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INOVA Diagnostics, Inc. Hpepopnvia avafedpnong: 07/12/11
9900 Old Grove Road Avab.:1
San Diego, CA 92131 U.S.A.

Ap. mrepdvov yevikdv TAnpopopldv: 858/586-9900

"Extoxtng avaykng: 858/586-9900

ENOTHTA1.-------cccccnaaa- ANAINQPIZH NMPOIONTOX - - - - - - - s cccmmmmmmmcmmmmmmmm s
AP. KATAAOT'OY #: 708635

ONOMAZIA: QUANTA Lite® ACA IgA 11T

XPHZH: T In Vitro diwyveotikn xpnon, CLIA obvBetoc: ynAdg

ENOTHTA 2. ---------- ZYNOGEZH/NMAHPO®OPIEZ TN A TA ZYETATIKA - - -------cccccnann-
Zrotyeia Tov Kt

YHMEIQZH: P/N = Ap. mpoidvtog

P/N 508635, Mwkpomidxo molvotopeviov ELISA pe enucdAvyn and évo peiypo kekaboppévov avitydvav KapdoMmmvav, B,
GPI Boociddv

P/N 508532, Apvnrtkdg opdc ehéyyov ACA, 1 groridio mov mepiéyet <0,1% vatpalidlo kot un yvootd avOpodmive avTiomoTa
IgA og xapdroromivn

P/N 508637, Opdc eréyyov ACA IgA 111, 1 giaAidio mov mepiéyel <0,1% vatpalidio kot avricopote ovlporivov opov IgA oe
Kapdtohomivn

P/N 508636A, Babpovounong A ELISA ACA IgA III, 1 gwidio mov mepiéyel <0,1% varpalidio kot aviicdpote avipamivov
opov IgA o¢ xapdiolmivny

P/N 508636B, BaBuovounong B ELISA ACA IgA III, 1 guaridio mov mepiéxet <0,1% vatpalidio kot aviichdpota avOpdmivov
opov IgA og kapdroimivn

P/N 508636C, BaBpovounong C ELISA ACA IgA 11, 1 gaAido mov mepiéyet <0,1% vatpalidio kot aviicdpato avOpdmvon
opov IgA oe kapdroimivn

P/N 508636D, Babpovounong D ELISA ACA IgA 111, 1 ¢uoidio mov mepiéyet <0,1% vatpalidio kot aviicdpoto avOpomvon
opo? IgA oe kopdrohmivn

P/N 508636E, BoOpovounong E ELISA ACA IgA 111, 1 ¢Aidwo mov nepiéyet <0,1% vatpalidio kot aviicdpote avipamivov
opov IgA o¢ xapdiolmivny

P/N 508533, Apawtiko detyporog ACA 11, 1 guadidio mov mepiéyet PBS puOuoticd aiarovyo didivpa kot <0,1% vorpalido
P/N 508539, Zvumdkvopo PBS ACA III, 1 groAidio cupmukvopatog mov mepiéyet PBS puBuioticd adatodyo didivpa kot >1%
Tween 20

P/N 508638, ACA ovlevoypatoc IgA 1II, (aiya), ovti-avOpomvo IgA pe pubuiotikd Suwdvpa, mpoteivny, <0,02%
Chloramphenicol kot <0,1% vatpalidio

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

P/N 508509, HRP Awiivpa Stokomng, 1 groAidio mov nepiéyel <2% Beukd o&p

ENOTHTA 3. -------cccccnnn-- ANAINQPIZH KINAYNQON - - - - - - - - cccccmccccceeeemmm s
Kvpiot kivdvvor yua v vyeto:

Optopéva avtdpactpro. tepiEyovy Aydtepo and (<) 0,1% tov cvvorkod PBdapovg alidodyo vatpio (NaN3z) wg cuvinpnTiko,
Kmd. CAS 26628-22-8, Kwd. EINECS 247-852-1.

Optopéva aviidpactipia meptExovy Ayotepo and 1 ico pe (<) 0,02% tov cuvorikov Bapovg Chloramphenicol g cuvinpnTko,
Kwd. CAS 56-75-7, Kwd. EINECS 200-287-4.

Optopéva avtdpaotipla mepeyovy mepiocodtepot ond (>) 1% Tween 20 g otabepomomtn, Kwd. CAS 9005-64-5, Kwd.
EINECS Kavéva

TMB (3.3’,5,5 -tetpapedurBeviidivn) etvan Aryotepo amd 1 ico pe (<) 0,02%, Kwd. CAS 54827-17-7, Kwd. EINECS 259-364-6
Beuxd 0&Y eivan Aydtepo and (<) 2%, Kwd. CAS 7664-93-9, Kwd. EINECS 231-639-5

Yhkd avOpamvng Tpoérevons: Metayelpioteite oG SUVAUEL LOAVGHLOTIKO.

