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31999R0804
17.4.1999 OQUIIVATIEH BECTHUK HA EBPOITEVICKUTE OBIIIHOCTM L 102/58

PE[TTAMEHT (EO) Ne 804/1999 HA KOMUCUATA
ot 16 anpun 1999 roguna

3a u3Menenue Ha npunoxenns I, IT u III koM Permament (EMO) Ne 237790 Ha ChBeTa OTHOCHO YCTaHOBSIBAHE
Ha npouenypa Ha OOLIHOCTTA 32 ONpefelisiHe Ha MAKCMMATTHO Oy CTHMITE IPAHMIM HA OCTATHYHM BeILeCTBa
OT BETEPUHAPHOMENNIMHCKM NPOOYKTN B XPAaHUTE OT 2KMBOTUMHCKM IPOU3XO0[Y

(Tekct ot 3HaueHue 3a EMII)

KOMMCHATA HA EBPOTIEVICKUTE OBIIIHOCTH,

Kato B3e npemsun Jloropopa 3a cb3maBaHeTo Ha EppomeiickaTa
00LIHOCT,

Karo 3e npesu Pernament (EVO) Ne 2377/90 Ha CpBera 0T 26 10HNM
1990 r. OTHOCHO YCTaHOBsIBaHe Ha IpoLiefypa Ha OOIIHOCTTA 3a Ompe-
IensiHe Ha MaKCMMAITHO IOMyCTMMUTE TPAHUINM Ha OCTaTBYHM Bellle-
CTBA OT BETEPUHAPHOMEIVMIUVHCKY IPOIYKTU B XPaHUTE OT XKVUBOTHH-
cxu ponsxox (1), nocrento u3meHet ¢ Permament (EO) Ne 5081999
Ha Komucusra (2), u nmo-crenmayiHo ieHoBe 6, 7 u 8 0T Hero,

KaTO MMa TpefIBIH, ue cbriacHo Permament (EMO) Ne 2377/90, mak-
CHMaJIHO MOIYCTMMWUTE TPAaHMIM Ha OCTATBUHM BelIeCTBA TpsOBa
TMOCTENEHHO M1a ce OMpENeNaT 3a BCUUYKM u3nomssanu B ObuHOCTTa
(apMaKoNornuHO aKTMBHM CyOCTAaHIMM, yHOTPeOsIBAHM BbB BETEPH-
HApHM JIEKAPCTBEHN CPEICTBA, NMPEHA3HAYEHN 32 KUBOTHM, M3IONI-
3BaHY 3a XPaHa;

KaTo ¥Ma MpeIByIl, Ye MaKCUMAJIHO IONyCTUMUTE TPaHMUIM Ha OCTa-
TBHUHM BEIIECTBA MOXKeE [1a Ce ONPENIeNAT efiBa cilefl KaTto KoMuTeTsT 3a
BeTEPUHAPHOMEIMIMHCKITE MPOIYKTH Mpernefa BCUUKM JaHHY, CBbp-
3aHM C 0e30MaCHOCTTA Ha OCTATBLMTE OT CHOTBETHOTO BELIECTBO 10
OTHOLICHME HA MOTPEOMTENINTE HA XPAHUTEIIHU TPOLYKTU OT KMBO-
TUHCKM NIPOU3XO ¥ C BIMAHMETO Ha OCTaTHUHMTE BELIECTBA BBPXY
POMMIUIEHATa IpepaboTKa Ha XPaHUTE;

KaTo ¥Ma MpeBUI, Ye 3a ONpENeNHETO Ha MaKCUMAIHO HOIYCTUMU
TPaHMLM Ha OCTaTHUHM BELIECTBA OT BETEPUHAPHM JIEKAPCTBEHM CPefl-
CTBa B XPaHMTE OT XKMBOTMHCKM MPOM3XOJ CIIENBA Ja CE ONpENeNsT
KMBOTUHCKUTE BUIOBE, B KOMTO MOXKE J1a C€ OTKPUAT OCTaThUHY Bellle-
CTBa, HOITYCTUMUTE HMBA OCTATHUHM BEIIECTBA 32 BCAKA OT CLOTBETHUTE
MEeCHM TBKaHU, NONyYeH! OT 00paGOTEHOTO KMBOTHO (IpHULETHA
TbKaH), KaKTO ¥ €CTECTBOTO Ha OCTATHYHOTO BEWIECTBO, HEOOXOMMMO 3a
KOHTpOJIA Ha OCTATbYHNTE BEWIECTBA (MAPKEPHO OCTATHYHO BELIECTBO);

KaTO MMa IIPElIBAUIL, Ye 33 KOHTPOJIa Ha OCTAThUHNTE BELIECTBA, ChOO-
Pa3HO CBOTBETHOTO 3aKOHOAaTencTBo Ha OOHOCTTa, TpsiGBa MIa ce
OTIPENIeIIAT MAKCUMAITHO [IONYCTUMM TPAHMLM Ha OCTAThYHY BELIECTBA
ITIABHO 32 [IPULIETTHUTE ThKAH! OT YepeH Apol miu Gu0perys; Kato nMa
nipenBu obaue, ye YepHMAT Ipob 1 OBOpeLTe YeCcTo e OTCTPAHSBAT
OT KITAHWYHY TPYIOBE, KOUTO Ca IIPEIMET Ha MEKIyHAPOIHATA ThPIo-
BYSL M CTICIOBATEITHO TPsIOBA [1a Ce OIPEENST MAKCHMAITHO OMYCTHMN
TPaHMIM HA OCTATBYHM BEIIECTBA 3a MYCKYJIHMTE WIM MACTHUTE
THKAHI;

() OBL224,18.8.1990r., cTp. 1.
(» OBL60,9.3.1999 r., cTp. 16.

