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Ap.Mpwt.:  133005/18, 133006/18
EAAHNIKH AHMOKPATIA Mpog
YNOYPTEIO YFEIAZ I MAMANIKOAAOY KAI ZIA EE
EONIKOZ OPTANIZMOZL ®APMAKQN ~/  MOTAMOY TAX KEPATEAS 5, 19001
KEPATEA EMGSa

A. Meooysiwv 284, XoAapyog, TK 15562
AielBuvon AEloAoynong MpoiovTwy

Tunpa AZloAdynong YyeiovopikoU YAikoU
NAnpowopieg: Ip. Zakkou TnA.: 213 2040 356

TnA. : 2299066113

BEBAIQZH EMMPA®HI
ITO MHTPQO KATAIKEYAZITQN IN VITRO AIATNQITIKQN
IATPOTEXNOAOTIKQN NMPOIONTQN

"ExovTag unoyn:

1. Tnv Koy Ynoupyikr) Andgaon (KYA) AY85/oik.3607/892/®EK1060B/10-8-2001 "Evappovion Tng EAMNVIKNG
NopoBeoiag npog Tnv Odnyia 98/79/EK Tou Eupwnaikol KoivoBouAiou kai Tou ZupBouhiou TnG 27ng OkTwBpiou
1998 yia Ta in vitro BIaYVWOTIKA 1TPOTEXVOAOYIKG NpoiovTa”
2. Tigun' apiB. 62701/27-11-2003 ka1 63222/1-12-2003 eykukAioug EOD
3. Tov Kavoviopo (EE) 2017/746 Tou Eupwnaikol KoivoBouhiou kai Tou ZupBouiou Tng 5ng Anpidiou 2017 yia
Ta in vitro dlayvwoTIKA 1aTPOTEXVOAOYIKG NPOIOVTa Kal yia TNV Katapynon Tng odnyiag 98/79/EK kai Tng andpaaong
2010/227/EE Tng Enitponnig

4. Tnv apyikn aitnon Tng eraipiag I MAMANIKOAAOY KAI ZIA EE pe ap. npwt. 133005/30-12-2018 )
OUENANPWLATIKA aiTnon pe ap. NpwT.133006/30-12-2018 kai TiG SI0pBWTIKEG QITAOEIG HE ap. NPWT.
5133/17-01-2019, 5132/17-01-2019 yia eyypagr oo MnTp®o KaraokeuaaTiv 1/N Katnyopiag kai Ta
OUVNUPEVa OE QUTAY anaiToUupeva SIkaioAoynTika.

Eyypageral n eTaipeia oag oto MnTpwo KataokeuaaTamv Iarpotexvoloyikav MpoiovTwv Tou EO®, cUppva pe Ta
opildpeva oto apBpo 10 Tng oxeT. KYA AY85/3607/892/2001, yia Ta NpoiovTa nou nepIAapBAvovTal oTn ouvippévn
NoTa.

H gyypa@n 010 pnTpwo katackeuaoTov In Vitro AlayveoTik®mv IaTpoTexvoloyiKwV MPoidvTwy, YIVETAI OE EQApHOYT
Tou apBpou 10 Tng AY8S/01k.3607/892/DEK10608B/10-8-2001.

O kaTaokeuaoTAG akoAouBel, npokeipévou va eniBEcer Tn ofpavan CE, T diadikacia nou ava@éperal oTo
napaptnpa I1I kar ouvtaooel Tn SfAwon nioTéTnTag CE nou anarteital npiv va S1aBEoer aTo £PNopIo auTa Ta
Bondripata. .

O KaTAOKEUAoTAG NPENE! va GUAAooEr T SMAWON NIOTOTATAE & TNV TEXVIKF TEKUNPIWON NOU QVAMEPETAl OTO
napapnua I1I kai va Ta 8éTel oTn diABeon Tou EOD® npog €AeyX0, ia NEPIODO NEVTE ETMV GNO TNV KATATKEUT TOU
TeAeuTaiou npoidvTog, 'OTav 0 KATAOKEUAOTNC Bev Eival EYKATEOTNPEVOG 0TNV KOVOTNTA, N NAPanave unoxpewan
Bapuvel Tov EVTOAODOXO TOU.

H eyypa@r oTo pnTpwo kataokeuaoTwy In Vitro AlayvwaTikav IaTpotexvoloyikwv MpoidvTwy Bacileral ot
ARAwoN MIOTOTNTAG Nou KataBéaaTe kal ey anoTeEAE! Kavevog £idoug £ykpion TNG NOIOTNTAG, ACPAAEIAS Kal
anoTeAeopaTIKOTNTAG Twv NpoiovTwy. H eyypagn oag ioxuer péxpl 25-05-2022.

H AN. MPOIZTAMENH
Alvon A§ioAoynong Mpoidvrwv

BEQPHEHKE TIA THN AKPIR M. Opgavoul
ANANAHPQTPIA IPCTETAME

XAPAAAMMNIA MAPOYAA
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