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Ap. mrepdvov yevikdv TAnpopoplov: 858/586-9900

"Extoxtng avaykng: 858/586-9900

ENOTHTA1.--------ccccmnn-- ANAIFNQPIZH NMPOIONTOX - - - - - - s cccmmmmmmmmcmmmmm i m s
AP. KATAAOT'OY #: 708865

ONOMAZIA: QUANTA Lite™ ASCA (S. cerevisiae) IgG ELISA

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

ENOTHTA 2. ---------- ZYNOGEZH/NMAHPO®OPIEZ TN A TA ZYETATIKA - - - ------cccccana-
Ztoryeia Tov K1t

YHMEIQZH: P/N = Ap. mpoidvtog

P/N 508865, Mukpomhdxa moivotupeviov ELISA pe emkdioyn ond kekaboappévo avirydvo S. cerevisiae

P/N 508556, Apvnrtikdg opog eréyyov ELISA, 1 guaAidio mov mepiéyet <0,1% vatpolido, <0,02% Chloramphenicol kot pn
yvootd avpormva avticopata IgG og S. cerevisiae

P/N 508866, ASCA IgG ELISA yoauniov Oetucov, 1 @uoridio mov mepiéyet <0,1% vatpalido, <0,02% Chloramphenicol kot
avtic®poto aviporivov opov IgG oe S. cerevisiae

P/N 508867, ASCA IgG ELISA vynlov Octikod, 1 @uoAidio mov mepiéyel <0,1% vatpalidio, <0,02% Chloramphenicol kot
avtioopota avlpodrivov opod IgG ot S. cerevisiae

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

P/N 508552, HRP Zvumoxkvopoa tAvongl eoiidio mov nepiéyet Tris pubpiotikd oratovyo didivpo kot >1% Tween 20

P/N 508503, HRP cvlevyparog IgG, (aiya), avti-avOpanivo IgG pe puliotikd didivpa, mpoteivn, <0,02% Chloramphenicol
ko <0,1% vatpalido

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

P/N 508509, HRP Awiivpa Stoxomng, 1 groAidio mov nepiéyer <2% Beukd oo

ENOTHTA 3. --------ccccnnn-- ANAINQPIZH KINAYNQON - - - - - - - - cccccmcccccmmeemmm s
Kvpiot kivdvvor yua v vyeto:

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

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

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

TMB (3,3,5,5’-tetpapeborPeviidivn) eivan Arydtepo and 1 ico pe (<) 0,02%, Kmd. 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 avOpadmvng mpoérevons: Metayelpioteite oG SUVAUEL LOAVGUOTIKO.

O 0p6G TOL YPNCLUOTOLEITAL Y10 TV TUPOCKELT] GVTOV TOV TPOIOVTOS Exel doKIaoTel and pefddovg eykekpyéveg omd 10 FDA
Kot Ppébnke apvntikdc yio v Topovoio aviiydvov empoveiog nmatitdag B (HBsAg), aviioopatog otov 10 g
avoooavendpkelag tov avipadnov (HIV) kot otov 16 g nrotitidag C (HCV). Kapio yvoot) pébodog eléyyov dev pmopel va
TPOSPEPEL TANPN SGEAAGT Yoo TV amovsia Tov 100 g nratitidag B, HIV, HCV 1 AoV HOAGHOTIKOV Topoyovimy.
Metayeipioteite avtodg Tovg 0povg EAEYYOL Kot OAo ta deiypata acbevav oto Eninedo Bloacedieiog 2, 6nmg cvvietdtal 6To
Biosafety in Microbiological and Biomedical Laboratories, Centers for Disease Control and Prevention/National Institutes of
Health, Fifth Edition, 2007. ZHMEIQXH: ITAnpogopiec puokdv KvdUVOV Kot KIVOUV®V Y10 TV VYELR Y10l TO GUYKEKPIUEVO KIT
dev €youv kabopiotel. Kdabe avopepdpevn minpogopia oKDV Kivddveov kol kwvddvov yw v vyeio Paciletor oty
a&loddynon tev dedoUEVEV Y10 Kabopd GUOTATIKE KOl GUYKEVTIPOOT GLUGTATIKMV GOUPOVO LE T1) CUGKEVOGIOL.

Opyava-otoxot: Kavéva avayvopiopévo.

ENOTHTA4.--------c-cnmcannnn- METPA MPQTON BOHOEIQN --------cccmmcccmnnaaann
Mérnia: [TAOvete ta opéong pe dpbovo kabapod Tpeyodpuevo vepd yo TovAdyiotov 20 Aemtd, anoywpilovtag to BAEQApO.