KaTo MmMa IpefaBun, 4e B Cilydas Ha BETEPMHAPHOMEOMUMHCKU IIPO-
JYKTH, IPEIHa3HAUYE€HN 3a ITUIM HOCAUYKMY, 3a 2KMBOTHM B JIAKTAalIMOHEH
nepmon n 3a MEJOHOCHU IY€ETIN, Tp}I6Ba J1a ce onpeneiaT MakCMMaJIHO
JOMyCTUMM I'paHMLINM Ha OCTaTbUYHM BELICCTBA U 3a sTiia, MIISIKO MU
MeIL;

KaTo MMa mpemsum, uye B mpurioxerue | xum Permament (EMO)
Ne 2377/90 Tpsibsa ma ce BKIIIOYAT TMHKOMULVH 1 HedTodyp;

KaTo uMa mpemsui, de B mpuoxenme Il xeM Permament (EMO)
Ne 2377/90 tpsibsa ma ce kiouar melissae aetheroleum, centellae
asiaticae extractum, CTPUXHUH, 1-MeTWI-2-IIMPOJIMIOH, €TaMCUIIAT,
CHUJTKOHA307T 1 LiedaleTpus

KaTo MMa TPEMBUI, Ye 3a Ma Ce TMO3BONM 3aBbPIIBAHETO HA HAYYHN
uacnensanust, B npunoxenne 11 koM Permament (EMO) Ne 2377/90
TpsibBa [1a ce Brirouart oxolinic acid, uedauerput 1 TMaMpEeHNKOT

KATO MMa MPEBII, Ue C LeN 3aBbpLIBAHE HA HAYYHM M3CIEIBAHMS,
ompenenenute B npuoxerne 11 koM Permament (EMO) Ne 2377/90
CPOKOBe 33 BaIMIHOCT Ha MaKCMMAITHO JTOMYCTVMMIL TPAHULM Ha OCTa-
TBYHY BELIECTBA OT HAGLVIMH ¥ LepampyH TPsiOBa [1a ce yIbIIKAT;

KaTO MMa TpeBUI, ue CIIefBa 1a Ce OTIyCHE MePUONl OT WIeficeT JHM
TIPEMIM BIIM3AHETO B CMJIa Ha HACTOSILMS PErSIaMeHT, 3a JIa Ce MO3BOIIN
HA [IbP2KABUTE-UIICHKH, TIPEBUII Pa3ropendyTe Ha HACTOSILIS Periia-
MEHT, [Ia IIPUBEIAT B ChOTBETCTBME Pa3pelleHMsTa 3a Npopaxba Ha
CHOTBETHUTE BETEPMHAPHOMEMIIMHCKY IIPOIIYKTY, M3HaJIeHN ChITIACHO
Hupexrusa 81/851/EVO Ha CobBera (3), nocieaHo n3meHeHa ¢ [Inpek-
iBa 93/40/ENO (4);

KaTo MMa MpenBuf, 4€ MEpKUTE, IMPEIBUACHN B HACTOALIMS PEITIaMEHT,
CbOTBETCTBAT HAa CTAaHOBMIIETO Ha [lOCTOSSHHMSI KOMMTET 3a
BETEPMHAPHOMEOMUVHCKUTE TIPOIYKTH,

[TPUE HACTOALLMA PEITIAMEHT:

Ynen 1
TMpunoxenns I, I u 11T kbm Pernament (EVO) Ne 2377/90 ce uamersit
CBITIACHO TIPUIIOKEHMETO KbM HACTOSIIINS pErflaMeHT.

Ynen 2

HacrosiwmsT persiameHT BImsa B cuiia Ha 60-s1 [IeH Crielt jatarta Ha
HeroBoto nybnukysane B Oduyuantug eecmuur Ha Eeponeiicrume
obuyHoCHL.

(}) OBL317,6.11.1981 ., c1p. 1.
(*) OBL 214, 24.8.1993 1., cp. 31.



03/r. 27

Oduumanen BectHuk Ha EBponeiickus cpros

231

Hacrostumsit permaMeHT € 3agbJIKUTENIEH B CBOATA UAIIOCT M C€ IIpyilara IPsSKO BBB BCUUKN
Ibp2KaBU-UJIEHKN.

CncraeHo B bprokcen Ha 16 ampun 1999 rogmna.

3a Komucuama
Martin BANGEMANN

Ynen Ha Komucuama
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