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Texvikég Mpodraypadég

ANTIKEIMENO®OPEX
MAAKEZ SUPER FROST
PLUS MAAZTIKH ©@HKH

Avtikelpuevodopeg mhakeg AdheSiVE CE/IVD, BeTikd GOpPTIOUEVEG, TPOXLOUEVEG
90° e TO €va GKPO AEUKOU XPWOTOG YLa TRV avaypadr) Twv OTOLKEIWV Tou
Selyparog. Ztabepwv dltaotdoewy 25x75x1,0 mm KATAAANAEG yLa TLG
Sladikaoieg avooolotoxnueiag kat in site UBPLOLOUOU GE AUTOUATOTOLNEVA
ocvotnuata Na Staxwpillovtal eUkoAa n pia pe tnv AAAn xwplig va KoAAouv
METOEL TOUG

ANTIKEIMENO®OPEX
MAAKEZ ThinPrep A
MAN TEZT

AVTIKELLEVODOPEC TIAAKEG ETILOTPWONG KUTTAPWV yla Seiypota
KoATotpaxnAltkwv e€etdoswv pe tn HEB0So TN KuTTapoAoyiag uypnc pdaong pe
xpron ¢iAtpou, CUPPBATEG E TNV AUTOUOTN CUCKEUN EMOTPWONG KUTTAPWV
ThinPrep 2000 . O npoodEpwv umoxpeolTalL va Katabéoel Bepaiwon
oLUBATOTNTAG TWV OVOAWGCLUWY LE TO HNXAvVNUa TOU

KuttapoAoyikou Epyactnpiou (ThinPrep) t0o0 amod thv KATAoKEUAOTPLA ETaLpia
TWV OVOAWGTHWY 600 KAl Ao TNV KATOOKEUAOTPLA ETOLPLA TOU UNXOVAATOG .
H cupBatotnta Tou €l60UG E TN CUOKEU VO TILOTOTIOLELTAL EYYPADWG

To npoodepBev eidog va dlabétel EC declaration of conformity according to in
vitro diagnostics medical devices directive 98/79/EC O KOTAOKEUAOTLKOG OIKOC
va StaBétel motonotnTikd yia StaoddAion mowdtntag cUUbWVA HUE TO TPOTUTIO
1SO 13485:2003 kat 1SO013485:2012. 1600

ANTIKEIMENO®OPEZ
MAAKEZ TENIKHZ
KYTTAPOAOTIAZ
ThinPrep

AVTIKELLEVODOPEC TIAAKEG YLA ETMLOTPWON KUTTAPWY YLOL SELYATA YEVIKAG
Kuttapoloyiag pe tn HEBodo tng kuttapoloyiag uyprg ¢aong Ue tn xprion
diktpou, CUUBATEG LE TNV AUTOUATN CUCKEUT EMiOTPpWONC KUTTdpwv ThinPrep
2000 O npoodEpwv umoxpeoutal va BeBaiwon cupBatoTNTOC TWV AVAAWCIHWY
ME To KaTtabéoel pnxavnua tou Kuttapohoyikol Epyaotnpiou (ThinPrep) téco
Qo TNV KATAOKEVAOTPLA ETALPIO TWV AVAAWGC{LWY 000 Kol amo thv
KOTOLOKEUAOTPLOL ETALPLO TOU NXAVAHATOS . H cupBatdtnta tou €l60UG e TN
OUOKEUN va TiLoTtomoleital eyypadws

To nmpoodepBév eidog va Slabstel EC declaration of conformity according to in
vitro diagnostics medical devices directive 98/79/EC O KOTAOKEUAOTIKOC OIKOG
va SlaBétel motonotnTikd yia Staoddiion moldtntag cUUPWVA LE TO TPOTUTIO
1SO 13485:2003 kot 1ISO13485:2012. 1600

ANTIKEIMENOO®OPEX
MAAKEZ ME
EZMYPIZMENO AKPO -
TPOXIXMENEZX

ANTIKEIMENO®OPES MAAKES AIASTASEQN 76,2X25,4 MM,MAXOYZ 1-1,2MM,
AINAOTPOXISMENES, YWHAHS KAOAPOTHTAS ME ESMYPIZMA KAI 5TIZ AYO
MAEYPEZ NA AIAXQPIZONTAI EYKOAA H MIA ME THN AAAH XQPIZ NA
KOAAOYN METAZY TOY:

APXEIOGHKEX OYAAZHX
ANTIKEIMENOO®OPQN
MAAKQN (METAAAIKEZ
ME 14 ZYPTAPIA)

JUoTnUO OPXELOBETNONG TTOU VOl CUVEUATEL LEYAAN XWPNTIKOTNTA amoBrKeuong
OTO HKPOTEPO Suvato xwpo. -Na givat oTtipaprg avtoxng kat arnd uPnAng
QVTOXNA G UALKO.

-Na amoteAeitat amd 14 cuptdpLa TOU PETAKIVOUVTAL OE OVOEKTIKOUG
METOAALKOUG 06nyouc. Ta cupTAPLA VO EIVAL LOVOKOMMATA, METOAALKA KOl OxL
SLaTpnTa, WOoTE va avtéXouv to BAapoao twv MAakiSiwv.- To kaBe cuptdpl va
SLabétel evowpatwuévo PeTalkd éhaocpa (xepoUAL), e€aodalilovtag
HaKpOXpovn avtoxn Kat SLEUKOAUVOVTOG TO AVOLYLO KAl TO KAELOLUO Tou
oUPTOPLOY amd To XProTh, KaBwE kat Sleupupévn oM yLa tov KatdAAnAo
QEPLOUO TWV SelyUdTwy. - H mpocodn Twv cuptapiwv va gival HeTaAALKn Kat
va £XeL UTIOSOXH YLO TOTIOBETNON ETIKETAG,.

APXEIOOHKEX OYAAZHZ
MNAOK MAPADINHZ
(METAAAIKEZ ME 14
ZYPTAPIA)

- ZUotnua apxeloB€tnong mou va cUVSUATEL LEYAAN XWPNTLKOTNTA
aroBrRKeLUONG 0TO ULKPOTEPO Suvatd XWpo. . -Na elvat oTLBapnG KATAOKEUNG Kot
and uPNARG AVToxnG UALKO.

-Na amnoteAeitat and 14 cupTtApLA TTIOU PETAKIVOUVTAL O OVOEKTIKOUG
HeTaAAKoUg 08nyouG. Ta cupTAPLA VOl EVOL LOVOKOUUOTO, METAAALKA Kol OXL
SLATPNTO, WOTE VA OVTEXOUV TO BAPOC TWV UITAOK.

- To k&Be cuptdpt va SLaBETel TTPOEEEXOV EVOWUATWUEVO UETAAALKO EAaopa
(xepoUAL), e€aodaliflovtag pakpoxpovn avtoxn Kat SLEUKOAUVOVTAG TO GVOLy U
KoL To KAeloLlpo Tou ouptaplol and to XpAoTh, KABwC Kat SLEupupEVn Ot yLa
TOV KATAAANAO aepLopo Twv Selypatwy. - H mpdoon Twv cuptapiwyv va givat
METOAALKN KOL va €XEL UTIOSOXN) YLOL TOTIOBETNON ETIKETAG.




