i-STAT PTPlus Control Level 1
i-STAT PTPlus Control Level 2
(CaClz reconstitution solution)
Agltio Aedopévov Acpareiog

ovppova pe v Kavoviouo (EK) Ap. 1907/2006 (REACH) kat tv tpomoroyia tov (EE) 2020/878 kan cvpewva e tov Federal Register / Vol. 77, No. 58
/ Monday, March 26, 2012 / Rules and Regulations
Hpepounvia éxdoong: 20/03/2023  exdoyn: A

TMHMA 1: IIpocodwopiopdg ovoioc/peiypatog kon etarpeiog/emyeipnong

1.1. AvayvopieTikég KOotkog Tpoidvtog

Mopen mpoidvtog © Meiypa

Ovopa Tov TPoidvVTog . i-STAT PTP" Control Level 1 (CaCl, reconstitution solution); i-STAT PT?" Control Level 2 (CaCl,
reconstitution solution)

Kodiog mpoidvtog : 06P17-17; 06P17-18

Al péGo. TovTOTOINGNG : Kabe kovuti mepiéyet 5 ouaAidio Avogihomompévov TAdGHatog Kot S5 glokidu StoddLatog

avacvotaong CaCl,. Oykog mApwong praddiov CaCly 1,5 ml

1.2. Zovageic TpoodopilOpeEvES (PN GELS TNGS OVGING 1| TOV PEIYIATOS KOL OVTEVOELKVVOUEVES Y PN OELS

1.2.1. Zyetikéc mpoPfrenopeveg yproeig
Xpnion g ovoiog/Tov petypatog : Tho dyvootkn xprion in vitro

1.2.2. AvtEVOEIKVVOpEVES YPNOELS

Aev vdpyovv emmAéov TANPoQopieg

1.3. Ztoyeio Tov TpounBevTi) TOL derTiov dedopévarv ac@aireiog

Abbott Point of Care Inc.
400 College Road
Princeton

NJ 08540
1-800-827-7828

Abbott GmbH (Point of Care Division)
Max-Planck-Ring 2

65205 Wieshaden, Germany

Tel.: (+49)-6122-58-0
oustechsvc@apoc.abbott.com

Abbott Point of Care

Teyvikn vrootpién

T'o HITA, email techsvc@apoc.abbott.com
mAépmvo 1-800-366-8020 emthoyn 1.

INo extog HITA

email oustechsvc@apoc.abbott.com

1.4. AprOpoc TNAEQ@OVOL enEiyOVGAS OVAYKNG

ApBpog MAepdvov enelyovcas avaykng . Emwowoviote pe 1o kévipo éktaktav kKinoemv tg CHEMTREC® yuo Bon0gta pe ) petapopd 1y
éxtakto cupPavra e emkivovva VKA (24 dpeg/muépa, 7 nuépec/efdopdda). Avatpé&te otov
apOpd cvpPolraiov g Abbott CCN 119.
-TnAiépamvo (800) 424-9300 (dmpedv) eav kareiton amd tig Hvopuéveg IoAteies, tov Kavada, to
IMovépto Piko kot tig [opBéveg Nncovc.
-Tniépamvo +1 (703) 527-3887, apBuds yio diebveic ko Oahdooteg kKANoelS (deKTéEG KANGES pe
APEMGCT| TOL TAPOATTN), £G4V KoAeitar ekTOS TV Hvopévav [olteidv 1 amd mhoio ot Odhacoa.

TMHMA 2: IIpoc6o10piopog ETKIVOUVOTNTOS

2.1. Ta&wopnon tng 0v6iag 1 TOV peiypoTog
Katarein oopoova pe v odnyie 1272/2008 EK [CLP] ko To Hazcom 2012 tov HITA

To mpoiov avtod £xet a&lohoyndel cOpeva e ta Kpreipa ta&vounong oto IHaykooping Evappovicuévo Zootnua yio v Tagwvounon kot Emionpaven tov
Xnuwov Hpoidvieav (GHS). To mpoidv avtd dev mAnpoi ta kprripia yio to&vounon copemva pe o GHS.
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i-STAT PTPlus Control Level 1
i-STAT PTPlus Control Level 2
(CaClz reconstitution solution)
Agltio Aedopévov Acpareiog

ovppova pe v Kavoviouo (EK) Ap. 1907/2006 (REACH) kat tv tpomoroyia tov (EE) 2020/878 kan cvpewva e tov Federal Register / Vol. 77, No. 58
/ Monday, March 26, 2012 / Rules and Regulations
Hpepopnvia ékdoong: 20/03/2023  exdoyn: A

AvemOOUNTES QUOIKOYNIKESG EMOPAGELS, KAOADS KA EMIPAcELS 6TV avOpOTIVY VYELX KoL 6TO TEPLPdilov

Aev vdpyovv emmAéov TANPOQOpieg

2.2. Xroyyeia eTIKETAG

Xapaxtnpropds copeove pe tov Kavovionéd (EE) Ap. 1272/2008 [CLP] kot to Hazcom 2012 tov HITA

Aev amarteitol ofpavon

2.3. AlLol Kivovvor

To piypa dev mepiéyet ovoio(eg) mov mepthapPdverar otov Katdroyo Tov Kataptiletat cvupmva pe to dpdpo 59 mapdypapog 1 tov kavoviopod REACH yia tig

10T TEG EVOOKPVIKNG dloTapoyng N 8ev avayvepiletor 6Tt Exel WIOTNTEG EVOOKPIVIKNG SL0TAPOYNG COLPMVA UE Ta. KpLTnpla Tov opilovtot 6Tov Kot'
e&ovoodotnon Kavoviopd mg Enrponng (EE) 2017/2100 i tov Kavovioud g Emtponng (EE) 2018/605, oe cvykévipoon ion N peyarvtepn and 0,1%

TMHMA 3: ZivOeon/TAnpo@opies Yo T0 GVGTATIKG,

3.1. Ovoieg

Agv 1oyvet

3.2. Msiypota

Meiypo ynuKodv evocemv /Kot PLOAOYIKOV OVGLOV Y10 S0y VOOTIKN Xp1ion in vitro.

