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I[TPOEKT HA

PEHIEHUE 3A U3ITBJIHEHMUE (EC) 2018/...HA CbBETA

oT ...

32 BbBeKJaHe HA MEPKH 32 KOHTPOJI 110 OTHOLIICHHE HA HOBOTO NCUX0AKTHBHO BELECTBO
N-(4-Ppayopodenni)-2-meTmii-N-[1-(2-pennnern)nunepuanH-4-nj)nponaHaAMuI

(4-pryopon3o0yTHpHI(PEHTAHUIT)

CHBETHT HA EBPOITEMCKHA CBIO3,
Karto B3e nmpensua Jloroeopa 3a pyHkuuonupaneTo Ha EBponeiickus cbio3,

karto B3e npensua Pemenne 2005/387/T1BP va CrBeta ot 10 mait 2005 1. oTHOCHO 0OMeHa Ha
uH(OpMaIs, OL[EHKATa Ha PUCKA ¥ KOHTPOJIa BbPXY HOBHTE ICUXOAKTUBHU BellecTsa, u mo-

crienuanHo wieH 8, maparpad 3 oT Hero,
KaTo B3€ MpPEABU/ ITPEUIOKEHUETO HA EBponelickaTa KoMucus,

KaTo B3€ MMPEIBUJI CTAHOBUILETO Ha EBponeiickus mapaament?,

1 OB L 127,20.5.2005 r., ctp. 32.
2 OBC,,crp..
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KaTo nMa npeaBumi, 4uc:

(D) B cvotBercTBHE € uneH 6 oT Pemenune 2005/387/I1BP Ha u3BbHpeAHO 3aceaHue B
pasumupeH cberaB Ha Hayunata komucus Ha EBponeiickus eHThp 32 MOHUTOPUHT Ha
HApKOTHIIM U HAPKOMAHUU Oellle M3rOTBEH JOKJIaJ 32 OLIEHKa Ha PHCKa OTHOCHO HOBOTO
TICUXOAKTHBHO BemecTBO N-(4-myopodenn)-2-metun-N-[ 1 -(2-peHuneTnn ) munepuanH-
4-mn) mpormanamu (,,4-gryoponzo0yTupriadeHTaHmI ), KOUTO Oelie u3npaTeH Ha

Komucusrta u Ha CeBera Ha 14 HoemBpu 2017 T.

2) 4-pyopon300y TUpMI(PEHTAaHUIBT € CHHTETHYECH OIHAT, YUATO CTPYKTYpa € CXOJHA C Ta3H
Ha ()eHTaHWJIa — KOHTPOJMPAHO BEIIECTBO, IIMPOKO U3IOJI3BAHO B MEJUIIMHATA KATO
JOI'BJIHEHHE KbM 00I1aTa aHEeCTe3Hs 10 BpEMe Ha XUPypruyHa HHTEPBEHIMS U 32
oBna/isgBaHe Ha OoskaTa. CTpyKTypaTa My € ChIIIO TaKa CXO/HA C Ta3U Ha

anerwidenTanmia, akpuiowipenranuial u gpypanundenranuna’,

Pemenwue 3a m3nbnaenue (EC) 2017/1774 na CwBeta ot 25 centemBpu 2017 1. 32
BBBEXK/IaHE Ha MEPKH 3a KOHTPOJ Ha N- (1-dbenerunmunepuani-4-yl)-N-benunakpuiamug
(axpumonndenranmwn) (OB L 251, 29.9.2017 r., cTp. 21).

Pemenue 3a m3neimenne (EC) 2017/2170 va CoBeta ot 15 HoemBpu 2017 1. 3a BEBEKIaHE HA
MEpKH 3a KOHTPOI Ha N-penun-N-[ 1-(2-hermnern)nunepuaua-4-un | pypaH-2-kapOokcamu;g
(pypanundenranwmn) (OB L 306, 22.11.2017 r., cTp. 19).
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3)

“4)

4-iryopon3o0yTupmIpeHTaHWTBT € TOCThIIeH B Chlo3a Hail-Majako oT aBrycT 2016 . u e
OWJI U33€T B YETUPH IBP)KABU WICHKH, ChOOIIMIN 3a 001110 24 ciaydan Ha u33eMBaHe. Mima
BEPOSTHOCT J]a HE ca JIOKJIaIBaHH BCUUKHU CIIy4ad Ha OTKpHUBaHe Ha 4-
¢biryoponzo0yTHpmIIEeHTaH!UI, Thii KaTo 32 HETO HE Ce M3BBPIIBAT PYTUHHH MTPOBEpKH. B
MOBEYETO cirydau 4-Qiryopon300yTHpHIPEHTaHWIIBT € OWJ U33eT Mol popmara Ha Mpax,
HO € OMJI CBINO TaKa W33eMaH, MaKkap M B IT0-MaJIKa CTEIEH, U oA (opMara Ha TEYHOCT U
Ha TabneTku. OTKPUTHTE KOJIMYECTBA Ca OTHOCUTEITHO MajKH. ToBa oOcTosiTencCTBO 00aue
Clie/iBa J1a C€ THJIKYBA IIPH OTYUTAHE HA CHJIHOTO BB3JICHCTBHE, XapaKTEPHO 3a

(deHTaHMIHTE.