AOXEIA AEITMATQN
BIOWIAZ 10000 ml

MAQOTIKO S0XELO LOTOAOYLIKWY MAPACKEUACUATWY

Na €xeL TLEOTO WA

Na KAelveL EpUNTLKA

Na eival kataokevaouévo amno polypropylene

Na €xeL eykomn WOTe VoL SLEUKOAUVEL TO AVOLY O TOU TIWHATOG OItd ToV XPHoTn
Na amootelpwvetat otoug 1200 C

Na avtéxel otn popuoAn

Na ¢pépet CE MARK

XwpntikdtnTag 1000 min

AOXEIA AEITMATQN
BIOWIAZ 2000CC

MAQoTLKO 60XEL0 LOTOAOYIKWV TTOPOOKEUOTUATWY

Na €xeL LeoTO WA

Na KAELVEL EpUNTLKA

Na eival kataokevaouévo amno polypropylene

Na €xel eykom WOTe vo SLEUKOAUVEL TO GVOLY O TOU TIWUATOC artd Tov XprHotn
Na amootelpwvetat otoug 1200 C

Na avtéxel otn popuoAn

Na ¢pépet CE MARK xwpntikotntog 2000 ml

AOXEIA AEITMATQN
BIOWIAZ 500 ml

MAQOTIKO S0XELO LOTOAOYLIKWVY TIAPAOKEUACTUATWY

Na €xeL meotd nwua

Na KAELVEL EpUNTLKA

Na eival kataokeuaopévo ano polypropylene

Na €xel eykom WOTE va SLEUKOAUVEL TO AVOLY O TOU TIWMATOG Oltd ToV XPHotn
Na anootelpwvetat otoug 1200 C

Na avtéxel otn ¢opuoAn

Na pépel CE MARK xwpntikdtntag 500 ml
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KAAYTMTPIAES 24x24

Na €xouv Slaotdoelg: 24x24mm.

Na gival KATaoKEVAOUEVEG QMO aploTnG OLOTNTOC YUOAL.

Na pnv SLaBétouv YapaKLEG.

Na pnv dnuioupyouv pucalidec.

Na eivatl opotdpopda Aeieg mpoodpépovtag uPnAng moLOTNTAG OTTTLKO
QMOTEAEGHAL.

Na ¢pépouv CE mark.
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KAAYMTPIAEZ 24x50

Na éxouv Slaotdoelg 24x50 mm, axoug HEXPL Imm.

Na givat €LSLKEG yLOL TO UNXAVNA QUTOMATNG ETUKAAUYNG
MaBoAoyoavatoutkou Kot KuttapoAoyilkou Epyaotnpiou

Na gival PekooUEVEG e ELEIKO SLaywpLoTKO mapdyovTa.

Na gival KataokeuaouEVEG amd yuaAl uPnAng mowdtntag ,dladavelac,
KaBapoTNTOG KOL AVTOXNAG.

Na pnv SLaBétouv XapaKLEG.

Na pnv dnuioupyolv dpucalibeg.

Na eivat opolopopda Aeieg mpoadépovrag uPnAng moLOTNTAS OTTLKO
OMOTEAECHA.

Na pépouv CE Mark kat miotomnoinon IVD. Me eldukn enefepyaocia yla anopuyn
™G METAELU TOU CUYKOAANONG.
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KAWAKIA (KAZZETTEZ)
I2TOAOTIKQN
EZETAZEQN

MAQOTLKEG KAOETEG BLoiag MLOG XProNG yLa TNV EYKAELON LOTOAOYLKWY

TP OLOKEV O UATWY

Na gival KataokeuaoUEVES amo UPNANG avtoxrG MOAUUEPEG
noAuogupebuleviou (POM, Acetal Polymer) kat va Sta@gtouv orjpuavon CE kat
muotonoinon IVD.

O xwpog avaypadrg Twv oTolXeiwv va givat uTo ywvia 300, va €XeL okAnpN
eruddvela ypadng yla va ypddovtat eDkoha ot Kwdikoi. Na €xeL KamakL mou va
KAelvel xwpic va TpEmeL mponyouuEVwE va StaxwpLlotel amo tn Bdon.

Na Stabétouv emunkelg omnég (mapaAAnAdypapeg) KatdAANAeg Kat yLa BLOTTTKA
OAAQ KoL LEYAAUTEPQ TTAPACKEUACHATAL.

Me to aodpalég KAELOLO val EMUTUYXAVETAL N ATOAUTN ipooTaoia TV
Lototepoyiwv Kotd T SLApKELa TG EMEEEpyaciag TOUG.

Na SiatiBevral o £€L (6) ypwpata : GoTpo, pol, TPAGCLVO, KITPLVO, TOPTOKAAL,
M\

KatdAANAEG ylot QUTOMOTA INXOVA LOTA EKTUTTIWONG KAOETWY. Me Suvatotnta
avaypadnc amnd 6Aouc Toug TUTOUG HOAUBLWV.
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KYBETTEZ B-HB
AIMOZOAIPNOMETPIAZ

* H iipotetvopevn pebodoloyia va eival amir Kot eUKoAn otnv xprion. To
QMaLTOUEVO aVTIOPAOTAPLO Va €ival o oTEPEd LoPdN KAl VO TIEPLEXETAL OF
€L6LKO TIPAKTIKO popéa (KuBETTa) n omola va mailel Tov pOAO TTETAG
avappodnong, doxelou avtidpaong kat LETPNoNG TNG apoodatpivng.

¢ H pétpnon tg atpoodatpivng va ekteleital pe tnv pebodoroyia avadopdg
tou altbiou tng uebatpoadatpivng ( mapakoAolBOnonG TNG XNULKAC avtidpaong
TIOU AQUBAVEL XWPA HECO 0TO GWTOUETPO - LETPNON TOU TEAKOU ONKELOU TNG
avtidpaong).

¢ H anattoupevn noootnta Selypatog va pnv untepPfaivet ta 20 ul aipatod.

¢ H mpoodepodpevn pebodoloyia Ba mpémel va UIopel val XpnOLUOMOLAOEL Kal
Ta tpia evaAAakTikd €i6n Blohoyikol Selypatocg : aptnptko, GAePLKO,
TPLXOELSLKO ailpaL.

¢ To anattoUpevo eVPog HeTproswy eivat 0 — 25 gr/dl awpoodatpivng.

o H TUTILKA amOKALON TWV LETPNOEWV va givat PkpdTtepn tou 2% (CV<2%) oe
oxéon pe tnv Alebvr) pebodoloyia avadopdg yia tnv atpoodatpivn ((ICSH).

¢ Na givat StaBéoua avtdpaotripla molotikou eAéyxou tng pebodoloyiag.

* O xpovog £kSoang Tou amoteAéopatog va unv unepPBaivet ta 60 sec.
TEXNIKEZ MPOAIATPADEZ AIMOZMAIPINOMETPQOY EAEMXOY AIMOAOTQN

¢ Na Sivel tayUtata kot alomiota anoteAéopata eviog 3" (tpLwv
Seutepoléntwy )

* To atpoodalpvoOpETPO va epapuolel wTopETpnon Ke U0 UK KUMATOG Yo
TNV QVTLHLETWTILON TG BoAepdTNTAG TOU SElypaToq.

¢ H BaBuovéunon tou va €xeL yivel avadopikd pe tnv uébodo HiCN
(hemiglobincyanide) mou amotelel tnv dtebvni uéBodo avadopdg yia tov
KaBOoPLOUO TNG CUYKEVTPWONG atpoodatpivng oto aipa.

*H anattolpevn moocotnta deiypatog va unv uneppaivel ta 10ul aipatog.

* To avoAwoLo (KUBETEG) KAL TO ALUOODALPLVOUETPO AOYW TWV EEWTEPLKWY
atpoAnPLwy , vo avtéxouv o HEYAAO VP0G BEPUOKPACLWY OTNV armoBrkeuon
Kat petadomnd toug ( Touddxtotov 10-40° yia Tig KuBEteg kat 0-50°  yia to
QLULOODALPLVOUETPO).

® OL KUBETEG VO UTTOPOUV VAL XPNOLUOTONB0UV , AKOMA KOl UETA TNV
anoodpaAyLon TG CUCKEUAOLAG , LEXPL TNV Nepopnvia ARéng toug.

* Katd tnv évapén Aettoupyiag tou, To aLHoohaLpLVOUETPO Va EKTEAEL
QUTOEAEYXO, O OTIOLOG VL EMOVOALBAVETAL AUTOUATA O TAKTA XPOVIKA
Sltaotnpata 600 autog Bploketal og Asttoupyia.

* To eUpoC HETPNONG VA Elval apKOUVTWE LeydAo ( Touldylotov 0-25 g/dL ) O-
250 g/L) ya va e€aodaliletol n ypappkOTNTO TWV HETPHOEWY KUPLWE oTa dkpa
Tou petpolpevou GACUATOG.

