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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.--------cccncmuu-- ANAIFNQPIZH NMPOIONTOZ - - - - - - -cccccccccccccccaaanaan
AP. KATAAOT'OY #: 708570

ONOMAZIA: QUANTA Lite™ SS-A ELISA

XPHZH: T'a In Vitro duryveotikn yprion, CLIA ouvbetog: yniog

ENOTHTA 2. ---------- ZYNOEZH/NMAHPO®OPIEZINA TA ZYETATIKA - - - ------cccccnan--
2totyeia Tov Kt

YHMEIQZH: P/N = Ap. mpoidvtog

P/N 508570, Mukpomhdxko moAvotvpeviov ELISA pe emkdloyn ond kekaboappuévo aviryévo SS-4

P/N 508556, Apvnrtikdg opog eréyyov ELISA, 1 guaAidio mov mepiéyet <0,1% vatpolido, <0,02% Chloramphenicol kot pn
YVOOTA avOpOTIVA AVTICOHOTO 6€ SS-A

P/N 508571, SS-A ELISA yapniov Oeticov, 1 ¢@uodidio mov mepiéyel <0,1% varpalido, <0,02% Chloramphenicol xo
avTioopoTe avopdTvov opov og SS-A

P/N 508572, SS-A ELISA vynhod Oetikov, 1 @uoridio mov mepiéyet <0,1% vatpaliolo, <0,02% Chloramphenicol kot
OVTICOUOTO avOp®OTLVOL 0pov o€ SS-A

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

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

P/N 508503, HRP ovledypotog IgG, (aiya), avti-avOpamivo IgG pe pubuioticd didhopa, tpoteivy, <0,02% Chloramphenicol
ko <0,1% vatpalido

P/N 508504, TMB (3,3,5,5’-tetpapedurfeviidivn) ( <0,02%), 1 praAido

P/N 508509, HRP Awiivpa Stokomng, 1 groAidio mov mepiéyer <2% Beukd oo

ENOTHTA 3. -------cccccnnn-- ANAINQPIZH KINAYNQON - - - - - - - - cccccmccccceeeemmm s
Kvpiot kivdvvor yu tnv vyeio:

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

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

Optopéva avtidpaotipio Teptéxovy Aydtepo omd 1 ico pe (<) 0,2% Tween 20 wg otabepomomt, Kwd. CAS 9005-64-5, Kwd.
EINECS Kavéva

TMB (3.3’,5,5 -tetpapedurBeviidivn) etvon Ayotepo amd 1 ico pe (<) 0,02%, Kwd. CAS 54827-17-7, Kwd. EINECS 259-364-6
Beukd 0&Y eivar Myotepo and (<) 2%, Kwd. CAS 7664-93-9, Kwd. EINECS 231-639-5

Yhkd avOpomvng Tpoérevons: Metayelpioteite oG SUVAUEL LOAVGHOTIKO.

O 0p6G TOVL YPNCLOTOLEITAL Y10 TV TUPOCKEVT] GVTOV TOV TPOIOVTOS Exel doKIpaoTel amd pebddovg eykekpuéveg omd 1o FDA
kot Ppébnke apvnrikdg yuo TV mapovcia aviydvov emoaveiog nmmatitdog B (HBsAg), avticopatog otov 10 g
avocoavendpkelog tov avBpadnov (HIV) kot otov 16 g nratitdag C (HCV). Kapio yvoot) pébodog eléyyov dev pmopei va
TPOCPEPEL TANPN SGPAALGN Yoo TNV oovsia Tov v g Nratitdoag B, HIV, HCV 7 dAlov polvopotikdv mopayovimv.
Mertayepioteite avtovg Toug 0pods eAEYXOL Katl OAa Ta delypata acbevav oto Eninedo Brooopdieiag 2, 6nwg cuvieTdTol 610
Biosafety in Microbiological and Biomedical Laboratories, Centers for Disease Control and Prevention/National Institutes of
Health, Fifth Edition, 2007. ZHMEIQXH: ITAnpogopiec puoikdv KvdUVOV Kot KIVOUV®V Yo TV VYELR Y10l TO GUYKEKPIUEVO KIT
dev €youv kabopiotel. Kdabe avopepdpevn minpogopio GUOIKOV Kvdbveov kol Kwddveov yw tnv vyeio Paciletor oty
a&oAdynon Tov dedoUEVEV Y10 Kabopd GUOTATIKE KOl GUYKEVIPOGOT GLUGTATIKMV GOUPOVO LE T1) GVGKEVOGIOL.

