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OEMA : KatdBeon npoodopdg yia tnv npoufsia avidpaotnpiwv tng NveupovoloyLkAG KALVLKAG

tou NoookoEiou, LE TIPOXELPN OVOLKTH StaywvioTikh Stadikacia cuAloyng poodopwv.

2XET.:

v. N. 2955 /2001

8. N. 3329/ 2005, 6mwg LOXVEL OAUEPQA.

€. N. 3580/ 2007, 6nwg tpomotBnke kat toxVeL orjuepa pe to N. 3846 / 2010.
ot. N. 3867 / 2010, apbpo 27, map. 11.

7. N. 3918 /2011, &pbpo 11, map. 1

n. N. 4412/2016

0. N. 4605 / 2019 ApBpa 43,44,45.

L. Attnua 3306(26-09-2022), tng NveUROVOAOYIKNAG KALVLKAG.

Mpokelpévou to Noookoueio pag va mpoPel otnv mpounBela pe MPOXELPN AVOLKTH SlaywvioTikh Sladikacia  cuAoyng
MPpoodopwV CUUPWVA HE TA TAPATIAVW OXETIKA, TWV ELOWV TOU MAPAKATW TIVAKA, AKPWE amapaitnTwy yla TV Kabnuepwn
Aettoupyia tng Nveupovoloyikig KAWVIKNG Ttapakalol e va kotéBeoete oto MNpadeio Mpounbelwv tou Nocokopeiov £éwg TRV
08-03-2023 nuépa Tetdptn Ko 11 00 m.1. OXETIKA Eyypadn mpoadopd.

INUELWVETAL OTL :
1. Tvovtal 8ekTéG MPoadopPES Kal yLa ETIL LEPOUG {nToUEVA €LN.
2. OLTIEG va 60800V, ava {ntolpevo e(60¢g Kal povada HETPNONG O EUPW Kal va TEEpAaBAvVoOUV TIG

VOULUEG KPOTHOELG
3. J& MepMTWOELS el6WV Tou cupmneplapBavovtal oto MNapatnpntiplo Twy tng E.M.Y, ol mpoodepdpeves TUEG dev Ba
uTepPaivouv TIC QVTIOTOL(EC QVWTATEG TIMEG TOU TAPOTNPNTNPLOU. YMOXPEWTIKA ot KABe mpoodepouevo €idog va
avaypddetal £av to Tpoodepopevo €ibo¢ cupmepllapBdavetol oto Mapatnpntiplo Tpwv t™¢ E.NY kat o  a/a tou
TapaTNPENTNPLOU OTOV OMoio aVAKEL TO 160G 1) OXL.

4. >1o dakelo Tne mpoodopdg va katateBel umevBUVN 6nAwon tg map. 4 Tou apbpou 8 Tou


http://www.promitheus.gov.gr/

v. 1599/1986 (A" 75), 6mw¢ ekdotote LoxUel, otnv omola o mpoodépwv Ba SnAwvel umevBuva , OTL og Tepimtwon mou
avadelyBel mpounbeutrg oe €ibn tou mMopakdtw Tivaka, &eopeletal va TOPASWOEL TIC {NTOUHUEVEG TIOGOTNTEG EVIOC
teoodpwy (4) nuepwv amno tn StaPifacn oxeTkng mapayyeAiag and ta apuodia tunpata tou Noookopeiou.
5. Ze mepintwon nou 6ev mapadoBouv oL INTOUNEVEG TTOCOTNTEG EVTOG TWV MAPATIAVW XPOVIKWV oplwv Ba edpapuolovtal ot
nipoPAemnopeveg amnod to M.A 118/07 kupwoelg ya eknpoBeoun mapddoon.
6. O xpdvog mAnpwung Ba eivatl cuudwvog ue to M.A 166/5-06-2003.
7. Na avaypadete mavrote Tov KwdLKo Tou gidoug Tov kKwdikd E.K.A M.T.Y. Tou mpoidvTtog Kal Tov
Kw81kd GMDN Ttou mpoiovtog.
8. H dlampaypdteuon Ba yivel pe KPLTAPLO TNV EMITEVEN TIUWV ULKPOTEPWY 1 (OWV TIPOG TIG TLUES TWV ELSWV oto
MNapatnpntrplo Twwv (edpdoov UTIAPXOUV Kal Elval  GUYKPLOLUEG) 1) TTPOG TLG TILEG TWV ELBWV OTLG TEAEUTAIEG €V LOXU CUUPBAOELG
(eddoov dev unapxouv TLuEG oto M.T.).

