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

‘Extoktng avdykng: 858/586-9900

ENOTHTA1.----------------- ANAINQPIZH MPOIONTOE - - - - - - - - c-mecccmmmmammmmmmnn
AP. KATAAOT'OY #: 708700

ONOMAZIA: QUANTA Lite™ MPO IgG ELISA

XPHZH: T In Vitro diayveotikn xpnon, CLIA obvOetoc: ynAdg

ENOTHTA 2. ---------- ZYNOEZH/NMAHPO®OPIEZINA TA ZYZTATIKA - - - - - - - - ccccmaama-
Yroyeio Tov Kt

YHMEIQZH: P/N = Ap. mpoidvtog

P/N 508700, Mikpomhdka mtoivotupeviov ELISA pe emkdloyn and kekabappévo avirydbvo MPO

P/N 508556, Apvntikog opog eréyyov ELISA, 1 @odidio mov mepiéyel <0,1% vatpalidio, <0,02% Chloramphenicol «ot pn
yvootd avpomva avticopata IgG oe MPO

P/N 508701, MPO IgG ELISA yopnio¥ Oetkov, 1 gaAioio mov mepiéyer <0,1% vatpalido, <0,02% Chloramphenicol kot
avticopoto aviporivov opod IgG oe MPO

P/N 508702, MPO IgG ELISA vyniod Oetikod, 1 @roridio mov mepiéyet <0,1% varpalidio, <0,02% Chloramphenicol kot
avTic®poTo, avporivov opod IgG o MPO

P/N 508551, HRP Apowwtikd defypatog, 1 grorido mov nepiéyet Tris puBuiotikd alatovyo didivpa, <0,2% Tween 20, <0,02%
Chloramphenicol kat <0,1% alidovyo vétpio

P/N 508552, HRP Zvumdkvopo mivongl ¢uiidio mov mepiéyet Tris pubotikd adatodyo diddvpo kot >1% Tween 20

P/N 508503, HRP cvledypatog IgG, (aiya), avti-avOpodmivo IgG pe pubupioticd didvpa, npoteivn, <0,02% Chloramphenicol
ko <0,1% vatpalido

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

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

ENOTHTA 3. --------cccnmnn-- ANAINQPIZH KINAYNQON - - - - - - - mmmeccmm e e mn e
Kvpiot kivdvvor yuo tnv vyeio:

Optopéva avtidpactpio. TepEyovy Ayodtepo and (<) 0,1% tov cuvolikod PBdapovg alidiodyo vatpio (NaNsz) wg cuvinpnTiko,
Kwd. CAS 26628-22-8, Kmd. EINECS 247-852-1.

Optopéva avtidpaotiplo TeptExovy Ayotepo and 1 ico pe (<) 0,02% tov cvvorkov Bapovg Chloramphenicol mg cuvinpnTko,
Kwd. CAS 56-75-7, Kwd. EINECS 200-287-4.

Opopéva avtdpaoctipa meptéyovy Arydtepo and 1 ico pe (<) 0,2% Tween 20 wg otabepomomtr], Kwd. CAS 9005-64-5, Kws.
EINECS Kavéva

TMB (3,3’,5,5’-tetpopebvrfeviidivn) eivar Aydtepo amd 1 ico pe (<) 0,02%, Kwd. CAS 54827-17-7, Kwd. EINECS 259-364-6
Beukd 0&Y ivar Ayotepo and (<) 2%, Kwd. CAS 7664-93-9, Kwd. EINECS 231-639-5

Yhkd avOpomvng Tpoédevons: Metayelpioteite g SUVAUEL LOAVGHOTIKO.

