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KIT ZYNAYA2ZMOY BETA/PAK®
AEATIO AEAOMENQN AZDAAEIAZ (SDS)

ELLINIKA -EL

lMpoetowdotnke auupwva Le:
e [lpotuto Emkowwviag Kivduvwy tng OSHA (29 CFR 1910.1200, HazCom 2012)
e Kavoviopog (EK) apiB. 1272/2008 (CLP)
e Kavoviopog (EK) apib. 1907/2006 (REACH)
e UKREACH (petd to Brexit)
e GHS (Maykoopiwg Evappovicpévo Zuotnua Tagivopnong kat Emoripavong Xnuikwy Ouctwv)
e Amautnoelc TSCA (Nopog EAgyxou Toélkwy Ouctwyv twy HIMA), otou edapudletal
e [lpdtaon 65 tng KaAipopvia (0tou epapuoletal)

Autd to SDS untoatnpilet emiong tn ocupuopwan UE:
e Kavoviouo (EE) 2017/746 (IVDR)

e SvuotAuata Awaxeipong Mowtntag ISO 13485:2016
e Kavoviopo Zuothpatog Alaxeipiong Mowdtntag tou FDA (21 CFR M€pog 820)

ENOTHTA 1: Tautomoinon tng ouoiag Kat Tou tpoundeutn

‘Ovopampoidvrog:  Kit Zuvduaopol BETA/PAK®

AplBuOC KataAdyou:

REF 101580

Meplexopeva tpoiovToc:

e Avtdpaotnpo ADP, 3 praridia (0,5 mL 1o kabeva)
e Avtidpaothplo KoAayovou, 3 plaAidia (0,5 mL to kabeva)
e Avtdpaotnplo Piotooetivng, 1 raridio (0,5 mL)

2XETIKN TTPOodlopLOoEVN XPNOoN:

IVD AvTIOpaocTnPLo dlAyvwaong in vitro TIou XpnoluoTioleital o€ OOKIUEG CUCCWHATWONG
AlPOTIETAAIWY e peTadoon pwToc.

AN ISO 13485 REGISTERED COMPANY
155 Gibraltar Road, Horsham, PA 19044 USA
Telephone Worldwide: +1 215-441-4000 / Telephone USA: +1-800-257-3282 / Fax Worldwide: +1 215-443-8820

Website: www.biodatacorp.com / Email: customer.service@biodatacorp.com


http://www.biodatacorp.com/
mailto:.service@biodatacorp.com

Kataokevaotnc/ Mpounbevutnc: Bio/Data Corporation
AlevBuvon: 155 Gibraltar Road, Horsham, PA 19044, HIMA
TnAedpwvo: +1 215-441-4000

lotototmoc: www.biodatacorp.com

HAektpoviko taxudpopeio: customer.service@biodatacorp.com

Emtelyovoa emikowvwvia: +1 215-441-4000 (AwaBéouo Asutépa-TNapaokeun, 8:30 1t.y. —5:00 p.p. EST)

ENOTHTA 2: Tautomoinon Kivduvwv

Ta&wvounon (EK1272/2008):
Aev taélvopeital wg emikivouvo.

2toxeia emonuavong (CLP/GHS):
Aev amtatteital elkovoypddnua Kivduvou, Aeén tpoetdotoinong, dnAwaon kKivduvou n dnAwaon tpoduAaéng.

AMMNOLKivOuvoL:

ANTIAPAZTHPIA ADP KAI PIZTOKETINHZ

Aev Bewpeital eTtikivouvo cupdpwva pe touc kavoviapouc IVDR i CLP. Na xpnotpomoleitat cUpdwva pe
TNV TUTTIKN €EPYACTNPLAKI KAl ETIAYYEAUATIKI TIRAKTIKN.