ENTOAH 1117

HM/NIA OPIZT/ZHE : 14/02/2023 IEAIAA 1
ENTOAH NMPOMHOEIAZ

ENITPOMH | | HM/NIA ZYNTATHZ
Zag Jivoupds evToAn va NpoXwpnosTe oTNY Npoundsia Twy NapakaTw 13wy
TMHMA 5361 MNMNEYMONOAOTIKH KAINIKH KAINIKH / TMHMA
AITHZH XOPHI . [2023 742 | ALTHZH MPOM. [2023 499 [mAPAK. | oxI
TPOI. AIEKI.
MNapat.AiT.Mpop.
A/A AMODATHE AMNO®.AEZMEYZHZ
AAA
KATHIOPIA 10 ANTIAPAZTHPIA
KQA.TYNOY ONOMA TYTOY EIAOYZ M/M MOZOT. [ TIMH MON. MAPATHPHZEIZ
KOAEIAOYZ ONOMA EIAOY> ©NA | KQA.AHM| MPOBA.AATIANH
AKOD1013 CYTOLYT AI?AYMA TQN 946ML [TEM 50,000 45,0000
10AK00101300000170408-002 CYTOLYT AIAAYMA 946 ML 6,00 41359A 2.385,03
FYNOAO NPOBA/NHE AAMANHS: 2.385,03

H MPOIZTAMENH THZ YMOA/NZHZ OIKONOMIKOY

2TAZINOY AHMHTPA



« Texvikég Tmpodiaypa@ég yia v Mpourfeld HOVIHOMOUTIKOU UALKOU YEVIRIG
Kuttapodoyiag oupfato pe Tt pédodo Kuttapodoyiag uyprS @acng Iou
epappoletatr oto Iavermompiako I[TaBodoyoavatopiko-Kuttapodoyiko Epyaotrpio tou
TIT'NT ».

Ta diadupata Cytolyt (946ml @radidia 20ml, yaddadia @raAidia 20ml yia Pap Test, kabwg
rat guadidbia ouAdoyng kat @uyokevipnong 30ml) eivar dradvpata Avong (tautdxpova
BAevvoAUuTIKA, AIOAUTIKA, KAl MP®IEIVOAUTIKA) OUCTATIK®V UIOOTP®WHATOS ITO1KiAOU
KUTtapoAoykou detypatog pe ) pebodo tng KuttapoAoyiag uypng @Aong He ) Xpnon
MAAOTIKOU KUAVOpKOU @iAtpou oe ouokeuaocia 946 ml, cupPatd pe v autopartn
ouokeurn ertiotpoong kuttdpev ThinPrep TP2000 xat ThinPrep TP 5000 tou oikou
HOLOGIC. H ocupfatétnta tou €idoug pie v OUOKEUT] ITOToIoleital eyypa@ag 1000 aro
TOV KATAOKEUAOT!] TOU avaA®oipou 000 KAl ard ToV KATAOKEUAOoTr) g ouokeurg. To
npoopepbev €idog O61aBéter EC Declaration of conformity according to in vitro
diagnostics medical devices directive 98/79/EC kat o Kataokeuaotikog oikog Otabetet
ITIOTOIIOUTIKO yia §rao@aAilon molotntag oupgeva pe 1o npoturio [SO 13485:2003 kat
ISO 13485:2012