O 0p6G TOL YPNCOTOLEITAL Y10 TV TUPOUCKEVT] GVTOV TOV TPOIOVTOS Exel doKIpaoTel amd pebddovg eykekpéveg omd 10 FDA
Kot Ppébnke opvnrikdg yur v mapovsion avtiydovov emeaveiog nmotitdeg B (HBsAg), avticdpatog otov 10 g
avocoavendpkelog tov avBpadnov (HIV) kot otov 16 g nratitdag C (HCV). Kapio yvoot) pébodog eléyyov dev pmopei va
TPOSPEPEL TANPT SGPAMON Yo TV anovsia Tov 100 g nratitwag B, HIV, HCV 1 dAMov poAVGHOTIKOV Topaydvimy.
Mertayepioteite avtovg ToVG 0povs eAEYXOL Katl OAa Ta delypata acbevav oto Eninedo Broaopdieiag 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 KvdHVOV Kot KIVOUV®V Y10 TNV VYEIN Y10l TO GUYKEKPIUEVO KIT
dev €yovv kabopiotel. Kdabe avopepdpevn minpogopio. UOIKOV KvdOveov kol kwwddveov ywo thv vyesio Paciletor oty
a&loAdynon tov dedopéveV Yo Kobopd GLOTATIKE KOl GUYKEVTIPOOT GLGTATIKMOV GOUPOVO LE T GVGKEVOGIL.

Opyava-otoyor:. Kavéva avayvopiouévo.

ENOTHTA4.--------ccmccmccnnann METPA MPQTON BOHOEIQON - - - - - - - - - e m e memmecma o
Maértio: [TAOveté ta apéong pe dpbovo kabapd tpeyovpevo vepd yio TovAdyiotov 20 Aemtd, anoywpilovtag to BAE@apO.

Emaon pe to déppa: I[MAvBeite modd kadd pe apbovo kabopd tpexoduevo vepd. Apaipéote Kot TAOVETE T0 LOAVGLEVE POVYQ.
Katdmoon: Znmote wrpikn Bonbewn. Ewomvor: Amopakpivetre and v ékbeon. e mepintmon dvokoriag otnv ovamvon,
{ntmote wrpkn Ponbeta edv etvon amapaitnto.

2E [NEPHITQEH ATYXHMATOZ H EAN AIZOANGEITE AAIAGEXIA, ZHTHETE AMEXQY IATPIKH £YMBOYAH.
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ENOTHTAS. - -------ccmccmacnnann METPA NMPQTON NYPOMPOZTAZIAZ - ------=-=c-nu---
Mn edplexto orevaoua.
Méoa mopdcfeong: XpnoOTomoTe HEGH TPOCUPLOCUEVO GTO VAIKE TOV PLAGCGOVTOL G AUEST) YeLTViaGoT), OTMG ENPA YMnLLKA.
Ewwég dradikacieg mupocPeonc: Na popdte auTOTELT OVOTVEVGTIKY) GUGKELT KO TPOGTATEVTIKY EVOLLAGIR Yo VoL AToPOYETE
TNV EMAPT| LE TO dEPLO KOt T LATLO.
NFPA: YTEIA =0, ANA®PAEEIMOTHTA = 0, ANTIAPAXTIKOTHTA =0

ENOTHTA 6. -----------mcucnunn- METPA TYXAIAZ ANEAEYOEPQZHZ - - -----------nu--
Edav yvbei to vAkd: XExovmiote 10 VAKO mov ¥OONKe pe adpavi) amoppoenTikd VAKA Kot tomofetnote o€ KatdAAnAo doyeio.
Dopdte mpocwmikd npootoTevTikd géomAopnd (PPE), onmg yévtia, yvolid 0c@aAeinc/cCUOKEVT] TPOOTAGIOG LTIV Yo VO
omovyete TNV £kbeom.

ENOTHTA 7. -------ccccmcnanaaa- XEIPIZMOZ KAl DYAAZH --------cmmmcmcccccaaaaaaa
Xepiopog: Tnpnote 11c cLVHBES TPOPLAGEELS TTOV 1GYVOLVY Y1t TO YEWPLOUO YNUIKOV Tapayovtov. [IAdvetre v emnpeacpévn
TEPLOYT LETA TO YEPIGUO.

Doraén: Alatmpeite Ta doyeio KAEoTd OtV dev ypnoponolovvial. DPuidccete og ENpod, KOAG aeplldpevo anobnKevTikd Ydpo
(2-8°C). TIpogurdccete and LAY (nuid. dvrdccete pokptd ard acOupora LVAUKAE.

ENOTHTAS8.----------- EAErXol EKOEZHZ / NTPOZQMNIKH NMPOEXTAZIA--------=--ucu=--
Avanvevotiky mpootacio: Kaldg tomikds aepiopos.