Enna nppxaBa wieHka e choOmIiIa 3a 16 CMBPTHH ciTydasi, MPU KOUTO UMa TIOTBBPJICHA
eKcro3uIus Ha 4-Gayopou3o0yTupmidgeHTanui. B MHOTO OT ciiy4yanTte Hapes ¢ 4-
¢ryoponzobyTrpmiiheHTaHnIa € OUI0 YCTAaHOBEHO HAIMYMETO U Ha APYTH HAPKOTHUIIH.
[pu Hait-manko 13 cMbpTHU ciydas 4-Qiryopon300y THPHIGEHTAHWITBT € TPUIHHIIT
CMBPTTa WM BEPOSITHO € AONPUHECH 3a Hesl. He ca mokiaBaHu OCTPpYU MHTOKCUKAIHH C
MOTBBPJICHA EKCIIO3UIIHS Ha 4-(iryopon3o0yTuprideHTanm1. BeposTHO € yact ot
CJlydauTe Ha MHTOKCHKAIIUU C HEJETAJIeH U3X0/ WIK Ha CMBPT, IPUUUHEHHU OT 4-
¢ryoponsobyTrpmiIheHTaH!II, ]a HE Ce OTKPUBAT WJIHM JOKJIAJABAT, ThH KaTo 3a 4-
(bayopon3o0yTHprIEeHTAaHNT HE C€ U3BBPIIBAT pyTUHHU IIpoBepku. CiryuyaiiHarta
excno3unus Ha 4-payopon300yTuprideHTaHIIT MOXKE Ja IPEICTABIIsABA PUCK 32
CITy>)KUTEJINTE Ha MPAaBOOXPAHUTEIHUTE OPTaHHU, IIEPCOHAIA 3a CIIEUIHA MTOMOIII,
MEIUIMHCKUS TIEPCOHAIT M IEPCOHAlIa Ha JIA00OPATOPUH 38 KPUMUHATIMUCTUYHN aHATU3H,
MEpPCOHAja B MOMICHCKHUTE CITY>KOH, KaKTO U 33 paOOTEIIUTE B 3aBEJICHHS 32 JINIIIABAHE OT

cBoOona.
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Hsma nadopMaryst 3a ygacTre Ha OpraHu3upaHaTa IpecThITHOCT B IPOU3BOICTBOTO,
pasnpocTpaHeHUeTo, Tpaduka 1 TocTaBKaTa Ha 4-Gayopon3o0yTupriipeHTaHIIT B
pamkute Ha Cpro3a. Beopeku ToBa, npeasu Gakra, ye TOH € OTKPUT B MPOOU Ha XEPOUH,
y4acTHETO Ha OpraHU3MpaHaTa IPecTHIIHOCT He MOXeE J1a ce u3kioun. Hannynara
uHpopmanus coun, uye 4-payopon3o0yTupriIEeHTaHWITBT CE MPOU3BEXKIAa B XUMUYHU
npennpuatus B Kutaid, HO € Bb3MOXHO U B paMKuTe Ha Cbl03a J1a ChIECTBYBAT

BB3MOXKXHOCTH 3a ITPOU3BOACTBOTO MY.

Wzrnexna 4-¢piryopon3o0yTHpriiheHTaHWTBT CE MPOAaBa OHJIAMH B MAJIKA KOJIMYECTBA U B
KOJIMYECTBA Ha €/Ip0, KaTO ,, XUMHKAJ 32 HAYyYHOU3CIIEI0BATEICKU LIETH ™ U KaTo
,,3aKOHEH'* 3aMECTHUTEN Ha HE3aKOHHHUTE ONMATH, OOMKHOBEHO 0] popMaTa Ha mpax, Ha
TEYHOCT (HarpuMep B TOTOBU 3a ynoTpeOda Ha3alHU CIIPEHOBE) WM BBPXY MOMUBATEIIHA
xapTus. JlaHHUTE OT CIIly4nTe Ha U33€MBaHe coyar, ye 4-Qryopon3o0yTupuapeHTaHUIbT
ce MpojiaBa U KaTo XepOMH Ha HE3aKOHHUS Ta3ap Ha OMHMATH MM € OTKPUT B CMECH C JIPYTH
OITMATH KaTo XepOuH 1 GypaHMI(PEHTAHUI, WK CE M3II0JI3Ba 32 HAalpaBaTa Ha
¢anmmpuKaTi Ha CHIIHO ThPCCHU aHANTETUIM U OeH30aMasenuH. [lopanu ToBa

MOJI3BATEIINTE MOXKE J1a HE 3HAAT, ue ynorpeOsBaT (peHTaHHII.