Opyava-otdyor: Kavéva avayvopiopévo.

ENOTHTA4.--------c-cnmcannnn- METPA MPQTON BOHOEIQN - -------cccmmcccnnnnaann
Madrtio: [TAOveté ta opéong pe dpbovo kabapd tpeyovpevo vepd yio TovAdyiotov 20 Aemtd, anoxwpilovtag to BAEQapO.

Emoon pe to déppa: [Tivbeite modd kard pe dpbovo kabapd Tpexoduevo vepd. AQaupéoTte Kot TAOVETE TO LOADGUEVO pOVYOL.
Katdmoon: Znmote wrpikn Boribewn. Ewomvor): Amopakpivere and v ékbeon. e mepintmon dvokoriag otnv ovamvon,
{nmote wrpn Pondeia edv eivar amapaitnro.

2E [EPIIITQXH ATYXHMATOZX 'H EAN AIZ®ANGEITE AAIAGEZIA, ZHTHXTE AMEXQX IATPIKH XYMBOYAH.
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ENOTHTAS. - -------ccmccmaannann METPA NMPQTON NYPOMPOZTAZIAZ - ------=-=c-nu-n-
My ebplexto orebooua.
Méoa mopdcfeong: XpnoOTomoTe HEGH TPOCUAPLOCUEVO GTO VALKE TOV PLAGCGOVTOL G GUEST) YeELTVIRGOT), OTMG ENPA YMLKA.
Ewwég dadikaoieg mupocPeonc: Na gopdte avTOTEL OVOTVEVCTIKY) GUGKELT KO TPOGTATEVTIKT EVOLLAGIR Yl VO, ATOPOYETE
TNV EMAOT| LE TO dEPLO KOt T LATLO.
NFPA: YTEIA =0, ANA®PAEEIMOTHTA = 0, ANTIAPAXTIKOTHTA =0

ENOTHTAG.-----------ccconnnn- METPA TYXAIAZ ANEAEYOGEPQZHZ - -----------nuu--
Edv yvbei to vikd: Zkovmiote T0 VAKO TOL XOONKE pe adpovi| amoppoPNTIKE VAIKE Kot Tomofetote 68 KATAAANAO doyeio.
Dopdrte mpocwmikd mTpootoTeLTikd géomAicpd (PPE), 6nmg ydvtia, yvold 0GQOAEING/GUOKEVT] TPOOTAGIOG HOTIOV Y0, VO
amo@vyete TNV ékbeom.

ENOTHTA 7. -------ccccmcnanaaa- XEIPIZMOZ KAl DYAAZH --------cmmmmmcccccaaaaaaa
Xepiopog: Tnpnote 11¢ cLVHBES TPOPLAGEELS TTOV 1GYVOLVY Y10l TO YEWPIOUO YNUIKOV Tapayovtov. [IAvvere v emnpeacpévn
TEPLOYN LETA TO YEPIGUO.

Doraén: Alatmpeite Ta doyeio KAEoTd OTav dev ypnoiponolovvial. DPurdccete og ENpod, KoAG aepllopevo anobnKevTikod Ydpo
(2-8°C). TIpogurdccete and LAY (nuid. dvrdccete pokptd ard acOupora VAUKAE.

ENOTHTAS8.----------- EAErXol EKGEZHZ /| TPOZQMIKH MPOEXTAZIA - - - - - - == -=c-nu--
Avamnvevotikn npoctocio: Kolog tomkdc aepiopodc.

[Ipoctacia tov patidv: Ipoctatevtikd yoaid.

