(&)BioypatA 8

PAR/PAK® Il ZYNAYAZTIKO KIT
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 urroatnpilst emionc tn cupuoppwaon Ue:
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

‘Ovopampoiovtog:  PAR/PAK® Il ZuvduaoTtiko Kit

AplBuOC KataAoyou:

REF [ 101310

Meplexdpeva tpoidviog:

e Avudpaotnplo ADP, 2 dplaridia (0,5 mL)
e Avudpaotnplo KoAayovou, 2 dlaridia (0,5 mL)
e Avtudpactriplo Emvedpivng, 2 drarida (0,5 mL)

2XETIKN TIPOCdLlOPLOUEVN XPNON:

IVD Avtidpaotriplo dlayvwaong in vitro TTou xpnoluoTioleital o€ JOKIPEC CUCCWHATWONG
ALPOTIETAAIWY pe pyetadoon pwtoc.

ETAIPEIA NIZTONOIHMENH KATA ISO 13485
155 Gibraltar Road, Horsham, PA 19044 HMNA
TnAépwvo (Traykoopiwg): +1 215-441-4000 / TnAépwvo (HMA): +1-800-257-3282 / ®a (Traykoopiwg): +1 215-443-8820

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


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

Kataokevaotnc/ 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 Aevtépa-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.

AAoL KivOuvol:
ANTIAPAZTHPIA ADP KAI EMINE®PINHZ

Aev Bswpeital ettikivouvo cupdwva pe toug kavoviopoug IVDR ) CLP. Xpnowomoleitat cupdwva pe Tig
TUTILKEC EPYACTNPLAKEC KAL ETAYYEALATIKEC TIPAKTIKEC.

ANTIAPAZTHPIO KOAAATONOY

MepExel BluepoodAn oe cuykevipwon < 0,01%, n omoia otnv kabapn tng Hopdn tadvopeital weg oeia
TOEIKN). 2T CUYKEVTPWON TIOU UTIAPXEL OE AUTNV TNV TEALKN oLVBeonN, dev evepyottolel Ta§lvounon Pelypatog
oVLpudwva pe tov Kavoviopod CLP. TMeplExel dlAAUTO KOAAAYOVO, TO OTIOIO WUTIOPEL va TIPOKAAECEL MTILO
HNXAQVIKO epeBLoUO o€ evaicBnTa dtopa. Asv avapgEvovTal onUAvTkoi Kivduvol UTIO KAVOVIKH EPYAcTNPLAKN
xpnon. Na xpnowdomoleitat cUudpwva Pe TNV KABLEPWHEVN EPYACTNPLAKH KAl ETIAYYEALATIKN TIPAKTIKH.

Ta&wvounon OSHA (29 CFR1910.1200/ HazCom 2012):
To poiov autod dev tadlvopeital we emikivouvo cUPdwva pe to Mpotuto Emikowvwviag Kivduvwy tng
OSHA (HazCom 2012).

Ta&wopunon WHMIS (Kavaddag, 2015):
Aev ta&wvopeital wg emikivouvo cupdwva pe to WHMIS 2015.
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ENOTHTA 3: Z0vOeon / MAnpodopicg yia ta cuctatika

ANTIAPAZTHPIO ADP

Ouocia AplOpog CAS | AplBpogEK Aettoupyia JUYKEVTPWON Tagwopnon
Natplo dAag tng 20398-34-9 — Apaotikn ouvcia | 85 mg/L Mn ta&wvopnuévo
adevooivng-5’- (0,0002 M)

SLdpwodopkig

XAwplouxo vatplo | 7647-14-5 231-598-3 Mapdayovtag 0,85 % (m/v) Mn ta&wvopunuévo
LOOTOVIKOTNTAG

KaBaplopévo vepd | 7732-18-5 231-791-2 AwoAUTNg/ g.s. €wg1mL Mn ta&wvopunuévo

(towdTnTOag dpopeag

avtidpaotnpiov)

ANTIAPAZTHPIO KOAANATONOY

Ouoia AplBpoc CAS | AplBuog EK Aettoupyia JUYKEVTPWON Ta&wopnon

AlaAuTo 9007-34-5 232-697-4 Apaotikn oucia | Idlotayeg Mn ta&vounuévo

KoAAayovo, deppa (EpTtopiko

pooxou (Tutou 1) anoppnTo)

