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PEITIAMEHT 3A V3ITBJIHEHME (EC) Ne 1359/2014 HA KOMUCHUATA
ot 18 mekemspu 2014 roguHa

3a M3MeHeHMe Ha mpwioxeHuero kbM Permament (EC) Ne 37/2010 BbE Bpb3Ka CbC cyGcraHumsra
TYaTPOMMUIMH

(TekcT oT 3Hauenme 3a EVII)

EBPOITEVICKATA KOMUCHA,
xaro B3e npensuy [lorosopa 3a $yHKUMOHMpaHeTO Ha EBpomericktst Chio3,

xaro B3e npemsun Permament (EO) Ne 470/2009 na Epomerickust mapnament u Ha CbBera oT 6 Mait 2009 r. OTHOCHO YCTaHOBSI-
BaHe Ha mpoleaypy Ha OBLIHOCTTA 3a OIpeleNsiHe Ha JOMYCTUMUTE CTOMHOCTM Ha OCTaThYHM KONMYECTBA OT apMaKONOTMYHOAK-
TMBHM CyOCTAHIMM B XPaHM OT >KMBOTMHCKM IPOM3XOM, 33 OTMsiHA Ha Permament (EVMO) Ne 2377/90 Ha CbBeTa U 3a M3MeHeHMe
Ha [lupekrusa 2001/82/EO Ha Esponeiickusi napnament 1 Ha Cbera u Ha Permament (EO) Ne 726/2004 na Esponeiickus
naprnameHT 1 Ha CbBera ('), M mo-crenmanHo wieH 14 BbB BPb3Ka ¢ WieH 17 oT Hero,

KaTO B3e IPEIBIL CTAHOBMILETO Ha EBpOIeiicKaTa areHLyst 1O JIeKapcTBaTa, M3TOTBEHO 0T KoMuTera 1O JieKapcTBeHUTe IPOILyKTI
3a BeTepyMHApHA yroTpeDa,

KaTo MMa Ipensun, ve:

(1)  MakcumanHo IOMYCTMMMUTE CTOMHOCTH Ha octaThunmte Kommuectsa (,MICOK®) 3a papMaKonornyHOAKTMBHM CyOCTAHLMN,
IIpe[IHA3HAYeHY 3a M30M3BaHe B Cbi03a BbB BeTePMHAPHOMEIMIMHCKY TPOIYKTH 33 KMBOTHM, OTITIEXKIAHM 32 NPOU3BOLI-
CTBO HA XpaHM, WM B OMOLMIM, M3MONM3BAHM B KMBOTHOBBICTBOTO, Ca ONpefereHM B choTBercTBUe ¢ Pernament (EO)
Ne 470/2009.

(2)  (apmaxonornunoakTMBHUTE CyOCTaHIMM M TAXHATA Kiacudukanus no otHomernne Ha MIICOK B xpaHu oT XMBOTMHCKH
TIPOM3XONI Ca MOcodYeHN B mpuioxennero keM Permament (EC) Ne 37/2010 na Komucusta ().

(3)  TloHacrosmeM cyOCTaHIIATA TYNAaTPOMMUMH € BKIOYeHa B Tabmuua 1 or mpumoxenuero kbMm Permament (EC)
Ne 37/2010 kato paspemreHa cyOcTaHLus 33 Ma3HMHA (KOXa M Ma3HMHA IIPU CBUHE), uepeH mpob u ObOpek mpu emsp
poraT mOGMTBK M CBUHE.

(4) B Espomeiickara areHuust o Jiekapcrsara Oe MOANeHO 3asBIEHME 33 M3MEHEHNe Ha CHILIECTBYBALIOTO BIMCBAHE 33 TyTla-
TPOMMLVIH.

(5)  KoMmutersT mo rekapcTBeHUTe MPONYKTM 3a BeTepyHApHa ymorpeba mpenopbua [a ObOaT M3MEHEHM NpUETHUTE MOHA-
CTOSILIEM CTOMHOCTM 33 JOIMYCTMMUS HHEBeH NPUeM Ha TYNAaTPOMMLMH, KakTo M fa Obme mpuera BpemenHa MICOK 3a
embp porar HOOMTBK ¥ CBMHE, Thil KATO AHATIMTMYHMAT METON 3 KOHTPON HAa OCTATbYHMTE BEIIECTBA NPY €Ibp POrar
[OOMTBK M CBMHE He € HOCTaTBUHO BarmumupaH 3a npemnoxenute MICOK. HembHoTaTa Ha HayyHMTe JAaHHM IO OTHO-
LIeHNe Ha BaIMAMPAHETO Ha aHAIUTMYHMS METOJl He IpPeACTaB/IsABa 3alllaXa 3a 3[IPaBeTo Ha YOBeKa.

(6) B cporsercreue ¢ uwien 5 or Permament (EO) Ne 470/2009 Espomeiickara areHumst 10 Jekapcrsarta TpsOBa fa pasriena
Bp3moxkHocTTa MIICOK, ycraHOBeHM 3a (apMakONIOTMUHOAKTMBHA CyOCTAHIMS B OIpEMENCH XPAHWTENeH MPONYKT, Ma
ObIaT M3MON3BAHM 110 OTHOMIEHME HA JPYr XPaHMTENCH MPOMYKT, MOMydYeH OT Chbuivis xyBoTuHcku Bum, wmn MICOK,
YCTaHOBEHM 3a (papMAKONOrMYHOAKTHBHA CyOCTAHLISI [IPU eIMH WM TOBeYe BUIOBE, 1a OBIAT M3MON3BAHM 32 IPYTU XKUBO-
THHCKY BUJIOBE.