Ovopa

Kardraén ocopoova pe v odnyia
1272/2008 EK [CLP]

AvayvoploTikog kmdikog | %
TPOidVTOg

Aev mepiéyet emKivouVa GLGTATIKA GE ENITESQ TOV AALTOVY YvmoTonoinon and to [Ipdtumo Enxwcovaviag Kivdtvev tov OSHA (29 CFR 1910.1200) ©) tov
Kavoviouo (EK) Ap. 1907/2006 (REACH) pe tov tpomomomntiké Kovovieuo (EE) 2020/878

TMHMA 4: Métpa npaTtov fondsiov

4.1. leprypaon pétpov Tpatav fondeidv

Tevikd pétpa Tpotmv fonbedv

Métpa tpdTev Bonbeldv petd amd womvon

Métpa tpdTev Bonbewdv petd amd enaen pe o dépuo

Métpa tpdtmv Bondewdv petd amd exapn pe to pétio

Métpa tpdtmv Bondewdv petd amd katdroon

Agi&te oo 10 delTio acpaeng dedopévav otov epnuepedovta tpd. IIAévete 1o poAvopévo
poVYIGHO TPV TO Ypnotpomomoete Eavd. Mn divete moTé 0TIONTOTE OE GTOWO TOL EXEL YUCEL TG
aebnoeig Tov.

: ZE [EPIITQXH EIXTINOHE: Metagépete Tov acbevi 6Tov Kabapd aépo Kot apioTe ToV Vo

EekovpaoTel 0€ GTAOT TOV SIEVKOADVEL TNV OVOTTVOT.

: ZE IIEPIITQXH EITA®HE ME TO AEPMA (1 pe ta povya): Apaipéote to mposPepinpévo

POVYIGHO KoL TAVVTE OXO TO eKTEDEEVO dEPLLAL LE vEPO Y1 TOVAGYLOTOV 15 AemTd. Xe mepintmon mov
avoamtuyfei 1 emyeivet epeBiopos, avalnTioTe TPk oywyn.

: ZE [IEPIITQXH EITA®HE ME TA MATIA: EenA0vete TPOGEKTIKA e VEPO YioL 0pKETE Aemtd. Edv

VILAPYOVV POKOT EMAPNGC, APALPETTE TOVG, EPOCOV givor 0K0A0. Zuveyiote va Eemévete. Edv dev
vroyxwpel 0 0pBokcds epebiopog: Zvppovrevdeite/Emokepheite yratpod.

: ZE [IEPIITQXH KATAIIOXZHZ: eknAdvte TOAD KaAd TO 6TONN. MV TpoKaAEcETE EETO Qv dEV

6ag 0 £xel GVUPOLVAEYEL TO KEVTPO dnAnTnpdcemv. AdPete wTpikn Bondeta, edv acbovieite
adrabecia.

4.2. TNUOVTIKOTEPY CUUTTONATO KOL ETOPAGELS, AUEGES 1| HETAYEVECTEPES

ZOUTTOUATO/ETOPACELS

ZOUTTOUOTO/ETOPACELS LETA OO EIGTVOT|
ZOUTTOUOTO/ETOPACELS HETA OO EMAPT LLE TO OEPHLAL
ZOUTTOUATO/ETOPACES LETA OO EMOPT LE T LOTIOL
ZOUTTOHATO/ETOPACES LETA OO KATATOGT

Agv Bempeitar emkivouvo Vo Kavovikég cLVONIKEG xproNGc.
Mmopei vo. Tpokorécel ELappl £peBIGIO TG AVOTVEVSTIKNG 0500.
Mrmopei vo. mpokorécel ELappl epebiopd 6to déppa.

H dqueon emapn pe to patia mbavag vo epedilet.

Mrmopei vo. TpokorEGEL ELAPPD YUOTPEVTEPIKO EPEOIOUO.
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i-STAT PTPlus Control Level 1
i-STAT PTPlus Control Level 2
(CaClz reconstitution solution)
Agltio Aedopévov Acpareiog

ovppova pe v Kavoviouo (EK) Ap. 1907/2006 (REACH) kat tv tpomoroyia tov (EE) 2020/878 kan cvpewva e tov Federal Register / Vol. 77, No. 58
/ Monday, March 26, 2012 / Rules and Regulations
Hpepounvia éxdoong: 20/03/2023  exdoyn: A

4.3."Evo€1&n 0T010.601|TOTE UTOLTOVUEVIIS GUEGTG LOTPIKNG PPOVTIONG Ko E0IKNG Oepameiog

Aev vdpyovv emmAéov TANPOQopieg

TMHMA 5: Métpa y10. TNV KOTOmOAER 0] TG TLPKAYLAG

5.1. IvpooPeotikd péca
KatdAinka péca mopdcPeong T Enpn okovn. Appdg. Ao&eidio tov avOpaxa (CO2).
5.2. Ewdwkoi kivouvol wov TpoKvmTouy 06 TV ovsia 1| To peiypo

Kivdvvog mopkayidc : Ta kprripuo Ta&vounong dev IKovomolovvTaL.
Kivdvvog ékpnéng : Ta kprripro Ta&vounong dev IKovomolovvTaL.

