PET'JIAMEHT (EO) Ne 749/2001 HA KOMUCHUSTA
ot 18 anpua 2001 ronuna

3a u3MeHeHue Ha npuioxenue |l kpm Permament (EUO) Ne 2377/90
Ha CbBeTa 32 yCTAaHOBSIBAHE HA MAKCHMAJTHO JONMYCTHMH I'PAHUIH HA OCTATHYHH
BeIeCTBA OT BETEPUHAPHOMEIUIIMHCKH MPEeNnapaTH B XPaHU OT KUBOTUHCKHU
MPOU3XO0/

(Texer ot 3Hauenue 3a EWII)

KOMUCHUSTA HA EBPOITEMCKUTE OBIIIHOCTHU,
KaTo B3e npensua JJoroBopa 3a ch3naBaneto Ha EBporeiickaTa oOUIHOCT,

karo B3e npensua Permament (EMO) Ne 2377/90 na CobBera ot 26 ronu 1990 r. 3a
ompenensHe Ha mnpoueaypa Ha OOIIHOCTTa 3a YCTaHOBSIBAHE Ha MAaKCHUMAaJHO
AONIYCTUMHU I'paHUIM HA OCTATBhYHHU BCUICCTBA OT BCTCPUHAPHOMCIANIMHCKHA ITpCIIapaTn
B XPaHH OT KMBOTHHCKH NPOM3XOX ', TOCTEAHO H3MeHeH ¢ Permament (EO) Ne
2908/2000 na Komucusita 2, M B YACTHOCT WICHOBE 7 U 8§,

Karo uma npensun, ue:

(1) Ceorinacao Permament (EMO) Ne 2377/90 TpsiOBa MOCTENEHHO Ja C& ONMPEICIIST
MaKCHUMajHO JIOMMYCTUMHUTE TpaHUIM 32 BCHUYKM (HapMaKOJOTUYHO aAKTUBHH
cyOCTaHIIMM, KOUTO Cc€ u3Mmoi3BaT B paMkure Ha  OOIIHOCTTa  BBB
BETEPUHAPHOMEUIIMHCKN MPOAYKTH, NpeAHa3HAa4eHW 3a ynorpeda NpHU >KUBOTHH,
OTIJISKIAaHH 32 TPOM3BOJICTBO HA XPaHHU.

(2) MakcumanaHO [ONMYyCTUMUTE TPAHHMIM CJe[Ba Ja CE ONPENeNiAT caMo Clel
pasriiexnane, B paMkute Ha Komurera Mo BeTepMHAPHOMEIMIMHCKH IMPOAYKTH, Ha
sIata nHGOpMaIHs, OTHACAIIA ce 10 Oe30IIacHOCTTa Ha OCTAThYHHUTE KOJIMYECTBA OT
CHOTBETHOTO BEIECTBO 3a MOTPEOMTENS HAa XPaHU OT JKMBOTHHCKU TPOU3XOI H JIO
BIMSHUETO HA OCTAaThYHUTE KOJMYECTBA BBHPXY NPOMHIIJICHATA TMpepadoTKa Ha
XpaHHUTE.

(3) IIpu ompenmensHETO Ha MAaKCHUMAJIHO JOMYCTHMHUTE TIPaHUIM HA OCTATHYHHUTE
KOJIMYCCTBA OT BECTCPUHAPHOMCIUIIMHCKH IPOAYKTH, CBAbpXKaIM CE€ B XPAaHUTE OT
KUBOTHHCKH MPOU3XO0J € HEOOXOIMMO JIa c€ TI0COYaT KUBOTUHCKUTE BHUJIOBE, Y KOUTO
MOKEC Jia MPUCHCTBAT OCTAaThbYHU KOJIMYCCTBA, HUBATA, KOUTO MOXE Oa CC NPUCHCTBAT
BbB BCSIKa OT CHOTBETHHUTE MECHHU THKaHU, TOIYyYEHU OT TPETHPAHOTO KHUBOTHO
(mpumienHa THKAH), KAKTO M €CTECTBOTO HAa OCTAaThYHOTO KOJMYECTBO, KOETO €
MOAXOJIANIO0 32 MOHHMTOPUHTAa Ha OCTAaThUHUTE KOJIMYECTBA (MApKEpHO OCTAaTHUHO
BEIIIECTBO)