.Na givat eUKkoAO GTNV XPrioN KAL VA LNV QALTETAL OTIOLASHTIOTE EVEPYELQA TIPLV
™V eloaywyr KuBetwv (m.x. Babuovounaon (calibration), i chip avayvwplong
KUBETWV KTA).

.Na umopet va cuvtnpnBsi (kabaplopdg ) amd to xpnotn.

. Na Aettoupyet pe pebpa f pnotapiec.
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KYBETTEZ MNAAZTIKEZ
MX
XOAEPYOPINOMETPOY

KYBETEZ XOAEPYOPINOMETPOY NEOINQN 51
KYBETQN REICHERT UNISTAT




Na éxouv punkog Touldaytotov 80 mm kat TAGTog 8 mm

Na Stabétel ywvia komig 34 1 35 polpwv .

Na gival KATaoKEVAOUEVEG ATIO UALKO TIoU TPOoadidel avOeKTIKOTNTA, AVTOXT] KOl
uPnAn avtiotaon otnv SLABpwon OMwWG UALKO KATAOKEUAOKMEVO AVOEEISWTO
atodAL i} vitpidlo tou xpwuiou".

Na Stabétel erukdAun amo 1o el81kd Kpapa AeukoxpUoou Kot eTLKAAudn amnd
resin ) 8k emkdAvPn and moAvpepec PTFE".

15 AEMIAEZ MIKPOTOMOY | Na €xel peydAn Stdpkela {wng €T0L WOTE TO KOOTOC YLaL TN KOTIH TwV SELYUATWY
VO LELWVETOL ONLOVTLKAL.
Ma Tnv achalela Tou xprotn:
o) Not h£peL 6TPOYYUAOTIOLNUEVEG AKPEG OTNV TTAEUPA KOTTAG.
Na ¢pépet CE Mark yia IVDD.
Na Stabétel €18tk texvoloyia (pink technology), n onoia mpoo&idet peydin
avtoxn otnv Aemida. Na elvat KATAAANAEG yLot TOPEG LOAOKWVY KL GKANPWY
Lotwv Boyiag katl kpuootatn.
Na gival anmootelpwpéva ULag xprnong, va eivat Kataokeuaopéva and uPnAng
16 MAXAIPIAIA noldtTNTag UAKA , tou va e§aodalifouv aflomiotia, aopalela kat euKoAia
AIAGEPMIQN xprong. Na €xouv eVvowHaTwEVO KaAwdLo. Na propolv va eAéyyovtol
XElpokivnta f modokivnta Kot ta NAEKTPOSLa va ival amooTtwueva.
MIKPOAIMATOKPITEZ
17 HMAPINISMENOI MIKPOAIMATOKPITEZ ME HIMAPINH (KOKKINOI) MHKOYZ 75 MM
MIKPOAIMATOKPITEZ
18 MH HMAPINISMENO! MIKPOAIMATOKPITEZ XQPIZ HINAPINH (MMNAE) MHKOYZ 75 MM
L
METAAOYAA ME MetaAoudeg atpoAnPiog21GX3/4, aodpaleiag pue UKOUNTO CWANVAKL No
19 ENZQMAT.LUER Slabétouv evowpatwpévn BeAdva oto AKpo yLa tn Sldtpnon cwAnvapiwv
ADAPTOR 21G X 3/4 kevoU Vacutainer. H BeAova Statprioewg eivat kevol euBelag ECWTEPLKAG
TYNOY VACUTAINER QUAQKOG YLoL TNV TAXELQ pOr) TOU AlMATOC KAt TV anoduyn atndiuong. O
MNXOQVLOUOG VOL EVEPYOTIOLELTOL UE TO £val XEPL, E TPOTIO tpodavr), ypriyopo Kot
artod0TIKO. ATIOOTELPWIEVEG, MO Xprong e évbelén CE KAl REF.
L
METAAOYAA ME MNetaAoudec atpoAnyiog 23GX3/4, aodaleiag pe eUKaputo cwAnvakt. Na
20 ENZQMAT.LUER Slabétouv evowpatwpévn BeAdva oto Akpo yLa tn Sldtpnon cwAnvapiwv
ADAPTOR 23G X 3/4 kevol Vacutainer. H Belova Slatprioewg eival kevou guBeiag ecWTEPLKAG
TYNOY VACUTAINER aUAaKoG yla tnv taxeia por Tou aipatog kat tnv anoduyn atpdiuong. O
MUNXOQVLOUOC VOL EVEPYOTIOLELTOL UE TO €val XEPL, E TPOTIO tpodavr), ypriyopo Kot
armoboTIKO. ATIOOTELPWHEVEG, ULag Xpriong pe évéelen CE KAl REF.
21 MINETTEZ PASTEUR Mutétteg petadopdg vypwy (rumétteg Pasteur), mAaotikég, pe Stapdabuion oto
MAAITIKEZ 1ML 1ml pe evowpatwpévo mouap.
MINETTEZ ME Mutétteg 10ml, va eivat Suthd BaBuovounuéveg ava 0,1ml, yia elkoAn xprion
YMOAIAIPEZEIZ TOC0 010 YEULOMA 600 Kal 0To ddetaopa. Na €xouv apvntiki Stapaduion yla
22 AMNOZITEIPOMENEZ ANA | av€énon tou odEéALou Oykou. Na gival eEAeUBepeg MUPETOYOVWY, KATAAANAEG YL
MIA TQN 10ML KUTTOPOKOAALEPYELEG, UE BAUBAKL OTO EMLOTOULO, OTIOCTELPWLEVEG OE ATOMLKN
MAAZTIKEZ ouoKevaoia.
23 ZII'IHOE;I-'I-:IEPS/I\\/IAI‘EEI\-IFIIEEE;X Mutétteg petadopds Lypwv , MAACTIKEG He Stapabduion €wgloml,

10 ML

OTOOTELPWHEVEG, OE ATOWMLKI] CUOKEUAOLA, , L€ EVOWMUATWHLEVO TIOUAP.




MAAKEZ TTA OMAAA

Na givat AeukoU xpwHatog PEKACTUEVEC e UALKO yLa amahotdr tng
EMULAVELAKNG TAONG TWV OTAYOVWY TOU QLATOG Kot Tou avtdpactnpiou (NA
TINETAI AIAAYZH THZ 2TAFONAZ ME THN EIZOAO AYTHZ 2TO XQPO ANTIAPAZHZ
XQPIZ KAMIA NAPEMBOAH).

Na Stabétouv daktuAlo mpootaciag yia anoduyr] EMUOAUVONG MAPATIANCLOU

24| AmATOS Betynaroc. . .
Na SLaBETEL LKOVOTIOLNTLIKO XWPO avtidpaonc.
H cuykOAANoN va emLtuyxavetal taxutata.
Na pnv givat n emiddvela Tou UALKOU YyUaALOTEPH, TTPOKELUEVOU VOl Elval
€ek@Bapn N avayvwaon Tou anmoteAEoUATOG TG avtibpaonc.
Na eivat Staotdoswy: 5 oelpég x 10 B€oelg 6000
MNAAKEZ
25 MIKPOTITAOMOIHZHZ MukporAdkeg 96 BEoewv xwpig kamakL Ke eninedn Baon and uPnAng moLotnTag
ENIMNEAQCY NYOMENA 96 | moAucotupévio, ue aABaBntikr Evoeién.
OEZEQN
NAASTEAINH T1A
26 MIKPOAIMATOKPITES MAAZTEAINH T'A MIKPOAIMATOKPITEZ
PYTXH AYTOMATQN , , o . ,
27 NINETTON MAASTIKA POyxn mutettwyv 20-200pl, mAaotikd KatdAANAa yLo OAOUG TOUG TUTIOUG

20-200 ML

TUTETTWY
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2ET
AIMONETAAIAQAIPEZHZ
MONHZ BEAONAZ 5
HMEPQN
ZYN.ZYAAOTHZ
NAAIMATOZ(MEXPI 500
ML)KAI AIMONETAAIQN