(7) KomurersT 10 JIEKapCTBEHUTE IIPOHYKTU 3a BETEPVHApHA yHOTpe6a 3aKITIo4y, 4e 3a Tasn Cy6CTaHLU/IH €KCTparonauysTa 3a
Opyru XKNUBOTHY, OTITIEKIAHM 3a MPOU3BOLCTBO Ha XpaHM, HE MOXKE Ia 61)[16 nogxpereHa.

(8)  Cnenosarento Pernament (EC) Ne 37/2010 cnempa na ce u3Menn, 3a na kmousa spemeHHute MICOK 3a TymarpoMuims
IO OTHOIICHME HA eIpusi poraT JOOMTBK M CBMHETe, IIPUIOKMMM 33 MyCKYIl, KOXKa M Ma3HMHA, yepeH Apod u GbOpex.
Ornpenenenyte B Tabmuuara BpemenHn MIICOK 3a embp poraT mOOMTBK M CBUMHe CrlefBa [a Ce NMPMiaraT go 1 sHyapu
2015 .

(9)  Tlopamm ToBa Permament (EC) Ne 37/2010 crenBa 1a Gbe ChOTBETHO M3MEHEH.

() OBL152,16.6.2009r., ctp. 11.

(*) Permamenr (EC) Ne 37/2010 na Komucsra or 22 mekemspyt 2009 . OTHOCHO (papMaKOITOIMYHOAKTHBHNUTE CyOCTAHIIM U TSIXHATA KITACUQUKALIS
IO OTHONIEHN/E HAa MAKCHMAIHO IOMyCTUMMTE CTOMHOCTYM Ha OCTATBUHMTE KOJIMYECTBA B XPaHMTe OT XKMBOTMHCKM mpomsxom (OB L 15,
20.1.2010r., c1p. 1).
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(10)  LenechobpasHo e [a ce NMPeNBUIM PasyMeH CPOK, B KOITO 3aMHTEPECOBAHUTE CTPAHM [a MpEIIPUEMAT eBEHTYaIHNUTe
HeoOXO[MMM MepKy, 3a a ce cbobpassr ¢ Hosute MIICOK.

(11)  Mepkure, mpenBuueHN B HACTOSILMS PerimaMeHT, ca B ChOTBETCTBME ChC CTaHOBMIIETO Ha ITOCTOSHHNMS KOMUTET MO BeTepu-

HapHUTE JIEKApCTBEH! MPOLYKTH,

[TPUE HACTOALLVA PETTIAMEHT:

UYnen 1

Tpunoxennero kbM Pernament (EC) Ne 37/2010 ce u3MeHsl, KAKTO € IIOCOYEHO B NMPUIOKEHMETO KbM HACTOSILLMS PEITIaMEHT.

UYnen 2

Hacrosuuysar pernaMeHT BImM3a B Cuna Ha [BafeceTyiss HeH Clell [eHs Ha myOmukysaHeto My B Oduuuasen 6ectmHUR Ha
Eeponeiicrug cs103.

Toit ce mpwara or 17 despyapn 2015 rogmua.

Hacrosiumsar PEITIaMenT € 3abJIZKUTETIEH B CBOATA LIAJIOCT U C€ INpuiiara MpAKO BbB BCMUYKIM TbpKaBy
YJICHKI.

Cpcraseno B bprokcen na 18 mekemspu 2014 ronmHa.

3a Komucuama
Ipedcedamen
Jean-Claude JUNCKER



B tabmmia 1 ot npunoxeruero kbM Pernament (EC) Ne

ITPUTTIO2KEHME

37/2010 BumcBaHeTo 3a CyOCTAHLMATA TYIATPOMMULIMH Ce 3aMeCTBA ChC CIIENHOTO:

({apmaxonornuto- Hpyru pasmopenOu (B CbOTBETCTBUE C UileH 14, Tepanestnuna
aKTMBHA CyOCTaHLMS MapKepHo oCTaThuHO BelliecTso ARIBOTHECEN BifT0BE MICOK Mpuuieru ThKar1 naparpad 7 ot Permament (EO) Ne 470/2009) KIacuuraums
,TYJIaTPOMULIMH (2R,3S5,4R,5R,8R,10R,11R,12- | T'oBemma 300 pglkg Myckyn Ila He ce mpuiara mpy XKMBOTHM, OT KOUTO | AHTMMHEKLIMO3HN Cpef-
S,13S,14R)-2-etus1- ce moOMBa MISIKO, MpeNHA3HAYEHO 3a | CTBajaHTMOMOTHIN"
’ 200 pg/k M ’
3,5,8,10,12,14-xexcamermn-11- welke R KOHCYMaLlusl OT YOBEKa.
[[3,4,6-Tpumeokcu-3-(mameTua- 4500 pgfkg Uepen 1pod Cpokst Ha pevenute MICOK usmiua
MuHo)-f-D-Kkcuoxekcommpa- 3 000 pgfkg BsGpex wa 1 siyapu 2015 .
Ho3umn]okcu)-3,4,10,1 3-Tetpaxu-
HPOKCVI'11‘2KC3'6'333H“K”0HCH' Caune 800 pglkg Myckyn Cpoxkbr Ha BpeMennnte MICOK n3riya
TafieKaH- 1 5-0H, M3paseH KaTo na 1 savapu 2015 T
eKBUBATIEHT Ha TYTIATPOMULIH 300 pg/kg Koxa 1 Ma3HuHa B ecTe- yap
4 000 pgfkg CTBEH! IPONOpUMY
8 000 pg/kg Yepen 1pob
BnOpex
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