ANTIAPAZTHPIO KOAAATONOY

Meplexel BluepoodAn oe cuykévipwon < 0,01%, n omoia otnv kaBapn tng popdn Tadlvopeital we oéeia
TOEIKNA. 2ZTN CUYKEVTPWON TIOU UTIAPXEL OE AUTH TNV TEAKH Hopdr, dev evepyoTioLel Ta§lvounon Peiypatog
oLpdwva pe 1o CLP. Meplexet SLAAUTO KOAAQYOVO, TO OTIOIO PUTIOPEL VA TIPOKAAEGEL ATILO PNXAVIKO
epeblopO o€ evaiocOnta dtopa. Aev avapévovtal GnNUAvVTIKOi Kivduvol UTIO KAVOVIKEG CUVONKER
gpyaoctnplakng xpnong. Na xpnoomoleital cupdwva e TNV TUTIKH EPYACTNPLAKH KAl ETIAYYEAUATIKN
TIPAKTLKN.

Ta&wvopnon OSHA (29 CFR 1910.1200 / HazCom 2012):

To mtpoidv autd dev tadlvopeital we emikivouvo cVpdwva pe to MNpotuto Emikowvwviag Kivduvwy tng
OSHA (HazCom 2012).

Ta&wopnon WHMIS (Kavadag, 2015):

Aev tadlvopeital wg emikivouvo cuudpwva pe to WHMIS 2015.

ENOTHTA 3: Z0vOeon / NMAnpodopieg yia ta cuotatika

ANTIAPAZTHPIO ADP

Ouocia AplBuog CAS | AplBuog EK Aeltoupyia ZUYKEVTPWON Ta&wounon
Ndatplo aAag tng 20398-34-9 — Apaotikn oucia | 85 mg/L Mn ta&wvopnuevo
adevoaoivng-5’- (0,0002 M)

OLdWOodOopPLKAG
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XAwplouxo vatplo 7647-14-5 231-598-3 Mapayovtag 0,85 % (m/v) Mn ta&wvopnuévo
LOOTOVIKOTNTACG
KaBapiopévo vepd | 7732-18-5 231-791-2 AwoAvtng/ g.s. ewg 1 mL Mn ta&wvopnueEvo
(totdTNTag dopeag
avtiwdpaotnpiouv)
ANTIAPAZTHPIO KOAANATONOY
Ouacia AplBpog CAS | AplBuocg EK Aeltoupyia 2uyKEVTPWON Ta&wounon
AlaAuto 9007-34-5 232-697-4 Apaoctikn ouoia | Idlotayeg Mn ta&wvopnuévo
KoA\ayovo, d€pua (EpTtopiko
péoxou (Tumou |) ardéppnTo)
XAwplouxo vatplo 7647-14-5 231-598-3 lootovikog 0,85 % (B/0) Mn ta&vounuévo
Tapayovtag
Mannitol 69-65-8 200-711-8 2tabepomointic | < 1% Mn ta&vounuévo
Thimerosal 54-64-8 200-210-4 ZuvTtnPENTIKO <0.01% Mn tagwvopnuévo
(Bdoel Tng TEAKAG
ouvBeonc)
KaBaplopévo vepd | 7732-18-5 231-791-2 AloAvtng/ g.s. éwg 1 mL Mn ta&vounuévo
(tolotTnTag dopéag
avtdpactnpiouv)
ANTIAPAZTHPIO PIZTOKETINHZ
Ouoia AplBpuoc CAS AplBuocg EK Aeltoupyia Ta&wopunon
Oeukn Piotooetivn 11140-99-1 215-770-5 Apaotikd ouotatlko | Mn ta&vounuévo
A
XAwplouxo vatplo 7647-14-5 231-598-3 lootovikog Mn Tagwvopnpévo
(0,85%) Tapdyovtag
KaBapiopévo vepo 7732-18-5 231-791-2 AwaAUTNg / dopeag Mn Tagwvopnpévo
(totoTNnTag
avtidpaoctnpiouv)

ENOTHTA 4: Métpa mpwtwyv Bondswwv

levikég odnyiec: Aev avapévetal va tapouactadel Kivduvo. Na xpnolpgotolouvTal oL KaBlepwWHEVER
gpyaotnplakeg TPoduAdselc.

Ewomtvon: Aev antoteAei avapevopevn 0d0 €kBeonc.

Ertadn pe to d€ppa: MAVveTe Pe vepOd. ZnThHoTe LlaTpLkn Bonbela eav o epeBIOPOC ETIUEVEL.