YeT alpomneTalladaipeong yla xprion otov cuvodo e€OMALOUO LE TG TAPAKATW
nipodiaypadég (Seite mpodilaypadég cuvodol e€omALoUOU TTOPOKATW), LOVAG
dAEPOKEVTNONG LE LOVO QUAD, ETOL WOTE ETUAEKTIKA KL AVOAOYWE TWV AVayKWV
TOU XPNOTN, VA UITOPOUV va £PapLOCTOUV OTO (610 UNXAVNA Ta avTioToa
TPWTOKoAAa o€ 6OTeG ) a.oBevels. ® Na mepthappavetal n Behdva
pooTéAacnG, N omoia va Propei va avtikataotadel xwpic tnv xprion
UNXaVIKAS ouykOANnong.e Na Slabétouv opudoplkolg 0.okoUG
SelypatoAndiag, 1600 otnV ypappr cUANOYNG TOU alpaTog pog enefepyacia,
000 KOlL 0TOV TEALKO aoKO TOU GUAAEYOUEVOU TIPOIOVTOG. MANPEG OET yLa TV
cuMoyr| SmARG 860n¢ (§U0 AOKWV) CUUMUKVWHUEVWY QULUOTETAA WY 5 NUEPWV
Kat Suvatotnta cUAAOYRAG TAGOUATOC, UE EVOWHOTWHEVO dIATpo pe otabepn
Aeukadaipeon tng Taéng <1x106.MANPEG OET yLa TNV BepareuTtikr) cUANOYN
TAQOHATOG ATIO A0OEVN KL AVTLKATAOTAON Tou pe aABoupivn, FFP 1 StdAupa
nAektpoAutwy. H dtadikaoia avtkatdotaong va ivat autopatn i kat emioyn
Tou XelpLothy. TEXNIKEZ MPOAIATPADEZ 2YNOAQY EZOMAIZMOY
MHXANHMATOZ (AIMONETAAIAQAIPEZHS / TAASMAQ®AIPEZHS)e Na sivat
olyxpovng texvoloyiog kat oxediaong.® Na £xeL aBopufn Asttoupyia, davikn
yla to meptBaAAov 6tou / acBevoug .e Na Asttoupyei ota 220V/50Hz kat va
edappoletal n apxn TG GuyoKEVTPNONG yLo TNV EMITEVEN TOU SLoXWPLOUOU TwV
£UpHopPwV otolxeiwv tou aipatog. ® No cuAAEyeL auTdparta, Pe duvatotnta
EMEUPOONG OTOV AUTOUATIOUO, OLUOTIETAALA e otaBepn Aeukadaipeon Tng
taéng <1x106 (amapdafatog 6pog), cUUbWVA LE TO EAAXLOTO eninedo
Aeukadaipeong, mou amaltei o Eupwmnaikog odnyog (EDQM18th Edition). » Na
katateBoUv oxeTIkEG peETeG Tipoc emiBePaiwon TnE Ta&Nng Asukadaipeong kat
™G MEYLOTNG BLWOLUOTNTAC TWV OLUOTETOALWY. ® Na epapUolel BepameuTika
TPWTOKOAAQ:- BepameuTtikrg mMAacpadaipeon - cuAloyn stem cells. KaBe
erunAéov Suvatotnta Ba ekTiunOel Wlaitepa, £T0L WOTe va KaAUTITOVTAL OL
£KAOTOTE OVAYKEC TWV SUVATOTATWY TOU 60TH. ® O TEAIKOG EEWOWHATIKOG OYKOG
TOU QATOG TOU OyKou Tou 80tn Kabwg Kal n StakVpaven Tou KoTd Thy
Slapkela g ouvedpiag, va eivat cupdpwva e tov Eupwmnaikd odnyo, yla thv
T(POETOLUOGLA, Xprion Kal ToLOTNTA TwV Mapaywywv aipatog (EDQM18th
Edition). ® Na emttuyxdvetal o KoAUTEPOG SuvaTtdg Xpovog tng cuvedpliag, £ToL
WoTe va MAnpoUvTaL oL BACIKEG AMALTACELG THG TTOLOTNTOG TWV TAPAYWYWV Kal
™¢ aoddielag Tou 56tN.

* Na Aettoupyel anmodedelypéva eMITUXWG UE povh AeBokEVTNON, £TOL WOTE vV
pnv talatmwpeital o §6tng/acevrg Kat va SLEUKOAUVETAL O yLaTtpog (T.X. O
niepinmtwon mou dev €xeL 0 66tng/acbevng KaAég AEREG va umtdpxouv
TEPLOCOTEPEG ETUAOYEG).

* Na AELTOUPYEL UE AUTOUATOTIOLNMEVEG TOXUTNTEG ANYPNG KAl EMLOTPODNG, OL
OTOLEG VA T(POoaPUOTOVTAL OTLG LOVASIKEG SUVATOTNTEG POWV TOU KABE 601N

* No tpoodEpeL amapattHTwg TV SuvaTtoTNTA ELCAYWYNG OTOLXELWV Tou 80TN,
onwg atpatokpitn, VP og, pUAo, emefepydcLiLo OYKO, YLOL TOV UTIOAOYLOMO €€
apxn¢ tou yield twv alponeTaAiwy.

* Na StaB£tel 086vn mou va Sivel ava mdoa oty mAnpodopleg OXETIKA e TNV
GUA\OYI] TWV KUTTAPWYV, TLG TAXUTNTES KOl TNV €VEELEN yLa TNV Tileon EMLOTPOPNAG
otov 601N .

¢ Na tpookoptoBolv ave€dptnTeg LeAETEG SNULOCLEUMEVEG OE EMLOTN LOVIKA
TEPLOSIKA TIOU VA TEKUNPLWVOUV TNV TIOLOTNTA TOU {NTOUEVOU TEALKOU

TPy wyou 600 adopd Tov OYKo, TOV apLBO TWV EpUBPOKUTIAPWY TTIOU
TIEPLEXOVTAL OE OUTO, TOV APLOUO TWV UTIOAELTTOUEVWY AEUKOKUTTAPWY KAl TAV
TIEPLEKTIKOTNTA OF QLLUOTIETAALA.
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IKAPOIZTHPEZ
METAAAIKOI ANOZT.
NEOINQN

Autopatol ZkapdLotipeg yla AfYn aipatog - avwduvou TPUTHUATOG LE
QMOOTELPWHEVN BEAOVN, LLAG XPOEWC, ETOLLOL TIPOG XPRON, UE UNXOVIOUO
anokpuPng tnG BeAdvag PETA T XProN, e TPOOTATEUTIKO KAAUMUO aodaleiag,
HE QUTOUATO UNXOVLOMO EVEPYOTIOINCNG KOl EVOWHATWEVO cUOTNUA
aodaleiag ya anodpuyn katd Adbog evepyomoinong. Tputhol akoviopatog Kat
pe eTuk@AuPn olAkovne. To BaBog Statpnong elval eheyxopevo. TUToG BeAovag
: 28 G BaBog diatpnong: 1, 6 mm.