5.3. Zvo1doeig Yo Tovg mupocficTeg

[poctacio katd v TopdoPeon : Mnv e16épyeote oIV TEPLOYT TG TUPKOYLAS YOPIS TO GMOTO OTOLKO TPOSTATEVLTIKO eE0TAGLO,
cuprepLaUBaVOLLEVIG OVOTTVEVGTIKNG TTPOoTaciog. OAOGOUN TPOGTATEVTIKY GTOAN.

TMHMA 6: Métpa o€ TepinT@on aKovoLag EKAVONG

6.1. [Ipocomikéc TPOPVALEELS, TPOOSTATEVTIKOG EEOTMGIOGC KUl 10OIKAGIES EKTUKTNG OVAYKNG

6.1.1. T TpocOTKO GAAO 0O TO TPOCOMIKO EKTUKTNG OVAYKNG

E&onhopnog mpoctaciog : Dopdre TpooTaTevTkd gEomMopd dnwg meptypdpetol 6to Tunua 8.
Métpa EKTaKTNG 0vayKNg : AmopoakpOveTe To mePLTTO TPOCOTIKO.

6.1.2. T Gropa mov Tpocpépovy TpaTES foriBereg

E&omhopndg mpoctaciog : ®ophte KATAAANAO TPOCTATEVTIKO POVYIGHO, YAVTLO KO TPOCTAGIO Y10l TO. LATLO KO TO TPOGMTO. L€
TEPINTOON ENEIYOVOOS AVAYKNG YPTCLOTOMGTE GUGKELT LLE OVOTVEDGLLO 0EPQL.

6.2. MeprparrhovTikég TPOPLAGEELS

Na amogevyetar | eEhevbépwon oto nepiBdrrov. Eumodiote v 16080 GTOVG OOYETEVTIKOVG Ay®YOLS 1) 6T0 dNOG10 dikTvo vepod. Ewdomomate Tig apyés £av to
TPOIOV S1ELGOVOEL GTOVG ATOYETEVTIKOVG OY®YOVG 1} 6TO SNUOGLO SIKTVO VEPOL.

6.3. M£00d01 kot vAMKE Y10 6VYKpATNON KO KaOapiopo

To v arobfkevon : ZTOopoTnoTe T Soppon, EpOcov dev vrapyet kivouvog. Iepropiote v ekyvpévn ovsia 6 TAPPO 1
pe ) Porbeia amoppoPNTkod LAKOV £T61 HOTE VO EUTOSIGTEL 1) EKAVGT| TOVG OTIC AMOYETEVCELG 1) OE
EMPAVELOKA VIATA.

MéBodot kabapiopon : ZKOLTIoTE PE amoppoPNTIKO VAIKO (T.). movi, poddi). Kabapiote v empdavelo ektevag yuo va

agapéoete ta Katdiotma polvvone. IThovete pe dopbovo vepd kar amoppoumavtikd. Alatnpriote oe
KatdAAnio doyeio Yo amdppryn. AVTO TO VAIKO KO 0 TEPIEKTNG TOL TPEMEL VAL AmoppLpbodV e
0oPaAN TPOTO Kol GOUPOVE LLE TOVG TOTIKOVG KOVOVIGHOVG.

6.4. Mopoamopmy o€ Ghlo TpqpoTO

Aev vdpyovv emmAéov TANPOQOpieg

TMHMA 7: Xeipiopég kan amodikevon

7.1. TIpo@UAGEELS Y10 AU YELPIGLO

[Ipo@uraéels yio aoQain xePLopod . Xpnowonoteite povo pe exopkn e&aepiopd. Mnv avamveete aTpovs, otayovidla. AwtnpnoTe
cuokevacio kahd KAEGT) o€ dpocepd pépoc. [TMdvie oyolaotikd petd to yeiplopd. Anopevyete TV
EMOLQPT TOV TPOIOVTOG UE TO SEPLLQ, TOL LATIO ) TO POVYLGUO.
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i-STAT PTPlus Control Level 1
i-STAT PTPlus Control Level 2
(CaClz reconstitution solution)
Agltio Aedopévov Acpareiog

ovppova pe v Kavoviouo (EK) Ap. 1907/2006 (REACH) kat tv tpomoroyia tov (EE) 2020/878 kan cvpewva e tov Federal Register / Vol. 77, No. 58
/ Monday, March 26, 2012 / Rules and Regulations
Hpepopnvia ékdoong: 20/03/2023  exdoyn: A

7.2. ZovOnkeg a6Qaiovg QUAAENS, COPTEPAALPAVOREVOY TVUYOV acVUBUTOTHTOV

ZovOnkeg OAUENG © Na drotnpeitor povo 6Tov apyikd TEPLEKT.

7.3. Exdukn) TeMkn gprjon 1 ypoeis

Aev vdpyovv emmiéov TANPoQopieg

TMHMA 8: ‘Eleyyog g ék0eonc/atopikn tpoctacio

8.1. lapapetpor eréyyov
8.1.1. EOvikég opraxéc Tipéc emayyehpotikng £k0eong ko froroyikés oprakég Tipnég
Agv vrtdpyovv emmAéov TANpoPopieg

8.1.2. Zuviotdpeveg dradkacies TapaKorovOnong

Aev vdpyovv emmAéov TANPOQOpieg

8.1.3. Zynparilovrar otoyyeio pdmavong tov vépa
Agv vrtdpyovv emmAéov TANpoPopieg
8.1.4. DNEL kox PNEC

Aev vdpyovv emmAéov TANPOQopieg

8.1.5. Ileproyéc eréyyov

Agv vrtdpyovv emmAéov TANpoPopieg

8.2. "ELeyyot ék0eong
8.2.1. Katdiinlior pnyovikoi éreyyol

Kataiinior pnyavikoi éheyyou:
Mopéyete emapkn yevikd kat Tomud eEaepiopd. XpnoyomomoTe TEPLPPAYLLEVO YDPO SLEPYACIOV, TOTIKO £EAEPIGUO 1) GAAOVG UNYAVIKOVS XELPLGUOVS VLol VO
pubuicete to enineda aePOUETAPEPOUEVOV COUATISIMV KiT® amd Ta Opta ékbeonc. Befarwbeite 011 vadpyet emapkng eEaepiopdg, Wiaitepa 6g KAEIGTONS YDOPOVG.

