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II

(Ipdéerc yia ™y 10x0 twv onoiwv dev anarteitar dnpooicuot)

EINITPOITH

AITIO®AYTH THX EIITPOITHX
¢ 2a¢ lovNiov 1999

yia tpomonoinon ¢ andgacne 94/269/EK yia tov kadopiopd tov edikdv Opov mov Sitmouv Tig
e1oayoyic npoioviev alieiag kar vdatokalMépyeiac katayoyrns Koloppiag

[kowomomveioa umd Tov apdpd E(1999) 1826]

(Keipevo mou mapoveiaier evdiagépov yia tov EOX)

(1999/486/EK)
H EMITPOINH TON EYPQITAIKQON KOINOTHTON, (3) O €lval GKOTIHO VO EVOPHOVIOTEL TO KEIIEVO TG amOQAsTS
' 94/269(EK pe To Keijtevo Twv MAEOV TPOCYATLV AMOPACEWY

Exovtag unoyn: ¢ Emtpomis yia tov kadopiopd tov edikdy Opev mou

' ' o ' ditmouv i elcaywyés mpoidvtwv aleiag kar udatokaNAiép-
™ oudikn ya Ty idpuon T Eupenaikig Kowomrag, YEWG KATAYOYTG OPLOPEVAY TPITOV XOPOY:
my OSWYiS‘ 91/493/E9K Tov XUPBOU?\iOUy me 22ag IPUMO}) (4) ot T pétpa mou mpoPAEmoviar TV TaApoOUsA ATOPACT|
1991, nepi kaJopPIOHOU TWY UYELOVOHIKGOV KAVOVOV Ot onotot dié- gval UPPOVA JIE T YVORT TG HOVIING KTVIATPIKNG EMi-
mouv TV mapayeoyr kat T dwadeon oty ayopd aNEUTIKGOV oG,
npoiovtwv ('), oneg tpononoudnke Teevtaia and v odyia 97/
79[EK (), kat diwg 0 apvpo 11,
EKTI]J.(bV’[aC EEEAQXE THN ITAPOYZA AIIOOAXH:
(1)  ou 1o apdpo 1 g anogaons 94/269/EK g Emtpomnng, )

e 8n¢ Anpthiou 1994, yia kadopiopod Tov edikdy Opev Apdpo 1

ToU SIEMOLV TIG E10AYWYEG TIPOIOVTLV aMelag kat udatokal-

Mépyeag katayoyne Kolopfiag (%), onwg tponomou|inke H andgaon 94/269[EK tpomomoterrar w¢ e&fic:

tehevtaia and v andgaor 96/31/EK (%), avagéper ot o 1. To apdpo 1 avuxadiotatar and to axdhovdo «keipevo:

Ministerio de Salud — Division de Alimentos eivar 1) ,

appodia apyn omv Koloppia yia v egakpipwon kar moto- «Apdpo 1

moinon oV Yeyovotog f"“ 0 ”PO{('WW “)\ld?‘g at To Instituto Nacional de Vigilancia de Medicamentos y Ali-

udatokaNhigpyeag mnpoty mi¢ anartoeis e odnyiag 91/ mentos (Invima) eivar 1 appodia apxr otnv Kolopfia yia my

493[EOK- ekakpifwon kar motonoinon Tou yeyovotog OTL Ta mMPOidvTa

, , , , ahelag kat udatokal\iEpyelag TANPOLV TG amaLTtioeLs e 0d-
(2 om, peta tov avaoynpatiopo e kufépviong e Kolop- viag 91/493/EOK.»

