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OPYAANO AEAOMENQN AZODAAEIAZ YAIKQN

INOVA Diagnostics, Inc. Hpepopnvia avabempnong: 06/01/09
9900 Old Grove Road Ava0. 1
San Diego, CA 92131 U.S.A.

Ap. MAEPDOVOL YEVIK®V TANPpOQOpLdV: 858/586-9900

Ap. mAepdvov éktoktng avaykng: 858/586-9900

ENOTHTA1.--------cccccmna-- ANAINQPIZH MPOIONTOE - - - - - - - -c-mecmmmcmmmcmmmmns
AP. KATAAOT'OY: 708475

ONOMAZIA: NOVA Gel™ Scl-70 “T”

XPHEH: Tw In Vitro wyvootue xprion. To NOVA Gel™ Scl-70 eivan éva ovompa Sokipaciog Suthic Siiyvone yia
S10A0Y7 KOl TOV MHL-TOGOTIKO TPOGOIOPIGUO TMV AVTOOVTICOUATOV 6To Scl-70, éva exyvAicipo mupnvikd aviyévo (ENA), otov
avOpdmvo opd. H mapovsio aviicopdtov oto Scl-70 pmopel va ypnoonombei 6 cuvdvLooHO pe GAAEG OPOSIAYVOCTIKES
Sokipacieg Kot KAVIKA gupipota yio T Sidyvmeon g okAnpodeppiog.

ENOTHTA 2. ---------- ZYNOEZH/NMAHPO®OPIEZINA TA ZYETATIKA - - - ------ccccanana-
Ztoryeia Tov Kt

YHMEIQZH: P/N = Ap. mpoidvtog

P/N 508401, NOVA Gel “T” Mikpomhdxeg yéAng dtadoyng pe 7 mnyoaddxio 1 kabepia, mov mepiéyovv <0,1% vatpalidio

P/N 508470, Avtiryévo Scl-70 (amd Bvpo pocyov), Avopiioronpévo o€ pubuioticd dtidvpa mov tepiéyet <0,1% vatpalidio

P/N 508471, Opog eléyyov Scl-70, avOpodmvog opds mov mepiéyel avtoaviicopate 6to Scl-70 e puOuoTikd dtdAvpo. mov
nepiéyet <0,1% vatpolido

ENOTHTA 3. --------ccccnnn-- ANAINQPIZH KINAYNQON - - - - - - - - cccccmcccccmmeemmm s
Kvpiot kivdvvor yu tnv vyeio:

Optopéva avtidpactiplo nepiEyovv Ayotepo amd (<) 0,1% tov cuvolikod PBapovg vatpalidio (NaN3) wg cuvinpntkd, Kwd.
CAS 26628-22-8, Kwd. EINECS 247-852-1.

YAkd avOpdmivng npoélevons: Metayeploteite ®g Suvapel LOAVGUATIKO.

O 0pdG OV YPNGLOTOLELTAL Y10 TV TOPACKELT 0VTOD TOL TPOTOVTOG Exel dokaotel and pebddovg eykekpyéves and o FDA
kot Ppébnke opvnrikdg yur v mapovoio avtiydovov empaveiog nmotitdag B (HBsAg), avticdpatog otov 16 g
avoooavendpkelog tov avipanov (HIV) kot otov 16 g nratitidag C (HCV). Kapio yvoot) pébodog eléyyov dev pmopel va
TPOGPEPEL TANPN ScPAAoN Yoo TV anovsia Tov 100 g nratitwag B, HIV, HCV 1 dAMov poAvcpoTikov Topaydvimy.
Mertayepioteite 0vtobg TOVG 0pOVG TOL GLVOLOL Kot Ol Ta delypata acbevadv oto Eninedo Bloaospdielog 2, 6mmg cuvietdtol
o710 Biosafety in Microbiological and Biomedical Laboratories, Centers for Disease Control and Prevention/National Institutes of
Health, Fifth Edition, 2007.

YHMEIQZXH: ITAnpogopicc puoK®dV KivoOveY Kot KIvdOVMV Yo THV DYEIR Y10 TO GVYKEKPIUEVO KIT dgv Exovv kaboprotel. Kdabe
AVOPEPOUEVT] TANPOPOPIL PVOIKMV KIVEIVAV Kot KIvdOvev yio v vyeia Pacifetat oty a&lodAdynon tov dedopévev yio kabopd
GUGTOTIKG KOl GUYKEVIPOOT GLCTATIKMV COUPOVA LLE TI) GUCKEVOGILL.

