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Ap. mrepdvov yevikdv TAnpopopldv: 858/586-9900

‘Extoxtng avaykng: 858/586-9900

ENOTHTA 1. -------ccaaaannnn ANAIFNQPIZH NMPOIONTOX - - - - - - - s cccmmmmmmmmmmmm e m s
AP. KATAAOI'OY #: 708675

ONOMAZIA: QUANTA Lite™ B, GPI IgA ELISA

XPHZH: I In Vitro diawyveotikn xpnon, CLIA obvBetoc: ynAdg

ENOTHTA 2. ---------- ZYNOEZH/NMAHPO®OPIEZ TN A TA ZYETATIKA - - - ------cccccnan--
Ztotyeia Tov Kt

YHMEIQZH: P/N = Ap. mpoidvtog

P/N 508675, Mwpomhdxa moivotvpeviov ELISA pe emkdioyn and kekaboappévo avirydvo S, GPI

P/N 508556, Apvnrtikog opog eréyyov ELISA, 1 guoAidio mov mepiéyet <0,1% vatpolido, <0,02% Chloramphenicol ot pn
YVootd avpomva avticopate IgA ot B, GPI

P/N 508677, Opog eléyyov ELISA B, GPI IgA, 1 ¢iaiido mov mepiéyetl <0,1% voatpaliolo, <0,02% Chloramphenicol Kot pn
Yvootd avipomva avticopate IgA o B, GPI

P/N 508676A, BaBuovounong A ELISA B, GPI IgA, 1 gakidio mov nepiéyet <0,1% vatpalidio, <0,02% Chloramphenicol kot
avtoopota avipodrivov opod IgA oe B, GPI

P/N 508676B, BoBpovounong B ELISA B, GPI IgA, 1 gaiidio mov mepiéyet <0,1% varpalidio, <0,02% Chloramphenicol kot
avticopoto avpomivov opov IgA og B, GPI

P/N 508676C, Babpovounong C ELISA B, GPI IgA, 1 ¢uidio mov mepiéyer <0,1% varpalido, <0,02% Chloramphenicol kot
avTicOpoTo avipmmivov opod IgA og B, GPI

P/N 508676D, Babpovounong D ELISA B, GPI IgA, 1 ¢uwidio mov mepiéyet <0,1% vorpalidio, <0,02% Chloramphenicol kot
avTic®poTo, avpmmivov opod IgA og B, GPI

P/N 508676E, BoOpovounong E ELISA B, GPI IgA, 1 gokidio mov mepiéyet <0,1% vorpalidio, <0,02% Chloramphenicol kot
avtioopota avipdrivov opod IgA oe B, GPI

P/N 508551, HRP Apoiwticd detyporog, 1 graridio mov mepiéyet Tris pubotikd alatovyo didivpa, <0,2% Tween 20, <0,02%
Chloramphenicol ka1 <0,1% alid100x0 vatpro

P/N 508552, HRP Zvumdkvopa mivongl ¢uuiidio mov mepiéyet Tris pubiotikd adatodyo Siddvpa kot >1% Tween 20

P/N 508549, HRP ovlevypatog IgA, (aiya), avi-avOpomvo IgA pe pubuiotikd didivpo, mpoteivn, <0,02% Chloramphenicol
kot <0,1% vatpalido

P/N 508504, TMB (3,3°,5,5’-tetpapcdorfeviidivn) ( <0,02%), 1 ¢loridio

P/N 508509, HRP AtdAvpo dtokomng, 1 glaiidio mov mepiéyer <2% Oeukd o&H

ENOTHTA 3. --------ccccuan-- ANAINQPIZH KINAYNON - - - === - - - cccccmcmmcmeemmm
Kvpiot kivdvvor yua v vyeto:

Optopéva avtdpaoctplo mepiéyovv Arydtepo and (<) 0,1% tov cvvolikov Bapovg alidovyo varpro (NaNsz) g cuvinpntiko,
Kod. CAS 26628-22-8, Kwd. EINECS 247-852-1.

