PETJIAMEHT (EO) Ne 1879/2001 HA KOMUCHUSATA
ot 26 centemBpu 2001 ronnna

3a u3mMeHeHue Ha npujoxkenne Il kbm Persmament (EMO) Ne 2377/90 na ChBera
OTHOCHO YCTAHOBSIBaHe Ha nmpoueaypa Ha O01uIHOCTTA 32 onpe/ieJisiHe HA
MAaKCHMAJIHO JONYCTUMHTE IPAHUIIM HA OCTATHYHM BelleCTBA OT
BeTePHMHAPHOMEIUIMHCKYU MPOAYKTH B XPAHUTE OT KUBOTHHCKH MPOU3XO0/

(Tekct ot 3Hauenne 3a EUII)
KOMUCHSTA HA EBPOIIEMCKUTE OBIIHOCTHU,

KaTO B3€ IIPCABU/ I[0r0B0pa 34 Cb3JaBaHCTO Ha EBpOHeﬁCKaTa O6H.[HOCT,

karo B3e mpeasBua Permament (EMO) Ne 2377/90 ma CwBera ot 26 tonu 1990 r. 3a
YCTaHOBSIBAHE HA OOIIHOCTHA MpOIleIypa 3a ONpeaeisiHe Ha MaKCUMAIIHO JAOMYCTUMHTE
TPaHULIM Ha OCTAaThYHH BEIIECTBA OT BETEPUHAPHU JICKAPCTBEHU CPEACTBA B XPAHUTE OT
KHBOTHHCKH Tipomsxox (1), mocmenHo m3MeHeH u jonbineH ¢ Permament (EO) Ne
1680/2001 na Komucwusira (2), Y B YaCTHOCT WICH 7 U 8,

KaToO uMa npCaBu, 4c:

(1) Coraacuo Permament (EMO) Ne 2377/90 TpsiOBa MOCTENEHHO Ja C€ OIpenessT
MaKCHMaJTHO JONMYCTHMH TpPAaHWIM Ha OCTAaThYHU BEIIECTBA OT BETCPUHAPHU
JIEKapCTBEHU CPEICTBA 32 BCHYKH (HapMaKOJIOTUYHO aKTUBHU CYOCTaHIIMU, KOUTO Ce
u3non3Bar B OOIIHOCTTa 3a BJIaraHe BHB BETEPUHAPHUTE JIEKAPCTBEHU CPEICTBA,
MpeIHa3HauYeH! 3a )KUBOTHUTE, U3MOI3BAaHU 32 XpaHa.

(2) MakcuManHO JONYCTUMU I'paHUIM Ha OCTAThYHM BEILECTBA MOTaT Jia ce€ ONpeaessaT
camo ciefi kaTo KoMUTeTBT 3a BETEpUHAPHM JIEKAPCTBEHH CPEICTBA IPEriieia BCUYKU
HEOOXO/JMMHU JaHHHU, CBBP3aHH C O€30macHOCTTa Ha OCTAaTBhLIMUTE OT CHOTBETHOTO
BEIIECTBO 3a MOTPEOUTENs] Ha XpaHU OT >KUBOTMHCKU MPOM3XOJ U C BIMSHHUETO Ha
OCTaThYHHTE BEILECTBA BHPXY MPOMHUIIIEHATa ITpepaboTKa Ha XpaHUTE.

(3) HpI/I ONpCACIIIHCTO HA MAKCUMAJIHO JOIMYCTUMHU TI'paHUIM HAa OCTAaThbYHU BCHICCTBA
OT BECTCPHUHAPHU JICKAPCTBCHU CPCACTBA B XPAHUTEC OT )KUBOTUHCKHU IMPOU3XO/J CJICABa J1a
CC YTOUHAT XUBOTHUHCKUTC BHUAOBC, B KOUTO TC3U OCTATHbYHU BCHICCTBA MOraT Aa CC
CbAbpXKAaT, JOOMYCTHMHUTE HHBA 3a BCAKa OT MCCHUTC TbKaHH, IIOJIYYCHHU OT
06pa6OTCHOTO JKHBOTHO (HpI/II_ICJ'IHa T’bKaH), KakKTO N €CTCCTBOTO Ha OCTaTbYHOTO
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BEIIECTBO, HEOOXOAMMO 332 KOHTPOJIA HA OCTAThUHUTE BEIIECTBA (MApKEPHO OCTATHYHO
BEIIIECTBO).

