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INOVA Diagnostics, Inc. Hpepopnvia avabempnong: 06/01/09
9900 Old Grove Road Avod. 1
San Diego, CA 92131 U.S.A.

Ap. MAEPOVOL YEVIK®V TANpOQOopLadv: 858/586-9900

Ap. mAepdvov éktoktng avaykng: 858/586-9900

ENOTHTA1.-------ccccnunn-- ANAIFNQPIZH MPOIONTOE - - - - - - - ssmmmmmm e mm s
AP. KATAAOT'OY: 708101

ONOMAZIA: NOVA Lite ™ HEp-2

XPHZH: Tw In Vitro sioyvootiky yprion, tolvtiokdtnta kotd CLIA: vynin

ENOTHTA 2. ---------- ZYNOEZH/NMAHPO®OPIEZTFNIA TA ZYZTATIKA - - - - - - - - ccccccmna-
Yroyeio Tov Kt

YHMEIQZH: P/N = Ap. tpoidvtog

P/N 508100, Mikpomhdxkeg vrootpopatoc HEp-2 (avBpodmva embniaxd kottapa), 12 mnyoaddkio/pukpomiio

P/N 508113, ovlevypa avt-avBpomvng IgG (karoikag), ceonpacuévo pe <0,05% @Bopieokivn oe puBuotikd didivpa mov
nmepExel <0,05% Evans blue kot <0,1% vatpalidio

P/N 508171, ANA Tithomomo1tog 0pog eAEYYXOVL GYNUOTOG TEALKOD onueiov, 1 @uokidio puOeTiKod SADULATOS TOL TEPEYEL
<0,1% vozpalidio kot avticopata ovpmmaivov opod oto HEp-2

P/N 508186, Apvntikdg opog eréyyov cvotiuatog IFA, 1 aiidio puOpcstikod stadvpatog mov mepiéyetl <0,1% varpalidio Kot
Un yvootd avticopote avipdrivov opod oto HEp-2

P/N 508002, Xvpndkvouo PBS (puOuotikd d1dAvpo poopopikdv, SteAvpio)

P/N 508001, Méco Baong, <0,1% vatpolioto

P/N 508122, Kolvmtpideg, yodliveg

ENOTHTA 3. ------==-ccccnn-- ANAINQPIZH KINAYNQON- - - = = = = s s s s e e mmmmmeme e e m e
Kobprot xivévvot yio tv vyeio:

Optopéva avtdpactpia meptEyovy Aydtepo amd (<) 0,1% tov cvvoikod PBapovg varpalidio (NaN;z) g cvuvinpntikd, Kws.
CAS 26628-22-8, Kwd. EINECS 247-852-1.

Opopéva avtidpaotipla mepiEyovv tyvn aboavoing (poviporomrikod), Kwd. CAS 64-17-5, Kwd. EINECS 200-578-6

Optopéva avtidpaotipla TeptEyovv iyvn aketovng (povipomomrtikod), Kmd. CAS 67-34-1, Kwd. EINECS 200-662-2

H ypootum oto(a) mhaxidio(a) mepiéyet ixvn kodpiov, Kmd. CAS 7440-43-9, Kwd. EINECS 231-152-8

Evans Blue, K®d. CAS 314-13-6, Kwd. EINECS Kavévog

DBopreockivn, Kmd. CAS 2321-07-5, Kod. EINECS 219-031-8

PBS, Kmd. CAS Kavévag, Kwd. EINECS Kavévog

Aopvypavtikd (yéAn mopiriov) Kwd. CAS 63231-67-4, Kwd. EINECS Kavévog

YAkd avOpomivng npoérevons: Metoyelpiloteite mg Suvapel LOAGHATIKO.

O 0p6Gg TOV YPNCULOTOLEITOL VL0 TV TOPOCKELT GVTOV TOV TPOIOVTOG Exel doKIooTel and pedddovg eykekpyéveg omd 1o FDA
kot Ppébnke apvnTikdc yio ™V Topovcia ovtiydvov empoveiog nmatitidag B (HBsAg), aviiodpatog otov 10 g
avocoavendpkelog tov aviponov (HIV) kot otov 16 g nratitidag C (HCV). Kapio yvoot) pébodog eléyyov dev pmopel va
TPOCPEPEL TANPN SGPAAION Yoo TV omovsio Tov v g Nratitdag B, HIV, HCV 9 dAlov LOAGHOTIKGOV Topoyovimy.
Metayepioteite avtolg T0UG 0povg eAEyyov Kot Ora Ta detypota acbevav oto Eninedo Bloaopdielog 2, dnmg cuviotdtot 610
Biosafety in Microbiological and Biomedical Laboratories, Centers for Disease Control and Prevention/National Institutes of
Health, Fifth Edition, 2007.