4-iryoponzo0yTupmiIpeHTaHMTHT HAMA TIPHU3HATA yIIOTpeOa B XyMaHHATA WU
BeTepHHapHaTa MenuiuHa B Chio3a, HUTO, KAKTO M3IJIEXK/1a, Ha IPYTH MecTa Io CBETA.
Hsama nannau, couerniu, ye 4-¢ayopon3o0yTHPUIPEHTAaHUTHT MOXKE Ja Ob/Ie U3MOI3BaH 3a

JPYTH IETTN OCBEH KaTO aHAINTHYEH peepeHTEH €TaIOH U 32 HAyYHHU U3CIICABAHUS.
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JIoKnaxbT 3a OIIEHKATa Ha PHCKa MOKa3Ba, Y¢ MHOTO OT BBIIPOCHUTE, CBBP3aHHU C 4-
(hmyopounzodyTupmideHTanuIa, MOPOJICHN OT JINTICaTa HAa JJAaHHU OTHOCHO PUCKOBETE 32
3IIPaBETO HA YOBEKA, PUCKOBETE 3a OOIIECTBEHOTO 3/IPaBE U COI[MATHUTE PUCKOBE, MOTAT
Jla TOJTyyaT OTTOBOP Ype3 MO-HaTaThIlIHA HAyYHOU3CIIeIoBaTesICcKa IeHHOCT. Bhipekn
TOBA HAIMYHUTE TAaHHHU U MH(POPMAIIUs OTHOCHO IOPOJCHUTE OT BEIIECTBOTO 37PAaBHU H
COILIMAJTHU PUCKOBE, C OTJIE]I CHIO TaKa Ha CXOJCTBOTO My ¢ (DEHTAHWII,
akpuiowigeHTaHmI ¥ GpypanuwideHTaHu, JaBaT JOCTAThYHO OCHOBAHHE 32 BHBEKIAHETO
Ha MEPKH 32 KOHTPOJI IO OTHOIIIEHHE Ha 4-(piyopon3o0yTupuiadeHTaHnia B paMKUTe Ha

Crr03a.

4-payoponzo0yTUpHI(PEHTAHIITBT HE € BITMCAH KAaTO MOJJIekKAI0 Ha KOHTPOJI BEIIECTBO
cbriaacHo EnnnnaTta koHBeHnus Ha Opranuzanusara Ha 00eIMHEHUTE HAIIUU TI0
ynoiiBanuTe Bemectsa ot 1961 r. unn KonBennusara Ha Opranu3anusiTa Ha 00eJUHCHHUTE
HAIMH 32 ICUXOTPONHHTE BemecTBa oT 1971 1. 4-¢diyoponso0yTrpuiiheHTaHUTBT
MOHACTOSIIIEM € ITPEeIMET Ha OlleHKa o cucTtemaTa Ha OpraHu3anusaTa Ha 00eIMHEHUTE
Haiuu ¥ Oerie pasrienad Ha 397°" 3acenanue Ha eKcriepTHATa KOMUCHS TIO
Hapko3aBucumoctutre kbM C30, koeto ce nposene ot 6 1o 10 HoemBpu 2017 r. B XKenena.
Toga He e npeuka ChIO3BT J]a B3EME PEIIICHUE 32 BbBEXK/IaHE HA MEPKH 32 KOHTPOJI TI0

oTHoleHne Ha 4-¢ryopon3o0yTupuideHTaHHIIA.

