()BioypATA S

ANTIAPAZTHPIO ETMNINE®PINHZ
AEATIO AEAOMENQN AZDAAEIAZ (SDS)

ELLINIKA - EL

lMpoetowaotnke olupwva pe:
e [Ipotutmo Emukowwviag Kivduvwy tng OSHA (29 CFR 1910.1200, HazCom 2012)
e Kavoviopog (EK) apt8. 1272/2008 (CLP)
e Kavoviopoc (EK) aptB. 1907/2006 (REACH)
e UKREACH (petd to Brexit)
e GHS (Maykoopiwg Evappoviopévo Zuotnua Taglvounong kat Emioripavong Xnuikwyv Ouotwy)
e Anawtnoelg TSCA (Nopog EAéyxou To&ikwyv Ouclwy twyv HIMA), émou edappdletal
e [lpotaon 65 tng KaAupopvia (6mou edappoletal)

Auto to SDS urtoatnpilst emionc tn ocupuuoppwaon Le:
e Kavoviopo (EE) 2017/746 (IVDR)
e Svuotnuata Alaxeipiong Mowdtntag ISO 13485:2016
e Kavoviouo Zuotiuatog Alaxeipiong Mowtntag tou FDA (21 CFR Mépog 820)

ENOTHTA 1: Tautomoinon tng ovciag kat tou mpopneutn

‘Ovopampoioviog:  Avtdpaothplo Emvedpivng

AplBuodcg kataloyou:

REF [ 101311

Meplexopeva tpoidvtoc:

e Avudpaoctrplo Emvedpivng, 3 plaiidia (0,5 mL to kabéva)

2XETIKN TtPOCdLloPLOHEVN XPNON:

IVD Avtidpaotriplo dlayvwaong in vitro TTou xpnoluoToleital o€ JOKIPEC CUGCWHATWONG
ALPOTIETAAIWY pe pyetadoon 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
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Kataokevaoticg/ MpounBeutnc: Bio/Data Corporation
AlevBuvon: 155 Gibraltar Road, Horsham, PA 19044, HIMA
TnAedwvo: +1 215-441-4000

lotétomoc: www.biodatacorp.com

HAektpovikd taxudpopeio: customer.service@biodatacorp.com

Emeiyovoa emikowvwvia: +1 215-441-4000 (AlaB€oipo Asvtépa-MNapaokeun, 8:30 T.J. — 5:00 p.p. EST)

ENOTHTA 2: Tautomoinon Kivduvwv

Ta&wounon (EK 1272/2008):
Aev ta&lvopeital wg ettkivouvo.

2toeia etuonpavong (CLP/GHS):
Aev amnatteital elkovoypadnpa Kivduvou, Ae€n tpoetdomoinong, dnAwaon Kwvduvou ) dnAwon podpuAagng.

AAMOL KivduvoL:
Aev Bewpeital etikivouvo cuudwva pe toug kavoviopoug IVDR 1 CLP. Na xpnotpotmoleitat cupdwva pe
TNV KABLEPWHEVN EPYACTNPLAKI KL ETTAYYEALATIKI TIPAKTIKH.

Ta&wvounon OSHA (29 CFR 1910.1200 / HazCom 2012):
To poiov auto dev tadlvopeital wg emikivouvo cupdwva pe to Mpotumo Emkowvwviag Kivduvwy tng
OSHA (HazCom 2012).

Ta&wopunon WHMIS (Kavaddag, 2015):
Aev ta&wvopeital wg emikivouvo cupdwva pe to WHMIS 2015.

ENOTHTA 3: Z0v6eon / MAnpodopieg yia ta cuotatika

Ouoia AplBuog CAS AplBuocg EK Aettoupyia Ta&wopnon

Emivedpivn 51-43-4 200-098-7 ApaoTiko Mn ta&wvopnuevo
OUOTATLKO

AokopBIko o0&V 50-81-7 200-066-2 Jtabepomolntnc | Mn ta&lvopnuévo

XAwplouxo 7647-14-5 231-598-3 lootovikog Mn ta&wvopnpuevo

vatpto (0,85 %) Tapdayovtacg

Y3poxAwpLKO 7647-01-0 231-595-7 PuBpuotig pH Mn ta&wvopnuevo

0&L (0,1 N)

KaBapo vepo 7732-18-5 231-791-2 AwaAutng/ Mn ta&wvopnpuevo

(BaBpou dopeacg

avtdpaoctnpiou)
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ENOTHTA 4: Métpa mpwtwyv BonBswwv

Mevikég odnyieg: Aev avapévetal va tapouotdlet Kivduvo. Na xpnolpoTttoloUvtal ol KaBLlEpWHEVEC
EpPYaoTNPLaKEG TIPODUAAEELC.