O 0p6G TOV YPNCLUOTOLEITAL Y10 TV TUPOUCKELT] GVTOV TOV TPOIOVTOS Exel doKIooTel and pebddovg eykekpyéveg omd 10 FDA
kot Ppébnke apvnrikdg ywoo TV mapovcia aviydvov emeoaveiog nmmatitdog B (HBsAg), avticopatog otov 10 g
avoooavendpkelag tov avipadnov (HIV) kot otov 16 g nrotitidag C (HCV). Kapio yvoot) pébodog eléyyov dev pmopel va
TPOCPEPEL TANPN SGEAALGT Yoo TNV oovsia Tov v g Nratitdog B, HIV, HCV 7 dAlov polvopotikdv mopayovimy.
Metayeipioteite avtodg Tovg 0povg EAEYYOL Kot OAo ta deiypata acbevav oto Eninedo Bloacedieiog 2, 6nmg cvvictdtat 6To
Biosafety in Microbiological and Biomedical Laboratories, Centers for Disease Control and Prevention/National Institutes of
Health, Fifth Edition, 2007. ZHMEIQXH: ITAnpogopiec puoikdv KvdUVmV Kot KIVOUV®V Yo TNV VYELR Y10l TO GUYKEKPIUEVO KIT
dev €youv kabopiotel. Kdabe avopepdpevn minpogopio. GUOIKOV Kvdodveov kol Kwvddveov yw tnv vyeio Paciletor oty
a&oddynon tov dedoUEVEV Y10 Kabopd GUOTATIKE KOl GUYKEVTIPOOT GLUGTATIKMV GOUPOVO LE T1) CUGKEVOGIOL.

Opyava-otdyor: Kavéva avoayvopiopévo.
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ENOTHTA4.--------ccmccmcannann METPA MPQTON BOHOEIQON - - - - - - - - - e cmccmecmecma o
Mdrnio: [TAOveté ta opéong pe dpbovo kabapd tpeyovpevo vepd yio TovAdyiotov 20 Aemtd, anoxwpilovtag to BAE@apO.

Emaen pe to déppa: [MAvBeite modd kadd pe dapbovo kabopd tpexoduevo vepd. Apaipéote Kot TAOVETE TO LOAVGLEVE POVYQ.
Katdmoon: Znmote wtpik Boribewn. Ewomvor): Amopakpivete and v ékbeomn. e mepintmon dvokoriag otnv ovamvon,
{ntmote wrpkn Ponbeta edv etvon amapaitnto.

2E [NEPHITQEH ATYXHMATOZ 'H EAN AIZOANGEITE AAIAGEXIA, ZHTHETE AMEXQY IATPIKH £YMBOYAH.

ENOTHTAS. -------ccccccnaaaaa- METPA NPOQTQON NYPOMPOZTAZIAZ -------------n---
Mpn ebplexto oredoaoyio.

Méoo mupdcfeons: XpnoHonomoTe HEGH TPOCAPLOGLUEVO GTO VALK TOL PUAGGGOVTOL GE AECT) YELTViOGOT], OTmG ENPA YMLULKE.
Ewucég dradkacieg mupdofeons: No popdte anToTEAN OVOTVELGTIKT) GLGKELT KOl TPOGTUTEVTIKY EVOLLOGIO Y10, VO OTOQVYETE
TNV ETAOT| LE TO SEPUA KOL TOL PATLOL.

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

ENOTHTAG.-----------nccccnnnn- METPA TYXAIAZ ANEAEYOEPQZHZ - -----------nuu--
Edv yvbei to vhkd: Zkovmicte T0 VAKO TOL XOONKE [E 0dpov] AITOPPOPNTIKE VALK Kot ToTo0eToTE 68 KATAAANAO doyeio.
Dopdte mpocwmikd mTpootoTeLTKd géomAicpnd (PPE), 6nmg ydvtio, yvold 0cQaAEing/GUOKEVT] TPOOTAGIOG HOTIOV Yo VO
omovyete TNV £kbeom.

ENOTHTA 7.-------cccccmcanannn XEIPIZMOZ KAl OYAAZH ---------cmcmcmmccacmnnan
Xewpiopog: Tnpnote 11 cuvNOglg TPOPLAAEELS TTOV 1GYDOVV Y10 TO XEPLOUO YNUIKOV Tapaydvtoy. [TAvvete v emnpeaciévn
TEPLOYY| HETE TO YEPIOUO.