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

Xpnoiponoleite TPOSTATELTIKT TOJIH EPYASTNPIOV.

ZUVIGTATOL 1) YPTOT] CLCKEVNG TIMETTOS AGPUAELOGC.

ENOTHTA 9. -------cccccmcaannn DOYZIIKEZ KAl XHMIKEZ IAIOTHTEZ ---------cccecnnnn-
Epoedvion:

Mo pikpotithov: cvpmayég TAUGTIKO TOAVGTUPEVIOL
Z0levypa: Mmhe vypd

HRP Apaiwtikd detypatoc: pol vypd

Yynidg Betikog opog eréyyov : pol vypd

XopnAdg Oeticog opds eEréyyo: pol vypo v

ApvmTikdg 0pdg eAEYYOL : pol vyYpd

HRP Zvpmdxvopo tAdong: koKkivo

TMB: vrokitpvo vYpo (VOEXOUEVOG LE ELOPPE UTAE OTTOXPOOT))
Adhopa S1aKomng: dypopo vypo

Oopn: Ta dwAdpota givot doopo

Inueto Bpoaopod: Alepoppol.

Inpeto ™éng: Alepoppol.

Inueio avaoreéng: Alepoppod.

Bgppokpacio avaeieing: Alepapuol.

Opa éxpnéng: Alepapuol.

TTieon atpmv: Alepoppod.

IMokvomta: Aleeappol.

[Emdec: Alepapuol.

AwAvtotnta 610 vepod: Ta dreddpata etvat dStodvtd

ENOTHTA10.---------cncccancnnnn ZTAOEPOTHTA KAI ANTIAPAZTIKOTHTA ----------=---
Ytafepotnta: Ltobepd vd Kovovikég cuvOnKes xpRong Kot @OANENG.

Emwivévuvog modvpepiopds: Aev mpoPAéneto.

SuvOn ke Kot VAMKE TTpog amo@uyn: A/epoppol.

Emwcivovveg avtidpaoeis: Alepappol.

Emucivévvo mpoidvta didomoong: A/epappdl.

ENOTHTA11.-------ccncccnunn- TOZIKONAOIIKEZ NAHPO®OPIEZ - - ---------cccuacnnann-
Ot To&IKOMOYIKES WB0TNTEG AVTOV TOV KIT 1/KOL TOV GLOTATIKOV TOV dgv €xovv axdpa depguvnbel TAnpwe, dev vdpyovv
Swbéoya dedopéva.

Tepatoydvo duvapukd: Agv vapyovv drabéotpa dedopéva.

Emdpdoeig oty avamapaymykn wavotnta: Agv vrdpyovv dabéoipa dedopéva.

Nevpoto&wdmra: Agv vdpyovv dabéotpa dedopéva.

Metarra&loyovo duvaptcd: Agv vdpyovv dobéoia dedopéva.

ENOTHTA 12, -------cnccmunnn OIKOAOTFIKEZ MAHPO®OPIEZ - - - --------mccmmucnnannn
Aev vrapyovv Swbéoyia dedopéva.
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ENOTHTA 13. - - - ZHTHMATA NOY NPENEI NA AH®OOYN YNOWH KATA THN ANOPPIWH -- - -
Tnpeite 6lovg TOVG KPATIKODS TEPIPAAAOVTIKOVG KOVOVIGHOVG Yo Tnv amdppyn amofintov. Ot mopayoyol ynpukov
anofAntev mpénetl va kabopicovv edv éva amopplpbéy ynukd tadvopeitar og emkivovvo amopfinto. Emikowoviote pe pio
adg100y0 emayyeApnatiky vanpecio d1dbeong amofATV Yo TV amdPPLYN TPOIOVTOG TOV SEV YPTGLOTOUONKE.

Yroheippata loroyikdv SetypdTov, aviidpastnpiov kot opdv eAEYYOV TPEMEL Vo GLAAEYOVTOL G 60YEl0 KOTOAANAO Y10 TO
GKOTO 0VTO, KOl VOl ATOGTEPDOVOVTOL GE AVTOKAVGTO Yo 1 dpa otovg 121°C.