Emtadn pe ta pdtia: ZemAUVETE TIPOCEKTIKA UE VEPO. ZNTAOTE lATPLK BonBela eav xpeldletal.

Katdmnoon: ZemAUveTe 10 oTOPA. ZNTAOTE lATPLKN BorBela eav epdpavicTolVv CUUTITWHATA.
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ENOTHTA 5: Métpa mupooBeong

Katd\\nAa pecatupocBeong: Wekaopog vepou, CO,, Enpa xnuika n adpoc.
Ewdkoi kivouvol: Mn evdAeKTO.
MPOooTATEUTIKOC EEOTIALOHOC: NpdTUTIOG EEOTTAICHOC ATOULKIG TIPOOTACIAC YA XNHIKEG TIUPKAYLEC.

ENOTHTA 6: Métpa oc nepintwon tuxaiag dtappong

MpoowTikeg TPOoPUAAEeLS: PopETTE YAVTLA KAL TIPOCTAC A HATLWV.

MéBodol kaBaplopov: Artoppodrote pe adpaveg VAKO. Attoppidte cUPdwvaA PE TIG TOTUKECG KAVOVIOTIKEG
olatdéslc.

MpoduAdéelg yia to TtepBArAoV: ATIODUYETE TNV ATOPPOI] KAl TIPOAABETE TNV EKpor o€ LBATIVA pevata.

ENOTHTA 7: Xelplop4g katl anofnkeuvaon

ANTIAPAZTHPIA ADP KAI KOAANATONOY

Xelplopoc:

Xpnootoleite cUPPWVA PE TIC TUTILKEC EPYAOTNPLAKEC TIPAKTIKEC. ATTOPEVYETE TNV ETILUOAUVON.
Avacuotnivete 1o avtdpaotrplo ADP pe kabaplopevo vepo.

2uvOnkeg armobrikeuong:

Aev antatteital Tpootacia Bepuokpaciag katd tn yetagopd.

Katd tnv mapaiaBn, puAldccete oe Beppokpacia 2—-8 °C oTo apxIKo ToU TEPLITUALYHA.

Metd tnv avaclotaon, To avildpacTtrpLo eival otabepo yia 30 nUEPECG o€ KAAA KAELOTO dLaAidlo oe
Bepuokpacia 2-8 °C.

AmoduyeTe TO PWC KAl TOUG ETavaiapBavopevoug KUKAoug katapuéng—anoPuéng.

ANTIAPAZTHPIO PIZTOKETINHZ

Xelplopog:

Na xpnowgotoleitat cUPdwWVaA PE TNV TUTIKA EPYACTNPLOKNA TIPAKTIKA. ATtoduyeTE TN HOALVON.
AvaouoTROoTE TO AvTIOPACTHPLO PLOTOCETIVNG HE KABapo vepo.

2uvlnkecg armobrikeuong:

Aev antatteital Tpootacia Bepuokpaciag katd tn petagopd.

Kata tnv mapaAafn, amobnkevote otoug 2 — 8°C otnv apxlkhn cuokevaaoia.

Metd tnv avacloTacon, To avildpacTrnpLo eival otabepo yia 7 NUEPEC o€ KAAA KAELOHEVO PLaAiIdLo oToUG 2
-8°C.

AmoduyeTe TO PWC KAl TOUG ETTAvaAapBavopevoug KUKAoug Katdyuéng-anoPuénc.
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ENOTHTA 8: Métpa eAgyxou €kOeong/ Mpooctacia MPoocwiKoOU

‘Opla emayyeAPatikng €kBeong:

Aev €xouv kKaBoploTel Opla eTtayyeAUATIKAC €KOEONC yla TA CUCTATIKA.

Mnxavikoi EAeyxoL:

Xpnowotmojote o€ KaAd agpllOPeEVO XwWPo N oe BAAapo BloacddAelag, O6Tou aratteitat.
Méoa atopikng npootaciac (MANM):

Mpootacia patiwv/mpoowTtiou: NuaAld acdpaieiac | aoTida TPOocwWTIOU

Mpootacia déppartog: Epyaoctnplakd yavtia (t.x. vitplhiou i Aatéf)

Mpootacia cwpatog: TUTIKO EPYACTNPLAKO POUTIA

Mpootacia avanvong: Asv anatteital o€ KaAvovIKEG cUVBNKeC Xxpnong

Métpa vylewng:
MAUvVeTE KOAA Ta XEPLA HETA TN XPNON.
AmodUyeTE TNV KATATIOON, TNV ELCTIVON 1 TNV ETAdN HE TA HATLA KAl TO dEPUA.

ENOTHTA 9: ®duoikég kKalt XnHIKEG I1dotnteg

ANTIAPAZTHPIA ADP KAl KOAANATONOY

duokn katdotaon:
e Avtidpaoctiplo: AuoplotolnpEvo oteped/oBwAOG
e Avacuotabév avtidpaotrplo: Yypo

Epdavion:
e Avtidpaoctiplo (AlodAilopevo): Acukn AvodlroTiolinpevn pala/cdalpidolo
e Avacuotabév avtidpaotnplo: Alavyeg, Axpwio

Ooun: Aocpo

pH (avacuotaBbév): Oudétepo

2nueio tAéng/maywaong: Aev epappodletal
2nueio Bpaopou: Aev epapuodletal
2nueio avadAeéng: Aev edapudletal
AloAutoTnTa: AlOAUTO OTO VEPO

Micon atpov: Aev epappodetal

Edko Bapoc: Mapopolo pe 1o vepod

ANTIAPAZTHPIO PIZTOKETINHZ

duokn katdotaon:
*  Avtidpaotnplo: AUOHINOTIOINPEVO OTEPED/GBWAOG
e AvaoucotaBev avtdpaothnplo: Yypo
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Euddvion:
e Avtidpaoctiplo (AuodotolnpeEvo): Aeukod AuodlhoTolnpevo KEK/adalpidlo
e AvaoucTtapévo avtidpaotnplo: Alauyeg, AXPWHO €WC avolXTto Kitpvo

Ooun: Aocpo

pH (avacuotapévo): 5,0 -6,0

2npeio tnéng/mnéng: Mn edpappodoipo
2nueio Bpaopou: Mn epapudcipo
2nueio avadAeéng: Mn epappooipo
AloAutotnta: AlaAUTO GTO VEPO
Mieon atpwv: Mn edpappooo

Ewdko Bapoc: Mapodpolo pe Tou vepou

ENOTHTA 10: Ztafepotnta Kat Avtidpaoctikotnta

AvtidpaoTtikotnta: Aev sival ywwoTtoi Kivduvol avtidpacTIKOTNTAG UTIO KAVOVIKECG CUVONAKEC.

XNk otabepotnta: ZTaBeP0O UTIO TIC CUVICTWHEVEG CLUVONKEC AmoBnKeLONC KAl XEPLOHOU.
MBavotnta ettikivouvwy avtidpdoswy: Asev avapévetatl ETIKivOLVN TIOAUPEPLOPOC I atooUvBeaon.
2UVONKeC TIou TPETEL va arntopeuxBouv: YiepBoAlkn Bepuotnta, ekBean oto dwg r emavarapufavopevol
KUKAoL katayuénc—amnoPuénc.

AcupBiBaocta UAKKA: loxupol 0EEdWTIKOL TTAPAYOVTEG

Emtikivouva poiovta armoocuvBeong: Kavéva utto Kavovikni Xxpnon

ENOTHTA 11: To§ikoAoyikég TAnpodopicg

O&ela To&ikdTnTa: Asv Tadlvopeital we ofeia To&IkA: avapéveTtal TIoAU XapnAf CUCTNHATIKE TOEKOTNTA OTLC
XPNOUOTIOLOVPEVEC OCUYKEVIPWOELC.

Aeppatikn dlaBpwon/epeblopog: Asv avapeveTal va TIPOKAAEL EpeBLOO.

2oBapn BAABN/epeblopoc patiwyv: MTopei va TIPOKAAETEL ATILO PNXAVIKO EPEBIGUO.

EvaicBntomoinon: Aev uttdpxouv dlaBecipa dedopéva- dev AVAPEVETAL.

Kapkivoyeveon / MetaMaéloyeveon / To&lkotnta otnv avarapaywyn: Asv ta§lvopeital ye Bdaon ta
dlab€oiua dedopeva.

STOT - Movadkn/EmtavaiapBavopevn €kBeon: Asv uTtdpxouv ded0oPEVA TIOU VA UTIOJEIKVUOUV TOEIKOTNTA
OE OUYKEKPLUEVO OTOXO OPYAVWV.

ENOTHTA 12: OwkoAoylkég mAnpodopieg

ANTIAPAZTHPIO ADP KAI PIZTOKETINHZ
OwoTo&lkoTnTa: Aev avapueveTal va amoteAsl onuavtiko TtePLBAAOVTIKO Kivouvo.
Eripovn kat Bloamolkodopnon: Avapévetatl va eivat floamotlkodopnGLpo.
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Avvatétnta Bloouoowpevong: Aev avapgvetal BLoocuoowWPEUCH.
Kwntikotnta oto £€dadog: YUnAn dlaAutotnta oTo vePO- Tiibavr) JeTakivnon Ye To vepo.
AMEC apvnTIKEG eTUTTTWOELG: Agv yvwpidovTal.

ANTIAPAZTHPIA KOAANATONOY

Owotoékotnta: Agv uttdipxouy dlaBEaiya eOIKA dEDOUEVA OIKOTOEKOTNTAC VIO AUTH TNV TEAIKH oUVBeaon.
Me BAon tTn XapNAr CUYKEVIPWON TWV CUCTATIKWY KAl TNV TIPOPBAETIOUEVN £PYACTNPLAKI XPHoN, TO TIPOTOV
dev avapevetal va anoteAel onUavIko TteEPBAAOVTIKO Kivduvo.

Eppovn kawamotkodopunon: Aev uttapxouv dlabeoipa edka dedopeva SOKIHWYV yla TNV TEAKN cuvBean.
Me Bdon tn XnHIKA $UCN TWV CUCTATIKWY, avageveTal OtL eival floamodopnoua.

Avvatotnta Bloocucowpeuong: Aev utapxouv dlabeaipa dedopeva yla Tnv TeAKn ocuvBeaon. Aev
avapévetal floocuoowpeuan Ke BAon TIG GUCIKOXNHIKEG LOLOTNTEC Kal TN XapnAn TepBairrovTikn €kBeon.
Kivntikotnta oto £€dadog: Adyw Tng udatodlaAuToTNTAC TNE TEAIKNG oLVBeONC, avapeEveTal OTL Ta
ouoTatika eivat kivntd oto £dadoc.

AMec aveTlOupunteg eTiwdpacelc: Kapia yvwotn.

ENOTHTA 13: Odnyieg Antoppwng

MéBodol Alaxeiplong ATtoBAATWYV:

AToppiYTE TO PN XPNOIHOTIONHUEVO AVTIOPACTAPLO KAl TIC HOAUCHEVEG CUOKELATIEC CUNdWVA PE TIC
TOTIKEG, TIEPLPEPELAKER I EBVIKEG KAVOVIOTIKEG dlatdéelc.

Mnv arnoppintete HECW ATIOXETEVONG N HE TA KAVOVIKA amoppippata.

AkoAouBnoTte TI¢ dladlkaoieg yla tnv amoppun XNUIKWY epyactnpiou.

ENOTHTA 14: NAnpodopieg Metadopag

AplBuog OHE: Agv pubpidetat

KataAAnAn ovopacia anootoAng: Asev pubuidetal

Katnyopia kivduvou petadopdg: Aev edapuoletal

Opada cuokevaoiag: Aev edapuoletal

MepBairovtikoi kivdouvol: Kavévag

Ewdkég mpodurdacelc: Kapia

Katdotaon ADR/RID/IMDG/IATA: Agv puBpuidetat yia 0dikr, agpotoplkn f BaAhdoola petadopd

ENOTHTA 15: Kavoviotikeg mAnpodopicg

VDR EE: 2npacpevo CE ocupdwva pe tov Kavoviopo (EE) 2017/746.

REACH EE: AmtaA\aypévo cuudpwva pe 1o ApBpo 2(5).
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CLP EE: Aev taélvopeital we emtikivouvo cupudpwva pe tov Kavoviopo (EK) 1272/2008.