Autopatol ZkapdLotipeg yla AfYn alpatog - avwduvou TPUTHLATOG HE
QMOOTELPWHEVN BEAOVN, LLAG XPOEWC, ETOLLOL TTPOG XPRON, LUE UNXOVIOUO

SKAPOIZTHPEZ , , , X L ,
METAAAIKOI aT[OKpU’lIJr]Q ™mg Bs)\ova'q META TN )((’)nor], V3 npoorarsutu(lo Kd.}}U Muo aodpaleiag,
30 ME QUTOUATO UNXOVLOMO EVEPYOTIOINGNG KOl EVOWHATWHUEVO CUOTNUA
AMNOZTEIPQZHZ , , L x , . ,
aodaleiag ya anoduyn katd Aabog evepyomoinong. TPUTAoU akoviopaTog Kat
ENHAIKQN , . , , , , . .
pe emkaAudn olkovng. To Babog Siatpnong eilvat eheyxopevo. Tumog BeAdvag
:21-28 G Ba&Bog Satpnong :1,6-1, 8 mm
2TYAEOI , , , . . .
Ot otuAeoti va eivat BapBakodopol e TAACTIKO OTEAEXOG ECA OE CWANVAPLO
31 BAMBAKO®OPOI ME , , , , .
YAIKO STUART O€ QTOLKN) cuokevaoia , pe UALKO petadopdag STUART, amootelpwévol .
32 (Z)-I:rz\l\li(ils?(:ml?/lAKoz Stuleol B(IquaKocbépot WTWV 15X9MM amooTELpWHEVOL OE OTOLKNA
AMOSTEIPQMENOI ouokevaola
2TYAEOI
BAMBAKO®OPOI , , , , ;o .
33 =YAINOI BapBakodopog UALVOG OTUAEDG, ATTOCTELPWEVOL GE CUCKEUOOLO EVAG-EVOG
AMNOZTEIPQMENOI
34 i-:-'IY/CCEIOI =YAINOILS EK. 2TYAEOI ZYAINOI MH ANOZTEIPQMENOI MHKOZ 15 EK AMAOL.
SOAHNAPIA 15ML Na gival K w v LKQ, SILotctc'xcewv 15’ml,’ 120x17mrr’1, BaGuovounuéva,HE XWpo
35 KONIKA ME BIAQTO ya avavpotcbn’ototxftwv Kol BLS(.UT? WA TO oTolo 'Ba ou urtept)\clquavetaL
NOMA FALCON otnv OL’JUKEUGLG., ard moAumporuAévio (PP) kat va elval avBeKTIKA o€
duyokévtplon.
Ta owAnvapla va givat ano SLauyEg UALKO ,0mooTELpWHEVA UG XPHOEWS,
Slaotdoswy : 13X100mm avOeKTIKNAG KATAOKEURG CUVOALKOU Oykou 7ml kat va
SQAHNAPIA HNV TIEPLEXOUV QVTUTNKTLKO, VAL TIEPLEXOUV ETULTOXUVTH THEEWG PEKATUEVO 0T
36 AIMOAHWIQN KENOY TOLXWHOTA, VO £XOUV APVNTLKA TILECN yLa avappOdncn CUYKEKPLUEVNG
ME NQMA XQPIZ MoooTNTAG alpatog 6ml, va pépouv nwpa aodadeiag Kal ETKETA L EVOELEN
ANTIMHKTIKO 6 ML CE, py0ooTaoiou KOTAOKEUNG, TIEPLEXOEVOU, TTOCTELPWOEWG, OYKOU TIOU
avappodouv, Lot mapaywyng, NHEPOUNVIag ANEEWS, KOL XWPO ONUELWOEWY TWV
oToLXElWV ToU aoBevoUg.
Ta cwAnvapla va ivat ano SlauyEéG UALKO ,amooTEPWHEVA UidG XPrOEWC,
SOAHNAPIA Sltaotdoewy : 13X100mm -, avOEKTIKAG KATALOKEUTG TIOU VO TIEPLEXOUV WG
AMNOZTEIPOMENA QVTUITNKTKO : 10,8mg Enpo EDTA K3 1\ K2 Yekaopévo ota toyywpata (KatdAAnlo
MAASTIKA -AOPAYZTA-, ylo HopLakd €heyxo Ttou ailpatog). Na éxouv apvntikr Tiieon yla avappodnaon
37 ME WEKAZMENO =HPO OUYKEKPLUEVNG TTOCOTNTAC alipatog 6ml. Na avaypddete n cUyKEVTPWON TOU
ANTINHKTIKO EDTA-K3, | avtuinktikoU. Na ¢pépouv nwpa aodaleiag, etikéta pe €véeln CE,
ME NQMA AIQAAEIAZ €PYOOTACIOU KATAOKEUNG, TEEPLEXOUEVOU, ATIOCTELPWOEWG, OYKOU TIOU
13X100 6ML avappodoulv, Lot mapaywyng, NHEpoUnViag AREEWS, XWPO ONUELWOEWY TWV
oToLXElwV Tou aieBevolg.
2QAHNAPIA KENOY,
AMOZITEIPQMENA
MAAZTIKA,(AOPAYZTA) Ta ZwAnvdpla Kevou yia Bloxnutko éeyxo va eivat 3-4 ml Staotdoswv 1375
ME EMITAXYNTH MHZHZ | amootelpwpéva MAAOTIKA dBpavota e wpa aopaleiag pe gel Staxwplopol
38 KAI XHMIKA AAPANES, oe udpoduvautkn popdn yia BEATIOTO SlaxwpLlopd Wolailtepa xproLua yLa
GEL AIAXQPIZMOY , ME | Seiypata acBevwy pe el8LkEG Bepareieg (OyKOAOYLIKOUG , aLatoAoylkouc, MEO
MIEZTO (LIFT-OFF) aoBeveig, k.a.) .Na avaypadetal n uébodog anooteipwong, CE, REF,
MQMA, OrkKoy nuepopnvia ARENG Ko XWpoL KATAOKEURG.
AEITMATOZ 3,5-4 &5
ML
39 ZQAHNAPIA AAZTIKA SwAnvapla 5ml, 75x13mm Stadavr pe otpoyyulAn Baon Ue mwua .