Emoon pe to déppa: [Tivbeite modd kaAd pe dpbovo kabapd Tpexoduevo vepd. AQapéoTte Kot TAOVETE TO. LOADGUEVO POVYOL.
Kotdmoon: Znmorte wtpikn Pondeto. Eionvon: Amopoaxpovete amd v ékbeomn. Le mepintwon SVOKOANG GTNV avVomvor,
{nmote wrpn Pondeia edv eivar amapaitnro.

2E [MEPIIITQXEH ATYXHMATOZX 'H EAN AIZ®OANGEITE AAIAGEZIA, ZHTHXETE AMEXQEX IATPIKH XYMBOYAH.
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ENOTHTAS. - -------ccmccmacnnann METPA NMPQTQON NYPOMPOZTAZIAZ - ------=-=c-nu---
My ebplexto orebooua.
Méoa mopdcfeong: XpnoomomoTe HEGH TPOCUPLOCUEVO GTO VALKE TOV LAGCGOVTOL G GUEST) YeELTVIRGOT), OTMG ENPA YMLKA.
Ewwég dradikacieg mupocPeonc: Na gopdte auTOTEL! OVOTVEVGTIKY) GUGKELT KO TPOGTATEVTIKT EVOVLLAGIR Yl VO, AToPOYETE
TNV EMAOT LE TO dEPO KOt T LATLO.
NFPA: YTEIA =0, ANA®PAEEIMOTHTA = 0, ANTIAPAXTIKOTHTA =0

ENOTHTAG.-----------nccccnnn-- METPA TYXAIAZ ANEAEYOGEPQZHZ - -----------nnu--
Edv yvbei to vikd: Zkovmiote To vAKO TOL XOONKE pe adpovi| amoppoPNTIKG VAKG Kot Tortofetote 68 KATAAANAO doyeio.
Dopdte mpocwmikd mTpootoTeLTikd géomAicpd (PPE), 6nmg ydvtio, yvold 0GQOAEING/GUOKEVT] TPOOTAGIOG HOTIOV YO VO
amo@vyete TNV ékbeom.

ENOTHTA 7.--------ccmccmunnn- XEIPIZMOZ KAl OYAAZH - - - -----cccccmmcmccceaaeaas
Xepopog: Tnpnote tig cLVNOELS TPOPLAGEELS TTOV 1GYVOVV VIO TO XEPIGUO YNUK®V Tapayovtov. TTAdvete v emnpeacpévn
TEPLOYT LETA TO YEPIGUO.

Doraén: Alatmpeite Ta doxeia KAeoTd Otav dev ypnoionotovviat. Purdccete oe ENpod, KoAG aepldevo anodnKevTikd Ydpo
(2-8°C). TIpopurdooete omd vAkh (nuid. Gurdcoete pakpié and acOUPoTa VKA.

ENOTHTA8.----------- EAErXol EKOEZHZ /| NIPOZQMNIKH NMPOXTAZIA ----------===u--
Avanvevotiky mpootacio: Kaldg tomikog aepiopoc.

[pooctacia tov patidv: [Ipootatevtikd yoaAid.

[poctacia tov yepiov: [avtia piag ypnong (Aatéé 1 vitpiio).

Xpnoiponoleite TPOSTATELTIKTY TOSIHL EPYAGTNPIOV.

ZuvIoTATOL 1) YPNOT] CLOKEVNG TITETTOS AGPOUAEINGC.

ENOTHTA 9. -------cccccmcanannn DYZIIKEZ KAl XHMIKEZ IAIOTHTEZ - -----=---ececnnnn-
Epodvion:

[MAdKo. prkpotitAov: GuUTOYEG TAAGTIKO TOAVGTVUPEVIOV
Y0Cevypo: Made vypd

HRP Apawwtikod detypotog: pol vypod

Yynidg Betikdg opds eréyyov : pol vypod

XopmAdg Oetucdg opds eréyyo: pol vypod v

ApvnTikdg 0pdg eAéyyovL : pol vypd

HRP Zvpmdxvopo tAdong: kOKKivo

TMB: vrokitpvo vypo (EVOEXOUEVOG e EAOPPE UTAE OTTOXPOOT))
AdAvpo S1oKomhG: AYP®LO VYPO

Oopn: Ta doaddpoto eivat oo

Inueio Bpacpov: Alepapudl.

Inueio ™éng: Alepopudl.

Inueto avaoreéng: Alepoppol.

