONBJDKaBa MBJIYAINBO 32 CPOKOBE C €IHAKBAa IPOIBIDKUTEIHOCT,
ocBeH ako EBpomeiickuar mnapnamMeHT wid CbBETBT HE BB3PA3AT
cpemry mooOHO MpPOAbDKaBaHE HE TO-KBCHO OT TPU Mecela MHpenu
U3TUYAHETO Ha BCEKU CPOK.

3. JlemerupaHeTo Ha MPaBOMOIIMS, MOCOYEHO B wieH 3, maparpad 8,
unieH 4, naparpag 4, uieH 5, naparpa¢ 7, 4ieH 7, BTOpa alMHes, WieH
8, maparpad 3, unen 13, maparpad 2 u unen 15, moxe na Obue
OTTErNICHO IO BCAKO BpeMe OT EBpomelickus mHapiaMeHT WM OT
CoBera. C pemieHneTo 3a OTTEIJISHE Ce IpeKpaTsBa IOCOYEHOTO B
HEero JelerupaHe Ha mpaBoMmomus. To mopaxkna AeHCTBUE B JeHS
cien myOnukyBaHeTo Ha pemeHuero B Oguyuanen eecmuuk Ha Eepo-
netickus Cvi03 WIH Ha TO-KbCHA, IMOCOYEHA B PEIIeHHETO nara. To He
3acsira JEHCTBUTENHOCTTA Ha JIEJITUPAaHUTE aKTOBE, KOUTO Beue ca B
cHa.

4. Bepgnara cnex karo mpueme nenerupan axt, Komucusara HOTH-
(dunmpa akta enHOBpeMeHHO Ha EBponeiickus napnameHT U Ha ChbBeTa.

5. JlemerupaH axT, MpHUET ChINIACHO 4ieH 3, maparpad 8, uieH 4,
naparpad 4, wieH 5, maparpad 7, wieH 7, BTOpa aiuHes, WicH 8,
naparpad 3, unen 13, maparpad 2 wiau uieH 15, Biau3a B cuiia €UH-
cTBeHO ako HuUTO EBpomeiickusaT mapmameHT, HUTO CBBETHT ca Mpen-
CTaBHJIM BB3PA)XXEHHUSI B CPOK OT JIBa Mecella cjie]l HOTU(GHUIHUPAHETO Ha
akta Ha EBpormefickusa mapmameHT u ChBeTa WM aKo Mpeand U3TUYAHETO
Ha TO3u cpok u EBpomneiickusar mapnamenT, 1 CbBETHT Ca YBEIOMMUIH
Komucusita, ye HsmMa na mpeacTtaBiaT Bb3paxkeHHs. 103U CpPOK ce
yABIDKaBa C JiBa Mecella 10 WHUIMaTUBa Ha EBpomelickus mapiameHT
wii Ha CbBera.

Ynen 16

HNudopmanus 3a MepkuTe, IPHETH OT IbPXKABHUTE YJIeHKH

1. JIppxaBute 4ieHkH yBenomsaBar Komucusra 3a MEpKUTE, KOUTO ca
MIPUENN ChIVIACHO HACTOSIIUS PErJIAMEHT, M MO-CHEIHUAIHO 32 MEPKUTE,
npuetd chriaacHo wieHoBe 10 u 12. Te HOTHHUIUPAT ¥ BCIKO TSAXHO
HOCJIC/IBAILI0 U3MEHEHHE.

2. Komucusita CT)O6H13.Ba Ta3u I/IH(i)OpMaL[I/Iﬂ Ha OCTAaHAJIMUTC AbpiKaBU
YJICHKH.

3. Jo 31 mexemspu 2019 r. Komucusra npeacrasst noxian Ha EBpo-
TelicKust mapaamMeHT 1 Ha ChBeTa OTHOCHO MPUIIATaHETO U (DYHKIIHOHM-
paHeTO Ha HACTOSIIHS PErIAMEHT, W IIO-CIeI[HATHO OTHOCHO EBEHTY-
agHaTa HEOOXOOUMOCT OT IONBIHUTEIHU NEHCTBHUS 3a HaONIOAEHUE U
KOHTPOJI Ha ITOJO3PHUTEITHH CHICJIKU C BEIIECTBA, KOUTO HE Ca BKIIOUCHH
B CITUCBK.
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Ynen 17

OTMmsiHa

1.  [JupextuBa 92/109/EMO Hna CwsBera, [dupexktuBu 93/46/ENO,
2001/8/EO wu 2003/101/EO na Kowmucusra u Pernmamentu (EO)
Ne 1485/96 u (EO) Ne 1533/2000 na Kommcusara ce OTMEHST.