RIA5 ML ME NOMA




ZOAHNAPIA TYAAINA

40 ;Z)EEYH\?/)'AJEERMAN' TA SQAHNAPIA NA EINAI TYAAINA , TYNOY WASSERMAN XTPOITYAQY
(STPOTTYAOS NYOMENA, AIAOANA, KAGAPA, AIAZTAZEQN 13X100 TQN 10ML
MYOMENAZ) 10 ML
ZOAHNAPIA KENOY OuaAidila yevikni aipatog 13X75 MM - 3 ML, pe EDTA K2 ) K3
ANOZTEIPQMENA KEVOU 0P, QMOOTELPWHEVA, CUVOETIKA aBpauoTta, Le EVEELEN MANPWONG Kat
MAAZTIKA (AGPAYZTA), ETIKETA YLOL ’OIOLXEi(l aoeevodq va avaypadetal To ICE LOT mapaywyng, REF, n
41 ME WEKAZMENO =HPO , : g A ) ’ ’
ANTIMHKTIKO EDTAK3, [SE{STeToYe]s an?orstpwc,rng n nuepoenvux N]Er]q’Kd.l n ouer’vrpwonlrou
ME NOMA ASOAAEIAS av’rmnKnKou. Me T[(.op.(’l aodaleiag, cr’tsyavnq <’9¢OLPH0\{HC KOLL EUKOANG
3 ML SLatpnong, mou va KOAUTITEL EEWTEPLKA TO PLaAidlo katd 2cm.
Daidia xpovou mpoBpoppivng,
OMOOTELPWHEVA, CUVOETIKA, SUMTAOU TOLXWHATOG, OALKAG TTANPWOEWG I oo
YUOAL, pe avtnmnktikd SODIUM CITRATE 3,2% - 0,109M, pe évelgn mAnpwong
42 SOAHNAPIO KOlL ETIKETA yLa oTolyela aoBevoug, va avaypadetal to CE, LOT napaywync, REF,
MPOOPOMBINHS 4,5ML | f; uéBobog amooteipwaong, N CUYKEVTPWON TOU QVTLTNKTIKOU, KoL N NUEPOUnVia
Anéng Staotdoewv 13X75mm, 4,5 ML pe nwpa aodpaleiog, oteyavng
edappoyng KaL eUKOANG SLATPNONG, TTOU va KAAUTITEL EEWTEPLKA TO PLOAISLO
Kata 2cm.
2QAHNAPIA NMAAZTIKA
43 XQPI1Z NQMA ME Ta cwAnvapla va eival twv 10ml,mAaotikd Stadavh HE KwVLKO MuBuéva Kot
KQNIKO NYOMENA, Xwpic mwua.
AIAOANH 10 ML
IZ'I(/)\/,;;'"I}:'E(F;IHA(;II:)I\(AiﬂﬁH MAAZTIKA ZQAHNAPIA TPIXOEIAH NAAZTIKOMOIHMENA KATAAAHAATIA
44 100uL 1A OAEBIKA ;’;IICEBIKA AEPIA ME XQPHTIKOTHTA 100ul HNAPINHEMENA 70 MONAAEZ ANA
AEPIA ’
45 SQAHNAPIA TYNOY MuikpoowAnvapla 1. 5ml. MikpoowAnvapLa OIMOCTELPWHEVQ, ILE EVOWLOTWHEVO
EPPENDORF 1,5 ML TIWHA, ME KwVLKA Bdon, KatdAAnAa yia Babeld katauén.
ZOAHNAPIATYNOY MikpoowAnvapta 1. 5ml. MikpoowAnvapLa amocTeElpwHEVA, UE BLOWTO
46 EPPENDORF 1,5 ML ME , o , . .
BIAQTO MOMA TWHA, HE KWVLKA Baon, KatdAAnAa yia Babeld katduén.
SWANVApLA KEVOU YL TOV OPOAOYLKO EAEYXO0 QLATOG, XWPIG AVTLINKTLKO,
QTOOTELPWHEVA, CUVOETIKA, JE EMLTOUVTH TIHEEWS Kat gel Slaxwplopol oe
uSpoduvapikn popdn (yia KAAUTEPO KaL TAXUTEPO SLOXWPLOUO), XWwPNTIKOTNTAG
47 ZQNHNAPIA 8-10ml, Staotdcewv 16X100mm, pe TeoTo MWK achaleiog mou va KaAUTITEL
AIMOAHWIAZ 8-10 ML , , , , , . .
€EWTEPLKA TO PLOALSLO KaTA 2cm, pe €VOELEN TTANPWONG,, VA UTIAPXEL ETLKETA YLaL
Ta otolxeia acBevoug, va avaypadetal CE, LOT mapaywyng, REF kat
nuepopnvia Afgng.
SWANVAPLO YEVLKNAG AlHOTOC YLa VEOYVA, XwpnTikotntag 250-500 ml, pe
QVTUTNKTKO K2 EDTA 1,0mg Staotdoswyv 13x75mm, pe nwpa aodadeiag
SQOAHNAPIA TENIKHZ OUUPBATO PE AUTOUATOUG SELYUATOAEITTEG TWV OULUATOAOYIKWY AVAAUTWY TOU
48 AIMATOZ A NEOINA voookopeiou, kaBwg kat Twv avaAutwy Ta.K.E. tou pmopoulv va Sextouv
250-500 ML dLaAiSLo yevikng aipatog. Me okaddkt GUAAOYNG aipatog Kal vEeLen
mA\npwonc. Na avaypadetatl 6to cwAnvapio to REF, n nuepopunvia Anéng, n
CUYKEVTPWON TOU QVIUTNKTIKOU, N XWPA KoL TO EPYOCTACLO TTOPAYWYHC.
TAINIEZ METPHZHZ Tawieg Seikteg yla €leyxo 11 Bloxnikwy MAPAPETPWY OUPWY HE OTTAR
49 MAPAMETPQN 3TA gpparntion (UeTaly TwV BLOXNULKWY TTOPOUETOWY VO UTIAPXEL 0 EAEYYOG yLaL

OYPA

0.0kopBLKO 0E).




TAINIEZ METPH2HZ

1. Na Xpetalovtal pikpn moodtnta oipatoc.

2. H mMA\pweon Twv TOWLWY O€ aipo YIVETAL QUTOMATO UE avappodnan mou
otnpiletal 0to GaLVOUEVO TOU TPLXOELSOUC.

3. O YETPNTAG COKXAPOU VO EXEL LEYLOTN AKPIBELX TWV AMOTEAECUATWV.
4. EukoAia otn xprion, Omwg Kot n dtadikacia tng LETPNONG VoL yIvETOL
autoparta .

5. AnoteAéopata péoa o touhdylotov 10 SeutepdAenta Kot pviun 10

>0 2AKXAPOY ZTO AIMA OMOTEAECUATWY
6. MeydAn 08dvn PE EVAVAYVWOTOUG XOLPOKTHPEG.
7.Na napaxwpnBouv oto NOOKOUELD OL AMAUTOUUEVEG OUCKEUEG. 8. Na
mAnpel T mpoumnoBéoelg 15197/2013.
51 TPYBAIA PETRI Ta TpBAia Metpl va eival 6Tpoyyuld Twv 9 cm pe EL8IKO TIWHA TIoU va
STPOTTYAATQN 9 cm. ETUTPEMEL TNV avTaAAayr aepiwy Kol va glval amooTEPWHEVA.
TPYBAIA METPI 9CM
2TPOITYAA , , s , ,
52 ANOSTEIPOMENA ME TpBAia teTpL 9cm OTPOYYUAQ, OMOCTELPWHEVA LE Y aKTVOBOALA.
" AKTINOBOAIA
TPIBAIA METPI 9CM
53 STPOITYAA TpBAia tetpt 9cm oTPOYYUAG SixoTopnpeva.
AIXOTOMHMENA
TPIBAIA PETRI 9CM
2TPOITYAA , , , .
54 AIXOTOMHMENA TpPAia teTpt 9cm OTPOYYUAQ SLXOTOUNUEVQ, OTIOCTELPWHEVAL.
AMNOZTEIPQMENA
Na eivat StaAupa petadopdg, HoviLonoinong Kal cuvtipnong KUTTApWY yLa
Mart teot pe ™ néBodo tng kutTapoloyiag uypng daong pe tn xenon diktpou
o€ ouokevaoia pLaitdiov 20 ml, cuppatd pe TNV AUTOUATN CUCKEUN
eniotpwong kuttapwv ThinPrep 2000. To StaAupa va ieptéxet 30% - 60%
peBavoAn. O mpoodépwy va katabéoel pall pe tnv mpoodopd tou, BeBaiwaon
oupBatdTNTOG TOU £160UG e To Unxavnua tou Kuttapoloyikol Epyactnpiou
(ThinPrep 2000) T600 amd TV KATAOKEUAOTPLA ETOLPLA TWV AVAAWGCLLWY 0G0
KOl ATTO TNV KATOLOKEUAOTPLA ETALPLA TOU UNXAVAATOG. To poadepOUEVO
€l60g va StaBetel EC Declaration of conformity according to in vitro diagnostics
medical devices directive 98/79/EC Kal 0 KATOOKEUO.OTIKOG 0ikog va SLoB£TeL
®OIAAIAIO 20 ML TILOTOTOLNTLKO yla SlaoddALon molotntag
55 PreservCyt TA MAMN cludwva pe to mpotuo ISO 13485:2003 kat ISO 13485:2012. 3e epdaveg

TEXT

ONMUELO TNG cUOKELAGLOC TWV avaAWGiwyY, KaBWG Kal og KABe povada tou
TIEPLEXOMEVOU TNG, TPEMEL va avaypddovtal oL tapakdtw ENAEIZEIZ ota
EANVIKG ) AyyAkd: Emwvupia kot SlebBuven Kataokeuaotr, 0 KwSLKOS TNG
noptidag, N nuepounvia, HEXPL TNV omola To mpoidv unopel va xpnotuonotndei
aodaAwc, oL ELBLIKEG CUVONKEC amoBnKeEVONG 1] KoL XELPLOUOU, OL EVOESELYUEVEG
T(POELSOTOLNOELG 1 Kal TPOPUAAGEELS. To TpoadepOUEVO TIPOidV Ba TpEmeL va
elval evtaypévo oto Mntpwo latpotexvoloyikwy Mpotdvtwy tou EKAMNTY kat o
npoodEpwv va NAwoeL Tov KwSLKO Toug 0to Mntpwo Oa aflohoynBei BeTikd
€Qv 1o €ldog mAnpel TG anattioslg tou uPnAdtepou erMESOU TwV
KOVOVLOTLKWYV eAEyXwV (regulatory control) cUpdwva pe Toug KAVOVIGUOUG TOU
FDA.
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OIAAIAIO 20 ML
FENIKHZ
KYTTAPOAOTIAZ
PreservCyt