XAwplouxo vatplo | 7647-14-5 231-598-3 lootovikog 0,85 % (B/0) Mn ta&vounuévo

Tapayovtag

Mannitol 69-65-8 200-711-8 2tabepotmontig | £ 1% Mn ta&vounuévo

Thimerosal 54-64-8 200-210-4 ZuvIneENTko <0.01% Mn ta&vounuévo
(Baoel Tng TEAIKAG
olvbeong)

KaBaplopévo vepo | 7732-18-5 231-791-2 AlaAvTNng/ g.s. éwg1mL Mn ta&vounuévo

(TrotoTNTag dopéag

avtdpaoctnpiou)

ANTIAPAZTHPIO EMINE®PINHZ

Ouoia AplBuog CAS AplBuoc EK Aettoupyia Ta&wopnon
Emivedpivn 51-43-4 200-098-7 ApaoTtiko Mn ta&wvopnpuevo
CUOTATLKO
AockKopBLko 0&L 50-81-7 200-066-2 2tabepomolnthc | Mn tagvopnuevo
XAwplouxo 7647-14-5 231-598-3 lootovikog Mn ta&wvopnpuevo
vatpto (0,85 %) Tapdayovtacg
Y3poxAwpPLKO 7647-01-0 231-595-7 PuBpuotig pH Mn ta&wvopnpuevo
0&L (0,1 N)
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KaBapo vepo 7732-18-5 231-791-2 AlaAbTng/ Mn ta&wvopnuévo
(BaBpou dopéacg
avtdpactnpiou)

ENOTHTA 4: Métpa mpwtwyv Bondswwv

levikég odnyiec: Aev avapévetal va tapouctadel Kivouvo. Na xpnoLUoTtioloUVTal Ol KABLEPWHEVEC
gpyaoctnplakeg mtpoduAdEeLc.

Elomvon: Agv amtoteAel avapevopevn 0d6 €kBeong.

Emtadn pe 1o d€pua: MAVVETE Pe vePO. ZNTAROTE LlAaTPLK BonBela eAv 0 epeBLOPOC ETIUEVEL.
Emtadn pe ta patia: ZeMAUVETE TIPOCEKTIKA HE VEPO. ZNTNOoTE LlAaTPLKn BorBela edv xpelddetal.
Katamoon: ZemAUveTe To oTOPA. ZNTAOoTE latpkh Bonbela eav epdavicTolv CUPTITWHATA.

ENOTHTA 5: Métpa nupooBeong

KatdAMnAa peca upooBeong: Wekaopog vepou, CO,, Enpa xnuika n adpog.
Ewdikoi kivduvol: Mn evpAekTO.
MpooTtateuTIKOG eEOTIALIGHOC: POTUTIOC EEOTIALIGHOC ATOUIKAG TtPpOooTACiag yia XNHIKEG TIUPKAYLEG.

ENOTHTA 6: Métpa oe epintwon tuxaiag dtappong

MpoowTtiikeg IpodUAAels: PopETTE YAVTLA KAL TIPOOTACA HATIWV.

MéBodol kabBaplopou: ArtoppodroTte Pe adpaveg UAKO. ATtoppifte cUPdwWVA PUE TIG TOTIKEG KAVOVIOTIKEG
olatdaéelc.

MpoduAdéelc yia to tepIBAAov: ATtodUYETE TNV ATTOPPON Kal TIPOAABETE TNV EKPON o€ LOATIVA peVATA.

ENOTHTA 7: Xelplopog kat anofrkeuon

Xelplopoc:
Xpnotuotoleite cUPPWVA PE TIC TUTIKEC EPYACTNPLAKEC TIPAKTIKECG. ATTOPEVYETE TNV ETILHOAUVON.
AvacuoTthnvete to avtdpaotrplo ADP pe kaBaplopévo vepo.

2uvBnkeg amobnkeuongc:

Aev anatteital mpootacia Beppokpaociag katd tn petadopd.

Katd tnv tapaiafn, duAdcoete o Beppokpaoia 2-8 °C oTo apxLKO TOU TEPLTUALYHA.

Metd tnv avacvotaon, To avtdpaocthplo eival otabepo yia 30 nuepeg o€ KAAA KAELOTO dLlaAidlo oe
Bepuokpacia 2-8 °C.

Amto¢pUyeTe T0 PWC KAl Toug etavaiapBavopevoug KUKAoug katauénc—arnoPuénc.
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ENOTHTA 8: Métpa eAgyxou €kBeong/ Mpootacia mpoocwtnikov

‘Opla emtayyeAPAtikAg €kBeong:

Aev €xouv kaboplotel Opla eTtayyeAPATIKAC EKBECNC YA TA CUCTATIKA.

