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ENOTHTA1.-------ccmcccnnn- ANAFNQPIZH NMPOIONTOE - - - - - - - - - s mcimmcmmmmmmmmmm =
AP. KATAAOT'OY #: 708790

ONOMAZIA: QUANTA Lite™ CCP 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 508790, Mwpomhdxa moivotvpeviov ELISA pe emkdloyn and kekaboppévo, cuvhetikd aviryévo CCP

P/N 508556, Apvntikdg opog eréyyov ELISA, 1 @uarido mov mepiéyet <0,1% vatpalido, <0,02% Chloramphenicol wot pn
Yvootd avporva avticopata IgG oe CCP

P/N 508791, ELISA youniod Oetikod CCP IgG, 1 ¢iahido mov mepiéyet <0,1% varpalidio, <0,02% Chloramphenicol ko
ovtioopoto avhpomvov opov IgG ce CCP

P/N 508792A, ELISA vyniot/Babpovounong A CCP IgG, 1 guoAidio mov mepiéyet <0,1% varpalidio, <0,02% Chloramphenicol
Kot aviioopata aviporvov opod IgG ce CCP

P/N 508792B, ELISA BaBuovopnong B CCP IgG, 1 ¢okidio mov mepiéyet <0,1% varpalidio, <0,02% Chloramphenicol kot
ovtioopato avhpamvov opov IgG oe CCP

P/N 508792C, ELISA Babupovounong C CCP IgG, 1 ¢uwiidio mov mepiéyer <0,1% vatpalido, <0,02% Chloramphenicol o
ovtioopoto avhpomvov opov IgG ce CCP

P/N 508792D, ELISA BaOupovounong D CCP IgG, 1 ¢uAidio mov mepiéyet <0,1% vatpalidro, <0,02% Chloramphenicol ko
ovticopoto avipomvov opov IgG ce CCP

P/N 508792E, ELISA BaBuovounong E CCP IgG, 1 ¢uAido mov mepiéyet <0,1% varpalidio, <0,02% Chloramphenicol kot
avtioopota avhporvov opov IgG oe CCP

P/N 508551, HRP Apawwtikod detyporog, 1 ¢roridio mov nepiéyet Tris pubpiotikd aratovyo didivpa, <0,2% Tween 20, <0,02%
Chloramphenicol kot <0,1% alid100x0 vatplo

P/N 508552, HRP Zvumdkvopa mivongl ¢uiidio mov mepiéyet Tris pubuotikd adatovyo didivpo kot >1% Tween 20

P/N 508503, HRP ovlevypartog IgG, (aiya), avti-avOporivo IgG pe pubioticd ddivpa, tpoteivy, <0,02% Chloramphenicol
kot <0,1% vatpalido

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

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

ENOTHTA 3. --------ccccuuna- ANAIFNQPIZH KINAYNQON - - - - === - - ccccmmcmmcmeeeemm s
Kvpiot kivdvvor yua v vyeto:

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

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

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

TMB (3,3,5,5’-tetpapeborPeviidivn) eivon Arydtepo and 1 ico pe (<) 0,02%, Kmd. 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

Yhkd avOpadmivng mpoérevons: Metayelploteite oG SUVAUEL LOAVGUOTIKO.

O 0p6G TOL YPNCLUOTOLEITAL Y10 TV TUPOUCKELT] 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
avocoavendpkelag tov avipadnov (HIV) kot otov 16 g nrotitidag C (HCV). Kapio yvoot) pébodog eléyyov dev pmopel va
TPOSPEPEL TANPT SGEAAGT Yoo TV amovsia Tov 100 g nratitidag B, HIV, HCV 1 AoV HOAGHOTIKOV Topoydvimy.
Metayeipioteite avtodg Tovg 0povg AEYYOL 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 KvdUVOV Kot KIVOUV®V Y10 TV VYELR Y10l TO GUYKEKPIUEVO KIT
dev €youv kabopiotel. Kdabe avopepdpevn minpogopia oKDV Kivddveov kol kwvddvov yw v vyeio Pacileton oty
a&oddynon tov dedoUEVEV Yo Kabopd GUOTATIKE KOl GUYKEVIPOOT GLUGTATIKMV GOUPOVO LE T1) GUGKEVOGIOL.

Opyava-otoxot: 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.-------ccccmmcannnn- METPA MPQTQN NYPOMPOXTAZIAZ - - --------connnn-
Mp edplexto orevaoua.