[poctacio tov patidv: [Ipoctatevtikd yvoAid.

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

X PNOUOTOLELTE TPOGTATEVTIKT TTOSLEL EPYOTTNPIOV.

Yvviotdrat 1) xp1oN GLOKELNG TUTETTOG ACPAAELNC.

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

[MAdxo pikpotitiov: cupmayés TAAGTIKO TOAVGTVUPEVIOV
20levypa: Mg vypd

HRP Apaiwtikd detypatoc: pol vypd

YynAdg Oetikodg opdg eréyyov : pol vypd

XopnAdg Oeticdg opds eEXéyyo: pol vypo v

ApvmTikdg 0pdg eAEYYOL : pol vYpod

HRP Zvpmdxvopoa tAdong: koKkivo

TMB: vrokitpwvo vypd (evdeyopévag e eEhaPpa pmke amdypwon)
Ao S1aKomg: dypopo vypo

Oopn: Ta dtoddpata eivon doopa

Inueto Bpoaopod: Alepoppol.

Inueio ™éng: Alepoppodl.

Inueio avaereéng: Alepoppod.

Beppokpacio avaerieéng: A/epapuol.

Opa éxpnéng: Alepapuol.

ITieon atpdv: Alepoppdl.

IMokvota: Aleeappdl.

[EDdec: Alepappol.

AwAvtotnta 610 vepod: Ta dreddpata etvat dStodvtd

ENOTHTA10.----------ccccunn-- ZTAOGEPOTHTA KAI ANTIAPAZTIKOTHTA --------=-----
Ytafepotnta: Xtabepd vd Kovovikég cuVONKeES ¥pRoNG Kot GOAOENGC.

Emwivévvog moivpepiopds: Aev mpoPAénstor.

YuvOnKes Kot VAMKA Tpog amopuyn: A/epoppod.

Emwivévveg avtidpdoeig: A/epoppol.

Emwivévva mtpoidvta didomoons: Alepapuol.

ENOTHTA11.---------nccmunn- TOZIKONAOIIKEZ NAHPO®OPIEZ - - ---------cccmcmmnann-
Ot 10&KoloyIKéG 1310 TEG AVTOD TOL KIT N/KOL TOV GLOTATIKAOV TOL dev €xovv akdpa diepesvvndel TANpmg, 6V LILAPYOLY
SwoBéoa dedopéva.

Tepatoydvo dvvopkd: Agv vdpyovy dtabéoto dedopéva.

Emdpdoeic oy avamapoaymyikn tkavotnto: Agv vrdpyovv dabdéoipa dedopéva.

Nevpoto&iwkdtnta: Aev vdpyovv dtabéoipa dedopéva.

Metarra&royovo duvapkd: Agv vdpyovv dwobéoia dedopéva.

ENOTHTA12.---------mccanann- OIKOAOTNIKEZ MAHPO®OPIEZ - - - - - -----ccccmmmcnaann-
Agv vmépyovv dabéoipa dedopéva.
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ENOTHTA 13. - - - ZHTHMATA NOY NPENEI NA AH®OOYN YNOWH KATA THN ANOPPIWH -- - -
Tnpeite 0lovg TOVG KPATIKODS TEPIPAAAOVTIKOVG KOVOVIGHOVG Yo Thv amoppyn amofintov. Ot mopayoyol ynukov
anofAntev mpénetl va kabopicovv edv éva amopplpbév ynukd tadvopeitar og emkivovvo amoPfinto. Emikowvoviote pe pio
adg100y0 emayyeALatiKy vanpecia d1dbeong amofA TV Yo TV amOPPLYN TPOIOVTOG TOV SEV YPTGLOTOUONKE.

Yroleippata Brorloyik®mv detypdtov, avtidpactnpiov Kot opdv EAEYYOL TPETEL Vo GLAAEYOVTOL G H0YEl0 KOTAAANLO Y10 TO
GKOTO 0VTO, KOl VOl ATOGTEPDOVOVTUL GE AVTOKAVGTO Yo 1 dpa oTovg 121°C.

RCRA Zeipdé P: Kopio mapotidépevn.

RCRA U: Koapio 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.
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