8.2.2. Atopkdg TpooTuTEVTIKGG EE0TAMGIOG

ATtopki) TpocTUcia:
Iavtuo. Hpootatevticd yooAid.

Zopporo(a) e£E0TAMOPOD ATOPMIKNAG TPOCTUGING:

8.2.2.1. IIpo6Tacic TOV PUTIAOV KUl TOV TPOCOTOV

Mpoocrtacio 0opOorpdV:
XpNoHonooTe TPOGTUGIa LOTIOV KATIAANAN Yo To TepiPdilov. Amopiyete v dpeon enopn pe ta pdato. EN 167(EU)

8.2.2.2. IIpocracia dépparog

IIpoctucic Tov déppartog:
Na gopdre poakpid povikie kot ynpkd odomépacto MAIT/ohdooun edppa yuo vo ehayiotonooste ) cwpotikn ékbeon. [EN 14605:2005 and EN 13034:2005]

Ipoctacio TOV yEPLOV:
Na ypnowonoteite yévtio katdAAnia yia to tepipdirov epyacioc. Ta yavtia npénet va ta&vopodvtar cOppmva pe o tpdétumo EN 374 1 ASTM F1296.

8.2.2.3. IIpo6TUGia TOV AVUTVEVGTIKAOV 00DV

IIpocTOcio TOV OVUTVEVGTIKOV 00(DV:
2T1G TEPUTTMOGELG OOV O UTUOG, T GTaryovidwa 1) 1) okovn Eemepvdet ta emttpentd opia £xBeong (PEL) 1) Ao woyvovta 6pa emayyeipatikng £kbeong (OEL),
APNOUYLOTOMOTE AVATVEVGTIKO TPOGTOTEVTIKO €omhopd eykekpytévo amd v NIOSH (1 dAdo teoddvapo Bvicd mpdTumo).
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i-STAT PTPlus Control Level 1
i-STAT PTPlus Control Level 2
(CaClz reconstitution solution)
Agltio Aedopévov Acpareiog

ovppova pe v Kavoviouo (EK) Ap. 1907/2006 (REACH) kat tv tpomoroyia tov (EE) 2020/878 kan cvpewva e tov Federal Register / Vol. 77, No. 58
/ Monday, March 26, 2012 / Rules and Regulations
Hpepounvia éxdoong: 20/03/2023  exdoyn: A

8.2.2.4. Ogppikoi Kivouvvor

Aev vdpyovv emmAéov TANPOQOpieg

8.2.3. OproBétnon ko TapakorovOnon g neprfaiiovroroykig £ékOeong o€ Kivovvo

Agv vrtdpyovv emmAéov TANpoeopieg

TMHMA 9: ®voikég Ko ynUIKES 1O10TNTES

9.1. Zroyycia 1o TS Puocikés QUOIKEG KOt YNHIKEG 1O10TNTES

Moper

Epgpdvion

Xpodpo

Oopny

I0p10 ooV

pH

Tyetkn toxvTa e&dtiong (Bovtukestépo=1)
onpeto ThEng / mepoyn ™Eng

Xnueio otepeonoinong

Enpeio Bpacpod

Enpeio avaoreéng

Beprokpacio aVToVAPAEENS
Beppokpacio ddcmaong

Avaplegn (oteped, aépro)

ITieon atpod

Zyetikn mokvoT T aTU®V otovg 20 °C
ZyeTIKN TUKVOTNTOL

TMukvotnta

AwrvtomTa

ZVVTEAEGTNG KOTAVOUNG GE LEly Lo N-OKTAVOANG/VEPOD
(Log Pow)

1EDOES, KIvEHaTIKOG (1))

Eddeg, duvopkd

Expnkrikég dtotnteg

O&eldMTIKG YOPAKTNPIGTIKA

Opra KtvdOvov ekpnéemg

9.2. Aounég minpogopieg

: Yypo
T Adhoopa

umhe

T gMaylom mg avimapKTn
© Aev mpoodiopiletar

© Agv oydet

: Aev mpoodiopiletar

: Agv woydet

© Aev mpoodiopiletar

: Aev mpoodiopiletar

: Aev mpoodiopiletar

: Agv woydet

: Agv woydet

© Agv woydet

: Aev mpoodiopiletar

© Aev mpoodiopiletar

© Aev mpoodiopiletar

: Aev mpoodiopiletar

T Awlto og vddTIVO StdlvpLa.
: Aev mpoodiopiletan

© Aev mpoodiopiletar

© Aev mpoodiopiletan

. Ta kprripuo Ta&vopunong dev IKovomolovvToL
. Ta kprripro Ta&vopunong dev IKovomolovvToL
© Agv oydet

9.2.1. IIMmpoopieg oYeTIKA pe TIG KLAGELS PUGLKOD KIvdHVOL

Agv vrtdpyovv emmAéov TANpopopieg

9.2.2. AML0o. YOPOKTNPLOTIKG 00QUAEiag

Aev vdpyovv emmAéov TANpoQopieg

TMHMA 10: Xt00gp6tnTo KO AVTIOPUCTIKOTNTO,

10.1. AvtidpaoTiKOTNTA

Aev vdpyovv emmAEOV TANPOPOPIES.

10.2. Xnpukn otadepétnro

Agv vrtdpyovv emmAéov TANpoPopies.