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

ENOTHTAS8.----------- EAErXol EKGEZHZ /| MPOZQMIKH MPOXTAZIA - - - - - --==-=c-uu--
Avamnvevotikn npoctocio: Kolog tomkdc aepiopodc.

[Ipoctacia tov patidv: Ipoctatevtikd yoaid.

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

Xpnoiponoleite TPOSTATELTIKT TOJIH EPYASTNPIOV.

ZUVIGTATOL 1) YPTOT] CVCKEVNG TITETTOS AGPUAELNGC.

ENOTHTA 9. --------cccccnnnaaa- DYZIIKEZ KAl XHMIKEZ IAIOTHTEZ -----------ccncnnn--
Epgdvion:

[MAdKo pkpotitAov: cupmayés TAAGTIKO TOAVGTLUPEVIOV
Y0Cevypa: kabapiote yio va YAOUIAGETE — KITPIVOG
Apoiotikd deiypotog ACA III: kobapiote vypd
BaBpovounong A: kabapiote vypod

BaBpovounong B: kabopicte vypd

BoOpovounong C: kabapicte vypd

BoaOpovounong D: kabapiote vypd

BoOpovounong E: kabapiote vypd

Apvmtikdc opdg eréyyov : kabapiote vYPO
Yovumokvopa PBS ACA III: kokkivo

TMB: vrokitpvo vypo (VOEXOUEVAOG LE EAAPPE UTAE OTOXPOOT])
AtAvpo S1oKoTG: GYp®Oo VYPO

Oopn: Ta dwddpato givor doopa

Enpeio Bpacpod: A/epapuodl.

Enueto ™Méng: Alepappodl.

Inueto avaoreéng: Alepappol.

Bepuokpacio avapieing: A/epapuol.

Opia éxpnéng: Alepapuol.

[Tieon atpdv: A/epoppodl.

Mukvomta: Alepapuol.

[Emdeg: Alepopuol.

Awvtotnta oto vepd: Ta Seddporta givar dtodvtd

ENOTHTA10.--------ccnmcanannnn ZTAOEPOTHTA KAI ANTIAPAZTIKOTHTA - ------------
Ztofepotnta: Etabepd VIO KAVOVIKEG GLUVONKES YPHONG Kot GOAAENG.

Emwivévuvog moivpepiopds: Aev mpoPAéncton.

YuvOnKeg Kot VKA Tpog amopuyn: A/epoppol.

Emucivéuveg avtidpaoeis: Alepapuol.

Emwivévva mpoidvta didoroons: Alepapuol.
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ENOTHTA11.------ccccmmnannn TO=ZIKOAOTIKEZ NAHPO®OPIEZ - ---------nccccccnnna--
Ot 10&koloyiKég 1310TTEG AVTOD TOV KIT N/KOL TOV GLOTATIKMOV TOVL dev €xovv akdpa diepevvndel TANpms, 6V LILAPYOVY
Swbéoya dedopéva.
Tepatoydvo dvvopkd: Agv vdpyovv dtabéoto dedopéva.
Emdpdoeig oty avamapaymykn wavotnta: Agv vrdpyovv dabéoipa dedopéva.
Nevpoto&ikdtnta: Aev vdpyovv dtabéoia dedopéva.
Metarra&loyovo duvaptcd: Agv vdpyovv dobéoia dedopéva.

ENOTHTA12.---------uccmaan-- OIKOAOTFIKEZ NMAHPO®OPIEZ ----------cccmmmccnaaaa-
Agv vrdpyovv dabéoipa dedopéva.

ENOTHTA 13. - - - ZHTHMATA NOY NPENEI NA AH®POOYN YNMOWH KATA THN ANOPPIWH -- - -
Tnpeite Olovg ToVg KpPATIKODS TEPPAAAOVTIKOVG KOVOVIGHOVS Yo TtV amoppyn amofintov. Ot mopaywmyol ynpkov
amopfAtev mpénel va kabopicovv gdv éva amopplpBéy ymukd ta&vopeitor o¢ emkivévvo amdpfinto. Emkowvwvnote pe pia
0.0E100Y0 EXAYYEALATIKY VIINPESia 0140gons amoPANTOV Yo TV ardppLyn TPOIOVTOG TOV SEV YPNCLLOTOW ONKE.

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

RCRA Zeipé P: Kopio mapotiBépevn.

RCRA U: Kopio mapotiBépevn.

ENOTHTA14.---------cncuannn- NMAHPO®OPIEZ META®POPAZ - - -------ccccmmmammnaaa
Ewweég anotioes: Kapia.