Optopéva avtidpactiplo TeptEyovy Ayotepo oo 1 ico pe (<) 0,02% tov cvvoikov Bapovg Chloramphenicol wg cuvinpnTiko,
Kwd. CAS 56-75-7, Kwd. EINECS 200-287-4.

Optopéva avtidpacthipilo meptéyovy Aydtepo and 1 ico pe (<) 0,2% Tween 20 g otobeponomr], Kwd. CAS 9005-64-5, Kwd.
EINECS Kavéva

TMB (3,3’,5,5’-tetpapeborPeviidivn) eivon Arydtepo and 1 ico pe (<) 0,02%, Kwd. CAS 54827-17-7, Kod. EINECS 259-364-6
Beuxd 0&Y eivan Aydtepo and (<) 2%, Kwd. CAS 7664-93-9, Kwd. EINECS 231-639-5

O 0p6Gg OV YPNCLULOTOLEITAL Y10 TV TAPOCKELT] GVTOV TOV TPOIOVTOG Exel doKIaoTel and pebddovg eykekpyéveg omd 1o FDA
Kot Ppébnke apvnTikdc yio ™V Topovoio avtiydvov empoveiog nmatitidag B (HBsAg), aviioopatog otov 10 g
avocoavendpkelog tov avipanov (HIV) kot otov 16 g nrotitidag C (HCV). Kapio yvootr) pébodog eléyyov dev pmopel va
TPOGPEPEL TANPN SGEAAGT Yoo TV amovsia Tov 100 g nratitidag B, HIV, HCV 1 AoV HOAGHOTIKOV Topoyovimy.
Metayepioteite ovtodg T0Vg 0podS eAEYXOL Kol OAa Ta delypata acbevav oto Eninedo Blooopdieing 2, 6nwg cuvietdTol 610
Biosafety in Microbiological and Biomedical Laboratories, Centers for Disease Control and Prevention/National Institutes of
Health, Fifth Edition, 2007. ZHMEIQXH: ITAnpo@opiec @uotk@v Kivdhvmv Kot Kvdivav yio. TV Vyeid 1o T0 GUYKEKPILEVO KIT
dev €youv kabopiotel. Kdabe avopepdpevn minpogopia UOIKGOV Kivdbhveov kol kwvddveov ywr v vyeio Paciletor oty
a&oddynon tov dedoUEVeV Yo Kabopd GUOTATIKE KOl GUYKEVTIPOOT CLUGTATIKMY GOUPEOVO LE T CUCKEVOGIL.

Opyava-otoyor: Kavéva avayvopiopévo.
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ENOTHTA4.--------ccmccmccnnnn METPA MPQTON BOHOEIQON - - - - - - - - cmccmmmmecmaa
Maértio: [TAOveté ta opéong pe dpbovo kabapd tpeyovpevo vepd yio TovAdyiotov 20 Aemtd, anoywpilovtag to BAEQapO.

Emaon pe to déppa: I[MAvBeite modd kaAd pe apbovo kabopd tpexoduevo vepd. Apaipéote Kot TAOVETE TO LOAVGLEVE POVYQ.
Katdmoon: Znmote wpiky Boribewn. Ewomvor: Amopakpivetre and v ékbeomn. Xe mepintmon dvokoriag otnv ovamvon,
{ntmote wrpkn Ponbeia edv etvon amapaitnto.

YE IMEPIIITQEH ATYXHMATOZXZ 'H EAN AIZOANGEITE AATA®EXIA, ZHTHETE AMEZQX IATPIKH XYMBOYAH.

ENOTHTAS. -------cccccccaaaaa- METPA NPOQTQON NYPOMPOXZTAZIAZ -------------nn--
My ebplexto oredoaoyio.

Méoa mupdcfeons: XpnoHonomoTe HEGO TPOCAPLOGHUEVO GTO VALKE TOL PUAGGGCOVTOL GE QECT) YELTViaGT|, OTmg ENPA YMLULKE.
Ewucég dradkacieg mupdofeons: No popdte anToTEAN OVOTVELGTIKT) GLGKELT KOl TPOGTUTEVTIKN EVOLLOGIO Y10, VO OTOQVYETE
TNV ETAOT| LE TO SEPUA KO TOL PATLOL.