Elomtvon: Aev amoteAel avapevopevn 0do6 €kbeaonc.

Emtadn pe 1o d€ppua: MAVVETE Pe vePO. ZNTAROTE LlAaTPLKA BonBela eAv 0 epeBLOPOC ETIUEVEL.
Emtadn pe ta pdtia: ZemMAUVETE TIPOCEKTIKA PE VEPO. ZNTAOTE LlaTpLKL BonBela eav xpelaletal.
Katdamoon: ZemAUvVeTe TO 0TOMA. ZNTHoTe latplkn Bonbela edv epdavictolv cuPTTTWHATA.

ENOTHTA 5: Métpa tupooBeong

KatdAnAa peoa tupoaoBeong: Wekaopog vepou, CO,, Enpa xnuika n adpog.
Edkoi kivduvol: Mn evpAekTO.
MpooTtateuTikog eEOTALOHOC: PpoTUTIOCG EEOTIALCHOC ATOUIKAG TIPOOTAC(AC YA XNHLKEG TIUPKAYLEG.

ENOTHTA 6: Métpa oe epintwon tuxaiag dtappong

MpoowTtikeg IpodUAAelg: PopETTE YAVTLA KAL TIPOOTACA HATIWV.

MeBodoL kabBaplopou: Artoppodnote Pe adpaveg UALKO. Atoppidte cUPdWVA PE TIG TOTILKEG KAVOVIOTIKEG
olataéslc.

MpoduAdéelc yia to tepBarrov: ATtopUyYETE TNV ATTOPPON KAl TIPOAABETE TNV EKPON o€ LdATIVA peLATA.

ENOTHTA 7: Xelplopog kal anobnkeuon

Xelplopog:
Xpnotuotoliote cUUPWVA LE TIC KABLEPWHEVEC EPYACTNPLAKEC TIPAKTIKEC. ATtodUyeTe TN PoOAUvVON.
Avaouotdote to Avtidpaotnplo Emvedpivng xpnolgomolwvtag kKabapo vepo.

2uvlnkecg armoBnkeuong:

Aev anatteital mpootacia Beppokpaciag katd tn petadopd.

Katd tnv mapaAafn, duAdooete oc Beppokpacia 2-8 °C oTo apxlko ToU TEPLTUALYHA.

Metd tnv avaclotaon, 1o avildpactnplo eivat otabepo yia 30 NUEPEC 08 KAAA KAELGTO PpLaAidlo oe
Beppokpaacia 2-8 °C.

AmtoduyeTe TO dWC Kal Toug eETavarapBavopevouc KUKAouG katapuénc—anoPuéng.

ENOTHTA 8: Métpa eAeyxou €kOBeong/ MNMpootacia mpocwtikov

‘Opla emayyeApatikng €kBeong:

Aev €xouv KaBoploTEL Opla ETTAYYEAUATIKAG €KBEONC YIA TA CUCTATLKA.

Mnxavikoi EAeyxol:

Xpnogotolote og KaAd agpllOpevo xwpo N oe Balapo Bloacddaielag, 0mou anatteitat.
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Méoa atopikng npootaciag (MAM):

Mpootaocia patiwv/mpocwTtou: NuaAld acdaieiac f aoTida TPOCWTIOU
Mpootaocia d¢ppatoc: Epyaoctnplakd yavtia (tt.X. vitptAiou n Aateg)
Mpootacia cwpatog: TUTIKO EpyacTnPELaKO pouTa

Mpootacia avanvong: Aev amatteital o€ KAVoVIKEG CUVOAKEC Xprong

Mée&tpa vylewnc:
MAUVETE KA TA XEPLA HETA TN XPrON.
ATtopUYETE TNV KATATIOON, TNV ELCTIVON 1) TNV €Tt Y€ TA JATLA KAl TO dEPHA.

