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Texvikéc MpobiaypadEg
AuTtOpoToU ZUCTAHOTOG Kuttapoloyiag Yypric ddaong pe xpron ¢iktpou

1. Na mepthapPdvel mARpwg QUTOHOTOTIOINUEVO ETEEEPYQTTH, O omnoiog va egivat
HIKPWY SLOOTACEWY, ETUTPATENOG KoL Vol PNV amoutel Saitepn UAKOTEXVIKN
untoSour ard 1o Kuttapoloyikd Epyactripto.

2. No XpnOWOTOLEL TNV TEXVIKA ETlOTPWONG KUTTOPWY OE AETTTH] HOVOETHMESN otipada
pe TRV Xprion eiktpou.

3. O enefepyaothc va Sabétel orjpavon CE kot gyXeWiSlo xpriong otnv eAAnvikn
yAwooa.

4. To Aoylopikd Tou EMESEPyaoT va npoelSonotel kAL va npohapBdvel actoxieg katd
Slabikaoia TnE AUTOUOTOTOHEVNG ETLLOTPWONG.

5. H axkohouBia TNG TPOETOWACIOG EVOG gmplopotog va  OAOKANpwveTat TARPWG
QUTOpOTOTIotNPéVa, OE éva pévo otadlo, xwpic T HeETAPOPE TWV UTO g€étaon UAKWV O€
&M\ povdada 1 GAAn CuoKeEUr| TOU OUCTAMATOG KL XwPig TNV napépBaocn tou xprotn,
oOppwva pEe TG apXEG Tng opdng £pYAOTNPLOKAG TPAKTIKIAG (GLP).

6. No enefepyaletal 6Aa ta kuttapohoyikd Selypata, Snhadr KOATIOTPOXNALKA QARG
KoL UALKGL YEVIKGV KUTTOPOAOYIKQV EEETACEWV.

7. H katoAnAGTNTO TOU EMESEPYAOTH VIO TNV Tapandvw xprion va anodewvieTal amno
n 6iebvry BpAloypadio Kal va UTAPXEL éykplon tou F.D.A. (class Ill) yta T0 oKOTtO
auTo.

8. H péBodog pe tn xprion tou enefepyaoTr va eival avr va AUEAVEL TNV EVTOTUON
xopnAot kat upniov Babpo SUGTAAGLUV 0T KOATIOTPAXNALKE UAWKA KoL auTo va
TEKPNPLWVETAL atd SNHOCIEVHEVT £TLOTNHOVIKA apBpa.

9. H culoyf Twv Selypdtwv va yivetat o€ £l61kd SldAupa To omoio va €XEL TN
SuUVOTOTNTO VO LOVILOTIOLEL KO Vot cuvtnpel Ta kOTTapa 6nwg eniong Kat va Ta
Swtnpel oe Beppokpacia 6u§uariou ylot Xpovikd SldoTnpa €wg Kal TPELS (3)
eBdopades.

10. To StéAupa yia T petadopd Kat cuvTrpNon Twv KUTTOPOAOYIKWV SELYUATWY va EXEL
avtiaktnplokr, vk Kot QVTIUKNTIOK §pAcn, TMapEXoVTag ¢toL agddaleia oto
Slevepyouvta tn Afdn. : w0 B
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To Stéhupa va eival tkavo vo XpnoLpevel wg HECO UETadOpAg Kat ouMoyng ya
yuvaikohoyikd Selypata kot va dlvet T duvatotnta yia nepattépw £\eyxo omo To
{5lo Seiypa, 1. avixvevon tou w0 HPV, Chlamydia Trachomatis ko Neisseria
gonorrhea, pe tnv epappoyn poplakwy kat GAAwWv OVOGOKUTTOPOXN LKWV TEXVLKWVY.
Ta mopandvw va amodeikviovtal and tn Slebvn BiBAloypadia kat va umdpxel
éykplon tou F.D.A. yta To okomé auTto.