10.3. MBavéTNTO EMKIVOUVOV AVTIOPAGEDV

Agv vrdpyovv emmAéov TANPOPOpPieS.
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i-STAT PTPlus Control Level 1
i-STAT PTPlus Control Level 2
(CaClz reconstitution solution)
Agltio Aedopévov Acpareiog

ovppova pe v Kavoviouo (EK) Ap. 1907/2006 (REACH) kat tv tpomoroyia tov (EE) 2020/878 kan cvpewva e tov Federal Register / Vol. 77, No. 58
/ Monday, March 26, 2012 / Rules and Regulations
Hpepounvia éxdoong: 20/03/2023  exdoyn: A

10.4. ZovOikeg Tpog amopuynv
Aev vdpyovv emmAEOV TANPOPOPIES.

10.5. Mn ovoppatd viké

Aev vdpyovv emmAéoV TANPOPOPIES.

10.6. Emikivovva mpoidvra amwocvvleong

Aev vdpyouvv emmAEOV TANPOPOPIES.

TMHMA 11: To&ikoroyikéc TANPOPOPiES

11.1. IIAnpo@opieg Yo TIg TAEES KIVOUVOL, 0TTeg 0pilovrar 6Tov kavoviopo (EK) apr0. 1272/2008

Oé&ela to&odmra (amd oTOHATOS) : Mn ta&wounpévog
Oé&ela to&udmra (Seppatikn) : Mn ta&wounpévog
Oé&ela to&dma (avamvon) : Mn ta&wounpévog
AGBpmon kot epediopdg Tov dEppatog : Mn ta&wounpévog
YoPapn o@Oaipcr PAAPN/epedionds : Mn ta&wounpévog
EvaisOntomoinemn tov avamvenstikon 1 : Mn ta&wopnpévog
guaieOntonoinon Tov dépproTog

Metodho&Lyéveon YEVVITIKOV KUTTAP®V © Mn ta&wopnpévog
Kapkwoyéveon © Mn ta&wounpévog
To&wdTo YL TNV AVOTopay®yn : Mn ta&wopnpévog
Ewwm to&iotnta ota dpyava-otoyovg (STOT) — © Mn ta&wounpévog
epamag ékbeon

Ewu to&ikotnra ota dpyava-ctoyovg (STOT) — © Mn ta&wounpévog
emavelnupévn éxbeon

Enucvduvomra avappoenong © Mn ta&wounpévog

11.2. ITAnpo@opisg yro. GALhovg TOTOVG EMKIVOVLVOTNTOS

11.2.1. I16TNTES EVOOKPIVIKIG droTUPOYNS

Avopeveic emmtmoelg oty vyeio wov Tpokorovvtat and : To piypa dev mepiéyet ovoin(eg) Tov TePLaUPAVETAL GTOV KATAAOYO OV KATOPTILETOL COUPOVL [E
70 apBpo 59 mapdaypapog 1 Tov kavovicpuod REACH vy Tig 10t teg ev80oKpvikng dtoTapoyng 1 dgv
avayvopiletot 0Tt €€l 1010TNTEG EVOOKPIVIKNG dloTapayig COMP®VA [E Ta KpLTiplo. Tov opilovtot
otov kot g&ovotoddtnon Kavoviepd mg Emrponng (EE) 2017/2100 1 tov Kavoviopd g Enttponnig
(EE) 2018/605, oe cuykévipwaon ion 1 peyodvtepn omd 0,1%

110TNTEG EVOOKPLVIKNG SLoTapoynG

11.2.2. Aowréc Tinpogopicg

Aoutég mAnpoeopieg I Agv uIapYOLV EMTAL0V TANPOPOPIEG
TMHMA 12: Owkoroyikég TANPOQOPIES
12.1. To&wotTnTa

Owcoroyio - yevika : Kopio dwbéoiun minpogopio.
Emwivduvo yo 1o vddrtvo mepifdiiov, Bpoyvnpdbecpog 1 Mn ta&vounpévog
(0&bg)

Emwivduvo yio 1o vddrtvo tepifdAiov, pakponpdbecpog 1 Mn ta&vounpuévog
(xpoviog)

12.2. AvOEKTIKOTNTO KO TKOVOTNTO TOOOPUN 61 G

i-STAT PTP!us Control Level 1 (CaClz reconstitution solution); i-STAT PTP'us Control Level 2 (CaClz reconstitution solution)

AVOEKTIKOTNTA KL IKOVOTNTO 0TOdOUNGONG Kapio dwabéotun tinpogopia.
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i-STAT PTPlus Control Level 1
i-STAT PTPlus Control Level 2
(CaClz reconstitution solution)
Agltio Aedopévov Acpareiog

ovppova pe v Kavoviouo (EK) Ap. 1907/2006 (REACH) kat tv tpomoroyia tov (EE) 2020/878 kan cvpewva e tov Federal Register / Vol. 77, No. 58
/ Monday, March 26, 2012 / Rules and Regulations
Hpepounvia éxdoong: 20/03/2023  exdoyn: A

12.3. Avvatétnto Brocvcocdpeveng

i-STAT PTP!us Control Level 1 (CaClz reconstitution solution); i-STAT PTP'Us Control Level 2 (CaClz reconstitution solution)

Avvatdmra frocveem@pevong ‘ Kapio dtabéoiun TaAnpopopio.

12.4. KivnmikétnTo 670 £60.005

i-STAT PTP!us Control Level 1 (CaClz reconstitution solution); i-STAT PTP!Us Control Level 2 (CaClz reconstitution solution)

Owoloyia - £50.pog ‘ Kapio dwabéotun tinpogopia.

