PEHHIEHUE HA KOMHUCUSATA
ot 2 1014 1999 rogpuna

3a u3MeHeHue Ha Pemenne 95/269/EO na Komucusita 0THOCHO onpee/isiHeTO Ha
CIelMAJTHH YCJI0BHS, PeryJMpaiiyd BHOCA HA PUOHYU NPOAYKTH U MPOAYKTH OT
aKBaKYJTYpH ¢ npousxoa ot Koaxymous

(Homughuyuparno noo ooxkymenm Ne C(1999) 1826)

(Tekcer ot 3Hauenue 3a EUII)

(1999/486/EO)

KOMUCHSITA HA EBPOIIEMCKUTE OBIIIHOCTH,
kato B3¢ npensua JloroBopa 3a cb3naBane Ha EBpomneiickara oOIIHOCT,

kato B3e npeasun dupextusa 91/493/ENO na CoBera ot 22 romu 1991 r. oTHOCHO
olpeieNIsiHe Ha 3/I[paBHUTE U3UCKBAHMsI 32 IPOM3BOICTBOTO U ITyCKAHETO Ha a3apa Ha
PHOHH IIPOYKTH, TIOCTIEHO M3MeHeHa ot JlupekrnBa 97/79/EO Ha ChBera 2, u T10-
crenuanHo wieH 11 ot Hes,

1) xaro uma npeaBuj, 4e B wieH 1 ot Pemenue 97/269/EO na Komucusita ot 20 1oHH
1997 roayHa OTHOCHO ONPEAENISIHETO Ha CIEUUATHH YCIOBHUS, PEryJIMpalid BHOCA Ha
PHOHH TIPOYKTH 1 IPOAYKTH OT aKBAaKY/ITYPH ¢ MPOH3Xox oT Konym6us®, mocienso
n3mereHo ot Pemenne 96/31/EOQ?, koero mocousa ue Ministerio de Salud — Division
de Alimentos npejcraBnsBa KOMIIETCHTHUST oprad Ha KomymOwusi, KOWTO ce 3aHMMaBa
C TIPOBEpKaTa M yI0CTOBEPSIBa ChOTBETCTBHETO HA PUOHHUTE MPOIYKTH U MPOAYKTUTE
OT aKBaKyJTypH ¢ U3ucKkBaHuATa Ha Jupextusa 91/493/EN0O;

2) KaTo MMa MpPEABHI, Y€ B PE3yiTaT OT PECTPYKTYPUPAHETO Ha KOJYMOHIHCKOTO
NPABUTEIICTBO KOMIIETCHTHHAT OpraH 3a 3JpPaBHUTE CEPTU(PHUKATH 3a PUOHUTE
npoaykTu ¢ npomeHer ot Ministerio de Salud — Division de Alimentos Ha Instituto
Nacional de Vigilancia de Medicamentos y alimentos (Invima), kaTo To3u HOB OopraH
€ B CbCTOsSHHME e(EKTUBHO Ja TpPOBEpsBa NPUIATaHETO Ha JICHCTBAIIOTO
3aKOHOJIATEJICTBO; KaTo MMa TPEJBUJ, Y€ BCIEJACTBUEC Ha TOBA € HEOOXOAMMO Ja ce
BHECAT CHOTBETHUTC M3MCHCHHS B HAMMCHOBAHHMETO HAa KOMIIETEHTHUTE OpraHH,
nutupanu B Pemenne 94/269/EO;

3) Karo MMa MpeABH, Y€ € MOJXOJAIIO Jia CE XapMOHU3Mpa TEKCTHT Ha PenieHue
94/269/EO na Komucwusita ¢ TeKCTa Ha HEOTAaBHA MPUETUTE pereHus Ha Komucusra,

1 OB L 268, 24.9.1991r., ctp. 15.
20B L 24, 30.1.1998 r., ctp. 31.
OB L 183, 11.7.1997 r., cp. 21.
*OBL9Y,12.1.1996 r., ctp. 6.
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B KOHTO ca (OpMYJIHpaHHU CIEIUATHUTE YCIOBHUS, PErylUpalld BHOCA Ha pPUOHH
MPOJYKTU U MPOJIYKTU OT AKBAKYJITYPH, TPOU3XOKIAIIHN OT HAKOU TPETH CTPAHH;