Bgppokpacio avaeieing: Alepapuol.

Opa éxpnéng: Alepapuol.

ITieon atpwv: Alepoppol.

TTokvomta: Alepapuod.

[Eddec: Alepappol.

Aodvtotnta oto vepd: Ta Stahdpata givat dtolvtd

ENOTHTA10.---------cccccannn- ZTAOEPOTHTA KAI ANTIAPAZTIKOTHTA - ---------=---
Ytafepotnta: Xtabepd vd Kovovikég cuVONKeS xpRoNs Kot GOAOENGC.

Emwivéuvog molvpepiopds: Aev mpofAénstor.

YuvOnKes Kot VAKA Tpog amopuyn: A/epoppod.

Emwivévveg avtidpdoeig: A/epoppodl.

Emwivévva mpoidvta didomoons: Alepapuol.

ENOTHTA11.--------ccccuan-- TOZIKOAOIIKEZ NAHPO®DOPIEZ - - - -------cccccmmmmnnn
Ot 10&KoloyKEG 110TNTEG AVTOD TOL KIT N/KOL TOV GLOTATIKMOV TOL dev €xovv akdpa diepgvvndel TANnpme, dgv LvILapyovY
SwBéoa dedopéva.

Tepatoydvo duvapukd: Agv vapyovv drabéotpa dedopéva.

Emdpdoeig oty avamapaymyikn wkavotnta: Agv vrdpyovv dtabécipa dedopéva.

Nevpoto&ikomta: Aev vadpyovv dtabécia dedopéva.

Metarra&loyovo duvoptkd: Agv vapyovv dobéoua dedopéva.

ENOTHTA12.---------nccanann- OIKONAOTFIKEZ MAHPO®OPIEZ --------c-ccccmmmcnannnn
Agv vrapyovv dobéoipo dedopéva.
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ENOTHTA 13. - - - ZHTHMATA NOY NPENEI NA AH®OOYN YNOWH KATA THN ANOPPIWH -- - -
Tnpeite O6lovg TOVG KPATIKODS TEPIPAAAOVTIKOVG KOVOVIGHOVG Yo tnv amdppyn amofAntov. Ot mopayoyol ynpukov
anofAntev mpénetl va kabopicovv edv éva amopplpbéy ynukd tadvopeitar og emkivovvo amopfinto. Emikowoviote pe pio
adg100y0 emayyeALaTiKy vanpecia d1dbeong amofA TV Yo TV amdpPLYN TPOIOVTOG TOV SEV YPTGLOTOUONKE.

Yrohrelppata loroyikdv SetypdToVv, aviidpaotnpiov kot opdv eEAEYYOV TPEMEL Vo GLAAEYOVTOL 6 60YEl0 KOTOAANLO Y10 TO
GKOTO 0VTO, KOl VO ATOGTEPDOVOVTOL GE AVTOKAVGTO Yo 1 dpa otovg 121°C.

RCRA Zeipdé P: Kopio mopotidépevn.

RCRA U: Kapio mapatiOépevn.

ENOTHTA14. - --------nmenmnn-- NMAHPO®OPIEZ META®DPOPAZ - --------cccmmmccmmmmmmmn
Ewucég anautioeic: Kapio.

ENOTHTA15. - ------ccmccmnan- PYOMIZTIKEZ MAHPO®DOPIEZ - -------ccccccccacannnn-
Yoppova pe v Odnyio 1999/45/EC ko v Odnyia 91/155/EEC kot pHeTEmELTto TPOTOTOMGELS.

Kivovvor OSHA:

Agv vdpyovv yvmotoli kivovvor katd OSHA.

Katdotaon TSCA:

Agv avaépetat otov Katdroyo TSCA.

Avticopa, oteped.

Kwd. CAS = Kavévog

Katdotaon DSL

Avt6 10 TPOioVY TIEPLEXEL TaL aKOAOLON GuoTATIKG TOL dev TEpLEyovTal 6T Kavadikég Aioteg DSL 1§ NDSL.

Avticopa, oteped

Kwd. CAS = Kavévog

Xvototikd SARA 302:

SARA 302: Avt 10 VMK dev TEPLEXEL VAKE TTOV VIOKEWVTOL 6TIG amotioels avopopds SARA Tithog 11, Mapdypapog 302.
YvotaTtikd SARA 313:

SARA 313: Avtd 10 VAIKO dgv TEPEYEL YNUIKA CLOTATIKA LE YveoTovg Kmdwkovg CAS mov vrepPaivovv tov ovdd (mept
ghayiotmv) avapepopevov emmédwv kotd SARA Tithog M1, [Tapdypapog 313.