Opyava-otoyor: Kavéva avayvopiopévo.

ENOTHTA4.-------c-ccccnnnnaa- METPA NPOTQON BOHOEIQON - -------cccccccmmmmmnaaa s
Mértio: [TAOvete ta opéong pe dopbovo kabapd tpeyovdpevo vepd yo tovAdyiotov 20 Aemtd, anoywpilovtag to BAEQapO.

Emoon pe to déppa: [Mivbeite modd kaAd pe dpbovo kabapd Tpeyoduevo vepd. A@aipEoTte Kot TAOVETE TO LOAVGUEVA POVYOL.
Kotdmoon: Zntiote wtpikn fondeta.

Ewonvon:  Amopoaxpovieite and v ékbeomn. XLe mepimtmon dvokoliag otnv ovamvon, {nthote watpikn Pondewa edv eivar
amepaitnTo.

2E [IEPIIITQXH ATYXHMATOZX 'H EAN AIZ®ANGEITE AAIAGEZIA, ZHTHETE AMEXQEX IATPIKH XYMBOYAH.

ENOTHTAS.-------ccccmmcannnn- METPA MPQTQN NYPOMPOXTAZIAZ - - --------concnnn-
Mp edplexto oxevaoua.

Méoo mupdcfeong: XpnoHonomoTe HEGO TPOCUAPLOGHEVO GTA VALKE TOL PUAGGCOVTOL GE GUECT) YeLTviaoT), Onmg ENPa yMuLKd.
Educég dradikacieg mupdoPeons: No popdte anTOTEA OVOTVEVGTIKT) GLGKELT KOl TPOGTUTEVTIKN EVOVLOGIO Y10, VO ATOPVYETE

™V €m0 KE TO SEPULA Kot To. LTLo.
NFPA: YT'EIA =0, ANADPAEEIMOTHTA = 0, ANTIAPAXTIKOTHTA =0
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ENOTHTAG.-----------nccccnnnn- METPA TYXAIAZ ANEAEYOEPQZHZ - ---------c-nun--
Edv yvbei to vikd: Zkovmiote T0 VAKO TOL XOONKE pE 0dpovi| amoppoPNTIKE VAKG Kot Tortofetote 68 KATAAANAO doyeio.
Dopdre mpocwnikd mpootatevtikd efomhond (PPE), ommg yavtia, yvohd ac@oleiag/cuoKevy] mpootaciog HoTIdV Yo vo
amo@uyete TNV ékbeom.

ENOTHTA 7.-------cecccmcannnn XEIPIZMOZ KAl ®YAAZH --------ccmccccmcccaccanaa
Xewpiopog: Tnpnote 11 cuvNOelg TPOoPLAGEELS TTOV 1GYDOVV Yo TO XEPLOUO YNUIKOV Tapaydvtov. [TAvvete v emnpeaciévn
TEPLOYT LETA TO YEPIGUO.

Doraén: Awtnpeite ta doyeio kKhewotd Otav dev ypnoyonolodvrat. Dvidocete o ENPo, KOAG aeptllopevo amodnKevTiKo ydpo
(2-8°C). TIpopurdooete amd vAKH {nud.

ENOTHTA8.----------- EAErXol EKGEZHZ /| MPOZQMIKH MPOXTAZIA - - - - == == -=c-uu--
Avanvevotikn npoctoocio: Koldg tomkdc aepiopodc.

[poctacia tov patidv: TIpoctatevticd yoaiid.

[poctacia tov xeprov: T'dvria piog ypnong (Aatéé 1 vitpiiro).

Xpnotponoleite TPOSTATELTIKT TOJIE EPYASTNPIOV.

ZVVIoTATOL 1) YN0 CLCKELNG MIMETTOS ACPAAELOS.

ENOTHTA 9. -------cccccmcanannn DYZIIKEZ KAl XHMIKEZ IAIOTHTEZ - - - --------cecnnnn-
Epodvion:

NOVA Gel “T” MikpomhdKeg YEANG S10AOYNG: CUUTOYES TAOGTIKO TOAVGTUPEVIOV
Avtyovo Scl-70, dypopo vypd

Opdg eréyyov Scl-70, dypopo vypd

Oopn: Aocpo

Inueio Bpacpov: Alepappodl.

Enueio ™Méng: Alepappol.

Enpeio avaereéng: Alepopuol.

Beppokpacio avaeieing: A/epappodl.

Opia éxpnéng: Alepapudl.