Na givat StaAupa LETAPOPAC, LOVLHOTIOINONG KOL CUVTAPNONG KUTTAPWY yLa
Selypata yEVIKWY KUTTAPOAOYIKWY eEETACEWV LE TN HEB0SO TNG KUTTapoAoyiag
uypng daonc pe tn xprion diktpou oe ouokevacia praAdiov 20 ml, cupPato
ME TNV AUTOMOTN CUOKEUN EMLOTPWONG KUTTAPWV ThinPrep 2000 To StdAupa va
niepLexeL 30% - 60% pnebavoAn. O mpoodEépwy va katabéoel pall pe tnv
npoodopd tou, Bepaiwon ocupBatotnTac Tou (60UC e TO UNXAVN O TOU
KuttapoAoyikou Epyactnpiou (ThinPrep 2000) 1600 amod TV KATOOKEVAOTPLO
etaLpio Twv avaAwaoipwy 660 Kol Ao TNV KOTAOKEUAOTPLA ETALPI0 TOU
pnxavhiuatog. To npoodepopevo eibog va Stabetet EC Declaration of conformity
according to in vitro diagnostics medical devices directive 98/79/EC kat o
KOTOLOKEUAOTLKOC 0({KOG val SLABETEL TILOTOTIOLNTLKO YLa StaodaAion moldtntag
cludwva pe to mpotuo ISO 13485:2003 kat ISO 13485:2012. Ie epdaveg
ONMELO TNG CUCKEVAGLOG TWV avaAwaoipwy, KaBwg kat og kKABe povada tou
TLEPLEXOHEVOU TNG, IPETEL va. avaypadovtal ol mapakdtw ENAEIZEIZ ota
EAANVIKG 1) AyyAkd: Emwvupio kat SlebBuveon KataokeuaoTr), 0 KwSLKOG TG
naptidac, N NUEpoUNVia, HEXPL TNV OTtoia To MPoildv Uopei va xpnotpomnotnBel
aodaAwc, oL eL6LKEG CUVONAKEC amoBRKELONG 1] KoL XELPLOUOU, OL EVOESELYUEVEC
T(POELSOTIOLNCELG 1] Kal TTPOPUAAEELS. To TpoadepOUEVO TIPOidV Ba PEMEL VoL
elvat evtaypévo oto Mntpwo latpotexvoloyikwy Mpoidovtwy tou EKAMTY kat o
npoodEpwv va SNAWaCEL Tov Kwdkd Toug oto Mntpwo Oa aflohoynBel Betikd
£Qv 1o €ibog mAnpel Tg anattioslg tou uPnAdtepou emMESOU TwV
KAVOVLOTLKWV EAEyXwV (regulatory control) cUpdwva pe Toug KavoviooUG Tou
FDA.

57

OIANTPA TENIKHZ
KYTTAPOAOTIAZ
Transcyt

Na givat mMAaoTtikod, KUAWVSPLKO GIATPO, SLOUETPOU 2 EKATOOTWY YL EMIOTPWON
Aentrg otBdadag oe Selypata

YEVIKAG KuTTtapoloyiag pe tn néBodo tng kuttapoloyiag uypng ddonc pe xpron
diAtpou, cUPBATO LE TNV AUTOUATN CUCKEUN EMIOTPWONG KUTTApwV ThinPrep
2000. O mpoodpépwv va katabéoel pall pe tnv mpoodopd tou, Befaiwon
cupBatoétnTag tou idoug pe To unxavnua tou Kuttapoloyikol Epyactnpiou
(ThinPrep 2000) T600 amd TV KATAOKEUAOTPLA ETALPLA TWV AVAAWGCILWY 0G0
KOl A0 TNV KATOLOKEUAOTPLA ETALPLA TOU UNXAVAATOG. To poodePOUEVO
€l60¢ va StaBetel EC Declaration of conformity according to in vitro diagnostics
medical devices

directive 98/79/EC Kal 0 KATAOKEUAOTIKOC 0{KOG VoL SLLOETEL TILOTOTIOLNTLKO yLa
Sltaoddiion moldotnTag cudPwva e o potumo ISO 13485:2003 kat ISO
13485:2012. I€ epudavég ONUELO TNG CUOKEUACLAG TWV OVOAWGCTUWY TIPETEL VAL
avaypadovrat ot mtapakdtw ENAEIZEIZ ota EAAnvikd i AyyAlkd: Emwvupia kot
SLevBuvon KAtaoKeLaoTH, 0 KWBLKAG TNG mapTibag, n nuepounvia, LéxpL tnv
ornola To MPoloV pmnopel va xpnotpomnolnBel aodalwg, oL el8IKEG CUVONKEG
anoBnkeuong f koL Xxelplopol. To mpoodepopevo TPoiov Ba péneL va elval
EVTAYHEVO 0TO MNTPWO LaTpoteXVoAoyLIKwV Mpoidviwy tou EKANTY kat o
npoodEpwv va SNAWCEeL Tov KWLk Toug oto MNTpwo

Oa aflohoynOei Betikd edv to €ld0g MANpel TG amattroelg Tou uPnAdtepou
EMLMESOU TWV KAVOVLOTIKWY eAEyXwvV (regulatory control) cUpudwva pe Toug
KAVOVLOUOUG Tou FDA.
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QOIATPA ZYMNYKNQZHZ
OYPQN 5 ML

Oiltpa taxeiog kaL EUKOANG CUUMUKVWONG 1 AMOUAKPUVONG TIPWTEWVWY
Selypdtwy Bloloykwy vypwv (m.x. opo, ENY, ovpa) oykwv 1-5ml .




OIATPO transcyt TIA

Na givat mAaotikod, KUAWSPLKO GIATPOo, SLOUETPOU 2 EKATOOTWY YL EMIOTPWON
Aentrg otfddag oe deiypata KOATOTpaxNALKWY €EETACEWY e TN HEB0SO TNG
KuttapoAoyiag uypng daong Le xpnon ¢idtpou, cupBaTo e TNV AUTOMATN
OUOKEUN EMioTpwaong kuttapwv ThinPrep 2000. O mpoodépwv va katabéoet
pali pue tnv mpoodopd tou, BePaiwon cupBatotnTag Tou EI60UC UE TO
unxavnua tou KuttapoAoyikol Epyactnpiou (ThinPrep 2000) téco and tnv
KOTOOKEUAOTPLA ETALPLO TWV OVOAWGCTLWY,000 KoL Ao TNV KOTAOKEUAOTPLAL
eTaLpia Tou pnxavnuatog. To mpoodepopevo eibog va Stabétel EC Declaration
of conformity according to in vitro diagnostics medical devices

directive 98/79/EC kall 0 KATAOKEUAOTLKOC 0{KOG VoL SLALOETEL TILOTOTIOLNTLKO yLa

>3 MAN TEST Staodaiion mowdtntag cldwva Pe to tpoturo I1SO 13485:2003 kat ISO
13485:2012. 2€ gpudavég onpELO TNG CUOKELAOLAG TWV OVOAWGCTUWY TIPEMEL VAL
avaypadovtat oL tapakdatw ENAEIZEIZ ota EAAnvikd i AyyAkd: Emwvupia kot
SLeBuvon KaTaoKELOOTH, 0 KWELKOG TNG TtapTidag, N nUepounvia, LExpL TNV
orolia to Tpoidv umopsei va xpnotpomnotndei aoparwc, ot L8IKEG CUVORKEG
arnoBnkeuong A KoL xelplopol. To mpoodepdUEVO TPoidv Ba Tpénel va elval
€vtayuévo oto Mntpwo Latpotexvoloyikwv Mpoidviwv tou EKAMTY kat o
npoodEpwv va SNAwaoEeL Tov KwSKO Toug oto Mntpwo Oa aflohoynBel BeTikd
£Qv 1o €ibog MAnpel TG analtioslg Touv uPnNAOTEPOU ETULIIESOU TWV
KOVOVLOTLKWV eAEyxwV (regulatory control) cUpdwva pe Toug KAVOVIGUOUC TOU
FDA.