THMEIQZXH: ITAnpogopiec GuoIKOV KIvOHVEOVY Kot KIVOUV®V Y10 TNV DYEIR Y10 TO GUYKEKPILEVO KIT Ogv Eyovv kabopiotel. Kdabe
OVOPEPOLEVT] TANPOPOPTID PVGIKAOV KIVOUVEOV Kot Kvduvmv yio Vv vyeio Baciletal otnv a&loldynon tov dedopévav o kabapd
GLGTATIKA KOl GUYKEVTPMGT CLGTUTIKMV GULPMOVA [LE TT GUCKELOGIL.

Opyava-otdyor: Kavéva avayvopiopévo.

ENOTHTA4.----------cccccnnna- METPA MPQTON BOHOEIQN - -------cccmmcacnmcaaann
Maértio: [TAOveté ta apéong pe dpbovo kabapd tpeyovpevo vepd yio TovAdyiotov 20 Aemtd, anoxwpilovtag to BAE@apO.

Emoon pe to déppa: [Tivbeite modd kaAd pe dpbovo kabapd Tpexoduevo vepd. AQaupéoTte Kot TAOVETE TO LOADGUEVO POVYOL.
Katdmoon: Zntiote dpeon wrpiky Ponbeia. Eonvon:  Amopakpuvleite amd v ékbeomn. e mepintmon dvokoriag otnv
avomvon, {ntiote wrpkn Porbeta edv givar anopaitnto.

ZE IEPIIITQEH ATYXHMATOX 'H EAN AIZ®ANGEITE AAIA®EZIA, ZHTHXTE AMEXQX IATPIKH XYMBOYAH.
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ENOTHTAS. --------cccccmcannnn METPA MYPOMPOZTAZIAZ - - ----=--mccmccmmcmaanann
My ebplexto orebooua.

Méoa mopdcfeong: XpnooTomoTe HEGH TPOCUPLOCUEVO GTO VALKE TOV PLAACGOVTOL G GUEST) YELTVIRGT|, OTMG ENPAL YMLLKAL.
Ewwég dradikaoieg mupocPeonc: Na popdte avTOTEL OVOTVEVGTIKY) GUGKELT KO TPOGTATEVTIKY EVOLLAGIR Y10 VO ATOPOYETE

TNV EMAOT LE TO dEPLO KOl T LATLO.
NFPA: YTEIA =0, ANA®AEEIMOTHTA = 0, ANTIAPAXTIKOTHTA =0

ENOTHTAG6.-----------c---- METPA TYXAIAZ ANEAEYOEPQZHZ - - ----- - --cccccmuunn-
Edv yvbel to vhkd: Zkovmicte T0 VAKO TOL X0ONKE pE 0dpov] ATOPPOPNTIKE VALK Kot ToToBeToTe 08 KATAAANAO doyelo.
Dopdte mpocwmikd npootoTevTikd géomAopnd (PPE), onmg yévtia, yvolid 0c@aAeing/cUoKEVT] TPOOTAGIOG LTIV Yo VO
omovyete TNV £kbeon.

ENOTHTA 7.-------cccccmcanannn XEIPIZMOZ KAl ®DYAAZH ---------cmccmmmacmeea e aa s
Xepiopog: Tnpnote 11c cLVHOEIS TPOPLAGEELS TOV 1GYVOLV Y10l TO YEWPITUO YNUIKOV Tapayovtov. [TAdvere v emnpeacpévn
TEPLOYT LETA TO YEPIGUO.

Doraén: Alatmpeite ta doyeio KAEloTh OtV dev ypnoonolovvial. DPurdccete e ENpod, KOAG aepllopevo anobnKevTIKd YHPo
(2-8°C). TIpopuldooete omd VAKA Cnuid.

ENOTHTA8.----------- EAErXol EKOEZHZ /| TPOZQMIKH MPOXTAZIA - - - - - - == === -=am-
Avanvevotikn npootoocio: Koldg tomkdc aepiopodc.

[poctacio tov patidv: [pootatevtikd yvoAid.

[Ipoctacia tov yeprov: avtia plog ypriong (Aatéé 1 virpilo).

X pNOLOTOLELTE TPOGTATEVTIKT| TTOSLEL EPYOTTNPIOV.

ZVVIoTATOL 1) YPNON CLCKELNG MIMETTOS ACPAAELNS.