ENOTHTA15. - --------ncccmu-n- PYOMIZTIKEZ MAHPO®OPIEZ - - - - - -----ccmccmmcnnnana-
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 6tov kKatdroyo TSCA.

Avticopa, otepeod.

Kwd. CAS = Kavévog

Katdotaon DSL

Av16 10 TPOidV TEPLEYEL TOL 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 DAIKG TOV DVTTOKEWTOL OTIS omoitnoels avopopds SARA Tithog 1L, Iapdypopog 302.
Xvotatikd SARA 313:

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

Kivévvor SARA 311/312:

Agv vrapyovv kivduvor katd SARA

2VOTATIKG TTOV OTCLTOVV AVAPOPd CURPMVA PE TN AioTa 0vo1dV TG Macayovsétng:

Agv Tapatifevtonl GuoTUTIKA

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

Aev TopotifevTol GLGTUTIKA

ZVGTATIKG TOV OTULTOVYV AVAPOPI CORPMVA IE TN AioTd 0voLdV Tov Nwov Tleposi:

Aev TopotibevTol GLETOTIKA

2votaTika oopeova pe Ty lpdétaon 65 g Kameopviac:

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

ENOTHTA16.---------ccccunaa-- AANEZ MNAHPODOPIEZ - --------ccccccccccmmmmmnmns
Opopéva avtidpaoctiplo o€ avtd 10 KT meptEyovv alidodyo varplo @ cvvenpntikd. To vatpalido €xer avapepbel o6t
dnpovpyel alidio poAvPdov N YoAKOD GTO OTOYETEVTIKO GUGTNLO TOV £PYACTNPIOV, To 0moio UTOPEL VO EKPayodV e KPovoT).
Xpnotpomoteite T1g KATAAANAES S1001KAGIEG ATOPPLYNG.

KdaBe povado 66t mov ¥pnGIOTOLEITOL GTNV TOPAGKELT TOV 0PAOV EAEYXOL OVTOV TOV KIT £XEL SOKIUAOTEL HEGM EYKEKPLUEVTG
pebddov yio v moapovesia avticopdtov otov HIV kot HCV kafog kat yio HBsAg kot Bpédnke apvnticy. TTIPOEIAOIIOIHEH:
Agdopévov 6Tt kapio péBodog eréyyov dev pmopei va Tpocpipel mApn Swcediion yio v amovsio HIV, HCV, HBsAg 1
GAL@V LOAVGUOTIK®OV TAPOyOVTIOV, TPETEL VO PeTayelpileote TOVG 0povE EAEYYOV GVTOD TOV KIT TPOCEKTIKO COUPOVA UE TIG
YEVIKEG TPOPLAGEELC.
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H INOVA Diagnostics, Inc. Topéyet tig TAnpo@opieg mov mepléyoviol 6Tov Topov Kain  miotn aAAG dev Tpofaivel o€ Kopio
dMioon og mpog v TANpdMTa | okpifeld tovg. To mapdv Eyypapo mpoopiletor poévo g odNydg Yy TOovV KoTOAANAO
TPOPLAAKTIKO YEPIOUO TOV VAIKOV 0md KATAAANAQ EKTOOEVUEVO TPOSOTIKO TOV YPNOLHoToLel avtd 0 mpoidv. Ta dropa mov
AaUBavoOVV avTég TIG TANPOPOPieg TPEMEL VAL AGKNGOVV TNV ave&dpTnTn Kpion Tovg yia va Kabopicovv v KataAlnidtnta yio
éva ovykekpipuévo okomd. H INOVA Diagnostics, Inc. dev mpofaivel oe kopio dfAwon 1 €yyomon, pnti N vaovooluevn,
oUUTEPLOUPAVOUEVOY  YOPIC TEPLOPICUO ONMOIOVONTOTE EYYUNOEM®V  EUTOPEVSIUOTNTOS KOl  KATOAANAOTNTOG Yo £€va
GUYKEKPIUEVO OKOTO, GE GXECT| LE TIG TANPOQPOpPiec oV mapatifevtol 6To TapdV 1 [LE TO TPOIOV GTO OTOI0 AVUPEPOVTOL OVTES OL
mnpogopieg. Opoimng, 1 INOVA Diagnostics, Inc. dev gvbovetar yio kopio a&ioon, andAiewo 1 {npio Tov pmopel vo TpokvyeL
amd TN (PO AVTOV TV TANPOEOPLOV 1 HE BAom aVTEG TIG TANPOPOPIES.

QUANTA Lite xat INOVA Diagnostics eivar ofjpoto katatedévta Copyright 2011 All Rights Reserved©
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