NFPA: YTEIA =0, ANAOAEEIMOTHTA = 0, ANTIAPAXTIKOTHTA =0

ENOTHTAG.-----------nccccnnnn- METPA TYXAIAZ ANEAEYOGEPQZHZ - -----------nnu--
Edv yvbei to vhkd: Zkovmicte T0 VAKO TOL XVONKE [E 0dpOV] ATOPPOPNTIKE VALK Kot ToToDeToTE 68 KATAAANAO doyeio.
Dopdte mpocwmikd TpootoTeLTKd géomAicpd (PPE), 6nmg ydvtio, yvold 0GQaAEin/GUOKEVT] TPOOTAGIOG HOTIOV Yo VO
omovyete TNV £kbeom.

ENOTHTA 7.-------cccccmcanannn XEIPIZMOZ KAl OYAAZH ---------cmcccmmcaacnnen
Xewpiopog: Tnpnote 11 cuvNOglg TPOPLAGEELS TTOV 1GYDOVV Yo TO XEPLOUO YNUIKOV Tapaydvtoy. [TAvvete v emnpeaciévn
TEPLOYY| HETE TO YEPIOUO.

Doraén: Awtnpeite ta doyeio kKhewotd Otav dev ypnoyonolodvrat. Dvidocete o ENpo, KOAG aeptllopevo amodnKeLTIKo Ydpo
(2-8°C). TIpopurdooete omd vAKH (nuid. Gurdcoete pakpid ard acOUPoTe VKA.

ENOTHTA8.----------- EAErXol EKGEZHZ /| MPOZQMIKH MPOXTAZIA - - - - - - == -=c-uun-
Avamnvevotikn npoctocio: Kolog tomkdc aepiopodc.

[Ipoctacia tov patidv: Ipoctatevtikd yvaid.

[pooctacia tov yepidv: [avtia piag ypnong (Aatéé 1 vitpilo).

Xpnoponoleite TPOSTATELTIKT TOJIH EPYASTNPIOV.

ZUVIGTATOL 1) YPTOT] CLCKEVNG TIMETTOS AGPUAELNGC.

ENOTHTA 9. --------cccccnnnaaa- DYZIKEZ KAl XHMIKEZ IAIOTHTEZ - ----------ccncnnn--
Epodvion:

[MAdKo. pkpotitAov: cupmayés TAAGTIKO TOAVGTLUPEVIOV
Y0Cevypa: kabapiote yio va YAoUIAGETE — KITPIVOG
HRP Apawwtikd detypatoc: pol vypd

BaBpovounong A: pol vypd

BaBpovounong B: pol vypd

BaOpovounong C: pol vypd

BoOpovounong D: pol vypd

BoOpovounong E: pol vypd

ApvmTikdg 0pdg edéyyov : kabapiote VYPO
Zopmdxkvope HRP: koxkivo

TMB: vrokitpvo vypo (VOEXOUEVOG LE EAAPPE UTAE OTTOYPOOT])
AtdAvpo S1oK0THG: AYP®Oo VYPO

Oopn: Ta dwAdpota givor doopo

Enpeio Bpacpod: A/epapudl.

Inpeio éng: Alepoppol.

Inpueio avapreéng: Alepoppol.

Beppokpacio avapieing: A/epapuol.

Opia éxpnéng: Alepapuol.

[Tieon atpdv: A/epappodl.

IMukvomnta: Alepapudl.

[Emdec: Alepopuol.

Awdvtdotnta oto vepd: Ta Seidparta givar dtodvtd

ENOTHTA10.-------cccmmcanannnn ZTAOEPOTHTA KAI ANTIAPAZTIKOTHTA - ------------
Ztofepotnta: Etabepd VIO KavOVIKEG GLUVONKES YPIoNG Kot GOAAENG.

Emivévuvog moivpepiopds: Aev mpoPAénstor.

YuvOnKeg Kot VAKA Tpog amopuyn: A/epoppodl.

Emucivévveg avtidpaoeis: Alepappol.