O enefepyaotric va Slabétel pnxaviopd aviyveuong Ing oTtABuNG TOU UYPOoU HECOU
petadopd kat va e§acdahilel tnv opodpopdn Staomopd Twv KUTTApWY, TNV
QVTUTPOCWIEUTIKOTNTO TOU SEIYHOTOG KAt TNV KUTTOPLKF OKEPOUOTNTA TPW TNV
eniotpwon.

H avappodnon twv KUTTépwy amd to uypd péco petadopdg, va yivetal pe v
edappoyn eEAadpldg apvnTikig mieong ya va e€aodalilel Tnv opoloyevh enioTpwon
KUTTGpwv ot Aemtr povoeninedn otiPdada, mavw otnv eW8KN QVTIKELPLEVODOPO
TOAGLKOL.

Na Staobodiletor amd ™ Swadikacia n peTadopd kavol oplBuol KUTTApWV OTNV
avTKEWEVOdOpo TIAGKa  £tol wote To Seiypa va eivon LKOVOTIOLNTIKO  yLol
HLKPOOKOTINGN.

O enefepyaoctiic va Slabétel oloTNUA OUTOMATOU KAELBWHOTOG WOTE VO UNnv
entpénetol onoladAmoTe Tapéppacn Katd Tn SLtapKeL Aettoupyiag Tou.

H ouvolikr Stadikaocio ylo TNV aUTOUAT ENLOTPWON kdBe emypioparog va yivetat

o€ oUVIOMO XPOVO.
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H emudpdvela EMiCTPWONG TWV KUTTAPWY TAVW oTNV QVTKELUEVOPOPO TAGKO va gival
N HKPOTEPN SUVOTH], WOTE VO GUVTOUEVETAL O XPOVOG HLKPOOKOTINONG.

O enefepyaotic va Statnpei otabepég Tig mpodlaypadeg koA ¢ Asttoupyiag, xwpig
va amouteitor Boabpovounon yia peydho xpovikd Sidotnpa kol va Stabétel
TIPOYPARLO AUTOSLAYVWENG KATA TNV évapén Kaw Aettoupyia TNG CUOKEUNG.

O enefepyaotric va Slabétel pnyaviopd 6mou vo GuAdooetal pe aoddAela 1O
A£LTOUPYLKO TOU TtPOYpappa, kabwg emiong kat £181kO NAEKTPOVIKO cUCTNHA YLO TOV
£\eyy0 TNG oWOTHG Tou Aettoupyiag.

Na undpxet e€ouctoSotnpévog ekatbeuTG amod Tov Koataokevaotikd Oiko ya T
Swayvwotik popdoloyia.

Oa peTproet BeTikd n SuvatdTnTo CUVEXILOHEVNG ekmaibeUONC TWV ylaTpwy EiTe on
site eite péow TG emionung LotoceAidag Tou KOTOLOKEUOLOTH.

Na umdpyel ypappn EemKowwviog HE TO THAMA TEXVIKAC UTIOOTAPLENG TOU
KOTOOKEU QLOTIKOU OLKOU Lol ETHAUGCT TEXVIKWV TIPOBANpATWY.
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Na kototeBei PeBaiwon tou Oikou KOTOOKEUAG TOU MNXAVAUOTOG OTL N
npoodépouca etaipia (mpounbeuthg) elvau efouciodotnpévn wg MPOG TNV MAPOXH
mAfpoug Texvikrg kat Emotnuovikig unootrpéng (service, avtaAlaktikd, KAL) kat
OtTL otehéxn NG £€xouv exmaudeutel ota epyootdola tou OiKOU KOTOOKEUAG.
ATOSEIKTIKA WG TIPOG TNV ekmaibeuon kat tnv Stdpketa Ba cuvumoPAnBoulv pe tv
BePaiwon.

O enefepyaotic va éxel £o6o RS232 yia mbavry olOvdeon HeE KeEVIPWKO N
neptdePELAKO NAEKTPOVIKO UTIOAOYLOTH.

Na Slabétel evowpatwpévo oUOTNMA ylo TV GutAnon Kat petadopd Twv
UTIOAELUPATWY, KABWG Kol autévopo olotnua cuykopdig Ttoug ot Soxela
XWPNTKOTNTOG TOUAG)LoTOV 3 AlTpwv.

H péBodog pe ™ xprion Tou mpoodepduevou enefepyaoty va eival Sebvag
anodekt kat va edapuoletal oe kuttapoloyikd epyaoctipla téco otg H.M.A. éoo
kat tnv Eupwrn. Na kotateBei meAatoAdylo Twv pyactnpiwy ou XpPNOLHOTOLO0V
10 oUOTNA KABWE KaL ETILOTOAEG TV XPNOTWV TIoU va BeBatwvouy thv moLdtnta,
SlayvwoTikn aflomioTia Kal avaropaywypotnta g pebodou.
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TEXNIKEX [TIPOAIATPADEX
Avtidpaoctnpiov & Avolocipoyv
v tov svotnpa Kvrrapoloyiog Yypic @aong pe xprion @idtpov

Fevikég npodiaypadEg:

1.

10.

i =

Ta npoodepdpeva mpoidvta va Asttoupyoulv pe ™ péBodo kuttapohoyiag uypng
ddong pe xprion $piktpou. _

Na SwatiBetal amd ToV KOTOAOKEUOOTWKO OiKo Twv mpoodepopévwy ewdwv ISO
13485:2003 kot EC Declaration of Conformity according to In Vitro Diagnostic
Medical Devices Directive 98/79/EC yta Ta npocdepOuEeva
avtidpaotrpla/avolwotpa.

Ta mpoodepdpeva €idn va Sabétouv Tuctonoinon amé emionpoug Siebveiq
Dopeic Yysiag yla edappoyr EMKOUPIKWY TEXVIKWV ylol TNV avixvevon HPY,
XAapudiwy koL yovoppolag. i

H katoAnAdtnTa Tou VAKGOV va amodetkvietat and tn 6iebvr BiBAoypadia kot
VoL UTtapXeL £ykpion amd to F.D.A. (class Ill) yia to okomo auTo.

Na katateBolv otoxeio ywa tv udnAf emavoAndpotnta g pebddou kot
QAP O WYLLOTNTA TWY ATOTEAECHATWY, TEKUNPUWHEVES QTG TULCTOTIOLNTIKA KO
VPOPLKEC TLOPACTACELG ATO TOV OIKO KOTAOKEUNG.

Na katoteBel PePaiwon tou Oikou KATOOKEUNRG TOU UNXOQVAROTOG OTL Ta
TPoobePBEVTA 0TOV SLaywVIoHO avTSPaoTpLa Kat avOADGLA TIPOTEIVOVTaL ano
Tov v AOyw Oiko yia Kavovikf xprion, Ot eivar oméAuta cupfatd pe ta
NAEKTPOVIKA KO LNXAVIKA pépn Tou pnxaviporog kat Tt ev Ba emnpedoouv v
opaf Kat anpOoKomnTn Asttoupyia Tou.

Na SwatiBevrar umoxpswtikd amd tov mpopnBeuth ewdikd Stadbpata ylo v
TIPOETOLHAGIA TWV YEVIKOV KUTTAPOAOYIKWY SELYUATWY TIOU VOl EXOUV TNV WSotnTa
TauToXpova atoAucng, BAevwOAuong Kot TPWTEivOAUONG Twv SelypudTwy.

Na StatiBevratl ta Aehtia Stoweiwv Aodaleiag Mpoidviwv (Material Safety Data
Sheet) otnv eAAnvikr yAwooa.

No StatiBevtol amd TOV KOTAOKEUAOTH avaluTikég mAnpodopieg mou adopouv
otV acodalr] cuokevacia kat Slakivnon Twv TPOoHEPOUEVWY ELOWV.

Na StotiBetal omd Tov KATOOKEVAOTH ekmatSeuTIKOG dthavtag popdoloyiag yua
ta KoAmotpaxnAtkd kat ta Seiypara yevikig kuttapoloyiag.

Na Siatifevrat odnyieg mopackeurs Twv delypdtwy eite péow NG emionung
LoTOoEAIB0C TOU KOTAOKEUQOTIKOU oikou eite og éviumn-opdn ,otny eAAnVIK
yAwaooa. DABMAKENTIRN - 1ATPIKA YAIKA & MUY/TA
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12. ze epdavég onueio tng ouokevaoiog Twv avudpactnpiwy / avoAlwsipwy, KaBwC
kat o€ kaBe povada TOU TIEPLEXOUEVOU TNE, TIPETIEL VOL avaly pALdOVTOL OL TLAPAKATW
ENAEIZEIZ ota EAAnVikd 1 AyyAwd: Emwvupio kou SieBuven kataokeuootr, o
KwdKOG TG maptidag, n nuepounvia, péxpt TNV omola To TPoidv umopsi vo
xpnowponownOel aodpadwg, ot e8IkéG cuvBrkeg anoBrikeuong 1 Kot XEWPLopoU, oL
evbedeypéveg mpoeldomowioelg i kot mpoduldfeic. e kdbe cuokevaoio Oa
npénel vo meplapBdvovtar OAHTIEZ XPHIEQS ota EAANVIKE yla to Xpovo
dlatipnong Tou SLayvwoTikol TPoidvTog HeTd amd Ty TPWTN anoodhpdylon TNng
npwtotayol ouokevuooiog Tov TUmo Tou Selypatog mou  mpémer  va
Xpnotpomoteitat, Aemtopepric mepypadh tng akoloudntéag Stadikaciag ya ™
Xxprion tou mpoidvtog kat mAnpodopieg yia ™ S1dBeon twv amoPAfTWY Kol TIG
npoduAagelg mou mpémet va AapPdavovrat.
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Ewbikég mpodraypadég twv avtibpaotnpiwv / avoAwaoipwy:

AwdAupa 20ml yevikig kuttapoAoyiag

AwdAvpa petadopds, HovIHOTOInoNnG Kal cuviipnong Kuttdpwv yia Ssiypotoa
VEVIKWV KUTTOPOAOYLKWVY €§eTAoEwY pe T HEBoSo tng kuttapoloyiag uyprig
daong oe ocuokevacio paAdiov 20 ml, cupPatd pe tnv auvtdpatn cuokeun
enioTpwong KUTtdpwv pe xprion ¢idtpou. H clvotaon tou StaAbpatog va €XEL WG
Bdon tnv MeBavoln. To mpoodepbév eidog vo SwaBéter EC Declaration of
conformity according to invitro diagnostics medical devices directive 98/79/EC kat
0 KOTOOKEUOAOTIKOG oikog va Stabétel miotonointikd yia StaoddAion mnowdtntag
oUpdwva pe to npoturo 1SO 13485:2003.

®Oraisio culAoyrig 30 mi
AtdAupa Avong (tautoxpova PAevvoAuTikd, QUUOAUTIKO, KAl TPWTEIVOAUTIKO)
OUOTOTIKWY UTTOOTPWHATOG TotkiAou Kuttapoloyikou Seiypatog pe t uébodo tng
kuttapoloyiog uvyprg ¢dong oe ¢doAidia culloyric 30ml, cupPoatd pe tnv
- QUTOMATN OCUCKEUN EMOTpWONG KUTTApWY UE xprion didtpou. To mpoodepbiv
eldog va Swabétel EC Declaration of conformity according to invitro diagnostics
medical devices directive 98/79/EC kot 0 KATAOKEUAOTIKOC 0iko¢ va Siabétel
TUOTOTOWNTIKG  yla StaoddAion mowotntag ovpdwvo e To mpdtuno SO
13485:2003.
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OuoAisio puyokevipnoneg 30 mi

Awddupa AVong (tautdxpova PBAeVVOAUTIKO, QLUOAUTIKO, Kal TPWTEIVOAUTIKO)
OUCTATIKWY UTIOOTPWHATOG TOKIAoU KuTtapoAoyikol Seiypatog e th pébodo tng
kuttapoloyiag vypng daong oe dpradibia puyokévipnong 30ml, cuppatd pe tnv
QUTOUOTN CUOCKEUN EMiOTPWONG KUTtdpwyv pe xprion ¢iktpou. To mpoodepBév
€ibog va SiaBétel EC Declaration of conformity according to invitro diagnostics
medical devices directive 98/79/EC Kol 0 KOTAOKEUOOTIKOC OiKoG va SlaBétet
TuoTonmoNTikG ywa Stacdaiion mowotntag ovpdwva HeE TO Tpotumo ISO
13485:2003.

Oiktpo Mevikrg Kuttapoloyiog (urAe)

M\aotikd, kKUAvSpkd diAtpo, Stapétpou mepimou 2 EKATOOTWV YL EMIOTPWON
Aenti¢ otuPdadag oe Seiypata yevikig kuttapoAoyiag pe Tt pE€Bodo NG
KuttapoAoyiag vypng ddaong, cupPotd HE TNV QUTOHATN CUCKEUN ETHOTPWONG
KuTtdpwv pe xprion $idtpou. To npoodepbév eidog va Stabétel EC Declaration of
conformity according to invitro diagnostics medical devices directive 98/79/EC kat
0 KOTOOKEUOOTIKOG 0iko¢ va Stobétel miotonontiko yia StacddAion moldtntag
oUpdwva e To potumo ISO 13485:2003.

Avtikeipevodopoc mAaka l'evikng Kuttapoloyiog _

AVTIKELHEVODOPEC TIAAKEG ylal EMIOTPpWON KUTTAPpWY ylo Selypota  YEVIKWY
KuTtapoloylkwy efetdoswv pe tn péBodo ¢ kuttapoloyiag uypng ¢dong,
CUUPOTEC LE TNV QUTONOTN GUOKELR enioTpwong kuttdpwyv pe xpron ¢ittpou. To
npoodepBEv €ldog va Slabétel EC Declaration of conformity according to invitro
diagnostics medical devices directive 98/79/EC kol 0 KOTQOKEUQOTIKOG 0OiKOG va
SaBétel motononTkd ya Stacddiion nowdtntag cludwva pe to mpotumno I1SO
13485:2003.

AwdAupo Avong 946 mi

AtGAvpa Abong (tautdxpova PBAEVVOAUTIKO, OLUOAUTIKO, KOL TIPWIEIVOAUTLKO)
OUCTOTIKWY UTIOOTPWHATOC TIOLKiAou KuttapoloyikoU Selypatog pe tn péBodo tng
kuttapoloyiag vyprg ddong os dLdAn 946ml, cupBatod pe TNV AUTOUATN CUCKEUN
enioTpwong Kuttdpwy pe xprnon ¢iltpou. To mpoodepBeév eidog va Stabétel EC
Declaration of conformity according to invitro diagnostics medical devices directive
98/79/EC kot 0 KATAOKEUAOTLKOG 0ikog va Stabétel Tiiotomotntiko yia Staoddiion
niolotntag o pudwva pe to npotumno ISO 13485:2003.




CENCO3—ANI 13—

AwdAupa poviponoinong 946mi

AldAdvpa petadopdg, HoviHomoinong Kot Guvtipnong KUTTApwyV yla Marm Teot Kot
Selypata yevikn g kuttapoloyiag pe tn péBodo tng kuttapoAloyiag uypng ¢dong ot
ocuokevaoio GLEANG 946 ml, cupPatd pe TtV AUTOMATN CUOKEUN ETHOTPWONG
KUTTApwv pe xprion ¢idtpou. To mpoadepbév eibog va Stabétet EC Declaration of
conformity according to invitro diagnostics medical devices directive 98/79/EC kat
0 KOTAOKEUAOTIKOC 0iko¢ va Stabétel motornotntikd yia Stacdhdiion modtntog
oUpdwva pe to npoturo I1SO 13485:2003.