UK REACH: ArtaAAaypEvo- LoxUouV oL amaltAoelg agloAdynong cuppopdwaong kat tou Yrevbuvou
MpoowTou oto Hvwpuévo BaaoiAelo, omou epappuodetal, yia tn dlavopn dlayvwoTIKWwY in vitro.

FDA / OSHA HIA: To tpoiov auto dev taélvopeital wg emikivduvo cUpdwva pe to Mpdtuto Emikowvwyviag
Kwvduvwy tng OSHA (HazCom 2012)- cuppopdwvetal pe tov Kavoviopo Zuotrpatog Alaxeiplong
Mowtntag tng FDA (21 CFR Mépoc 820).

TSCA HIMA (EPA): To tpoidv autd analdoostal amno TI¢ anattioelg katahoyou TSCA, kabwc
Kataokeuadetal Kat dlavePETAL ATTOKAELOTIKA yla Xprion dlayvwoTIkoU in vitro Ttou pubuidetal amo tnv
FDA.

ISO / UKAS: Autn n SDS uttootnpidel TIq anattnoelg Tekpunpiwong yla epyacthpla rotonotnuéva katd ISO
15189 kat ISO 17025. H miotomoinon UKAS dev edapuoletal ueca oto Teplexopevo tng SDS.

Mpodtacn 65 KaAtpopviag: To tpoidv dev EPLEXEL XNHIKECG oUaieg TTou avayvwpidovtal amo tnv MNMoAtteia
tnc KaApopvia we attieg kapkivou, YEVETIKWY avwHaAlwy i AAANG BAABNC oTnv avarapaywyn.

ENOTHTA 16: AAAeg TAnpodopieg

Huepounvia mpoetoaciag: 1 louvviouv 2024
AplBuog eyypadou: SDS-101580 AvaBewpnon AA EAAHNIKA
Emntinedo avabewpnong kat nuepounvia: AvaBewpnon AA, Mdaptiog 2026

Mpoetowdotnke ano: TuApa Kavoviotikwy Yobeoewyv & Alaopdaiioncg MNowodtntacg
Bio/Data Corporation

Email: customer.service@biodatacorp.com

TnAédpwvo: +1 215-441-4000

Avadopa 23A (QMS Cross-Reference): Autl n SDS umootnpidetal amd sowTeEPLKA, €AEYXOUEVN
TeKUNPiwon, cupmepAapBavopévwy twyv Mpodiaypadwyv YAkwy (MS), Mpodlaypadwy Awadikaciag (PS),
Awadikacwwy 20vBeaong (FP) kat tTwyv Odnywwyv Xpnong (IFU) tou mpoidvioc. Avatpelte oTIC TPEXOUOECR
€KOOOEIC AUTWYVY TWV eyypddwyv Tou Tnpouvtal oto 2vuotnua Awaxeipiong MNowdtntag tng Bio/Data
Corporation.

AMOMOIHZH EYOYNHS: TO MPOION AYTO MPOOPIZETAI MONO TIA AIATNQSTIKH XPHZH IN VITRO. AEN MPOOPIZETAI TIA
ENEZH 'H KATAMOZH. Ol MAHPO®OPIES MOY MAPEXONTAI ZE AYTO TO AEATIO AEAOMENQN AZDAAEIAS OEQPOYNTAI
AKPIBEIZ KAI AZIONIZTES KATA THN HMEPOMHNIA AHMOZIEYZHZ. QSTO30, AEN MAPEXETAI KAMIA EITYHSH, PHTH H
ZIQMHPH, 3XETIKA ME THN MAHPOTHTA'H THN AKPIBEIA TOYZ T'A YTKEKPIMENES EQAPMOIES. O TEAIKOZ XPHZTHZ EINAI

AMOKAEIZTIKA YMNEYOYNOZ NA AIAS®AAIZEI OTI TO MPOION XPHZIMOMOIETAI 3YM®QNA ME OAOYZ TOYZ IZXYONTE:
TOMIKOYZ NOMOYZ, KANONIZMOYZ KAl OAHTIEZ THZ BIOMHXANIAZ.
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