[Tieon atpdv: A/eeappodl.

Mukvomnta: Alepapuol.

[EDdec: Alepappdl.

AwAvTtoTnTa 670 VEPO: SIIALTO

ENOTHTA10.--------ccccccannn- ZTAOGEPOTHTA KAI ANTIAPAZTIKOTHTA--------=--=---
Ytafepotnta: Ltobepd vrd Kovovikég cuvONKeS xpRong Kot @OAOENG.

Emwivéuvog molvpepiopds: Aev mpoPAénsto.

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

Emwivévveg avtidpdoeig: A/epoppodl.

Emwivévva mpoidvta didomoons: Aleapuol.

ENOTHTA11.-------cccmmcannn TO=ZIKOAOTIKEZ NAHPO®OPIEZ - - ---------ccccccnnnnn-
Ot 10&Koloy1KEG 110TNTEG ALTOD TOVL KIT N/KOL TOV GLOTATIKMOV TOL dev €xovv akdpa diepevvndel TAnpmg, dgv LILApYOLY
SwoBéoa dedopéva.

Tepatoyovo duvapukd: Agv vdpyovv dtabéctpo dedopéva.

Emdpdoeic oty avarnapoymykn tkavotnta: Aev vdpyovv Swebéoyia dedopévo.

Nevpoto&ucdma: Agv vdpyovv dtabéotpa dedopéva.

Mertaira&loyovo dvvapkd: Aev vmdpyovv dabéoia dedopuéva.

ENOTHTA12.-------cccmmuannn OIKOAOTNIKEZ MAHPO®OPIEZ - - - -------ccccmmmaannna-
Agv vmépyovv dabéoipa dedopéva.

ENOTHTA 13. - - - ZHTHMATA NOY NPENEI NA AH®OOYN YINMOWH KATA THN ANOPPIWH -- - -
Tnpeite 6lovg TOVG KPATIKODS TEPIPAAAOVTIKOVG KOVOVIGHOVG Yo Tnv amoppiyn amofintov. Ot mopayoyol ynpukov
amoPfAtev mpénel va kabopicovv edv éva amopplpBiy ynukd ta&vopeiton o¢ emkivovvo amdPfinto. Emkowvemvnote pe o
0.0€100)0 ETOYYEMUATIKY VIINPESia S140g0MS amoPANTOV Y10 TV ardpPLIYN TPOTOVTOG TOV SEV YPNOLOTOW ONKE.

Ymoheippata Broloyikdv Setypdtmv, aviidpaotnpimv Kot 0pdv eELEYXOL TPEMEL VoL GLAAEYOVTOL G doyeio KaTtdAAnlo Yo To
GKOTO 0VTO, KOl VO ATOGTEPDOVOVTOL GE AVTOKOVGTO Yo 1 dpa otovg 121°C.

RCRA Zepdé P: Kapia mapoatifépevn.

RCRA Zepdé U: Kopio mopotiBéuevn.
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ENOTHTA14.-------c--ncmnannn NMAHPO®OPIEZ META®POPAZ - --------ccccmccaccnnaaa-
Ewucég anoutnoeic: Kapia.

ENOTHTA15.-------cccnmcannn PYOMIZTIKEZ MAHPO®OPIEZ - - - -------cccccmmnannnn-
Soppava pe v Odnyio 1999/45/EC ko tnv Odnyia 91/155/EEC kot pHeTénetto Tpomomomoelc.

Kivovvor OSHA:

Aev vrapyovy yvootoli kivdvvot katd OSHA.

Kataotaon TSCA:

Agv avaépetar otov Katdroyo TSCA.

Avticopa, oteped.

Kwd. CAS = Kavévag

Katdotaon DSL

Avto 10 TPOidVY TTEPEXEL TAL aKOAOLOO GuoTATIKG TOV deV TEPLE ovTaL 6T Kavadikég Aioteg DSL § NDSL.

Avticopa, oteped

Kwd. CAS = Kavévag

YvotaTtikd SARA 302:

SARA 302: Avtd 10 VAKO dev TEPLEXEL VAIKA TOV DVTOKEWTOL 0TS omontnoels avaeopds SARA Tithog 1L, apdypopog 302.
Yvotatikd SARA 313:

SARA 313: Avtd 10 VAIKO dgv TEPIEYEL YNUIKA GLOTATIKA e YvoTovg Kmdwkovg CAS mov vrepPaivovy tov ovdd (mepi
glhayiotmv) avapepopevav emmédwv kotd SARA Tithog M1, [Tapdypagog 313.