12.5. Amoteréopara tng a&ordéynong ABT kot cAaB

Aev vdpyovv emmAéov TANPOQOpieg

12.6. [010TNTEG EVOOKPIVIKIG draTapayng

Avopeveic emmT®OoELS 6TO TEPPUALOV TTOV : To piypa dev mepiéyel ovoio(eg) mov meptapfdvetol 6Tov Katdroyo mov Kotaptiletor cOUPOVa Le

TPOKOAODVTOL 070 1310TNTEG EVOOKPLVIKNG Stataporyfic 70 GpBpo 59 mapdaypapog 1 Tov kavoviopuod REACH yuo tig 0t teg v80KpviKng dtoTapoyng 1 Ogv
avayvopiletot 0Tt €€l 1010TNTEG EVOOKPIVIKNG dtatapayng COUE®VA e Ta KprTiplo. Tov opilovtot
otov kot' g&ovotoddtnon Kavoviepd g Emrponng (EE) 2017/2100 1 tov Kavoviopd g Enttponnig
(EE) 2018/605, oe cuykévipwaon ion 1 peyodvtepn omd 0,1%

12.7. AXLeS 0pvNTIKEG EMATAOCELS

Agv vrtdpyovv emmAéov TANpoPopieg

TMHMA 13: Xtovyeia oyeTika pe tn 61a0gon

13.1. M£0odor emeéepyaciog amopfritmv

MébBodot enelepyaoiog anofAnTav I Mnv ekKeVMVETE GE ONUOGLO GUGTNLLOTO ADHATOV YWPIG TNV AOEW TV OpYOV EAEYXOVL POTOVONG.
Agv emTpEMETOL 1] EKKEVOGT) GE EMPAVELNKE VIUTA YWPIiG AdEL.

ZVOTACELS GYETIKA [LE TNV OTOPPLYN . Kotootpéyte pe as@oir TpOTo cOUP®VO e TOVG TOTIKOVS £0VIKOUG KAvOVIGHOUG. Mn Vv apivete To

TPOIOVIMV/GUCKELAGIOV TPoiov va amehevbepwbel oto mepPariov.

TMHMA 14: ITAnpo@opieg 6YeTIKA PE T PETAPOPA

Toppova pe ADR /IMDG / IATA / ADN / RID

14.1. AprOpoc OHE 1 apOpég tavtétnTog

UN Apbp. (ADR) 1 Aevioydet
ApBuog OHE (IMDG) 1 Aevioydet
UN Apibp. (IATA) 1 Aevioydet
ApBuog OHE (ADN) 1 Aevioydet
ApBuog OHE (RID) 1 Aevioydet

14.2. Oweio ovopacia arostorijgc OHE

KatdAinin ovopacio aroctorng (ADR) T Aev oydet
KatdAinin ovopoacio anoctoing (IMDG) T Aev ioydet
KatdAinin ovopocio anoctoing (IATA) T Aev ioydet
KatdAinin ovopoacio aroctoing (ADN) T Aev oydet
KatdAinin ovopacio aroctodng (RID) T Aev oydet
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i-STAT PTPlus Control Level 1
i-STAT PTPlus Control Level 2
(CaClz reconstitution solution)
Agltio Aedopévov Acpareiog

oopeova pe v Kavoviopd (EK) Ap. 1907/2006 (REACH) kot tv tpomoroyia Tov (EE) 2020/878 kat cbuepwva pe tov Federal Register / Vol. 77, No. 58
/ Monday, March 26, 2012 / Rules and Regulations
Hpepounvia éxdoong: 20/03/2023  exdoyn: A

ADR

Ta&n/taéerg kvdvvou katd ) petopopd (ADR) 1 Aevioydet
IMDG

Taén/tééerg kivddvou kot ) petapopd (IMDG) T Aev ioydet
IATA

Taén/tééerg kivddvou kot ) petapopd (IATA) T Aev oydet
ADN

TaEn/taerg kvdvvou katd ) petopopd (ADN) 1 Aevioydet
RID

Taén/tééerg kivdvvou katd ) petapopd (RID) T Aev oydet

Opéda cvokevaciog (ADR) 1 Aevioydet
Kamyopia cvokevaciog (IMDG) 1 Aevioydet
Katyopia cvuokevaciog (IATA) 1 Aevioydet
Koamnyopia cvokevaociog (ADN) 1 Aevioydet
Koamyopia cvokevaoiog (RID) 1 Aevioydet

Emucivduvo yio to meptBdAiov : On
Molvopatikdg Topdyovtog yio 1o v3ATVO TEPPAALov : On
Aowuég mAinpogopieg : Aev vmépyovv emmiéov Srabéoieg mANpoopieg

Eniyewa petagopd
Aev 1oy0et

HETOQOPA pécm Barhacong
Agev 1oy0et

Evoépra petogopd
Aev 1oy0et

Totapuo perapopd
Aev 1oy0et

2131 P0dPOpIKY) HETUPOPE.
Agv 1oy0et

Aev oydet

TMHMA 15: Ztovycio vopoOeTikov yopoktipo.