Twii KaTO celleM IbpXKaBH WICHKH KOHTpoiHpat 4-hiayopon3o0yTupuideHTaHmia
CBIJIACHO HAIIMOHAIHOTO CH 3aKOHO/ATEJICTBO 32 KOHTPOJ Ha HAPKOTHUIIUTE, a TIEeT
IbP>KaBU YICHKH IO KOHTPOJHMPAT B CHOTBETCTBHE C IPYTO 3aKOHOIATEIICTBO,
BBBEXKJIAHETO TI0 OTHOIICHHE Ha 4-(yopon300yTUPIIPEHTAHWTBT HA MEPKH 32 KOHTPOJI
B pamkuTe Ha Chro3a OM JONPUHECIIO J]a ce U30eTHe MosiBaTa Ha MPEeYKu Npu
TPAHCTPAaHUYHOTO CHTPYJHHUUYECTBO B MPABOOXPAHUTEIIHATA U ChJcOHaTa 06acT u Ou

MOMOTHAJIO 32 MPea3BaHe OT PUCKOBETE, IOPOICHH OT HAJTMYMETO U yIoTpedaTa My.
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C Pemrenne 2005/387/TIBP ce npeaocTaBsT H3MIBJIHATETHH TpaBoMonus Ha ChBeTa C el
Ha paBHHuIETO Ha Chro3a 1a ce ocurypu Obp3a 1 OCHOBaHA Ha €KCIIEPTHO MHEHHE PEaKIys
Ha 0sIBaTa Ha HOBH TICHXOAKTHBHU BELIECTBA, OTKPUTH U TOKJIAJIBAHH OT ABPIKABUTE
YJICHKH, Ype3 BbBEXKIAHETO 110 OTHOIICHNE HA TE3U BEIECTBA HA MEPKH 32 KOHTPOJI B
nenust Crio3. Thif KaTo yCnoBHUATa U IPOLIEAYpaTa 3a YIPAKHIBAHETO HA TE3H
M3IBIHUTEITHE IPABOMOIIHS Ca M3ITBIIHEHH, CIIeBa Aa Obae IPUETO PELICHHUE 3a
M3IBJIHEHUE C 1eN Aa ObAaT BbBEICHH MEPKHU 32 KOHTPOJI MO OTHOIIECHHE Ha 4-

¢bryoponzobytupmidentanuia B pamkure Ha Cbro3a.

Hanus e ooBbp3ana ot Pemenne 2005/387/I1BP u mopaau ToBa yyacTBa B IpUEMaHETO U

MpUJIaraHeTo Ha HACTOSIIIIOTO pelieHue, ¢ KkoeTo ce npuiara Pemenue 2005/387/T1BP.

Wpnangus e o6Bbp3ana ot Pemenue 2005/387/I11BP u nopaau ToBa y4acTBa B IpUEMaHETO

U TIPUJIaraHeTO Ha HACTOSLIOTO PeUIeHue, ¢ KoeTo ce npuiara Pemenne 2005/387/T1BP.

O6ennHEHOTO KpaAJICTBO HE € 00BBp3aHo oT Pemenue 2005/387/TIBP u mopaau ToBa He
yd4acTBa B MPUEMAHETO M MPUJIATaHETO HA HACTOSIIOTO PEIICHUE U HE € OOBBP3aHO OT

HETO, HUTO OT HCTOBOTO IIpHJIaraHe,

I[NPUE HACTOAIIIOTO PEILIEHMUE:
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Ynen 1

BbBekaat Mepku 3a KOHTPOJ B paMkuTe Ha Chl03a 110 OTHONICHNE HAa HOBOTO TICHXOaKTHBHO
BeecTBo N-(4-duyopodenun)-2-metuit-N-[ 1-(2-penunerun)nunepuiui-4-un)nponanamMmu (,,4-

¢bryoponzo0yTrpmiIpeHTaHUI ).

Ynen 2

Jo... [enHa roanHa OT AaTaTa Ha MyOJMKyBaHE HA HACTOSIIOTO pEIICHHUE] TbPKaBUTE WICHKU
B3e€MaT B ChOTBETCTBHUE ChC CBOETO HAI[MOHAIHO MPAaBO HEOOXOJMMHUTE MEPKH 32 BHBEKIAHE T10
oTHOIIeHHE Ha 4-(Pyopon3o0yTHpUIPEeHTaHIT Ha MEPKHUTE 32 KOHTPOJI U HaKa3aTeTHOIPAaBHUTE
CaHKIIMH, TIPEIBU/ICHH B HAIIHOHATHOTO UM 3aKOHOJATEJICTBO B CHOTBETCTBHE ChC 3abKEHUATA
uM, nponstudaimy ot Exnaaara koHBeHIus Ha OpraHu3anysiTta Ha 00eJMHEHUTE HAIHH 10

ynoiiBamuTe BeniectBa ot 1961 r., uamenena c I[Iporokona ot 1972 r.
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Ynen 3

Hacrosiioto pemienue Bin3a B cujia B JIeHs ciiel] MyOnukyBaneto My B Oguyuanen 6ecmiuk Ha

Eeponetickus cvio3.
Hacrosmoro perienue ce npusiara B CbOTBETCTBUE € JloroBopure.

CocraBeno B bprokcen Ha ...

3a Cveema

IIpeoceoamen
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