Kivdvvor SARA 311/312:

Agv vrdpyovv kivovuvor kotd SARA

ZVGTATIKG TOV OTULTOVY AVAPOPH CORPMVA PIE TN AMiGTa 0VoLAV TG MacayovséTng:

Aev TopotifevTol GLETOTIKA

2V0TUTIKA TTOV 0TEITOVV AVEQOPE CORPOVA BE TN AioTa ovol@v TNg [levevifaviag:

Agv mapotibeviol cuoTaTiKd

ZVOTATIKG TOV OTELTOVV AVAPOPU CORPMVA pE TN AioTa ovoldv Tov Nwov Tlepoei:

Agev Topatibevtonl GuoTATIKA

XvotaTikd cvpeava pe v Hpétaon 65 g Kalpopviag:

Avtd 10 mpoidv dev mepiEyel ynpkég ovoieg yvwotég oty [lolteio g Kalipdpviag 0Tt mpokodlovv KopKivo, yevertikég
OVOLOAEG 1 GAAC AVOTOPOYOYIKE EAATTOUATOL.

ENOTHTA16.-----------cc-un- AANEZ MAHPO®OOPIEZ - - --------ccccmccccmcacanas
Optopéva avidpactipe o€ avtd 1o kit meptEyovv alidovyo vatpo g cvvimpntikd. To varpalidio €xel avapepbel ot
dnpovpyet alidio LoAOPSOV N YAAKOD GTO OTOYXETEVTIKO GVUOTNLA TV EPYUSTNPiV, Ta omoin UTopel va ekpayodv e KPOVOT.
Xpnoonoteite Tig kKatdAAnAeg Sradkacies andppyng.

Kd0e povado 66t mov ¥pNnoIUOTOLEITOL GTNV TAPACKELT TOV 0OPAOV EAEYXOL OTOV TOV KIT £)EL SOKILAOTEL HEC® EYKEKPLUEVNG
pebddov ya v mopovoia avticopdtev otov HIV kot HCV kabdg kot yio HBsAg ko Bpédnke apvntikny. [TPOEIAOIIOIHXZH:
Agdopévov 0Tt kapio péBodoc eléyyov dev pmopel va mpooeépel mANpn dwucediion yio v amovcsio HIV, HCV, HBsAg 1
GAA@V LOAMDGUOTIK®V TOPOYOVTOV, TPETEL VO PETOYEPILESTE TOVG 0POVG EAEYYOV GVTOV TOV KIT TPOGEKTIKG GCOUPOVO UE TIC
YEVIKEG TPOPLAGEELC.

H INOVA Diagnostics, Inc. mapéyet Tig TAnpoopieg mov mepléyovial 6Tov Tapdv KoAn ™ miotn aAld dev mpoPaivel og kapio
Miwon og mpog v TAnpdéMTA N oKpifeld Tovg. To mapdv Eyypago mpoopiletanr pOVO ®G 0dNYOG Yoo TOV KATAAANAO
TPOPLAUKTIKO YEPIOUO TOV DAKOD 0O KATAAANAO EKTOLOEVUEVO TPOSOTIKO TOV YPNCLHOTOLEl 0vTd TO TPoidv. Ta dtopa mov
AapBEvoVV anTég TIg TANPOPOPIEg TPEMEL VO AGKNGOVV TNV ave&ApTnTn Kpion Tovg yio va Kabopicovv Tnv KoToAnAoTTa Yo
éva ovykekpipévo okomd. H INOVA Diagnostics, Inc. dev mpofaivel oe kopio diwon 1 gyyomon, pnti N vmovooluevn,
GUUTEPILOUPAVOUEVOV  YOPIC TEPLOPICUO ONMOIOVINTOTE EYYUNOEMY  EUTOPEVCIUOTNTOS KOl KOUTOAANAOTNTOG Yo €va
GLYKEKPLUEVO GKOTO, GE GYEDT LLE TIG TANPOPOpPies Tov Tapatifevtal 6To Tapdv 1 Le TO TPOIOV GTO 0010 OVUPEPOVTAL QVTES OL
mAnpogopiec. Opoimg, 1 INOVA Diagnostics, Inc. dev gubuveton yo kapia a&ioon, andien 1 (nuio mov pmopel vo tpokdyet
oo TN XPNON AVTAOV TOV TANPOPOPIOV N pe PAoN aVTEG TIG TANPOPOPIES.

Copyright 2008 INOV A Diagnostics, Inc.
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