15.1.1. kavovicpoi EE

Aev mepiéyet kopio ovsio(eg) mov meprapfavetar(ovrar) oto Hapdpmpa XVII tov REACH (Ilpotnobéoeig neplopiopod)
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i-STAT PTPlus Control Level 1
i-STAT PTPlus Control Level 2
(CaClz reconstitution solution)
Agltio Aedopévov Acpareiog

oopeova pe v Kavoviopd (EK) Ap. 1907/2006 (REACH) kot tv tpomoroyia Tov (EE) 2020/878 kot cbuewva pe tov Federal Register / Vol. 77, No. 58
/ Monday, March 26, 2012 / Rules and Regulations
Hpepounvia éxdoong: 20/03/2023  exdoyn: A

Aev mepiéyet kapio ovoio(eg) Tov mepthapPavetarovtal) 6Tov KatdAoyo vroyneuwy ovolidv REACH

Aev epiéyet kapio ovoio(eg) mov mephappavetarovrar) oto Mapdpmua XIV tov REACH (Katdroyog adeiod6tnong)

Aev mepiéyet kapio ovoio mov vrokertol otov Kavoviopd (EE) apBu. 649/2012 tov Evporaikod KowoBovriov kot tov Zvpfoviiov g 4ng lovAdiov 2012
AVOQOPLKE [e TNV e&aymyn KOt EL00YMYN ETKIVOLVOV YNUKOV

Aev mepiéyet kapio ovoio mov vrokerral otov Kavoviopd (EE) apBp. 2019/1021 tov Evpondaikod Kowopoviiov kat tov Zupfoviiov g 20ng lovviov 2019
GYETIKA LE ELLLOVOVG OPYOVIKOVG POTTOVG

AVT| 1] GLOKEVT] GUUHOPPDVETAL UE TG OTOLTHGE TOV KavoviopoV EE 2017/746 v Tig cuokevég dudyvwong In-vitro (IVDR)

15.1.2. EOvikég dwatagerg

Teppavia

Kamyopia kvdvvov yia to vepd (WGK) : WGK nwg, oyt prapepd yia to vepd (Katdtaén coppova e ) yeppravikn odnyio AwSV,
Hapdpmpa 1)

Odnyio mepi emkivovvov atuynudtov (12. BImSchV) : Aev vmokerton oto Odnyio mepi enkivovvov atvynudtev (12. BImSchV)

Olravoio

SZW-lijst van kankerverwekkende stoffen : Kavéva amd to. cuotatikd dev eivat Katayeypoppévo

SZW-lijst van mutagene stoffen : Kavéva amd to cuotatikd dev eivar Katayeypoppévo

SZW-lijst van reprotoxische stoffen — Borstvoeding : Kavéva amd to cuotatikd dev eivat Katayeypoppévo

SZW-lijst van reprotoxische stoffen — Vruchtbaarheid : Kavéva amd to cuotatikd dev eivan KaTayeypoppévo

SZW-lijst van reprotoxische stoffen — Ontwikkeling : Kavéva amd to cuotatikd dev eivat Katayeypoppévo

Opoocnovoroxég pvOpicsic HITA

‘Oheg o1 ynukég ovsieg o€ avtd to TPoiov avaeépoviar g «Evepyéon otov EPA (Yrnpeoia [Ipootaciog [eptBdiiovtog) «Kavovag arormoewmv kowvomoinong
(Evepyd-Avevepyo) amobépartog tov TSCA» («o Tehkdg Kavovogy) tov defpovapiov 2019, dnwg tpomomomOnke tov PePpovdpto tov 2021 1 givan dtopopetikd
e&apovvton N pubpifovton amd dAlovg opyoviopovg 6mme 1 FDA 1 FIFRA

Honmrterokoi Kavoviopoi tov HITA

KoApdpvia - ITpdtaon 65 - Avtd 1o Tpoidv dev mepiéyetl ovaieg mov givar yvwotd oty moitteio g Kaipdpvia 0Tt Tpokaiodv Kapkivo 1/Kot avomapoy®yik
prapn

15.2. A&orhdynon ynukng ao@dierog

Aev vdpyovv emmAéov TANpoQopieg

TMHMA 16: Alleg TANpo@opieg

ZUVTONOYPUPIES KOL GKPOVOIA

ACGIH American Conference of Governmental Industrial Hygienists (Apepucavikiy Atdokeyn tov KoBepynticdv Blopnyavicodv
Yyewoldyov)

ADN Evponaiki cupeovia yio tn d1ebvi) LETAQOopa ETKIVOLVEOV EUTOPEVUATOV HECH ECOTEPIKOV TAOTOV 03MV

ADR Evponaikni copeovia yio tig S1ebveig 001kég HETAPOPEG EMKIVOLVEOV EUTOPEVUATOV

apipog CAS ApBuog Chemical Abstract Service

CLP Kavoviopdg yo mv to&vounon, myv exonpaven Kot ) cvokevacio, Kavoviepds (EK) ap. 1272/2008

DNEL Tapaymyo erninedo yopic emntOoES

EC50 S1OUEGOG TN OTOTELEGHLOTIKNG CLYKEVTPMOTG

Kwd.-EE ApBuods Evponaixng Kowottag

ED 1310t TEg evdOKPIVIKNG SraTapoyig

EN Evpomnaiké [pdtumo

IATA Aebvng Evoon Agpopetapopdv
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i-STAT PTPlus Control Level 1
i-STAT PTPlus Control Level 2
(CaClz reconstitution solution)
Agltio Aedopévov Acpareiog

oopeova pe v Kavoviopd (EK) Ap. 1907/2006 (REACH) kot tv tpomoroyia Tov (EE) 2020/878 kot cbuewva pe tov Federal Register / Vol. 77, No. 58
/ Monday, March 26, 2012 / Rules and Regulations
Hpepounvia éxdoong: 20/03/2023  exdoyn: A