Piag, appodia apyn yia v £kdoon uyelovopk@v motonot]-
TIKOV yia aMeutikd mpoiovta dev elvan mAgov to Ministerio

de Salud — Division de Alimentos a\\d To Instituto , i i , ,

Nacional de Vigilancia de Medicamentos y Alimentos 2. To apdpo 2 avukadiotatar and T akdhovdo Keipevo:

(Invima), ko |('m n ‘véa aut) apyn a'wall Kavn yua Y Apdpo 2

anoteeopatiky enahndevon TG €QAPHOYHG Twv &v 1oyUt

VooV OTL gtval, ©g &K ToUToU, avaykaio va tpororomdel 1 Ta mpoiovta alielag kar vdatokalépyelag kataywyrnc Kolop-

ovopaoia TG appodiag apyns mou avagEpetal oty ano- Piac mpémer va mAnpolv Toug akoloudoug Opoug:

gaon 94/269[EK: 1. ke amooTOA TpEMEL Vo GUVOdEUETAL AMO TIPOTOTUTO
T30 2491991 o 15 UYEIOVO[IKO  TIOTOTOW|TKO,  apWunuévo,  OedvIwg
8 EE L 24 me 30.1.1998, . 31. OUUTANPOUEVO, | MiEpOJIVia Kat uToYpagr), o oToio mpé-
() EE L 115 mc 6.5.1994. 0. 38. Tel va amoteNeital and &va povo QUANO, olpguva pe To
() EEL 9 mc 12.1.1996, o. 6. UMOEIYHA TOV GUVIUPEVOU TIOPOPTIHATOG A-
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2. Ta TPOIOVTA MPEMEL VA TIPOEPXOVTAL MO EYKEKPIIEVES €YK 3. To mapaptpa A avuikadiotatal anod TO GUVIHUEVO TapapThpcL
TAOTACELG, MAOLA-EPYOOTAOLL, PUKTIKEG QMOVNKES 1] KOTOYE-
ypappéve mAola-yuyeia TOU EUQAIVOVIAL OTO GUVIHLEVO Apdpo 2

napaptpa B , . . . .
H mapoloa andgaon ameuduvetar ota Kpatn peN.

3. pe efaipeon v mepintwon Tev YUdNY KateyuypEveoy alieu-
TIKGY TIPOIOVIWY TOU TPOOPIlovVTaL Yio TV TOPACKEUT Bpuééheg, 2 Touhiou 1999.
dampnuévey Tpogipwy, ONes oL cuokevaoies mpimel va
ogpouv pe avetitha otoryeia ™ Aégn KOAOMBIA, kadag TNa v Emtpor)
Kat Tov apipod yKpLong/VoAOynonG TG EyKATAGTAGT|S, TOU
mAolou €pyOOTaGio, THG YUKTIKNG amovnKig 1 Tou mAolou-
yuyelou mpog\euong.» Méoc ¢ Emtponc

Franz FISCHLER
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ITAPAPTHMA

JIAPAPTHMA A

YITEIONOMIKO ITIXTOITOIHTIKO
yia ta npoidvta aheiag kar vdatokal\igpyeiag katayoyns Koloppiac mov mpoopilovrar yia v Evpoendixi Kor-

votta, £xt0¢ ano ta Sidvpa paldxia, Ta exvodeppa, ta Xrtovoloa (oupoxopdetd) kar ta Jaldceia yacteponoda vnd
owdrmote popen ka1 av supickovar

APW. AVAPOPAG: +veeeieeiieieieeie e

Xdbpa anootole: KOAOMBIA

Appodia apyr: Instituto Nacional de Vigilancia de Medicamentos y Alimentos (Invima)

I Xtoeia avayvopiong ToV aMEUTIKOV TPOIOVIOV
— Tleprypagn tou mpoiovtog aheiac/udatokalhiepyetag (1):
— EiO1 (EMOTNHOVIKI) OVORAGLA): - evteeetettie ettt et et ettt ettt et e e e e et e et e eeaneeeen
— Tapouciaon Kat TPOTOG EMEEEPYAGIAG ()1 ...evunniiin ittt ettt
— KOBIKOG APITHOC (EVOENOHEVIIG): vttt ettt et et et