Mnxavikoi EAeyxol:

Xpnogotolote o KaAd agpl{OPevo Xwpo N oe BAaAapo Bloacddielag, 6mou anatteitat.
Méoa atopikng pootaciag (MAM):

Mpootaocia patiwv/mpocwTtou: NfuaAld acdaieiag f aoTida TTEPOCWTIOU

Mpootaocia d¢puartog: Epyaotnplakd yavtia (T.x. VitptAiou A Aatef)

Mpootacia cwpatog: TUTIKO EpyacTnPELaKo pouTa

Mpootacia avamvong: Asv amatteital o KAVoVvIKEC cUVONKES XprAoncg

Métpa vylewvne:
MAUVETE KA TA XEPLA HETA TN XPrON.
Ao UYETE TNV KATATIOCN, TNV ELOTIVON ) TNV €TtAdr] HE TA YATLA KaL TO dEPUA.

ENOTHTA 9: duoikég Kat XnHIKEG 1810tnteg

ANTIAPAZTHPIA ADP KAl KOAANATONOY

duokn kataoctaon:
e  Avtudpactnplo: AVOPLAOTIOLNUEVO OTEPED/GBWAOC
e Avacuotabév avtidpaothplo: Yypo

Epddavion:
e Avtdpaotiplo (AloplAlopevo): Aeukn Auodlrottotnpevn pala/cdaipiolo
e AvacuotaBev avtidpaothplo: Alauyeg, AxpwHo

Oopn: Aoopo

pH (avacuotabev): Oudetepo

2nueio TAéng/maywonc: Aev epappuodetal
2nueio Bpaopou: Aev edappoletal
2nueio avadAeéncg: Asev edpappuoletat
AlaAuTtotnta: AloAUTO OTO VEPO

Mieon atpou: Aev edbappoletal

Ewdko Bapoc: Mapopolo pe 1o vepo

ANTIAPAZTHPIO EMNINE®PINHZ

duowkn kataoctaon:
e Avtdpaotiplo: Auodlhotolnpevo oteped/oBwAoC
e AvacuotaBév aviidpaothplo: Yypo

Epddvion:
e Avtdpaotnplo (MOPIALOHEVOD): AcUKO ALODIAICHEVO KEIK/TIEAET
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e AvacuotaBév avtidpaoTthplo: AlauyEC, AXPWHO EwWC WXPO Kitplvo

Oopun: Aoopo

pH (avacuotabev): Oudetepo

2nueio TAEng/maywongc: Asv epapuodletal
2nueio Bpacpou: Aev epapuodletal
2nueio avadpAeénc: Aev edappuoletal
AoAutoTtnta: AlaAUTO OTO veEPO

Micon atpou: Aev edpappoletal

Edké Bapoc: NMapodpolo pe to vepo

ENOTHTA 10: Ztafepotnta Kat Avtidpactikotnta

Avtidpaotikotnta: Agv eival yvwoToi Kivduvol avtidpacTIKOTNTAG UTIO KAVOVIKEG CUVONKEC.

XnUiKn otabepotnta: 2TaBepo UTIO TIC CUVICTWHEVEC CUVBNKEC ATtOBAKELGONC KAL XELPLOHOU.
MBavotnta emikivOuvwy avtldpacewyv: Asv avapeveTal ETKIVOLVN TTOAUPEPLOUOC N artocLvOeaon.
2uvBnkeg ou MpEmel va anodpeuxBouv: YrtepBoAkn Beppotnta, ékBeon oto dwc f emavaiapyBavopevol
KUKAoL Katayuénc-amnoPuéng.

AcupBiBaocta VAKA: loxupol o&eldwTtikol tapdayovteg

Erukivduva tpoiovta amocuvbeong: Kaveva utto Kavovikn xprnon

ENOTHTA 11: To§ikoAoylkég TAnpodopiceg

Oé&ela To&ikotnta: Aev tadlvopeital wg oéeia To&lkn- avapevetal TToAU XapnAf GUCTNHATIKH TOEIKOTNTA OTLG
XPNOOTIOLOVPEVEG CUYKEVIPWOELG.

Aeppatikn dlaBpwon/epeBlopog: Asv avapevetal va TiPoKaAel epeBIGHO.