ENOTHTA 9: ®duokeg Kat XnHKEG I1dotnteg

duokn kataotaon:
e Avtuidpactnplo: AVOPLAOTIOLNHUEVO OTEPED/TBWAOC
e AvacuotaBev avtidpaothplo: Yypo

Epddavion:
e Avtudpactnplo (MOPIALCHEVO): ASUKO ALOPIALOHEVO KEIK/TIEAET
e Avacuotafev avtidpaothplo: AlauyEg, AXPWHO EWC WXPO Kitplvo

Oopn: Aoopo

pH (avacuotaBév): OudEtepo

2nueio TAéng/maywonc: Aev epappuodetal
2nueio Bpaopou: Aev edappoletal
2nueio avadAeénc: Asv edpappuoletal
AlaAuTtotnTta: AlOAUTO OTO VEPO

Micon atpov: Asv edpappodetal

Ewdko Bapoc: Mapopolo pe 1o vepo

ENOTHTA 10: Ztafepotnta Kat Avtidpaoctikotnta

Avtidpaotikotnta: Agv eival yvwoToi Kivduvol avtidpacTIKOTNTAG UTIO KAVOVIKEG CUVONKEC.

Xnuikn otabepodtnta: Ztabepod LTIO TIC CUVICTWHEVEG OUVONKECG amtoBnKeLoNG KAl XELPLOHOU.
MBavéTnta eMIKivOLVWY avTdpacewy: Asv avapevetal eTKivouvn TOAUPEPLOUOC R artocLvOeon.
2uvOnkeg ou MpEmel va arnodeuxBolv: YtepBoAlkn Beppotnta, ékBeon oto dwc f emavaiapBavopevol
KUKAoL Katauénc—amoPuéng.

AcupBiBaota UAkd: loxupoi o&eldwTikol TTapdyovieg

Emtikivouva poidvia amoclvBeonc: Kavéva uttd Kavovikh xprnon
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ENOTHTA 11: To§ikoAoyilkEg MAnpodopieg

Oé&ela To&ikotnta: Asv tadlvopeital wg oéeia To&lkn- avapévetal TToAU XapnAf CUCTNHATIK TOEIKOTNTA OTIC
XPNOLUOTIOLOVUEVEC CUYKEVIPWOELC.

Asppatikn dlaBpwon/epedlopoc: Aev avapevetal va TiPoKaAel epeBLlopo.

2oBapn BAABN/epeBLOPOC HaTLWV: MTopel va TIPOKAAETEL ATILO INXAVIKO EPEBLOHO.

Evaiocbntomoinon: Aev uttdpxouv dlabEoipa dedopéva- deV AVAPEVETAL.

Kapkivoyevean / MetaAlaéloyeveon / ToElKOTNTA oTnNV avarapaywyn: Asv taélvopeitat ye Bdon ta
dabeoipa dedopeva.

STOT - Movadiki/Entavaiappavopevn ékBeon: Aev uTtdpxouv dedOPEVA TTOU Va UTIOJEIKVUOUV To&IKOTNTA
OE OUYKEKPLUEVO OTOXO OPYAVWV.

ENOTHTA 12: OwkoAoylkég TAnpodopicg

Owotoélkotnta: Aev avapevetal va anoteAel onpavtiko epBaiovTiko Kivduvo.
Empovn kat Bioamolkodopunon: Avapévetatl va eival floamnotkodopnotpo.

Auvatotnta Bloouoowpeuong: Aev avapevetal Bloocuoowpevon.

Kwntikotnta oto €dadoc: YYnAn dtaAutotnta oto vepo- Tiibavr) getakivnon Ye to vepo.
ANEC apVNTIKEG eTUTITWOELG: Agv yvwpidovtal.

ENOTHTA 13: Odnyieg Atoppwing

MéBodol Alaxeiplong AtoBAATWY:

AmtoppiPte TO PN XPNOLHOTIOINKEVO AVTIOPACTAPLO KAL TIC HOAUCHEVEG CLUCKELAGTieg cUPdWVA HE TIG
TOTIKEG, TIEPLPEPELAKEC N EBVIKEC KAVOVIOTIKEG dlATAEELC.

Mnv amnoppintete HECW ATIOXETEUCNG N K€ TA KAVOVIKA aroppippata.

AkoAouBnote tig dladikacieg ylia tnv amdppupn xNUIKWY epyactnpiou.

ENOTHTA 14: MAnpodopicg Metadopag

AplBpuoc OHE: Aev puBpicetal

KatdAAnAn ovopacia anootoAng: Aev pubuiletal

Katnyopia kivdlvou petadopdc: Asv epappoletal

Opdada cuokevaoiag: Aev epappodletal

MepBarrovtikoi kivduvol: Kavévag

Ewdikég tpoduAdéeic: Kapia

Katdotaon ADR/RID/IMDG/IATA: Aev puBpuidetal yia odikr, agpomoplkn A 6aAdcola petadopd
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ENOTHTA 15: Kavovictikég mAnpodopieg

VDR EE: Znpacpévo CE cupdwva pe tov Kavoviopo (EE) 2017/746.
REACH EE: ArtaAAaypévo cupdwva pe to ApBpo 2(5).
CLP EE: Aev ta&wvopeital wg emikivouvo cupdwva pe tov Kavoviopo (EK) 1272/2008.