— BAB0G GUOKEUBIOLAG . ve et ettt e e e et e e e e e e e e e e e

II. Katayoy Tov aMEUVTIKOV TPoidvVIev
Ovopaoia(-eq) kar appoc(-o) emionung éykpiong ™G (twv) eykatdotaonc(-ewv), Tou (twv) mhoiou(-wv), ¢ (twv)
YUKTIKNG(-0V) anodnkne(-av) 1 tou (tev) mhoiou(-wv)-puyeiou(-ov) mou €xouv eykpiel and to Invima yia egaywyr mpog v
Euponaik Kowdtnra:

. Tpoopiopdc TOV AMEVTIKOV TIPOIOVTOV

Ta ahevtikd mpoiovta anooteM\ovtat

DTTOL ettt ettt et et et e et et e e
(tonog anootohric)
TIPOG! ettt ettt et ettt et ettt et ettt ettt et e et et eane
(xopa Kat TOmog MPoopIoHov)
HE TO €ET)G HETAPOPIKO LEGOT .eveevtet ettt e e ettt et et et et et e e e et et e et e et e e e e e eeane
'Ovopa Kat SIEVIUVOT) TOU AMOOTONEIG: ...eeueiiineiiit ettt ettt ettt e et et e et e e e e e e en
'Ovopa Tou MapaNmT Kat SIEVDUVOT) OTOV TOTO TAPONGPTIG: «evvneernetrieett ettt ettt ettt e e et e e et e et e e e eeaies

(") Awypayate ™y meprrm évoeiln.
() Zovra, oe yobn, kateyuypéva, alinaota, Kamviotd, o kovoepfa KAM.
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IV. Yyeiovopikr motomnoinen

O enionpog enewpnic emPefarbver OTL Ta GMEUTIKA TPOIOVTA TOU TIEPTYPAYOVTOL AVGTEPW:

1. adievmkav kot unofAndnkav e enekepyaoieg eni v mAolwV GURQOVA L1E TOUG KaVOVES UYIEVS mou kadopilovar and
v odnyia 92/48/EOK:

2. ekgoptadnkav, unofdnkav oe enefepyacia kai, evOeXOpEVHC, CUOKEUAOTIKAV, TAPAOKEVAOTIKAY, HETAMOWINKAV, KOTO-
YUXONKav kat anoyUxdnkav Kat anodnKeUTKav CUHQOVE HE TOUG KAVOVEG UYIEWVIG KAl OTA TAQLOLL TOV QAT 0LV TGV
kavovev II, 1T kat IV tou mapaptipatog e odnyiag 91/493/EOK-

3. unofMdnkav oe uyelovopkoUs ehéyxoug oupguva pie To kepdhato V Tou mapaptipatog g odnylag 91/493/EOK:

4. GUGKEVAGITKAV, TPOCOLOPIOTIKE 1) TAUTOTITA TOUG, anodnkeUTnkav Kat petagépdnkav oUpgova pe ta kepdhaa VI, VII
kar VII tou mapaptipatog me odyiag 91/493/EOK-

5. dev mpoépyovtal and ToCikd €idn 1 €dn mou mepigyouv Protokives:
6. ™POUY T OPYAVOANTTIKY, TAPAGITONOYIKG, XNHIKA 1 pikpoPlohoyikd kprirpia mou Kadopilovtar yia opLopéves Katnyo-
piec aNievTik@v mpoioviey and v odnyia 91/493/EOK kar TG ano@aces egappoyrg.

O unoyeypappévog emionpog emenpntic dnhover ot &xer Mafer yvoon tev Swtdfewv e odnyiag 91/493/EOK, g
odnyiag 92/48/EOK kar g amdgaons 94/269/EK.

EYIVE OT ooviiii 3 TV e
(Tomoc) (Hpepopnvia)
.: Enionpun L
. oppayida (): .
'x '»’ Ynoypagn Tou enionpou emdewpr (1):

(Ovopa pe kegahaia, Tthog kar 10T TOU UNOYPAPOVTOG)

(") To xpopa ™G ogpayidag kai TG UTOYPAQPNG TPEMEL Vo €ival dIAPOPETIKO amd TO XPOHA TV GGV GTOEILY TOU METONOTIKOU.»