RCRA Zeipd P: Kopio mopotiépevn.

RCRA U: Kapio mapatiOépevn.

ENOTHTA14. - --------nmenmnn-- NMAHPO®OPIEZ META®DPOPAZL - ---------cmmmccccmmmmmmn
Ewucég anoutioeic: Kapio.

ENOTHTA15. - ------ccmccnnan- PYOMIZTIKEZ MAHPO®DOPIEZ - -------ccccccccccannnn-
Yoppova pe v Odnyio 1999/45/EC ko v Odnyia 91/155/EEC Kot pHeTEMELTo TPOTOTOMGELC.

Kivovvor OSHA:

Agv vdpyovv yvmotoli kivovvor katd OSHA.

Katdotaon TSCA:

Agv avaépetat otov Kataroyo TSCA.

Avticopa, oteped.

Kwd. CAS = Kavévog

Katdotaon DSL

Avtd 10 TPOioVY TTEPIEXEL TaL aKOAOLON GuoTATIKG TOVL dev TEepLE ovTal 6T Kavadikég Aioteg DSL 1§ NDSL.

Avticopa, oteped

Kwd. CAS = Kavévog

Xvototikd SARA 302:

SARA 302: Avt 10 VMK dev TEPLEYEL 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 AVAQPOPH CORLPMVA PIE TN AMeTa 0VoLAV TG MacayovséTng:

Aev TopotifevTol GLETOTIKA

2V0TUTIKA TTOV OTEITOVV AVEPOPE COPPOVA BE TN AioTa ovol@v TG [levevifaviag:

Agv mapotibeviol cuoTaTikd

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

Aev Topatibevtonl GueTUTIKA

Xvotatikd cvpeava pe v Hpétaon 65 g Kalpopviag:

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

ENOTHTA16.-----------cc-un- AANEZ MAHPO®OOPIEZ - - --------cccmmceccmcacanas
Opiopéva avidpactipe € avtd 1o kit meptEyovv alidovyo vatpo g cvvimpntikd. To varpalidio €xel avapepbel ot
onpovpyet alidio LoAOPSOV N YAAKOD GTO OTOYXETELTIKO GVUGTNLA TV EPYUoTNPiV, Ta omoin Hmopel va ekpayodv e KPOVoT.
Xpnoonoteite Tig kKatdAAnAeg Sradkacies andppynge.

Kd0e povado 66t mov ¥pNnoIUOTOLEITOL GTNV TAPACKELT TOV OPAOV EAEYXOL OTOV TOV KIT £)EL SOKIUAOTEL HEC® EYKEKPUEVNG
pebdsov ya v Topovoia 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 amovcio HIV, HCV, HBsAg 1
GAA@V HOAMDGUOTIK®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 okpifed Tovg. To mapdv Eyypago mpoopiletar pOVO ®C 0dNYOG Yoo TOV KATAAANAO
TPOPLAUKTIKO YEPIOUO TOV DAKOD 0O KATAAANAO EKTOOEVUEVO TPOSOTIKO TOV YPNOLHOTOLEl 0vTd TO TPoidv. Ta dtopa mov
AapBavouy anTég TIg TANPOPOPieg TPEMEL VO AGKNGOVV TNV ave&ApTnTn Kpion Tovg yia va Kabopicovv Tnv KoToAnAdTTa Yo
éva ovykekpipévo okomd. H INOVA Diagnostics, Inc. dev mpofaivel oe kopio dniwon 1 gyyomon, pnti N vmovooluevn,
GUUTEPILOUPAVOUEVOV  YOPIC TEPLOPICUO ONMOIOVOINTOTE EYYUNOEDMY  EUTOPEVCIUOTNTOS KOl  KOUTOAANAOTNTOG Yio €va
GLYKEKPLUEVO GKOTO, GE GYECT 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 mpokdyet
oo TN XPNON AVTAOV TOV TANPOPOPIOV N pe PAoN VTG TIG TANPOPOPIES.
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