2QAHNAPIA KENOY

60 NAAZTIKA ME LITHIUM JOAHNAPIA KENOY NAAZTIKA ME LITHIUM HEPARIN, ME NQMA ASDAAEIAZ 2
HEPARIN, ME TIQMA ML
AIOAAEIAL 2 ML
2QAHNAPIA KENOY
MAAZTIKA ME SODIUM SOAHNAPIA KENOY MAAZTIKA ME SODIUM FLUORIDE/POTASSIUM OXALATE,

61 FLUORIDE/POTASSIUM ME BIAQTO NMQOMA AZOAAEIAL 2 ML
OXALATE, ME BIAQTO
MOMA AZOAAEIAZ 2 ML
KPIKO®OPOI XTYAEOI

62 MIAZ XPHZHZ 10 YL KPIKO®OPOI S TYAEOI MIAZ XPHZHZ 10 YL AMOZTEIPQMENOI
AMNOZTEIPQMENOI
2AKOYAAKIA SAKOYAAKIA METAQOPAZ AEITMATQN BIOAOTIKQN YTPQN MPOZ TA

63 METADOPAZ EPTAZTHPIA ME AINAH ©OHKH. H MIA OHKH TIA TA 2QAHNAPIA KAl H AEYTEPH
AEITMATQN FA TOMOGETHZH EFTPADQN, NA KAEINOYN ME AZDAAEIA.

ZQAHNAPIA
AMOZTEIPQMENA
MAAZTIKA -AOPAYZTA-,

64 ME 2QAHNAPIA ANOZTEIPQMENA MAAZTIKA -AGPAY2TA-, ME
ANTINHKTIKO1,8MG/ML | ANTINHKTIKO1,8MG/ML EDTA-K2, ME NQMA ASMDAAEIAS 16X100 9-10ML
EDTA-K2, ME NQMA
AIOAANEIAZ 16X100 9-
10ML
2QAHNAPIA TYAAINA
EMIKAAYMENA ME
2INIKONH XQPI2

65 ANTIMHKTIKO KENOY 2OAHNAPIA TYAAINA ENIKAAYMENA ME ZIAIKONH XQPIZ ANTIMHKTIKO KENOY

AEPOZ 13X75MM
AMNOZTEIPOMENA ME
MNOMA AZOAAEIAZ TIA
ENY TON 5ML

AEPOZ 13X75MM ANOZTEIPQOMENA ME MQMA AZQAAEIAZ TIA ENY TON 5ML




ZOAHNAPIA KQONIKA

KwVviKad, Sokpaotikd owAnvapta mAaotikd Quyokevtpkd 15 ml,

66 AAASTIKA 15ML 12’Ox17mm, BaBuovoun uévclx,us XWPO yLa avavp(’xcbr'] oTolXElwV Kal BLéwTto
TIW O TTOU VO CUMTEPIAABAVETAL OTNV CUOKEUTLA.
SwAnvapLa pétpnong mnéng aipatog (xpovou npoBpopPivng) pe sodium citrate
(3,2%) oAk g xwpntikdTNTag 2 Ml, GUVOETIKA, ATOCTELPWUEVA LAG XPHOEWC,
67 ZQAHNAPIA OALKAG MARPWONG UE TILESTO MW acdaAeiag Tou KAAUTITEL TO CWANVAPLO KT
MPOOGPOMBINHZ 2ML P . .
2cm, Pe SUTAOG toixwua, pe dtaotaon 13X75 mm. Na avaypddovtal otnv
etikéta CE, REF, LOT, CUYKEVTPWON QVIUTNKTIKOU Kal huepopnvia AnEewe.
EMOETEZ
TOMNOOETHZEIZ
68 AEITMATQN TIA EMIOETEZ TOMNOGETHZEIZ AEITMATQN A HAEKTPOOOPHZH OPOY KAI OYPQN
HAEKTPOOOPHZH OPOY
KAI OYPQN
PYI'XH AYTOMATQN
69 MINETTQN NAAZTIKA PUOyxn mutettwv 1-20ul, MAaoTIKA KATAAANAQ yLa OAOUG TOUG TUTIOUG TILTIETTWY
AZMPA 1-20 pL
70 ?IT;)I;'TT?)YJ ?I'XI:;: KN A f[t):;(:t z:/nsmbv 200-1000pl, mhaotikd KotdAAnAa yla GAoug Toug TUToUG
AZMPA 200-1000 pL
PYTXH AYTOMATON PUyXN yloL QUTOUOTEG TUMETTEG KITpLVA TTAQOTLKA WE ApLOTN dpapuoyn otnv
71 MINETTQN KITPINA 1- A , ,
TWTETTA YLO OYKOUG uypwv 1-200pul.
200 pL
OHKEZ OYAAZHS
7 ANTIKEIMENO®OPQN Na givat xaptveg ot Brikeg dUAaENG MAaKLSiwWY Twv 20 BEcEWY, PE KATIAKL KO
MAAKQN 20 OESEQN €L81Ko meplBwplo kataypadng otoxeiwv.
XAP ME KAAYMMA
AOXEIA AEITMATQN MAQOTIKO SOXELO LOTOAOYLIKWY TTAPACKEU ACUATWY
73 BIOWIAZ 1LT Na €xeL meotd nwua
Na kAeilvel eppntikd
Na eival kataokevaopévo amno polypropylene
Na €xeL eykom WOTE va SLEUKOAUVEL TO AVOLY O TOU TIWMATOC Oltd ToV Xprotn
Na amootelpwvetat otoug 120°C
Na avtéxel otn ¢opuoAn
Na ¢pépet CE MARK
Xwpntikétntag 1000 ml
74 STATQTIA ZQAXAPTINA | Koutld amoBrikeuong pikpoowAnvapiwv 1.5 & 2ml, Stactdoswv 135 x 135 x

100 OEz.

45mm amod xaptovt, 100 Bcswv (10 x 10).




AOXEIA AEITMATQN

MAQOTIKO SOXELO LOTOAOYIKWV TTAPACKEU ACUATWY

75 BIOWIAZ 5000CC Na éXEL TUEDTO rubua
Na KAELVEL EpUNTLKA
Na eival kataokevaouévo amno polypropylene
Na €xel eykom WOTe vo SLEUKOAUVEL TO GVOLY O TOU TIWUATOC Otd ToV XpHotn
Na amootelpwvetat otoug 120°C
Na avtéxel otn popuoAn
Na pépel CE MARK
Xwpntikdtntag 5000 ml
76 MINETTEZ PASTER Mutétteg PASTER, yuoAwvég 2 ml pe tpiyoeldég puyxog 127 mm , pn
TYAAINEZ 2 ml OITOOTELPWHEVEG, LG XPHOEWS, HOKPLEG ( 230mm).
MOYAP EAAZTIKO MA , , , .
77 NINETTES PASTER Moudp elaotikd yia mumetteg PASTER 2ml yuaAwéeg.
78 SOAHNAPIA 50ml ME SwAnvapta 50ml pe kwvikd mubuéva Kot BLOwTod Mwua ord MOAUTPOTIUAEVLO
KQNIKO NYOMENA (PP). Na givat avBektikd otnv ¢duyokévtpnaon. Na gival Babuovounpuéva.
JwAnvapta mAaotikd 5ml, 75X12mm, xwpic fabuovounon, amocTELPWUEVA, LE
79 SOANHNAPIA MAASTIKA | mwpa St B€ong, amd StavyEg PS. AvBektikd og duyokévipnon £we 4.000X g.

S5MLTIA ENY

. Ikavorolouv Tig mpoimoBécelg adpdyiong ota 0,6 bar/ 10 min. Zuokevaouéva
0€ OOKOUAEG TwV 25 TeW. Zuokeuaaoia 25X40 1000 tepdyLa.