XUVTONOYPUPIES KOL AKPOVONA

IMDG Atebvng Navtkog Kadikag Enkivévvav Epropgopdrtov
LD50 d060m mov mpokaiel Odvato 6to 50% TANBLoHoD dokiung (Sidpeon Bavatneopog ddon)
OEL ‘Opro emayyepotikng ékBeong
OSHA Opocmovdiakn Yanpeoia yio v Acedhreta kot Ty Yyeio oty Epyacia, tov Hveopévev ITolteidv
ABT AvOektikn, flocuocmpedotun Kot Toéikr ovoia
PNEC TIpoPremdpevn/eg cuykévip@on/elg Yopic ENMTOGELG
REACH Katoymdpion, a&ordynon, adeoddtmon kot teplopiopol tav ynukav apoiovieov Kavoviouog (EK) aptf. 1907/2006
RID Kavoviopoi yuo m 51e0vn} 61dnpodpopikn) LETOPOPE eXKIVOLV®V EUTOPEVUATOV
SDS Aghtio Agdopévav Acpareiog
TRGS Teyvucoi Kavoveg yuo emKivovveg ovoieg
aAoB Axpwog avOekTikn Kot kpms Blocvocmpedoiun ovoia
WGK Taén kwdvvov vddTev
Emonpavon erlhaydv:

AvaBedpnon A: Anpovpynonke véo SDS yia evbuypappion pe tov Kavovioud (EK) va’ apiBp. 1272/2008 [CLP] ko to Hazcom 2012 twv HITA.

Inyég dedopévav

Odnyieg yo v ekmaidgvon

AlAeg TAnpopopieg

To AAA cuvtdyOnke omo:
Pace Analytical Services, Inc.

Ta&wounon yw tig HITA odpemva pe o 29 CFR 1910.1200 (2012).
Ta&wounon ywo v EE cdpgova pe tov Kavoviopd (EK) apif. 1272/2008 tov Evpomaiko

KowoBoviiov kot tov Zupfoviiov, g 16mg Askepppiov 2008, yio tnv Tag&vopunomn, Ty eXionpoven

KO T1) GUGKELAGIO TOV OVCLAOV KOL TOV LEYHATMV, TNV TPOTOTOINGT KOl THV KATAPYNON TMV

odnyov 67/548/EOK kar 1999/45/EK kot v tportomoinon tov kavoviopob (EK) apB. 1907/2006.
Ta&wounon odpemva pe Tov Kavoviopd mepi ta&vopunong, 61Hoveng Kot GUGKELOGING OVGLOV Kot

pypdtov (SEA) mov dnpocievtnke oty Enionun Eenuepida va' ap. 28848 otig 11 Aekeuppiov

2013.

Haykoopiog Evappoviopévo oompo ta&voUnong Kot ETGTHUVOTG TOV XNUKOV TPOIOVI®V

(GHS).

ECHA (Evponaikos Opyavicpog Xnuwav Ipoidviwv).

H xavovikn xpfion avto Tov Tpoidvtog TPoPAETEL T xpNoN COUO®VA LE TIG 0dNYieg TN
GLOKELAGIOL.

Xvyypagéag: Pace.

Product Regulatory Services Group

1800 Elm Street
Minneapolis, MN 55414
United States
612-656-1175
paceSDS@pacelabs.com

Koatare&n copomva pe v odnyia 1272/2008 EK [CLP] Awdkacio Tagivopneng

Mn emcivévvo

Mé£60d0g vroroyiopon

Aglktio Agdopévav Acpareiog (AAA), EE-HITA
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i-STAT PTPlus Control Level 1
i-STAT PTPlus Control Level 2
(CaClz reconstitution solution)
Agltio Aedopévov Acpareiog

oopeova pe v Kavoviopd (EK) Ap. 1907/2006 (REACH) kot tv tpomoroyia Tov (EE) 2020/878 kot cbuewva pe tov Federal Register / Vol. 77, No. 58
/ Monday, March 26, 2012 / Rules and Regulations
Hpepounvia éxdoong: 20/03/2023  exdoyn: A

Ot mAinpogopieg kat GLGTAGELG OV TEPLEXOVTOL 6TO TapdV Pacilovial oe mANPoPopieg Kot doKiéEG oL moTeveTal 6Tt efvan a&dmotes. H Abbott Laboratories dev
£YYVATOL TNV 0KPIPE 7| TNV TANPOTNTA OVTOV TV TANPOPOPLOV 1 GLGTAGEWV OV TtEPEovTal 6to Ttapdv, OYTE OITOIEXAHIIOTE AIIO AYTEX TIZ
ITAHPO®OPIEX ATIOTEAOYN EI'TYHZXH, EITE PHTH 'H XYNEITATOMENH, OXON A®OPA THN AX®AAEIA TON ATAGQN, THN
EMITIOPEYZIMOTHTA TON ATAGQON 'H THN KATAAAHAOTHTA TON ATAGQN I'A XYTKEKPIMENO 2KOIIO.

Avtéc oL Tinpoopieg dev avtikadiotodv T cupPovAn evog enayyeipotio TepiBaiyng vyeiog, 00Te 0roTELOVV GVGTAGCT Y10l OTOLNSNTOTE GLYKEKPILEVN Bepameio.
Agv Tpoopilovtat yio. GUUTANP®OT, TPOTOTOINGN 1 AVTIKATAGTOGCT] OTOLWVONTOTE TANPOPOPLAOV (T.). EMCNUAVOT Kot EVOETA GLOKEVAGING) TOV TOPEYOVTOL OGOV
a@opd TNV TPk Xprion Tov Tpoidvrog. H Abbott Laboratories dev avolapfdvet kapio evfovn yio amotedécpate Tov AednKay 1 Y10 GOUTTOUOTUCES 1
GUUTEPAGULOTIKEG CNUES, CUUTEPIAOUPOVOLEVOV OTOAEIDV KEPODV, TOL TPOKVTTOVY ATO TN YPNOT AVTOV TV dedopévav. Agv yivetat 00T vTovoeiton Kaptio
gyyomon évavtt Tapdpfacng 0molwvONToTe SIMAMUATMV EVPECITEYVIOG, TVEVHOTIKOV SIKOIOUATOV 1) EUTOPIKMV CTLATOV.
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