Emwivévva mpoidvta didoroons: Alepapudl.
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ENOTHTA11.------ccccmmnannn TO=IKOAOTIKEZ NAHPO®OPIEZ - ----------ccccccnnnn--
Ot 10&Koloy1KEG 110TTEG AVTOD TOV KIT N/KOL TOV GLOTATIKAOV TOVL dev £xovv akdpa diepevvndel TANpms, 6V LILAPYOVY
Swbéoya dedopéva.
Tepatoydvo dvvopkd: Agv vdpyovy dtabéoto dedopéva.
Emdpdoeig oty avamapaymykn wavotnta: Agv vrdpyovv dabécipa dedopéva.
Nevpoto&ikdtta: Aev vdpyovv dtabéoia dedopéva.
Metarra&royovo duvaptcd: Agv vdpyovv dobéoia dedopéva.

ENOTHTA12.---------cccaan-- OIKOAOTIKEZ NMAHPO®OPIEZ ----------cccmmcccnaaaa-
Agv vmdpyovv dabéoipa dedopéva.

ENOTHTA 13. - - - ZHTHMATA NOY NPENEI NA AH®POOYN YNMOWH KATA THN ANOPPIWH -- - -
Tnpeite O0lovg ToVg KpPATIKOOS TEPIPAAAOVTIKOVG KOVOVIGHOVS Yol TV amoppyn amofintov. Ot mopayomyol ynpkov
amopfAtev mpénel va kabopicovv gdv éva amopplpBéy ynukd ta&vopeitor o¢ emkivévvo amdpfinto. Emkowvwvnote pe pia
0.0E100Y0 ETAYYEALATIKY VIINPESia S1d0gons amoPANTOV Yo TV ardppLyn TPOIdVTOG TOV SEV YPNCLLOTOW ONKE.

Yroleippato Poloyik®v detypdtov, avtidpactnpiov Kot opdv EAEYYOV TPETEL VO GLAAEYOVTOL GE H0YEI0 KOTOAANAO Y10 TO
6KOTd AVTO, KOL VO ATOCTEPMVOVTOL GE ALTOKOVGTO Yo, 1 dpa oTovg 121°C.

RCRA Zeipé P: Kopio mapotiBépevn.

RCRA U: Kopio mapotiBépevn.

ENOTHTA14.----------ncucnnn- NMAHPO®OPIEZ META®DPOPAZ - - -------cccmmmmcamcmnaaa
Ewweég anotroes: Kapia.

ENOTHTA15. - --------ncccmu-n- PYOMIZTIKEZ MAHPO®OPIEZ - - - - - -----cccmccmucnnnann-
Zopeava pe v Odnyia 1999/45/EC kot v Odnyia 91/155/EEC kot HETENELTO TPOTOTOMGELS.

Kivovvor OSHA:

Agv vmépyovv yvootoi kivovvor katd OSHA.

Katdoraon TSCA:

Agv avapépetar otov Katdroyo TSCA.

Avticopa, otepeod.

Kwd. CAS = Kavévog

Katdotaon DSL

Av16 10 TPOidV TEPLEYEL TO akOAOVBA cVGTATIKG TOL dev mepEyovTot otig Kavaducég Aioteg DSL 1§ NDSL.

Avticopa, oteped

Kwd. CAS = Kavévog

Xvotatikd SARA 302:

SARA 302: Avtd 10 VAIKO deV TEPLEXEL VAIKA TOV DVTTOKEWTOL OTIS omontnoels avopopds SARA Tithog 1L, Iapdypopog 302.
Xvotatikd SARA 313:

SARA 313: Avtd 10 VAIKO dgV TEPIEYEL YNUIKA GLOTATIKA HE YvoTovg Kmdwkovg CAS mov vrepPaivovy tov ovdd (mepi
glhayiotmv) avaeepopevav emmédwv kotd SARA Tithog 11, [Tapdypogog 313.