2. Ilo3oBaBaHMs HAa OTMECHEHUTE JUPCKTUBU WA PEIrIIaMCHTU CC
TBJIKYBAT KaTO IMO30BaBaHWA Ha HACTOALIUA PETIIAMCHT.

3.  He ce 3acsra BammaHOCTTa Ha BCEKH CBH3JaJICH PETUCTHD, Ha
BCUYKHM M3/13JICHU JIMIEH3MM W Ha BCUYKH JEKJIapaldy Ha KIMEHTH,
M3aIeHU CIIOPEX OTMEHEHHUTE AWPEKTHBH MM PErJaMeHTH.

Ynen 18

Bauzane B cuiia

Hacrosmusit permament Bmm3a B cmima Ha 18 asryer 2005 1., ¢
M3KJII0YEHUE Ha wieHoBe 9, 14 u 15, KouTo BIM3aT B CHJIa B JICHS Ha
nyOJIMKYBaHETO Ha HACTOSANIMS perjaMeHT B Oguyuanen 6ecmHux Ha
Eeponetickus ¢vi03, 3a 1a ce 1ajie BB3MOXKHOCT Jia Ce MPUEMaT MEPKHTE,
NPEJBUIICHH B TE3W 4WieHOBe. TakuBa MEpKH BJIM3AT B CHJIa Hal-paHO Ha
18 asryct 2005 .

Hacrosuust PErIaMEHT € 3aAbJDKUTECIICH B CBOATA LUAJIOCT U CC IpUJIara
IPpsIKO BbB BCHUYKU ABbPKaAaBHU-YJICHKU.
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IIPUJIO’KEHUE 1

Onuc Ha BKJIYEHUTE B CNIMCBK BelllecTBa

KATEI'OPUA 1

Bemectso (aKI(fOé‘ lfa‘;;f;[m) Kon no KH (1) CAS Ne ()
1-¢penun-2-nponaHon DdenunaneTon 2914 31 00 103-79-7
N-aneTHiaHTpaHUIIOBa 2-anieTaMu10EH30eHA 2924 23 00 89-52-1
KUCEIMHA KHUCEINHA
anda-heHnaneroaneTo- 2926 90 95 4468-48-8
HUTPUIT
M3zocadpon (cis + trans) 29329100 120-58-1
3,4-MeTHIICHEIHOK- 1-(1,3-06en301M0KCOI-5- 2932 92 00 4676-39-5
CH(EHUI-TIPOIIaH-2-0H WIT) IponaH-2-0H
IMuneponan 2932 93 00 120-57-0
Cacpon 2932 94 00 94-59-7
Edenpun 2939 41 00 299-42-3
IIceBnoedenpun 2939 42 00 90-82-4
Hopedenpun > M2 2939 44 00 « 14838-15-4
Epromerpun 2939 61 00 60-79-7
Eproramun 2939 62 00 113-15-5
JluzepruHoBa KucenmuHa 2939 63 00 82-58-6

Crepeonsomeprute (GopMH Ha BellecTBaTa, W30pPOGHM B Ta3W KaTeropus, C M3KIIOYEHHE Ha
KaTuHa (%), KOraTo ChINECTBYBAaHETO Ha TakhBa (HOPMH € BH3MOKHO.

Conure Ha BCIICCTBATA, I/I36p08Hl/l B Tasyd KaTeropus, KOrato ChIICCTBYBAHETO Ha TakKHWBa COJIU €
BB3MOKHO U C M3KJIIFOYCHHUC HA COJIMTC Ha KaTHWHA.

