PET'JIAMEHT (EO) Ne 750/2001 HA KOMUCHUSTA
ot 18 anpua 2001 ronuna

3a u3MeHeHue Ha npuioxenue |l kpm Permament (EMO) Ne 2377/90
Ha CbBeTa 32 yCTAaHOBSIBAHE HA MAKCHMAJITHO JONMYCTHMH I'PAHUIH HA OCTATHYHH
BeIeCTBA OT BETEPUHAPHOMEAUIMHCKH MPenapaT B XPaHU OT KUBOTUHCKHU
MPOU3XO0/

(Texer ot 3Hauenue 3a EUII)

KOMUCHUSTA HA EBPOITIEMCKUTE OBIIIHOCTHU,
KaTo B3e npensua JJorosopa 3a ch3gaBaneto Ha EBporeiickaTa oOUIHOCT,

karo B3e npensua Permament (EMO) Ne 2377/90 na CoBera ot 26 ronu 1990 r. 3a
ompenensHe Ha mnpoueaypa Ha OOIIHOCTTa 3a YCTaHOBSIBAHE Ha MAaKCHUMAaJHO
JOMyCTUMH TPAHHUIIM HA OCTaThUHH BEIIECTBA OT BETEPHUHAPHOMEIUIIMHCKH TperapaTH
B XPaHH OT JKMBOTHHCKM MPOM3XOJX , MOCHEAHO H3MeHeH ¢ Permament (EO) Ne
749/2001 na Komucusita 2, M B YaCTHOCT 4ICHOBE 7 U 8§,

Karo uma npensun, ue:

(1) Corinacao Permament (EMO) Ne 2377/90 TpsiOBa MOCTENEHHO Ja CE& ONMPEICTIST
MaKCHMAJIHO JIOMYyCTUMHUTE TPAHUIM HAa OCTaThbYHH BENIECTBA 33 BCHYKH
(apMaKoJIOTUYHO aKTHBHH CyOCTaHIINH, KOUTO ce n3noimsBaT B OOIIHOCTTA 3a BiaraHe
BbB BETCPHHAPHUTE JICKAPCTBEHW CpPEACTBA, TpEIHA3HAUYCHH 3a IKUBOTHHUTE,
M3I0JI3BaHH 32 XpaHa.

(2) MakcumanaHO JOMYCTUMH TpaHWIM HAa OCTaThYHM BEIIECTBA MOraT Ja ce
OmpenensT camMo ciel KaTto KoMmMHTeThT 3a BeTepHHAapHU JIEKAPCTBEHH CPEICTBA
nperjena BCHYKH HEOOXOAMMU JaHHH, CBbP3aHH C 0€30MacHOCTTa Ha OCTATBIUTE OT
CHOTBETHOTO BEUIECTBO MO OTHOIIECHHE HAa OTPEOUTENNTE Ha XPAHUTEIHU TPOJIYKTH OT
KUBOTHHCKHM TIIPOU3XOA MW C BJIHMAHHCTO Ha OCTAaTbYHUTE BCIIECCTBA BbBPXY
NPOMHUIIIICHATa IpepaboTKa Ha XPaHHTE.

(3) IIpu ompenmensHETO Ha MAaKCHUMAJIHO JOMYCTHMHUTE TIPaHUIM HA OCTATHYHHUTE
KOJIMYCCTBA OT BECTCPUHAPHOMCIUIIMHCKU IMPOAYKTH, CBAbpKAIIKW CC€ B XPAHUTE OT
KUBOTHHCKH MPOU3XO0J € HEOOXOIMMO J]a ¢€ TI0CoYaT KUBOTUHCKUTE BHUJIOBE, Y KOUTO
MOKEC Ja MPUCHCTBAT OCTAaThbYHU KOJIMYCCTBA, HUBATA, KOUTO MOXE Oa CC NPUCHCTBAT
BbB BCSIKa OT CHOTBETHHTE MECHU TBHKaHU, TMOJIYyYEHU OT TPETHUPAHOTO KUBOTHO
(mpumienTHa THKaH), KAaKTO M €CTECTBOTO HAa OCTAaThYHOTO KOJMYECTBO, KOETO €
MOAXOJIANIO0 32 MOHHMTOPUHTa Ha OCTAaThUHUTE KOJIMYECTBA (MApKEpHO OCTAaTHUHO
BEIIIECTBO).

(4) 3a ocbliecTBsIBaHE KOHTPOJIA HA OCTAThUHHUTE KOJHUYECTBA, CIIOPE] ChOTBETHOTO
3aKoHOAATeNCTBO Ha OOIIHOCTTAa, OOMKHOBEHO CJIE/IBA J1a CE OMPEACNSAT MaKCHMAITHO
JOMYCTUMH TPAHUIM HAa OCTAaThYHHUTE KOJUYECTBA 3a MPHUIEIHUTE ThKAaHU HA YEPHUS

OB L 224, 18.8.1990 T, ctp. 1.
2 Bk ctp. 32 ot Hacrosmus Oguyuanen 6ecmuux.

32001R0750 — LIITP — penakTupan



npo0 u ObOpenuTe; KaTo UMa MpenBu, 4e, MPH MEKAYHapoIHATa ThPrOBUS YEPHUST
apob u OBOpenuTe 4ecTo ce OTCTPAaHABAT OT TPYIMHOTO MECO, MAaKCUMAIHO JOIYCTUMH
TPaHUIM HA OCTATHYHUTE KOJMYECTBA ClI€J[BA BUHATU Jla CE ONpPENEeNAT ChIIO U 3a
MYCKYJIHAaTa U MacTHaTa ThKaH.