Kivévvor SARA 311/312:

Agv vrapyovv kivduvor katd SARA

2VOTATIKG TTOV OTOLTOVV AVAPOPU CORPMVA PE TN AioTa 0voLdV TG Macayovsétng:

Agv Tapatifevtonl GuoTUTIKA

ZVGTATIKG TOV OTULTOVV AVAPOPA CORPMVA pE TN AioTa ovoldv g IlevoviPaviag:

Agv TopotifevTol GLGTUTIKA

ZVGTATIKG TOV OTELTOVY AVAPOPA CORPMVA IE TN AicTd 0voLdV Tov Nwov Tleposci:

Aev TopotibevTol GLETOTIKA

2votaTikd oopeova pe Ty lpdétaon 65 g Kameopviac:

Avtd 10 TPOidV dgv TepLEyel ynucég ovoieg yvootég oty IMolteio g Kaheopviag 6t mpokahodv Kapkivo, YEVETIKEG
avopoiieg 1 GAAL AvOTopoyOYIKE EAATTOLATOL.

ENOTHTA16.--------ccccanaa-- AANEZ MNAHPODOPIEZ - --------ccccccccccccmmnnmmn
Opopéva avtidpaoctipla o€ avtd 10 KT meptEyovv alidodyo varplo wg cvvinpntikd. To vatpalido €xer avapepbel o6t
dnpovpyel alido poAvPdov N YaAKOD GTO OTOYETEVTIKO GUGTNLO TOV £PYASTNPIOV, To 0moio PTOPEL VO EKPayodV Le KPovoT).
Xpnoipomoteite T1g KATAAANAES S1001KAGIEG ATOPPLYNG.

KdaBe povdado 66t mov ¥pnGILOTOLEITOL GTNV TOPAGKELT) TOV 0PAOV EAEYXOL OVTOV TOV KIT £XEL SOKIUAOTEL HEGM EYKEKPUEVT
peboddov yio v mopovesia avticopdtov otov HIV kot HCV kafog kat yio HBsAg kot Bpédnke apvnticy. TTIPOEIAOITIOIHEH:
Agdopévov Ott kapio péBodog eréyyov dev pmopel va Tpocpipel mApn Swcediion yio v amovsio HIV, HCV, HBsAg 1
GAL®V LOAVGUOTIKOV TAPOyOVTIOV, TPETEL VO PeTayelpileote TOVG 0povc EAEYYOV GVTOD TOV KIT TPOCEKTIKO COUPOVA UE TIG
YEVIKEG TPOPUAGEELC.
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H INOVA Diagnostics, Inc. Topéyet tTig TAnpo@opieg mov meplEyoviol 6Tov Topov Kain ™ miotn aAAG dev Tpofaivel o€ Kopio
dMioon og mpog v TANpdMTa | okpifeld tovg. To mapdv Eyypapo mpoopiletor poévo g odNydg Yy TOoV KoTOAANAO
TPOPLAAKTIKO YEPIOUO TOV VAIKOV 0md KATAAANAQ EKTOOEVUEVO TPOSOTIKO TOV YPNOLponotel avtd o mpoidv. Ta dropa mov
AaUBavoVV avTég TIG TANPOPOPieg TPEMEL VO AGKNGOVV TNV ave&dpTnTn Kpion Tovg yia va Kabopicovv tnv KataAlnidtnta yio
éva ovykekpipuévo okom6d. H INOVA Diagnostics, Inc. dev mpofaivel oe kopio dniwon 1 €yyomon, pnty N vaovoovuevn,
ouUTEPLOUPAVOUEVOY  YOPIC TEPLOPICUO ONMOIOVONTOTE EYYUNOED®V  EUTOPEVSIUOTNTOS KOl  KOUTOAANAOTNTOG Yo £€va
GUYKEKPIUEVO OKOTO, GE GXECT LE TIG TANPOQPOpPiec oV mapatifevtol 6To mapdV 1 LLE TO TPOIOV GTO OTOI0 AVAPEPOVTOL OVTES OL
mnpogopieg. Opoimg, 1 INOVA Diagnostics, Inc. dev gvbovetar yio kopio a&ioon, andiewo 1 {npio Tov Pmopel vo TpokdyeL
amd TN (PO AVTOV TV TANPOEOPLOV 1 HE PAoT VTEG TIG TANPOPOPIES.

Copyright 2008 INOV A Diagnostics, Inc.
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