(1R,2S)-(-)-xs0poe-
benpun

(1S,2R)-(+)-x10poe-
¢denpun

(18,2S)-(+)-xmopornces-
noedenpuH

(1R,2R)-(-)-xnoporces-
noedenpuH

2939 99 00

2939 99 00

2939 99 00

2939 99 00

110925-64-9

1384199-95-4

73393-61-0

771434-80-1

() OB L 290, 28.10.2002 r., ctp. 1
(®» CAS Ne e ,chemical abstracts service registry number”, koiiTo e yHHKaleH LH(POB HICHTHPUKATOP,
crienuUeH 3a BCAKO BemIeCTBO W HeroBata cTpykrypa. CAS Ne e cnemmbuyeH 3a BCEKH H30Mep H 3a
BCAKa cON Ha Bcekum m3omep. TpsOBa ma ce pasbepe, ye CAS HomepaTa 3a COJMTE HAa BEIIECTBATA,
M30pOCHHU TO-TOpE, Ca Pa3IMYHU OT JaJCHHUTE.

(}) Hapuuan ome (+)-HopriceBroedenput, kox no KH 2939 43 00, CAS Ne 492-39-7.
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KATEI'OPHUA 2
MNOAKATEI'OPHUA 2A

Kox mo KH

BemectBo
(aKo e pa3mHyeH)

Kox mo KH (1) CAS Ne (%)

OnereH aHXUAPUI 291524 00 108-24-7

Conure Ha BCIICCTBATa, I/136p08HI/I B Ta3yd KaTeropusi, KOraro ChbUICCTBYBAHETO Ha TaKWBa COJIH €
BB3MOXHO.

MNOAKATEI'OPHUA 2b

BemmecTBo (akls"e” ;(;nﬁ[eu) Koz mo KH (1) CAS Ne ()
denunsonerna KUCeaInHa 2916 34 00 103-82-2
AHTpaHUIIOBAa KHCEITUHA 2922 43 00 118-92-3
IMunepunun 293332 00 110-89-4
Kanmues nmepmanranat 2841 61 00 7722-64-7

Conure Ha BCIICCTBATa, I/I36]I)OCHI/I B Ta3W KaTEropusa, KOrato ChIICCTBYBAHETO Ha TaKWBa COJIM €
BB3MOXHO.

OB L 290, 28.10.2002 r., ctp. 1.

CAS Ne e ,chemical abstracts service registry number®, ko#To e yHHKaJdeH IHPPOB HACHTHHHKATOD,
crienMHYCH 3a BCSKO BEIIECTBO M HeroBata cTpykrypa. CAS Ne e cnenuduyeH 3a BCeKH H30MEp M 3a
BCsAKa CoJl Ha Beeku m3omep. [lopamu toBa CAS HOMepara 3a COJNHMTE Ha BeleCTBaTa, M30POCHM IO-Tope,
ca pPasiIMYHH OT HOCOYCHHTE.

Q)
Q]

KATEI'OPUA 3

Belectso (aKI(f";‘ ;a‘;nfjeﬂ) Koxn no KH () CAS Ne ()
Xn0poBooposa XuaporeH XJI0pHuI 2806 10 00 7647-01-0
CspHa KucenmuHa 2807 00 10 7664-93-9
Tomyon 2902 30 00 108-88-3
Etunos erep JuetninoB erep 2909 11 00 60-29-7
Aneron 2914 11 00 67-64-1
MeTtuneTunkeTon byranon 2914 12 00 78-93-3

Conure Ha BEIICCTBATA, I/I36pOGHI/I B Tasyd KaTE€ropusa, KOrarto ChIICCTBYBAHETO Ha TakKHWBa COJIH €
BB3MOXHO U C M3KIIOYCHHUE HA COJIMTE Ha XJIOPOBOAOpPOJAa U CiApHATa KUCEIWHA.

() OB L 290, 28.10.2002 r., ctp. 1.