2o0Bapn BAABN/epeBLOPOC patwyv: Mnopel va TpoKaAECEL ATILO PNXAVIKO EPEBIOWO.

Evaiocbntomoinon: Aev uttdpxouv dlabeoipa dedopeva- dev avapueEveTal.

Kapkivoyeveaon / MetaAhaéloyeveon / ToELKOTNTA TNV avarapaywyn: Asv ta§ivopeitat ye Bdon ta
dlabeoua dedopéva.

STOT - Movadki/EnavaiappBavopevn ékBeon: Aev uttdpxouv dedOPEVA TTIOU VA UTIOJELKVUOUV TOEIKOTNTA
OE CUYKEKPLUEVO OTOXO OpYAVWV.

ENOTHTA 12: OwkoAoylkég mAnpodopieg

ANTIAPAZTHPIA ADP KAI EMINE®PINHZ

MéBodol Alaxeipltong ATtoBAATWV:

AmtoppiPte TO PN XPNOLHOTIOINKEVO AVTIOPACTAPLO KAL TIC HOAUCHEVECG cUOKELAoieg cUPdWVA HE TIG
TOTUIKEG, TEPLPEPELAKEC N EBVIKEC KAVOVIOTIKEG dLATAEELC.
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Mnv amoppInTeTe HEOW ATIOXETELONG N UE TA KAVOVIKA amoppippata.
AkoAouBnote TIc dladIkacoieg yla TNy amoppwn XNUIKWY epyactnpiou.

ANTIAPAZTHPIO KOAAATONOY

Owotoélkotnta: Aev uTtdpXouV dlaBEoiPa e0LIKA dEJOPEVA OLKOTOEIKOTNTAC YIa AUTH TNV TEAIKA cUvBeon.
Me Bdon tn XapnArn CUYKEVTIPWON TWY CUCTATLIKWY KAl TNV TIPOLRAETIOUEVN EPYACTNPLAKN XPrion, TO TtPoilov
dev avapevetal va anoteAel onpaviiko mepBarovTiko Kivduvo.

Eppovn kat amotkodopunon: Aev uttdpxouv dlabeata LKA dedoPEVA DOKLUWY YA TNV TEALKN olvBeon.
Me Bdon tn XnUkA dUoN TWV CUCTATIKWY, avapévetal OtL eival Bloartodopnotpa.

Auvatotnta Bloocuoowpevonc: Asv uttdpxouy dlabeEatpa dedopéva yla tnv TeAKN oclvBeaon. Asv
avapévetal Bloouoowpeuon Pe BAoN TIG GUCLKOXNHLKEG LOLOTNTEC KAl TN XapnAn TtepBaAlovTikn €kBeon.
Kwvntikotnta oto £€dagdoc: Aoyw TN udatodlaAuTOTNTAC TNC TEAKAC oUVBEDNC, avapeveTal OTL Ta
ouoTatikd eival kivntd oto £€dadoc.

AMec averuilBupunteg emudpdaoelc: Kapia yvwotn.

ENOTHTA 13: Odnyieg Atoppwing

MéBodol Alaxeiplong AtoBAATwWY:

Amoppidte TO PN XPNOLUOTIONKEVO AVTIOPACTHPLO KAl TIC HOAUCHEVEC CUCKELATIEG CUPGWVA HE TIC
TOTIKEG, TIEPLPEPELAKEG N EBVIKEC KAVOVIOTIKEG dLATAEELC.

Mnv anoppinteTe HEOW ATIOXETELONG N KE TA KAVOVIKA amoppippata.

AkoAouBnote tig dladikaoieg ylia tnv amdppufn xNUIKWY epyactnpiou.

ENOTHTA 14: MAnpodopicg Metadopag

AplBuoc OHE: Aev puBpicetal

KatdAAnAn ovopacia anootoAng: Aev pubuiletal

Katnyopia kivduvou petadopdg: Asv epapuodletal

Opada cuokevaoiacg: Aev epappodletal

MepBarrovtikoi kivduvol: Kavévag

Ewdikég tpoduAdéeic: Kapia

Katdotaon ADR/RID/IMDG/IATA: Aev puBuiletal yia odiKr, agpotoplkn 1 Baidoola petadpopd

ENOTHTA 15: Kavovictikég mAnpodopieg

VDR EE: Znpacpévo CE cupdwva pe tov Kavoviopo (EE) 2017/746.
REACH EE: AtaA\aypévo ocupdwva pe to ApBpo 2(5).