UK REACH: AttaAAaypévo- LoxUouv oL artattioelg aéloAdynong cuppuopdwong kat tou Yrevbuvou
MpoowTtou oto Hvwpévo BaoiAelo, omou epappoletat, yia tn dlavour dlayvwaoTIKWY in vitro.

FDA / OSHA HIMA: To tpoiov auto dev tadlvopeital wc etikivouvo cUpdpwva pe to Mpotuto Emkovwyviag
Kwwduvwy tng OSHA (HazCom 2012)- cuppopdwvetal pe tov Kavoviopo Zuothpatog Alaxeiplong
Molétntacg tng FDA (21 CFR M€poc 820).

TSCA HIMA (EPA): To tpoiov autd armaAdooetal amnod Ti¢ anattioelg katailoyou TSCA, kabwg
KATaokeuAdeTal Kat SLaveEPETAL ATTOKAELOTIKA YA Xprion dlayvwaoTIKOoU in vitro Ttou puBpuidetal amo tnv
FDA.

ISO / UKAS: Autr) n SDS uttootnpidel TI¢ anatthoelg tekunpiwong ya epyactipla motonotnuéva kata 1ISO
15189 kat ISO 17025. H Tuotomoinon UKAS dev epappuoletal aueoa oto eplexopevo tng SDS.

Mpotacon 65 KaAupopviac: To tpoiov dev TEPLEXEL XNHLKEC OUTieg TTou avayvw pidovtal ano tnv MNoAtteia
™n¢ KaApopvia we attieg Kapkivou, YEVETIKWY avwHaAlwy 1 AAANG BAABNG oTnv avarapaywyn.

ENOTHTA 16: AAAeg mAnpodopieg

Huepopnvia mpoetolpaciag: AnpiAtog 2023

AplBpuoc eyypadou: SDS-101311 Rev AA GREEK

Emtinedo kat nuepopnvia avabewpnong: Avabewpnon AA, AskeuBplog 2025
Metadpacpévo amno to eyypado: SDS-101311 Rev AA

Mpoetolpdotnke amo: TuAua Kavoviotikwy YtoBeoewyv & Alacddaiionc Motdtntag
Bio/Data Corporation

Email: customer.service@biodatacorp.com

TnAedwvo: +1 215-441-4000

Avadopd 33A (QMS Cross-Reference): Autl n SDS umootnpidetal amo €owTEPLKN, EAEYXOUEVN
TeKPnpiwon, cupmephapBavopevwy Twy Mpodlaypadpwyv YAkwy (MS), Mpodlaypadwyv Awadikaociag (PS),
Awadikaolwy 2uvBeong (FP) kat twv Odnywwv Xpriong (IFU) tou mpoilovtog. AvatpeEte OTIC TPEXOUOER
ekdOOEL AUTWV TWV eyypddwyv ToU Tnpouvtal oto 2votnua Awaxeipiong lMowdtntag tng Bio/Data
Corporation.

AMOMOIHZH EYOYNHS: TO MPOION AYTO MPOOPIZETAI MONO TIA AIATNQZTIKH XPHZH IN VITRO. AEN MNMPOOPIZETAI TIA
ENEZH 'H KATAMOZH. Ol MAHPO®OPIEZ MOY MAPEXONTAI SE AYTO TO AEATIO AEAOMENQN AS®AAEIAZ OEQPOYNTAI
AKPIBEIZ KAl AZIOMIZTES KATA THN HMEPOMHNIA AHMOZIEYZHZ. Q3TO30O, AEN MAPEXETAI KAMIA EFTYHZH, PHTH ‘H
ZIQMHPH, SXETIKA ME THN MAHPOTHTA'H THN AKPIBEIA TOYZ A ZYTKEKPIMENEZ EQAPMOTES. O TEAIKOZ XPHZTHZ EINAI

AMOKAEIZTIKA YNEYOYNOS> NA AIAS®AAIZEI OTI TO MPOION XPHZIMOMOIETAI sYM®QNA ME OAOYZ TOYZ ISXYONTEZ
TOMIKOYZ NOMOYZ, KANONIZMOYZ KAl OAHTIEZ THZ BIOMHXANIAZ.
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