ENOTHTA 9. -------cccccmmcannnn OYZIIKEZ KAl XHMIKEZ IAIOTHTEZ ---------=ccccnnn--
Epodvion:

Koivmrpida: cvpmayéc yvahi

HEp-2 (avBpdmve embnitod kdtTopa) o€ mAakidoo Hikpookoniov amd cuUTayEs Yol
PuBpotikd didivpa culedypatog avi-avOpomvng IgG (katoikag): pmke vypod

ANA Tithomomo1pog 0pog EAEYYOV GYNLLOTOG TEALKOD GNUEIOL: (YPOLO VYPO
ApvmTikdg 0pdg eréyyov cvotipotog IFA: dypwpo vypd

AwdAvpa PBS: dypopo vypd

Méoo Baong: dypopo 1ED3ES vYpod

Oopn: Ta dwAdpota givor doopo

Inueio Bpacpov: Aleeapudl.

Inpeto ™éng: Alepoppol.

Inpeto avhoreéng: Alepoppol.

Beppokpacio avaeieing: Alepapuol.

Opa éxpnéng: Alepapuol.

Ilieon atpmv: Alepoppod.

TTokvémta: Alepappodl.

[Emdec: Alepappol.

Aodvtotnta oto vepd: Ta Stahdpata givat dtolvtd

ENOTHTA10.--------c-cccuanna- ZTAOEPOTHTA KAI ANTIAPAZTIKOTHTA - ------=--=---
Ytafepdtnta: Etabepd VIO KAvOVIKEG GLUVONKES YPIoNG Kot GOAAENG.

Emucivévvog molvpepiopdg: Aev mpofAénetat.

2uvOnKeg Kot VAMKA Tpog amopuyn: A/epoppol.

Emwivévveg avtidpdoeig: A/epoppol.

Emwivéuva mtpoidvta didoroons: Alepapudl.

ENOTHTA11.------ccccmcannnn TO=ZIKOAOTIKEZ NAHPO®OPIEZ - - -------ccccnmcanannn-
Ot 10&KoloyIKEG 1B10TNTEG AVTOD TOL KIT N/KOL TOV GLOTATIKMOV TOL dev €xovv akdpa diepevvndel TAnpmg, dgv vILApyoLY
SwBéoa dedopévo.

Tepatoydvo duvapukd: Agv vdpyovv dtabéctpo dedopéva.

Emdpdoeic oty avarnapoymykn tkavotnta: Aev vdpyovv Swabécyia dedopévo.

Nevpoto&ucdmra: Agv vdpyovv dtabéotpa dedopéva.

Metaira&loyovo dvvapkd: Aev vmdpyovv dtabéoiia dedopuéva.

ENOTHTA12.---------mccanan-- OIKOAOTNIKEZ MAHPO®OPIEZ - - - -------cccmmmcmannannn
Agv vmépyovv dabéoipa dedopéva.
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ENOTHTA 13. ----ZHTHMATA NOY NPENEI NA AHO®OOYN YINMOWH KATA THN AMNOPPIWH - - -
Tnpeite 6lovg TOVG KPATIKODS TEPIPAAAOVTIKOVG KOVOVIGHOVG Yoo Tnv amdppyn amofAntov. Ot mopayoyol ynukov
anofANtev mpénetl va kabopicovv edv éva amopplpbiv ynukd tadvopeitar og emkivovvo amopfinto. Emikowvoviote pe pio
adg100y0 emayyeALaTIKY VINPEcia d1GOeong amofAT®V Yo TV amdPPLYN TPOIOVTOG TOV SEV YPTGLOTOUONKE.

Yrohieippata Ploroyikdv SetypdTov, avTidpacstnpiov Kot opdv eEAEYYOV 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 mapotidépevn.

RCRA Zegipd U: Kapio mapotidépevn.

ENOTHTA14.---------cncannnn MAHPO®OPIEZ METAPOPAZ - - -------cccmmmmcmnaaans
Ewucég anoutioeic: Kapia.

ENOTHTA15.------ccccmcanannn PYOMIZTIKEZ NAHPO®OPIEZ - - - -------cccccmcnaannn-
Sopeava pe v Odnyio 1999/45/EC ko tnv Odnyia 91/155/EEC kot peTénetto Tpomomomoelc.

Kivévvor OSHA:

Aev vrapyovv yvootol kivdvvol katd OSHA.

Katdoraon TSCA:

Agv avaépetor otov Katdroyo TSCA.

Avticopa, vypo.

Kwd. CAS = Kavévag

Katdotaon DSL

Avto 10 TPOidVY TTEPEXEL TOL aKOAOLOO GuoTATIKG TOVL deV TEPLE OvTaL 6T Kavadikég Aioteg DSL ) NDSL.

Avticopa, vypd

Kmd. CAS = Kavévag

YvotaTtikd SARA 302:

SARA 302: Avtd 10 VAKO deV TEPLEXEL VAIKA TOV VIOKEWVTOL 0TS omontnoels avoeopds SARA Tithog 1L, apdypapog 302.
Yvotatikd SARA 313:

SARA 313: Avtd 10 VAIKO Ogv TEPIEYEL YNUIKA CLOTATIKA LE YvoTovg Kmdwkovg CAS mov vrepPaivovv tov ovdd (mepi
glhayiotmv) avaeepouevav emmédwv kotd SARA Tithog 11, [Tapdypoagog 313.