(®) CAS Ne e ,,chemical service registry number®, koiiTo e yHuKajieH uuppoB uaeHTHUKATOp, crelupuueH 3a
BCSIKO BeIecTBO M HerosaTa cTpykrypa. CAS Ne e crnenuduueH 3a BceKH M30Mep U 3a BCSKa COJ Ha BCEKH
n3omep. TpsaOBa ma ce pasbepe, ue CAS HOMepara 3a CONUTE HA BEIIECTBATA, M30POCHU MO-TOPE, Ca Pa3IHIHI
OT JaJICHUTE.
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IIPUJIOKEHUE 11

CncTaBka

Ipar

OnereH aHXUIPUL

Kanuer nepmanranat

AHTpaHWIIOBA KUCENNHA W HEWHUTE CONU
DeHnIoNETHA KUCEINHA U HEWHUTE COJIH

Hymepzmﬂ U HCTOBHUTC COJIA

100 1
100 kg

1 kg

0,5 kg
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ITIPUJIOKEHUE 111

1. O6pa3sen Ha AekJapanus, CBbpP3aHAa ¢ eJHOKPAaTHHU caejaku (kateropus 1 wim 2)

THEKITAPALIMA HA KITMEHTA 3A KOHKPETHA YIIOTPEBA HA BKITIOYEHUTE B CITICBKA BELIECTBA OT KATETOPUA 1 MUITU 2
(edrorpamuu coenru)

As[Hue

Nme:

Anpec:

N'¢ 3a cipaBka Ha »"
(usmpuii, aro e Heobxodumo)

<« TIMLEH3YSI | peruCTpaLms:

MU3OAIEH Ha oT

(Haumenosanue u adpec Ha opzana)

¥ 32 HEOTPAHMYEeH CPOKBaTMIHO [0
(usmpuii, aro e Heobxodumo)

NOopbYBaM OT:

Wwme:

Anpec:

CIIEOHOTO BELIECTBO

Onucanne:

Kon no Kom6umpanata HOMEHKIATYPA (KH): coveveuenmneceeeeenenannnceeeseeneaannns Kommyecrso:

BeiecTBOTO 11ie GbIIe M3MONI3BAHO ENMHCTBEHO

A3[Hue nexnapupam(e), ue BELIECTBOTO, IOCOYEHO NO-TOpe, liie Oblie MPEnpOaeHo I JOCTABEHO M0 APYT HAYMH HA KIMEHT, IIPH
YCTIOBME Ye KIMEHTHT HY MPENOCTaBy NEKNapaiys 3a ynoTpeba B ChOTBETCTBME C MOMIENIA Ha Ta3y MEKNApalls WM, 33 BEMIECTBATA OT
KaTeropys 2, NeKyapamys 3a MHOTOKDAaTHM CHIENKU.

Tonmmc Nme:

(c neuamnu Gyrsu)

IIeXHOCT: ara:

> M2
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2. O6pa3sen Ha JeKJapanus, CBbpP3aHa ¢ MHOTOKPATHHU CHeJKH (KaTeropusi 2)

TEKITAPALIVIA HA KITMEHTA 3A KOHKPETHA YIIOTPEBA HA BKJTFOUYEHUTE B CITMCHKA BEUIECTBA OT KATETOPUA 2
(muozorpamuu cdearu)

As[Hue

Ume:

Anpec:

N2 32 CIIpaBKa Ha Pa3peLMTENHO IMLIEH3M [PETMCTPALIS:

M3OAOEH Ha oT

(Haumenoeanue u adpec Ha Opzana)

¥ 3a HEOTPaHWUEH CPOK/BAIUIHO [0
(usmpuii, aro e Heo6xo0umo)

NOPHYBaM OT:

Ume:

Anpec:

CIICIHOTO BEIIECTBO

Onmcanue:

Ko 1o Kom6urmpanara HOMeHKIATYPA (KH): cevvvevesesmnnnerevrereresenenens Komuectso:

BeurecTBOTO I1Ie 6"b]1€ M3IIONI3BAHO CIMHCTBCHO

U CBCTABIISIBA KOMMYECTBO, CMATAHO 33 JJOCTATBYHO 33 Mecela.
(marcumym 12 meceya)

AsfHuee nexniapupam(e), 4e BeIIeCTBOTO, IIOCOYEHO T0-TOpe, Iiie Gblie MPenpONAIEHO W HOCTABEHO 110 APYT HAUMH Ha KIVEHT, PV YCIOBME
yie KIVMCHTET Hi IIPETOCTABY [EKIApaLiys 34 YIIOTPeOa B CHOTBETCTBIE C MOTIEIIA Ha Ta3y IEK/APALAt IWIM HeKITAPALIIS 33 CIHOKPATHA CIIENKA.

Tlopmnumc Nme:

(c neuammuu Gyreu)

TIITbXHOCT: Mara:




