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Tervrr6c noo6tsvPa66c

Aur6pcsou luorr{pcrtoq Kuwcrpo[oyi,crq YVpriS Odoqq Fs Xp{on Qiltpou

L. Na neptl,cptBdvet dtqpoq ourouoronorqpdvo ene[epyamri, o onotog va elval

pwptirv 6ramdoeulv, intrpan€ltog Kct vo pnv anattei t6tatteprl ul'trotelvtrri

uno6oprl on6 to Kurrcrpol'oytr6 Epyamrlpto'

Z. Na lpqotponorel rqv telvrrri entmptrloqq xuudpt^lv oe trenr{ povoenlne6n crtpa6a

p€ rnv 1pqod,$iltPou.

5. H cxoJ\ougia rnq npoeroqlootog ev6q entlpiopctoq vo ohortrqptilvetat ntrnpols

q,uropqroTroqpevq oe 6vq, p6vo ocd6to, lt lplg tq petaQopa Tov un6 e{6tooq u}ttxtilv qe

a6q povd6c ri dMn ouoreull rou ouorripcrroq Kcr xrrlpis tqv napdpBaoq tou xpriorh,

o0pqovcr pe rq cp16g tqq op0{g epYqarnptcrxqq npcrrtrrlq (GLP)'

6. Na ene{epyd(erat 6tra ra rurrapol,oytr<d 6ei.ypata, 6q}'cr6q rol'notpalqhtrcr cl'}'d

rcrt ul'trd yevrrqrv rurrapol'oytrtilv e(erd'oeov'

7. H ratcuqT\6rqrcr rou ene{epvao-ui Yl.o rnv napandvt t xpion vcr crno6etxv0etct CIno

rq 6te0vq .p$trtoypa$la rat vc uncrplet Eyxpton tou F.D.A. (class lll) yta to oron6

aur6.

g. H p60o6og pe rn xprlon tou ene{epvso.rfi vcr elvar xavrl va au{dvet tqv ew6ntoq

1a1rql,o0 xat u.lrnlo6 Baopoo 6uonl,aotulv fic rol'notpalql'trd. ul,txd rctt uut6 r7c

te rprlpttivetct crn6 6q poote u p6vcr entmq povtrdt dpOpc'

3. o ene{epyqqrrlq va 6ta06tet oqpovoq CE

yl,t.rooc.

4. To l,oytopu6 tou enefepyamq va npoet6onoef Kctt vd

6 tc6 xooia trl q auro Udrono tq p6vr1 g entorpcooqq'

9. H ou7\J\oyq

6uvat6trlta
6totqpel oe

eP6opd6eg.

6tevepyo0wotq Iqtfq'

Kar €vx€tpi6to Xpnonq finv el,l'r1vrrfi

npolapPavet amolieg rord t1'1

10. To 6rdl,upa Yta rn petc$optr rct ouwrlpnon rtl.rv rurtapol'oyrrulv 6ety

cwtpcrrrqptar{, awttrcri rat owtpuKqrl'crq 6pdoq' nctp6lovrag €tot

rov6etypdtorvvqylvetcrtoeet6tr66td\'upatoonolovq€X€tFn
uo 1,,out1ionow[ rcrt va ouwnpel ta r0Trupa onulq-entoqg Kot vo ro

Oepporpoolcr 6tlpcrrlou Vtq 1povu6 6tdcrrlpo 6oq rct tperq (3)

olv vc e)iet
gito
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11. To 6td.l.upa va elval trav6 vo Xprlotpe0et olq p6oo petasopdq rat oul'l'oyrig Vta

yuvatrol,oyrrd. 6etypato, Kor va 6[ver tq 6uvet6rnra vtq. nepctt6pcrl 6],ey1o an6 to

i,6ro 6eiypq, r.X. cvllveuoq rou toO HPV, (Shlamydia Trachomatis rcrt Neisseria

gonorrhea, pr rnv e$appoy( poptar6v rq.t d.l\,l,tlv ctvoooKurrcrpolqprrdlv telvtrd;v.

Tcr ncpo.ndvo vs ano6errvOovro.r crn6 rq {itsOvq pftrtoypaSta rat vc undplet

Eyrptoq tou F.D.A. Vto ro oron6 crut6.

12. O ene{epvaouiq va 6ta06ret Unxctvtop6 avtlveuonq rnq ord0prqg tou uypo0 p6oou

petcQopd.g Kq,t vo e{cro$a},i(er rnv opor6p.opQ4 6taonopa 'rorv rurtcpc'rv, tqv

d,vrmpootrlneurtr6tqrcl Tou $etyptctog Kcr rrlv rurrcrptrq crepcrt6"rqTa nptv rrlv

entmpulon.

13. H cvapp6$non tov rurrdpov an6 to uyp6 p6oo peta$opqq, vcr ytvetcrt p€ rnv

e$cppoyri elcrQptdg cpvqttrrig nteoqg Vrct vc e€ao$ql,i(et rrlv opotoyevri enlmpoon

Kurrdputv oe l,emq provoenlne6q or$d6o,, ndvo mqv et$txrl cwtretgevo$6po

nl,ctra.

14. Na 6tao$al,[(etsr an6 rq 6rc6trcroio. q preto.$opd travo0 crpt0po6 rurrdpc,lv mqv

61wK€rp€vo$6po ntrdrcr 6tor 6cre ro 6etypa vc elvat trcvonotrlttr6 Vto

prrpoor6nqoq.

15. O ene[epvqornq va 6ta06tet ofmrlpa crur6pctou r7\et6drpatog 6me va Fnv

enttp6netct onotc.6qnote nap6ppcorl ro.td. tr1 6rdpretcr Aettoupyiag tou'

16. H ouvo)\trn 6tl6rraola Vta rnv cut6pctrl entmptloq rdOe enrlplopatog va ylvetcrt

o€ ouwopo xpovo,

17. H enrQdverc. enlmp11;onq torv ruwd.pr^lv nsvo, firlv ctvrLKetpevo$6po ntrdrcr vcr etvqt

11 pxp6tepq 6uvcrrri, tbme vq ouwopre0etct o 1p6vog gtrpoor6nnonq.

:1S. O ene{epycmriq va 6rarqpel ma0sp6g ttg n6lo6taypq+6q xatrqq l,eLtoupytaq, x(l)plq

vor q,ncttet'rcr pcrQpov6prloq Vtq peycLo lpovtr6 6tdmrlpa Kct vor 6tcr06rer

[p6ypatrrpa auto6rdyvulorlq rard rqv 6vcp[r1 Kot rr] ],etroupyla rnq ouoK€u4E.

19. O ene(epycmqg va 6ru.06t€r Unxavropr6 6nou va Sutrdtoo€ro.t pe aoQdl€tq ro

lettoupytx6 tou np6ypcppa, ro0dlg enloqg rqt et6trc6 qtrercrpovtr6 o6ocqpc Vto rov

6l,ep1o rrlg orrlmrlg tou Lettoupylo.q'

20. No undpler s(ouoto6orqp6voq exncn6eutriq an6 tov Kqtcoreuq.mtr6 Oko ytc tq

6 rcryvt^rortrri po p4ol'oVi.o.

2L @s, petpqoet $ertrd n 6uvqrornrc ouvelt(6pevqg srnql6Euorlq r<l)v ytatpdrv elre on

site eite pr6oto tqg enioqpqg tmooel'l6cg tou rctaoreucmq'

22. Nq undpler vpapF4 entrorv<rrvlcrg p€ rr3 rplipa telvtrrig unoocriptfqq rou

KdrooK€ u qqrtKo 0 o lro u y tc enllu oq relvtrdlv npop)\.q trrdtov'
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23. Na rarare0el pepctooq rou Okou rctcoreuriq rou pqlcvriprcnog 6tt n

npoo$6pouoct etatptcr {npopul0eutrtq) etvq.t edouoro6orqp6vq t,lq npoq t4v napolrl
nl,{poug Teprr{q rctt Entmqpovtrrig unomrjpt{qg (service, crwaMarrxd, rtrn.} rct
6rt mel,61n rnq 61ouv erncr6eurel src epyoordotc rou Okou rcraoreurlg.
Ano6etrrtrd oq npog rqv erncl6€uorl Kcr tqv 6td.pretq 0q guvunop],r10o0v pe tqv
pepaluror'1.

24. O enefeovdorrlq vc 61et 6[o6o RS232 Vts nt0cvri o0v6eoq pe rewpx6 ri

nepr$epetax6 ql,ertpovx6 unol.oytorri.

25.r,Na 6ta06tet evoopcturp6vo o0ocqpa Yta rrlv d.wtrnon Kct peta$opd rtrlv
,' uno)l,erppdrtlv, rc0cirg KcLt crut6vopo o0mqpra ouyropt6qq roUq o€ 6oleicr

lroprlrrr6qtcg to u)\,d1totov 3 l,trpurv.

2G. H p60o6og : pe rn Xp{oq rou npoo$ep6pevou enefepycorn va eivct 6te0vtitg

cno6errrl Ko,r vc e$crpp6(ero,t o€ Kurrapol.oyud epycorripta t6oo ortg H.fl.A. 6oo

KcL rnv fuptinrl, Nct rcrtcre0el nel,atol,6yto Tt,lv €pvaorqpiulv nou Xpqqtponoto0v
to o[ol111or.rc$tilg Kot €ruorol,6q rr.,lv Xprlmrilv nou vc pepcrtcilvouv tt'1v not6rrlrc,, Tn

6rcyvarmtrri a€tontorlq rqt avqnapaytrly rp6tqra tr1 g pe06 6o u'
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Avtr6paotqpirov & Ava?,"rrroipcov

Tro tov oriorlpcr Kottupo?'.oyiag Yypqq @doqq pa Xptlotl <pfi"tpou

fevtrdq npo6rcvpa$riq :

L. Tc npoosep6pevcr npoi6wc va Lenoupyorlv ge rr'1 p60o6o xurtapoloyiag uypqg

Sdorlq F€ Xpnon S[trtpou.
2. Na 6rmi0etal an6 rov Ke,rcroreuamtx6 oiro tulv npooQepop6volv et6tilv ISO

13485:2003 rar EC Declaration of Conformity according to In Vitro Diagnostic

Medical Devices Directive 98/79/EC Yta rq npooSep6pevot

cwt6pamn p ra/cvatrulotpcr.
3. Tct npooQep6lrevcr ei6q vcr 6rq06rouv ntoronolqoq cn6 enloqpouq 6c0ve[q

Oopeiq Yyei.ag ytc esa.ppoyq entxoupucdrv telvtrdlv Vta rrlv avtlveuoq HPV,

Xl,cpu6[u-rv rat yov6ppo tag.

4. H rctaT\,l,ql,6rqtc rou uJ\rrdlv vc crno6etrv0erat cn6 tr1 6re0vq B$trtoypc$ta rat
va undplet 6yrptoq an6 to F.D.A. (class lll) yrcr to oron6 aut6.

5. Nq, xcrcre0o0v orotlelc Vrq. rnv uSqlrl encvaLrlrJ,rtp6tqrc qq pe066ou Kq,t

q.vc1apovtlryqr6tqrc rt,rv o,noreleopa'rrrrv, r€KFtlpr"t,.rU€veg an6 ntoronotrlrtxd rat
ypcr$tr6q nctpcordoetg on6 tov Olxo rctaoreurig.

6. Na rq.tateQel pepaluloq rou Oftou rcmcoreuqq rou prllavripatoq 6rt tc
npoo$ep06ws orov 6rayovtop6 awt6pcmqpto. rat cvcrtrdotgcr nporetvowqt an6

rov €v tr6yul Otro yta ravovtr{ Xprlon, 6tt elvat cn6}.utcr oupBatd U€ ra
ql,errpovud rcat pqlcrvtxd g6pr1 tou pqlcrvripcttoq Kct 6tt 6ev 0c enqpedoouv tqv
opaln xct anp6orontq l[ettoupytcr tou.
Ns 6rari0ewqt unoxp€trrttrd qn6 rov ftpoprlOeurq et6trd. 6ratr0pma. Vta rnv
npo€rorpcrolcr rov yevtrtilv rurrcrpotroytxtilv 6etypdtulv ]Tou vc 61ouv tqv t6t6tr1to.

rcur6lpova crtp6l,uoqg, Bl'evv6l,uoqg ro,t npurteiv6Luoqg rc'lv 6etygdrurv.

Ns 6rc11l0ewor ro Aetrrlq lrotlelulv Ao$cr?\ei.cg l-lpoi6wrrlv {Material Safety Data

Sheet) ssqv eMqvu<q yldlooa.
Na 6tart0ewat an6 rov Kctrcloreucorri avcrLuttr6g nl,rlpo$opleg nou a$opofv
mqv o.oScrl,rl ouorceuaolc rq.t 6tarlvqorl ttrlv npoo$epopEvorv et6tirv.

10. Na 6ratl0erat sn6 tov KcrcroK€ucmq er<nat6euru6g d.rl,avtag popQotroyi.qq Yts

rcr Kol.notpo.lql,rrd Ko.t rct 6elypratct yevtrqq rurrcpol,oy(crq.
11. Na 6tat[0ewar o6qyleq napcoreuriq rc^lv 6erypdtov ei p6ot t tqg

o.,p.,,.SQ.;grr]|_rmooel.tdaq rou Kclro.oK€uomtro0 okou elte oe 6v1unn,

yl,titooc. i; " 
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L2.Le eptQcveg oqpeto rrlq ouoK€uoolcg rrrrv cwt6po.orrlplolv / avol,oolprurv, roOtilg
Ko,r. o€ rcdOe provd6o. rou n€pr€Xop€vou rqq, rrrpEnet vo cvcypd$owat ot ncpo.rdro
ENAEI:EII orc EMqvxd 4 Ayyl,tra: Enovulrla rar 6c00uvon Kcrrooreucmri, o
xur6u<69 rrlg naprl6cS, Q qpepoprlvla, p61pr tqv onola ro npoi6v pnopel vc
Xpnotlronotq0el ao$al,cbq, ot et6rrdg ouv0qreg cnoOrjreuorlg ri rar 1eptopo0, ot
ev6e6etyp6veq npo€t6onor{oetg r! rcrt npoSu},d[erg. Ie rdOe ouoreuqolq 0a
np6net vc nepil,cppdvovrat OAHI-IEI XPHIEOI orcr El,Lqvtrd Vrct ro 1p6vo
6tatqpqoqq rou 6toyvulmtro0 npoi6vrog prerd an6'rqv npdlrq anoo$pcryron rnq
npt ltotoyof g ouoreuoolog, rov rfno rou 6elyprctog nou np6ner vd
Xpqotpoftot€ltct, Lernopepqg neprypa$( tqg crro],ou0qt6ag 6tc6trcrotog Vra rn
Xpnon tou npoi6vroq Kar nl,qpo$opteq yrcr rr1 6rd0eorl roJV anoBl,rirorv Ko,r rrq
npo$uldferg nou np6ner va LapBdvowcxr.

E 16 rx6 q npo6 rcypcr$6 g ralv cwr6 pcorq p lrrlv / crv<rl,oolprov :

Artif\u pcr 20m I yevrxrlq rurrcpol\oylcrq
Atdl,upa: peta$opdq, povrporolqoqg rat <ruvrripnonq Kurrdpov yrc 6ety;rara
yevtrdrv rurropol,oytrdlv e(erdoec,rv ps rrl pri0o6o rnq KurrapoAoylcq uvpnq

$donq o€ ouoK€ucolcr $ro.l,r6[ou 20 ml, <ruppar6 pe trlv aur6pcrq ouoxeuq
enlorpoonq rundprrlv pe lpqoq $il,rpou. H o0orcoq tou 6rcl,0pcrog vq,61et ulq

Faoq tnv Me0av6trr1. To npooQep06v elrSog vc 6ra06ret EC Declaration of
conformity according to invitro diagnostics nredical devices directive 98/79/EC xat
o KcrcloK€uq,mrr6q olrog va 6ta06rer nroronoulrrr6 yrc 6rco$dLtoq not6tqrag
o0p$ovcr pre ro np6tuno ISO 13485:2003.

Otsfi6toouMoy{q 30 ml
Atdl.upa l,0oqg (tout6lpova Bl,evvol,urtr<1, ctpol,utrr6, Kcrr nptrlreivol,uur6)
ousrcrtrtirv unompdtparoq noxll.ou rurcapol,oytro0 6elypcrtoq ge rr1 p60o6o rqg
xurcapoT\,oylag uvpqq $dor1g oe gtol,i.6ra oul,Loyrlg 30m1, oupBar6 pe rrlv
cut6patq ouoreuq €nlarptllonq r<urcdpov pe Xprtorl Qi.trrpou. To npoo0ep06v
ei6og va 6ta06rer EC Declaration of conformity according to invitro diagnostics
medical devices directive 9B/79/EC Kcu. o KqrcroKruomrr6q okog va 6ra06rer
nrmonorrlrtr6 Vra 6raoQdl,roq nor6r4rag o0pQrrlva p€ ro np6tuno ISO

13485:2003.
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Otalt6to Quyor6wprloqq 30 ml
Atdl,upra l,6o11g (rcur6lpova BLevvol,uttx6, crpol,urtx6, Kqr npulteivol,urtr6)
oumctrtrdrv unomptilparoq norril.ou rurrapol,oytro0 6elypcrog pe rq pr60o6o rqg
rurcapol.oyicg uypqg $donq oe $tal,[6ta guyordwpnonq 30m1, ouppcn6 p€ rnv
crur6parrl ouoreuq enlmpolorlg rurrdpolv pe lprioq Sll,tpou. To npoo$ep06v
sl6og vo 6rs0€ter EC Declaration of conformity according to invitro diagnostics
medical devices directive 98/79/EC Kqr o Ko,rcoKEUcortr6g otxog vu. 6ra06ret
ntcrronoulrtr6 Vro 6taoScrl,rorl nor6tqrcg o6p$urva p€ ro np6tuno ISO

13485:2003.

{Dil\tpo l-evtrrl q Kuucrpo}toyi,crq ( Fnle)
fll,amtr6, r<ul.w6prr6 $tltpo, 6tap6rpou neplnou 2 eroroord.rv yto enlmpc^ror1

Lem{g m$d6ag o€ 6elypara yevrrqg rurrapoAoylcg ps rn pr60o6o rnq
rurcapol,oyicg uypqg Sdtonq, oupBcr6 p€ rnv out6pcrtq ouoreuq enlmpuloqg
rcurrdpcuv,F€.Xpnon $tl,rpou. To npooQep0€v ei6og va 6tct06tet EC Declaration of
conformity according to invitro diagnostics nredical devices directive 9B/79/EC xo.t

o KcrrooKeuaouw6g okog va 6ta06rer rroronoultrr6 yra 6taoQdl,toq not6trlraq
o0pQurvc pe ro np6runo ISO 13485:2003.

Awrreqrevo$6poq nldra fevtrrlg Kurrcrpol,oylcrq
Awxeqrevo$6peg nl,crxeg ytct eniccpcooql runapolv vtct 6elypotcr yevtrdtv
rurrapol,ovrx6v,, e{etd.oeurv U€ rn p60o6o rnq Kurrcpo},oylcg uvpnq Sdonq,
ouppmdq U€ rnv cut6pmq ouoreuq entmpuloqq rurrdpurv Fs Xpnon $[],tpou. To

npooQep06v s[6oq vcr 6rcr06rer EC Declaration of conformity according to invitro
diagnostics medical devices directive 98/79/EC Kqr o Kq,rq,oK€usortr6g okog vc
6rq06ter nrfionorrlrtr6 yta 6tcoQdtl,toq nodtqtcq o0lr$tlvq p€ ro np6tuno l5O

13485:2003.

Ar&i\upcr 16o119 946 ml
Atdl,upa l,0or1g (rcur6lpovcr pl,evvol,urrr6, atptol.utrr6, Kqt npor€tvol,uttx6)
oumcrtxcilv unoorptilparoq noxtl,ou rurrapol,oyuco0 6elypc.tog ge t4 pr60o6o tqq
rurco.pol,oyicq uyprig $doqq os $rdl,q 946m1, oupBat6 p€ rnv cut6pcrtq ouoxsuti
entmpoorlq rurrdpt^rv pe lpqon Q0,tpou. Tfo npooQep06v e[6oq va 6ta06tet EC

Declaration of conformity according to invitr.o diagnostics medical devices directive
98/79/EC Ko,r o Korcroreucrmrr6g otrog vc 6ra06ter ruoronorrlttr6 ytcr 6tcroQdl,toq
not6rqtag o0prS<ovc pe ro np6tuno ISO 134tt5:2003.
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Atdlupc povrponolnon q 9rt6ml
Ard)tupa petc$opdq, povrponoiqorlq xa.t ouwrlprloqq ruqdpt,lv Vta flqn teor rcr
6elypctcr yevtxrig rurccpol.oylcg pe rq p60o6o rnq Kurrd.pQl,oyi.aq uvprl$ $doqg oe

ouoKeuq,ola $rdtr4q 946 ml, ougpcr6 p€ rnv aur6paul ouoreuq enlmprrloqg
xurrdpulv p€ Xp{orl ltrrpou. To npoo$epOtiv et6oq va 6ts06tet EC Declaration of
conformity according to invitro diag.nostics medical devicep directive 98179/EC ro.t
o Kcrq,oK€ucou,56g okog vq 6ta06re[ nroronoulrx6 yta 6rao0dtl.tor1 not6trltag
o0p$t^rv.,c petO np6runo ISO 13485:2003.
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