(4) 3a ocwlecTBABaHE Ha KOHTpPOJA BBPXY OCTAaThUHHUTE BeIecTBA TpsAOBa aa ce
OIIpEJIETIAT, Bb3 OCHOBAa Ha 3aKOHOJATENCTBOTO Ha OOIIHOCTTa MO Ta3u MaTepHs,
MaKCHMAaJTHO JOIYCTUMHTE TPaHUIM Ha OCTaThYHHU BELIECTBA IJIABHO 3a IMPUICITHUTE
ThKaHHW, YepHUs ApoO0 wimu OnOpeunte. YepHusar npod u OBOpennTe dYecTo ce
OTCTpaHABaT OT KJIAHWYHUTE TPYIOBETE, KOWUTO ca TNpeIMeT Ha MEKIyHapOoaHA
TBHPrOBUS, W TIOPAIM TOBA CHILO CJIE/BA J1a CE OMPEACIAT MAaKCUMAJHO JOMYCTHMHTE
TPaHMIM 32 MYCKYJTHHUTE WIA MAaCTHUTE ThKaHU.

(5) B ciyyas Ha BeTepMHApHU JIEKAPCTBEHHW CPEICTBA, MPEIHA3HAYCHH 32 ITHIIH
HOCA4yKH, 32 )KUBOTHHU B JIAKTAL[MOHEH MEPUOJ WM 32 MEJOHOCHH MYEIIH, CIEBA CHILO
Jla ce OmpenessiT MakKCUMaIHO JONYCTUMUTE TpaHUMLM Ha OCTaThbYHM BEILECTBA 3a
siAraTa, MIIKOTO MM MEJa.

(6) Buramun A TtpsioBa nma ce Bkimoun B Ilpunoxkenue |l kM Permament (EMO) Ne
2377/90.

(7) CnenBa na ce mpeaBHIIM JIOCTaThUeH CPOK IMPEIU BIM3aHETO B CHJIA HA HACTOSIIUS
periaMeHT, TMpe3 KOWTO JIbpP)KAaBUTE-WICHKH Jia BHECAaT HEOOXOIMMHUTE IPOMEHH,
NpeJBUI PA3MoOpeOUTe HAa HACTOSIIMS PETIAMEHT, B pa3pellicHHsITa 3a ITyCKaHe Ha
mazapa Ha CHOTBETHUTE BETEPUHAPHU JIEKAPCTBEHH CPEICTBA, W3/IaBaHU CHIJIACHO
HupextuBa 81/851/EMO na CnBeta (3), MOCJIEIHO U3MEHEHA U JO0IbIHEHa ¢ [upekTuBa
2000/37/EO na Kommucusra (*).

(8) Mepkute, TpeABUACHH B HACTOSIIMS pPETJIaMEHT, Ca B CHOTBETCTBHE ChC
cTtaHOBUIIETO HA [IOCTOSTHHUSA KOMUTET 3a BETEpUHAPHHU JIEKAPCTBEHU CPECTBA,

[TPUE HACTOAIMA PETJTAMEHT:

Ynen 1

[Tpunoxenue |l kem Permament (EMO) Ne 2377/90 ce u3mMeHs W [0mbiIBa B
CHOTBETCTBHE C MPHIOKCHUETO KbM HACTOSIINS PETIAMEHT.

Ynen 2

HacrosimusaT persiaMeHT BiM3a B cCuila OT TPETUs JEH, CIEJBAll JEHS Ha HErOBOTO
nyonukyBane B Oguyuanen eecmuux na Eeponetickume obwHocmu.

(®) OB Ne L 317,6.11.1981 r..c. 1.
(Y) OB Ne L 139, 10.6.2000 r.,c. 25.
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Toii ce mpuiiara OoT MeCTACCETHA ACH, CIICABAII ACHA HA HETOBOTO HY6HI/IK}7B3HG.
HaCTOHH_II/IHT PErIIaMCHT € 3aABbJDKUTCIICH B CBOsATA IAJIOCT U € IMPAKO IIPUIIOXKHUM BBHB
BCsSKa AbprKaBa-4JICHKaA.

CncTtaBeHo B bprokcen Ha 26 centemBpu 2001 ronuna.

3a Komucuama
Erkki Liikanen
Ynen na Komucuama
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1IPHJIO’KEHUE

[Tpunoxenue Il kbm Permament (EMO) Ne 2377/90 ce u3meHs U JOMBJIBa, KAKTO CJICBA:

2. Oprann4Hu ChEeIUHECHUS

dapmMaKoIOTHIHO JKUBOTHUHCKH BHIOBE Hpyru paznopenou
AKTUBHO/M BEIIECTBO/a
,,BuTaMuH A Bcwuky )xuBOTHH,
W3M0JI3BaHU 32 XpaHa”
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