4) xaro ¥MMa TpEeABHJ, Y€ MEPKHTE, NPEABHUICHU B HACTOAIIOTO PEIICHUE, ca B
CBOTBETCTBUE ChC CTAHOBUILETO Ha I10CTOSTHHUSA BETEpUHAPEH KOMUTET,

PEIIN:
Ynen 1

B Pemenune 94/269/EO na Komucusra ce BHACAT CIEIHUTE U3MEHECHUS:
1. YUnen 1 ce 3aMeHs CbC CIEIHUS TEKCT:
), Ynen 1

Instituto Nacional de Vigilancia de Medicamentos y alimentos (Invima) e
KOMIICTCHTHHUAT oOpraH Ha KomymOust 3a TmpoBepsiBaHE U YAOCTOBEpsIBAHE Ha
CHOTBETCTBHUETO HA PHOHM MPOJYKTH U MPOAYKTH OT aKBAKYJITYPH C M3MCKBAHUATA Ha
Hupextusa 91/493/EMO na CobBera.*;

2. UseH 2 ce 3aMeHs ChC CIIEHUS TEKCT:
., Ynen 2

PubHuTE NPOAYKTH M MPOJIYKTUTE OT aKBAKYATYpH ¢ npousxon oT KomymOus tpsabsa
Jla OTTOBAPSAT HA CIEJIHUTE YCIOBHSL:

1. BCsiKa IIpaTKa TpH6Ba aa 6’[>I[e MNpUAPYKECHA C HOMCpUpPAH OPUTMHAJICH 31PAaBCH
CCpTHq)HKaT, HaJJIC)KHO IIOIIBJIHCEH, IIOAIIMCAaH, I[aTI/IpaH U CBbCTAaBE€H OT C¢€aHa-
CAWHCTBCHA CTpaHUIld, B CbOTBECTCTBUEC C IMOCOUYCHUSA 06pa3eu B ITPUTIOKCHUC A 10~
zomy;

2. TWpoxyKTUTE TpsibBa Aa ca OT OJNOOpPEeHUTe MpeanpusaTHs, Kopadbu-hadpuky,
XJIQJWITHY CKJIAZI0BE WIIM PETUCTPUPAHU XJIAAUIHH KOopaOu, N30pOCHU B CIIUCHKA KbM
npuioxenue b no-gomny;

3. ¢ M3KJIIOYEHHE Ha CIy4YauTe Ha 3aMpa3eHH pUOHM MPOJYKTH B HACUITHO ChCTOSIHUE,
IIPEeHA3HAYEHU 3a IPOM3BOJCTBOTO HAa KOHCEPBUPAHM XPAHH, BCUYKU OIIAKOBKHU
TpsiOBa Ja chabpKaT aymara ,,KomymOus” u HoMepa Ha ol00peHue/perucTpanus Ha
OpEANpUsATHETO, Kopala-3aBOJ, XJAJWJIHUS CKJIaJ WIM XJIQAUIHUs Kopa® Ha
MIPOU3XO/JI, U3MUCAHU C HE3aTMYUMHU OyKBH.”

3. HpI/IHO)KCHI/IC A ce 3ameHs ¢ MMPUIIOKCHUCTO KbM HACTOAIIUA JOKYMCHT.

Ynen 2

AIIpCC&TI/I Ha HACTOAMIOTO PCHICHUC Ca NbPIKABUTC-YJICHKU.

CncraBeno B bprokcen Ha 2 ronu 1999 roauna.

3a Komucusma
Franz FISCHLER

Ynen gsa Komucusra
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1IPHJIO’KEHUE

L IIPUJIOKEHUE A
3JIPABEH CEPTU®UKAT

3a puOHM NPOAYKTH U MPOAYKTH OT aKBAKYJITYpH ¢ npou3xoa or Koaymous,
U NpeHa3HA4YeHu 32 u3HoC B EBponeiickaTa 001IHOCT, ¢ M3KJIIOYEHUE HA
JABYYEpPYym4ecTH MeKOTeJIN, 001J0KO0KH, IIUNECTH U MOPCKH KOPEMOHOTH MO/
KaKBaTo M J1a e popma

PedepeHTer No.....ooovvveeiieeieeeeee,

Crpana - uznpamau: Korym6us

Komnerentna Bmact: Instituto Nacional de Vigilancia de Medicamentos y
alimentos (Invima)

|. JanHu, 1IeHTH(UIIHPALIH TPOIYKTHUTE
Onucanue Ha puOHUS TIPOAYKT WM MIPOIYKTA OT aKBaKyJITypHSZ

- BUJI (HAyYHO HAMMEHOBaHHUE):

- NpejCTaBsIHE HA MPOAYKTA M BUIA 00paboTKa’

I1. Ipou3xoa Ha NpOaAYKTHTE:

s HeHy)KHOTO CC 3a4UCpKBa.