(5) Tlo oTHOlIEHHE HA BETEPUHAPHOMEIHIIMHCKUTE MPOJYKTH, MpEAHA3HAUCHH 32
ynorpebda Mpu MNTULIHU-HOCAYKH, MJICKOJAWHU >KUBOTHH WJIM MEJOHOCHHM ITYeNd
MaKCHMaJHO JIOMyCTUMU TPaHULIM Clie[Ba Ja ObJIaT OMPE/IENICHN ChIIO Taka U 3a sAila,
MJISIKO U MEJI.

(6) AnermiacanuumiaoBaTa KHCENIMHA, aleTWICAIMIUIoBaTa KucenuHa DL-musum,
KaJIUEBUAT KapOacanmaT(ypes IUTFOC KaJll[UeB aleTHICATUIIAT) W HATPHECBUSAT

aneTUICAIMIIIAT TPsAOBa aa ce BkiaovaT B npuioxkenue Il kpm Permament (EMO) Ne
2377/90.

(7) Crnenpa na ce mpenBUAN OCTAThUCH CPOK MPEIH BIM3aHE B CHJIA HA HACTOSIIHS
pernmamMeHT, 3a Ja MoOrarT [Ibp>KaBUTE-WJIEHKHU Jla BHEcaT HYXHHUTE KOPEKIUH B
pa3penMTeTHUTE 3a MyCKaHEe Ha Ma3apa Ha ChOTBETHUTE BETEPUHAPHOMEIUIIMHCKU
MIPOJIYKTH, YUUTO pa3pelIuTenHu ca Ounu u3ganenu cbraacHo Jupextuna 81/851/EMO
Ha CwBera °, mocneano usmenena ¢ JJupexrusa 2000/37/EO na Komucusra 4

(8) Mepkure, TPEABUACHH B HACTOSAIIMS pErJIAMEHT, Ca B ChOTBETCTBHE ChHC
CTaHOBUIIETO HA IIOCTOSSHHNSA KOMUTET 11O BETEPUHAPHU JIEKAPCTBEHU CPEICTBA,

I[TPUE HACTOAILMA PETJTAMEHT:

Ynen [

[Tpunoxenne II xkem Permament (EMO) Ne 2377/90 ce u3MeHs B ChOTBETCTBHE C
IIPUJIOKEHUETO KbM HACTOSIILUS PETJIAMEHT.

Ynen 2

HacrosmusaT periameHT BiM3a B CHJa OT TPETUS JIEH, CJeJBalll JIeHS Ha HEeroBOTO
nyonukyBaHe B Oguyuanen eéecmuux nHa Eeponetickume obwHocmu.

Toii ce mpuiara oT mecTaeceTus JIeH, CJIeBaIl AeHS Ha HETOBOTO MyOJIMKyBaHe.

HaCTOSIHH/ISIT PErIIaMCHT € 3aABJDKUTCIICH B CBOATA IAJIOCT UM € MPAKO IIPHIIOKHUM BBHB
BCHUYKH OABPrKABHU-UJICHKU.

CscraBeno B bprokcen Ha 18 anpun 2001 roguna

3a Komucusama
Erkki LIIKANEN
Ynen na Komucuama

*0OBL317,6.11.1981 r., cp. 1.
OB Ne L 139, 10.6.2000 r., ctp. 25.
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1IPHJIO’KEHUE

[Tpunoxenue Il kbm Pernmament (EMO) Ne 2377/90 ce u3MeHs, KakTo clie/[Ba:

2. OpranvyuHu CheUHEHUS

®apMaKoIOrM4HO aKTUBHO(M)
cyoctanmusi(m)

JKuBotuncku Bua

Hpyru cbo0paskeHust

L, ALICTUIICATUIIMIOBA KUCEIIMHA
Acetylsalicylic acid

T'oBena
CBuHE

ITunera

Jla He ce ynotpe0OsiBa npu
KUBOTHH, YHETO MIISKO €
IIpEIHAa3HAYEHO 3a KOHCYyMalust
OT YOBEKa

Jla He ce ynotpeOsBa npu
KUBOTHH, YMHTO SiiIa ca
npeHa3HaYeHU 32 KOHCYMaIUs
OT YOBEKa

AHGTI/IJIC&JII/IIII/IJIOBa KHCCIINHAa
DL-mu3un
Acetylsalicylic acid DL-lysine

T'oBena
CBuHEe

IIunera

Jla He ce ynotpe0OsBa npu
KUBOTHH, YHUETO MIISKO €
IpeHa3HaYeHO 32 KOHCYyMallus
OT YOBEKa

Jla He ce ynotpeOsBa npu
KUBOTHH, YMHTO SiiIa ca
npeHa3HaYeHU 32 KOHCYMaIUs
OT YOBEKa

Kanuues kapbacanat (ypes+
KaJIIMEB alleTUIICATHIINIIAT)
Carbasalate calcium

T'oBena
CBuHe

ITunera

Ja He ce ynoTpebsiBa npu
KUBOTHH, YAETO MIISIKO €
NpeHa3HAYeHO 3a KOHCYMaIus
OT YOBEKa

Ja He ce ynotpebsiBa npu
JKMBOTHH, YUHUTO SHIIA ca
NpeHa3HAYeHN 32 KOHCYMallus
OT YOBEKa

HanI/IeB aneTuJcaJannuuiaTr
Sodium acetylsalicylate

T'oBena
CBuHEe

TTunera

Ja He ce ynoTpebsiBa npu
KUBOTHH, YAETO MIISIKO €
IpeHa3HaYeHO 3a KOHCYyMaIus
OT YOBEKa

Ja He ce ynotpebsBa npu
JKMBOTHH, YHHUTO SHIIA Ca
MpeJHa3HaueHH 3a KOHCYMaIHs
OT YOBEKa”
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