Kivovvor SARA 311/312:

Agv vrapyovv kivduvor katd SARA

ZV0TUTIKA TTOV OTEITOVV AVEPOPE CORPOVA BE TN AMoTo 0VoLAV TG MaocayovséTng:

Agv Tapatifevtonl cuoTUTIKA

2ZVOTATIKG TTOV OTELTOVY AVAPOPd SURPMVA pE TN AioTta ovol@v g IlevoviPaviag:

Agv mapatifeviol GLeTUTIKA

ZVGTATIKG TOV OTULTOVV AVAPOPU CORPMVA PE TN AicTa 0voldv Tov Nwov Tlepoei:

Aev TopotifevTol GLETOTIKA

YvotaTikd cvpeova pe v lpétaon 65 g Kalgpopviag:

Avtd 10 TPOidV dev mepLEyel ynuég ovoieg yvootég oty Ilolteio g Kaheopviag 6t mpokahodv Kapkivo, YEVETIKEG
AVOUOAES 1| GALA AVOTAPOYOYIKE ELATTOUOTA.

ENOTHTA16.----------c-uu--- AANEZ MAHPO®OPIEZ - - - - -----cc-ccmecmamanaan
Optopéva avidpactipe € avtd 1o kit mepteyovv alidovyo vatpo g cvvimpntikd. To varpalidio €xel avapepbel ot
dnpovpyel alidio poddBdov N xokkod GTO ATOYXETEVTIKO GUGTNLO TV EPYUCTNPI®V, T0 Omoio UTOPEl VoL EKPAyovV e KPovoT).
Xpnoonoteite Tig kKatdAANAeg Sradkacies andppynge.

Kdé0e povdada 66t mov ¥pnoLoToLEiTol GTNV TAPACKELT TOV OPAOV EAEYXOL OTOV TOV KIT £)El SOKIUAOTEL HEC® EYKEKPUEVNG
peboddov yo Ty mopovasia avticopdtev otov HIV kot HCV kafhg kot yio HBsAg kot Bpédnke apvntikr. ITPOEIAOITIOIHZH:
Agdopévov 0Tt kapio péBodoc eléyyov dev pmopel va Tpooeépel mANpn dwucediion yo v amovcio HIV, HCV, HBsAg 1
GAA@V LOAMDGUOTIK®V TOPOYOVTOV, TPEMEL VO PETOYEPILESTE TOVG 0POVG EAEYYOV GVTOV TOV KIT TPOGEKTIKG COUPOVO UE TIC
YEVIKEG TPOPLAGEELC.

H INOVA Diagnostics, Inc. Tapéyet Tig TANpoQopieg Tov TEPLEYOVTOL GTOV TOPOV KOAN TN miotn aAld dev TpoPaivel og Kapia
dMioon og mpog v TANpdTa M okpifeld tovg. To mapdv Eyypapo mpoopiletor poévo g 0dNydg Yy TOov KoTOAANAO
TPOPLAOKTIKO YEPIGHO TOV VAIKOD amd KATIAANAC EKTOOEVUEVO TPOCAOTIKO TTOV XpNoLponotel ovtd 1o mpoiov. Ta dropa Tov
AapBavouV avTég TIG TANPOPOpieg TPEMEL VO AGKNGOVV TNV ave&dpTnTn Kpion Tovg yia va Kabopicovv v KataAnAdtTa yio
éva ovykekpipuévo okomd. H INOVA Diagnostics, Inc. dev mpoPaivel oe xopio dniwon 1 gyyomon, pnti N vmovooluevn,
cuumEPLOUPAVOUEVOY  XOPIC TEPLOPICUO OTMOIOVONTOTE EYYUNOEMV  EUTOPEVSIUOTNTOS KOl  KOUTOAANAOTNTOG Yo £€va
GUYKEKPIUEVO OKOTO, GE GYXECT| LE TIG TANPOQOpPies TOv mapatifevial 6To TapdV 1 [LE TO TPOIOV GTO OTOI0 AVUPEPOVTOL CVTES OL
mnpogopieg. Opoimng, 1 INOVA Diagnostics, Inc. dev evbovetar yio kopio a&ioon, andiew 1 {npio Tov Pmopel vo TpokvyeL
a7to TN XPNON VTAOV TOV TANPOEOPIOV N pe PAon VTG TIG TANPOPOPIES.

Copyright 2008 INOVA Diagnostics, Inc.
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