6 )KI/IBI/I, oxXJIaA€HH, 3aMpa3CeHu, OCOJICHHU, MYIICHU, KOHCEPBUPAHU.
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Nme(umena) wu odunuaneH HoMep(HOMepa) Ha 0400peHOTO(000peHHTE)
npeanpusaTHe(IpeapusaTHsI) 0T MHHHCTEPCTBOTO Ha 3/IpaBEOIa3BaHETO 33 M3HOC
B EBPOTIEHCKATA OOIIIHOCT: .. .veiiiiieiiiieiiiiesitee st e sttt e e e s e e nnnee e

I1l. MecToHa3HAYeHHE HA POAYKTHTE!

[TPOIYKTHUTE CE MBIIPALLIAT OT...eeuvveeurieureareerueeanseenueesueeaseessseenseesnseenseessseanseesnsesnseesnne

(cTpaHa U MeCTOHa3HAYCHUE)

CbC CIICAHUA BUI TPAHCIIOPT:

IV. 3npaBHa aTecTauus

OdunuamHusIT UHCIIEKTOP C HACTOSIIOTO YAOCTOBEPSIBA, Y€ MOCOUEHUTE MO-Tope
PpUOHM MPOJTYKTH UM MPOAYKTH OT aKBAKYITYpH, ca:

1. Ounu ynoBeHH M 0OpabOTEHHM HA MOPCKU CBIOBE B CBHOTBETCTBHE ChC
3/paBHUTE MpaBuia, ycraHoBeHH B Jupextusa 92/48/ENO;

2. OunM pa3ToBapeHH, OOpabOTEeHHM U, KOraro € NPUIIOKUMO — OIAaKOBaHH,
MOATOTBEHU, TPEPadOTEHH, 3aMPa3eHU, Pa3MPaA3CHU U ChXPAaHSIBAHU XUTHEHUYHO
IIpY CIla3BaHE Ha U3MCKBaHMATA, mocoueHu B riasu I, 11 u IV ot npunoxenuero
kbM Jupextusa 91/493/ENO;

3. OwinM TMOAJOXEHM Ha 3/paBeH KOHTPOJ B CBHOTBETCTBME € IaBa V OT
npuiiokenueTo kbM upektusa 91/493/ENO;

4. 6unu ONaKoBaHU, MAapKUPAaHU, CbXPAaHEHU U TPAHCTIOPTUPAHU B ChOTBETCTBUE C
rnaBu VI, VII u VIII ot npunoxenuero kbm Jupextuna 91/493/EN0O;

5. He MPOU3XO0XKAAT OT TOKCUYIHHU BUIOBC UJIN BUAOBC, ChbAbpPrKallU 6I/IOTOKCI/IHI/I;

6. 3a0BONUTENTHO ca TPEMHHAIH OPTraHOJNENTHYHHUTE, Iapa3uTOIOTHYHH,
XUMUYHH U MHUKPOOHMOJIOTUYHU TNPOBEPKH, YCTAHOBEHH 3a HSAKOM KaTerOpHH
pubHu npoxaykrtu crnopen dupextusa 91/493/EMO u peuieHusara no npuiaaraHeTo
178

JonynoanucaHusT OQUIMAICH WHCIEKTOp C HACTOSMIOTO JeKJIapupa, 4e ¢
3ano3Har ¢ pasnopenoure Ha Jupextusa 91/493EMO, dupextuna 92/48/EVO u ¢
Pemenune 97/269/EO.

ChDCTABEHO Buvvvurieierrieeeeneeeeeeeeeeeeeneeeeenenans & 7 TR
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Odunuanen

neyar’ (ITogmuc Ha odurmamTHUS I/IHCHCKTOp)3

(Mme ¢ rmaBHU OYKBH, JUTHKHOCT U KBaTU(UKaAIKs HA MOANNCBAIINA)”

7
]_[BCT’I)T Ha ne¢4yara v rnoamnuca TpH6Ba Jla ¢a pa3jinyHu OT TO3U HAa APYTUTEC JaHHU B CepTI/I(l)I/IKaTa.
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