(4) 3a ocbliecTBsIBaHE KOHTPOJA HA OCTATHUHHUTE KOJIMYECTBA, CIOPEA ChOTBETHOTO
3aKoHOAATENCTBO Ha OOIIHOCTTAa, OOMKHOBEHO CIIE/IBA Ja CE€ OMPEACNSAT MAaKCHMAIIHO
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JONYCTUMM TPAaHULM HA OCTATHYHMUTE KOJMYECTBA 3@ MPULEIHUTE ThKAaHU HAa YEPHMUS
npob6 u 6BOpeunTe; KaTo UMa MPEaBUJ, Ye, MPU MEKIyHAPOJIHATA ThPrOBUS YEPHUSIT
napo0 u OBOpernHTe YecTo ce OTCTPaHABAT OT TPYMHOTO MECO, MAKCUMAITHO JIOIMYCTHMHU
TPaHUIM HAa OCTAaThUHUTE KOJIMYECTBA CJE€/Ba BUHArM Ja C€ OMpPENeNsAT ChIIO U 3a
MYCKyJIHaTa U MacTHaTa ThKaH.

(5) TIlo oTHOmIEHWE HAa BETEPUHAPHOMEIMIIMHCKHTE MPOIYKTH, NpPEJAHA3HAUCHH 32
ynotpeba Npu NTULIU-HOCAYKH, MJICKOJAHHM >KMBOTHU WJIM MEIOHOCHM ITYeld
MaKCHMAJIHO JOITyCTHMU I'PaHUIM Clie/iBa Ja ObJaT ONpEAEICHH ChIIO Taka U 3a fiila,
MJIIKO U MeLL.

(6) TuamuIaTbT M HATPUCBHUAT THOMEHTAT TPAOBa 1a ce BKIOYAT B mpuiiokeHue 11
kbM Permmament (EMO) Ne 2377/90.

(7) CrnenBa nia ce mpeaBUAN IOCTAThUCH CPOK IMPEIH BIM3aHE B CHJIa HA HACTOSIIHS
permamMeHT, 3a Ja MoOrarT [Ibp>KaBUTe-WJIEHKHU Ja BHecaT HYXHHUTE KOPEKIUH B
pa3penMTeTHUTe 3a MyCKaHEe Ha Ma3apa Ha ChOTBETHUTE BETEPUHAPHOMEIUIIMHCKU
MPOAYKTH, YUUTO paspemutesnu ca Owin usnagenu JupextuBa 81/851/EMO nHa
CbBeTa °, OCIEHO H3MEHEHA C Hupextusa 2000/37/EO na Komucusita 4

(8) MepkuTte, TpPEABUACHH B HACTOSIIMS PErVIAMEHT, ca B CBOTBETCTBHE ChHC
CTaHOBUIIETO Ha [IOCTOSITHHMS KOMUTET IO BETEPUHAPHHU JIEKAPCTBEHU CPE/ICTBA,

[TPUE HACTOAIMA PETJIAMEHT:

Ynen 1

[Tpunoxenne II xem Permament (EMO) Ne 2377/90 ce u3MeHs B CHOTBETCTBHE C
MIPHIOKCHUETO KbM HACTOSIIIINS PETIIAMEHT.

Ynen 2

HacrosmusaT pernameHT BiM3a B cuUjla Ha TPETHs JEH, CJe/ABalll JIeHS Ha HErOBOTO
nyonukyBaHe B Oguyuanen secmuux na Eeponeiickume obwrocmu.

Toli ce mnpumara, CUMTaHO OT INECTAECETUs [I€H, CJEABal] JEHS Ha HEroBOTO
myOJIMKyBaHe.

HaCTOSIHH/ISIT PErIIaMCHT € 3aABJDKUTCIICH B CBOATA OAJIOCT M € IMPAKO IPHIIOKHUM BBHB
BCHUYKH OABPrKABHU-UJICHKU.

CscraBeno B bprokcen Ha 18 anpun 2001 roguna

3a Komucusama
Erkki LIIKANEN
Ynen na Komucuama
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1IPHJIO’KEHUE

[Mpunoxenne Il xpm Pernament (EMO) Ne 2377/90 ce u3mMeHs, KakTo cieqBa:

2. OpranvuHu CheUHEHUS

dapMaKoIOrMuHO AKTUBHO(M)
cyocTanmusi(u)

JKuBotuncku Bun

Hpyru cbo0paskeHust

,» | MaMHIIaI
Thiamylal

Benuku npoayktuBHM 003aiiHUIIM

Camo 3a HHTPABCHO3HO IIpUJIaraHe

Harpues tnonenran
Thiopental sodium

Benuku BU0BE IPOJYKTUBHU

JKNBOTHH

Camo 3a UHTPaBEHO3HO NpuJaraHe”
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