Méoo mupdcfeong: XpnoHonomoTe HEGO TPOCUPLOGHEVO GTA VALKE TOL PUAGGCOVTOL GE AUECT) YerTviaoT), Onmg ENpa yMuiKd.
Ewwég dradikacieg mupocPeonc: Na gopdte avTOTEL! OVOTVEVGTIKY) GUGKELT KO TPOGTATEVTIKN EVOLLAGIR Yl VoL AToPOYETE

™V €T0QT| LE TO SEPULA Kot To. LTLo.
NFPA: YTEIA =0, ANA®PAEEIMOTHTA = 0, ANTIAPAXTIKOTHTA =0

ENOTHTAG.-----------nccccnnnn- METPA TYXAIAZ ANEAEYOEPQZHZ - -----------nuu--
Edv yvbei to vikd: Zkovmiote T0 VAKO TOL XVONKE [E 0dpOV] ATOPPOPNTIKE VALK Kot TOToDeToTE 68 KATAAANAO doyeio.
Dopdte mpocwmikd TpootoTeLTikd géomAicpd (PPE), 6nmg ydvtia, yvold 0cQaAEinG/GUOKEVT] TPOOTAGIOG HOTIDV Yo VO
omobvyete TNV £kbeon.

ENOTHTA 7. --------cccccnanann- XEIPIZMOZ KAl ®DYAAZH --------cccccmmmaaaaaaaaa o
Xepopog: Tnpnote 11¢ cLVHBEIS TPOPLAGEELS TTOV 1GYVOLV Y1t TO YEWPIOCUO YNUKOV Tapayovtov. [IAvvetre v emnpeacpévn
TEPLOYT LETA TO YEPIGUO.

Doraén: Alatmpeite Ta doyeio KAeoTd OTav dev ypnoionolovvial. DPurdccete og ENpod, KoAG aeplldpevo anobnKevTikd YHdpo
(2-8°C). TIpogpurdccete and vVAKH (. dvrdccete pokptd ard acOupota vVAUKGE.

ENOTHTAS8.----------- EAErXol EKOEZHZ /| NIPOZQNIKH NMPOEXTAZIA---------cccan--
Avanvevotiky mpootacio: Kaldg tomikds aepiopos.

[poctacia tov patidv: [Ipoctatevtikd yvoAid.

[poctacia tov yepiov: Tavtia piog ypnong (Aatéé 1 vitpiio).

XpNo1UOTOLEITE TPOGTOTEVTIKT TOOA EPYOGTNPIOV.

2UVIGTATOL 1] PTOT) CUCKEVNG TMETTOG AGPOAELOC.

ENOTHTA 9. --------ccmccmanna- DYZIKEZ KAl XHMIKEZ IAIOTHTEZ - ------=--=ccuanua-
Epoedvion:

Mo pikpotithov: cvpmayég TAUGTIKO TOAVGTUPEVIOL
Y0Cevypa: pmie vypod

HRP Apawtikd detypatoc: pol vypd

Yynio¥ Betucov/Babpovounong A: pol vypd
BaOpovounong B: pol vypd

BaOpovounong C: pol vypd

BoOpovounong D: pol vypd

BoOpovounong E: pol vypd

Xapniov Betikod opod eréyyov: pol vypod

Apvntikob opod eréyyov: pol vypd

HRP Zvpmixveopa tAdong: kdkkivo

TMB: vrokitpvo vypo (evOexopEVas Le EAAPPE UTAE ATOYPWOT))
AtdAvpo Stoomng: dypoo vypod

Oopn: Ta dtohdpota etvat Goopo

Inueio Bpacpov: Alepappodl.

Inueio ™Méng: Alepappol.

Enpeio avaereéng: Alepopuol.

Beppokpacio avaeieing: A/epappol.

Opra éxpnéng: Alepapudl.

[Tieon atpdv: A/eeappol.

MMukvomta: Alepapuol.

[EDdec: Alepappdl.

AwAvtotta 610 vepod: Ta dtaddpata eivarl Stodlvtd

ENOTHTA10.---------cncccancnnnn ZTAOEPOTHTA KAI ANTIAPAZTIKOTHTA ----------=---
Ytafepotnta: Ltobepd vrd Kovovikég cuvONKeS xpRoNg Kot GOANENG.

Emwivévuvog modvpepiopds: Aev mpoPAéneto.

SuvOnKeg Kot VAMKE TTpog amo@uyn: A/epoppod.

Emwcivdvveg avtidpaoeis: Alepappol.

Emucivévvo mpoidvta Sidomoong: A/epappdl.
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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.---------nccanann-- OIKOAOTIKEZ MAHPO®OPIEZ --------ccccccmcmcnannn-
Agv vrdpyovv dobéoipo dedopéva.

ENOTHTA 13. - - - ZHTHMATA NOY NPENEI NA AH®OOYN YNOWH KATA THN ANOPPIWH -- - -
Tnpeite Olovg TOVG KPATIKODS TEPIPAAAOVTIKOVG KOVOVIGHOVG Yo TV amdppyn amofintov. Ot mopayoyol ynpukov
anofAntev mpénetl va kabopicovv edv éva amopplpbév ynukd tadvopeitar og emkivovvo amopfinto. Emikowoviote pe pio
adg100y0 emayyeApnatiky vanpecio d1dOeong amofA TV Yo TV amdPPLYN TPOIOVTOG TOV SEV YPTGLOTOONKE.