Kivovvor SARA 311/312:

Agv vrdpyovv kivovuvor kotd SARA

2ZV0TUTIKA TTOV 0TEITOVV AVEPOPE COUPOVA BE TN AMoTo 0VoLAV TG MaocayovséTng:

Aev mapotibevior cuoTaTikd

ZVOTATIKG TOV OTELTOVV AVAPOPU COPPMVA pE TN Aiota ovowdv g IlevoviPaviag:

Agv Tapatifevtor GuoTATIKA

ZVGTATIKG TOV OTULTOVV AVAPOPA CORPMVA pE TN AioTa 0voldv Tov Nwov Tlepoei:

Agv mapatifevol GLGTATIKA

XvotaTikd cvpeova pe v Mpétaon 65 g Kalpopviag:

Avtd 10 TPoidV Ogv mepiExel yNMKES ovaieg yvwotég oty [loAteio g KaAipdpviag 0Tt mpokodlodv KopKivo, YeveTikég
AVOUOAES 1| GALA AVOTAPOYOYIKE ELATTOUOTA.

ENOTHTA16.----------=-cuc-un- AANEZ MAHPODOPIEZ - - --------cccmmccccmmaaaaaa
Optopéva avidpactipr e avtd 10 kit mepEyovv alidtovyo vatpo g cvvimpntikd. To vatpalido €xel avapepbel ot
dnpovpyel alido poAvPdov N YaAKOD GTO OTOYETEVTIKO GUGTNUO TOV £PYACTNPiV, Ta omoid UTOpEl va eKpayodV Le KpovoT).
Xpnotpomoteite TG KatdAANAES Stadkacieg andppyng.

Kd&0e povdada 66t mov ¥pnGILOTOLEITOL GTNV TOPACKELT TOV 0PAOV EAEYXOL OVTOV TOV KIT £XEL SOKILAOTEL HEGM EYKEKPLUEVTG
pnedddov yia v Topovoia avticopdtov otov HIV kot HCV kabdg kot yio HBsAg ko Bpédnke apvntikny. TTPOEIAOTIOIHXEH:
Agdopévov OtL Kopio pnéBodog elEyyov dev pmopel va mpooPépel TANpn dacediion yio thv amovoio. HIV, HCV, HBsAg 1
GAL®V LOAVGUOTIKOV TapayOvTIoVv, TPEMeL Vo petayelpileote Tovg 0podc eAEYYOV aVTOD TOV KIT TPOCEKTIKO COUPOVA UE TIG
YEVIKEG TPOPLAGEELC.

H INOVA Diagnostics, Inc. mapéyet Tig mAnpoeopieg mov mepiéyoviat 6Tov Tapdv Kain t miotn aAld dev mpofaiverl og kapio
dMiwon g mpog v TAnpdTTa 1 aKkpifeld tovg. To mapdv &yypago mpoopiletar pdévo ®g 0dNyds Y TOV KOTOAANAO
TPOPLAOKTIKO XEPICUO TOL VAMKOD 0O KUTAAANAL EKTOOEVUEVO TPOGMAIKO TOV YpNCiponotel avtd to mpoidv. Ta dropa mov
AapBavovy anTég TIg TANPOPOpieg TPEMEL Vo ASKNGOVY TNV ove&apTnTn Kpion Toug Yo va kabopicovv Tnv KoToAAniotnta yo
éva ovykekpipévo okomd. H INOVA Diagnostics, Inc. dev mpofaivel og kopio dniwon 1 gyydmon, pnti 1 vwovooduevn,
GUUTEPIMOUPAVOUEVOV  YOPIC TEPLOPICUO OMOIOVONTOTE EYYUNOEMYV  EUTOPEVGIUOTNTOS KOl KOTOAANAOTNTOG Yo €va
GULYKEKPLUEVO GKOTO, GE GYEDT LLE TIC TANPOPOpies Tov Tapatifevtatl 6To Tapdv 1| Le T0 TPOIdV GTO OTOL0 OVOPEPOVTAL CVTES OL
minpogopies. Opoimg, 1 INOVA Diagnostics, Inc. dev gvbovetan yio kapia a&ioon, andiewa 1 (nuia mov pmopel va tpokdyet
O7o TN YPNON AVTAV TOV TANPOPOPIOVY 1 e BAo AVTEG TIG TANPOPOPIES.

Copyright 2008 INOV A Diagnostics, Inc.
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