CLP EE: Aev ta&vopeitat wg emkivouvo cLpdwva pe tov Kavoviopod (EK) 1272/2008.
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UK REACH: ArtaAAaypévo- LoxUouv oL artattioelg aéloAdynong cuppuopdwong kat tou Yrevbuvou
MpoowTtou oto Hvwpévo BaoiAelo, omou edappodetal, yia tn dlavopn dlayvwaoTIKwy in vitro.

FDA / OSHA HIMA: To tpoiov auto dev taélvopeital wg emikivouvo cUpdwva pe to Mpotuto Emikowvwviag
Kwduvwy tng OSHA (HazCom 2012)- cuppopdwvetal pe tov Kavoviopo Zuotrnpatocg Alaxeiplong
Mowtntacg tng FDA (21 CFR Mépog 820).

TSCA HIMA (EPA): To tpoiov autd armaAdooetal amnod Ti¢ arnattioelg kataloyou TSCA, kabwg
KATaokeuAdeTal Kat SLavEPETAL ATTOKAELOTIKA YA Xprion dlayvwaoTIKOoU in vitro Ttou puBpidetal amo tnv
FDA.

ISO / UKAS: Autn n SDS uttootnpidel TIg anattioelg TEKUNPiwong yla Epyactipla Totomnolnuéva kata ISO
15189 kat ISO 17025. H miotomoinon UKAS dev epappodletal dueoa oto ieplexopevo tne SDS.

Mpotaon 65 KaAltpopviag: To tpoidv dev TTEPLEXEL XNULIKEC ouoieg TTou avayvwpidovtal amo tnv MoAteia
ng KaApopvia we attieg kapkivou, YEVETIKWY avwHaAlwy f AAANG BAABNG oTnv avarapaywyn.

ENOTHTA 16: AAAeg mAnpodopieg

Hpepopnvia Mpoetowaaciag: 1 ArpiAiou 2023

ApBpuocg Eyypadou: SDS-101310 Rev AA GREEK

Emtinedo Avabewpnong kat Huepopunvia: Avabewpnon AA, Maptiog 2026
Metadppaotnke amno Eyypado Ap.: SDS-101310 Rev AA ENGLISH

2uvtaxonke amno: Tunua Kavoviotikwy Yobeoswyv & AlachdAiong Mowotntag
Bio/Data Corporation

Email: customer.service@biodatacorp.com

TnAédwvo: +1 215-441-4000

Alaotavpoupevn Avadopda ZAMN (QMS): To mapdv SDS umootnpidetal amd €o0WTEPLKN, EAEYXOUEVN
Tekpnpiwon, cupmephappBavopevwy twy Mpodaypadwyv YAkwy (MS), twv Mpodlaypadwyv Alepyaciag
(PS), twv Awdkacwwyv 2uvBeong (FP) kat twv Odnywwv Xpnong (IFU) yia to mpoiov. Avatpelte oTig
TPEXOUOEG €KOOOELC AUTWY TWV eyypAdwy TIOU Tnpouvial oTo TAAioclo Tou Zuothnuatog Alaxeiplong
Mowtntag tng Bio/Data Corporation.

AMNOMOIHZH EYOYNHZ: TO MPOION AYTO MPOOPIZETAI MONO 1A AIATNQSTIKH XPHZH IN VITRO. AEN MPOOPIZETAI TIA
ENE>ZH 'H KATAMOZH. Ol NMAHPO®OPIEZ MOY MAPEXONTAI ZE AYTO TO AEATIO AEAOMENQN AZ®DAAEIAZ OEQPOYNTAI
AKPIBEIZ KAl AZIOMNIZTEZ KATA THN HMEPOMHNIA AHMOZIEYZHZ. Q3TOZO, AEN TMAPEXETAI KAMIA EIMTYHZH, PHTH H
21QMHPH, 2XETIKA ME THN NAHPOTHTA'H THN AKPIBEIA TOYZ A 2XYTKEKPIMENEZ EQAPMOTEZ. O TEAIKOZ XPHZTHZ EINAI
AMOKAEIZTIKA YNEYOYNOSZ NA AIAS®AAIZEI OTI TO MPOION XPHZIMOMOIETAI sYM®QNA ME OAOYZ TOYZ ISXYONTEZ
TOMIKOYZ NOMOYZ, KANONIZMOYZ KAl OAHTIEZ THZ BIOMHXANIAZ.
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