Yroleippata Broloyik®mv detypdtov, avtidpactnpiov Kot opdv eEAEYYOV TPETEL VA GLAAEYOVTOL G H0YEI0 KOTOAANAO Y10 TO
GKOTO 0VTO, KOl VOl ATOGTEPDOVOVTOL GE AVTOKAVGTO Yo 1 dpa otovg 121°C.

RCRA Zeipdé P: Kopio mapotidépevn.

RCRA U: Koapio mapatiOépevn.

ENOTHTA14.-------ccnccnnan- NMAHPO®OPIEZ METADPOPAZ - ---- -
Ewucég anoutioeis: Kapio.

ENOTHTA15.-------cccnccnannn PYOMIZTIKEZ MAHPO®OPIEZ - - - ------ccccccemcaaaaa-
Yoppova pe v Odnyio 1999/45/EC ko v Odnyia 91/155/EEC kot pHeTEMELTo TPOTOTOMGELS.

Kivovvor OSHA:

Agv vrdpyovv yvmotoli kivovvor katd OSHA.

Katdotaon TSCA:

Agv avaépetat otov Katdroyo TSCA.

Avticopa, oteped.

Kwd. CAS = Kavévog

Katdotaon DSL

Avtd 10 TPOioVY TIEPIEXEL TaL akOAOLON GuoTATIKG TOL deV TEpLE ovTal 6T Kavadikég Aioteg DSL 1§ NDSL.

Avticopa, oteped

Kwd. CAS = Kavévog

Xvototikd SARA 302:

SARA 302: Avtd 10 VAMKO dev TEPLEYEL VAKE TTOV VIOKEWVTOL 6TIG amoutioels avopopds SARA Tithog 11, Mapdypapog 302.
YvotaTtikd SARA 313:

SARA 313: Avtd 10 vAKO Ogv mEPLEYEL YNIIKA GLOTOTIKG pHE YvooTodg Kmdikovg CAS mov vrepfaivovy tov ovdd (mepi
ghayiotmv) avapepdpevov emmédwv kotd SARA Tithog M1, [Tapdypapog 313.

Kivdvvor SARA 311/312:

Agv vrdpyovv kivovuvor kotd SARA

ZVGTATIKG TOV OTELTOVV AVAPOPI CORPMVA PE TN AieTa 0vo1dV TG Macayovsétng:

Aev TopotifevTol GLETOTIKA

ZVGTATIKG TOV OTELTOVY AVAPOPA COPPMVA PE TN AMicTa ovoldv TG [levoviPaviag:

Aev mapotibevior cuoTaTiKd

2V0TUTIKA TTOV OTELTOVV AVAPOPE COPRPOVO IE TN AicTd oveit®V Tov Nov Tlepoei:

Aev Topatibevtorl GueTUTIKA

XvotaTikd cvpeova pe v Hpétaon 65 g Kahgopviag:

Avtd 10 mpoidv dev mepiExel ynpkég ovoieg yvwotég oty [lolteio g KaAipdpviag 0Tt mpokodlovv KopKivo, yevertikég
OvOUOAEG 1 GAAL AVOTOPOYOYIKE EAATTOUATOL.

ENOTHTA16.-----------cconnn AANEZ MAHPO®OPIEZ - ---------ccccmceccmnennnnn-
Optopéva avtidpacthiplo 6€ avtd 10 KT meptEyovv alidodyo vatplo @¢ cvvinpntikd. To vatpalidio €xer avapepbei otT1
dnpovpyel alidio LoAvPdov N YoAKOD GTO OTTOYETEVTIKO GUGTNLO TV EPYAGTNPIOV, To 0moio UTOPEL VO EKpayodV He Kpovo).
Xpnowlomoteite Tig KaTdAANAEG drodikacies amdppymc.

Kdé0e povdda 56t mov xpnoonotEitar 6NV TopacKELT TOV 0pOV EAEYXOL OVTOV TOV KIT £XEl SOKILAOTEL HECM EYKEKPLUEVTS
pnebddov yia v mopovsia avticopdtev otov HIV kor HCV kabdg kot yio HBsAg ko Bpédnke apvntikny. [TPOEIAOIIOIHXH:
Agdopévov o0t kapio péBodoc eréyyov dev pmopel va Tpoceépel TANpN StcopdAion yo v amovcio HIV, HCV, HBsAg 1
OAA@V LOAVGLOTIK®OV TOPOYOVTIOV, TPETEL VO PETAYEPILESTE TOVG 0pODG EAEYYOV GVTOV TOV KIT TPOGEKTIKO COUPOVA UE TIG
YEVIKEG TPOPLAGEELC.
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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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