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PO31JI1: InenTudikanis peyoBMHU a00 cyMminli Ta mignpueMcTBa/ KOMNaHii

1.1. InenTHdikaTop NpoayKTy

dopma npoyKTy : Cymim

HaiimenyBaHHst . i-STAT PTP" Control Level 1 (Plasma); i-STAT PTP“ Control Level 2 (Plasma)

Konx npoxykry : 06P17-17; 06P17-18

IHi 3aco6u inentudikamii : Koxxna kopobka MicTUTh 5 (1akoHiB iodini30BaHO1 1a3Mu Ta 5 QIaKOHIB PO3UHHY IS

BiguoBnenHs CaCl2. O6'em ma3mu y dakoni — 1 mn

1.2. Binnosigne iteHTH(iKOBaHE BUKOPUCTAHHS PeYOBUHHU 200 CyMillli, TA BUKOPHCTAHHS, SIKOT'0 CJIil YHHKATH

1.2.1. Binnosigne inenTndikoBane BUKOPUCTAHHS

BukopucTaHHs pe4oBUHU / CyMiIli : Jlng AiarHOCTHUKH in vitro

1.2.2. Heba:xaHi BUIH 3aCTOCYBAHHS

JlonatkoBa iHdopMarist BiACyTHs
1.3. leranbHa iHdopMaList Npo NocTa4aJbHUKIB, 1010 ACHOPTY 0e3NeKu

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

TexHiuHa MiATPHEMKA

Jus enexkrponnoi nowrru CILIA techsve@apoc.abbott.com
Tenedon 1-800-366-8020 option 1.

3a mexamu CIIA

Enexrponna norura oustechsvc@apoc.abbott.com

1.4. Tenedon rapsiuoi JiHii

Homep ekcTpeHHOro BUKIIMKY . 3BepHiThCs 10 LeHTpY ekcTpenoro BUkIMKy CHEMTREC®, o6 otpuMarty J0MOMOrY B
HaJ3BUYaiHUX CHTYallisX 3 TPAHCHOPTYBAaHHSIM ab0 HeOe3neyHumMu Matepianamu (24 roguHu Ha
1100y, 7 IHIB Ha THOXKACHB). 3BEPHITHCS 0 KOHTpakTy Abbott Homep CCN 119.
- Tenedon (800) 424-9300 (OGe3xoITOBHHN) sIKIIO BH Tenedonyete 3i Crionyuenux LlTaTis, Kanamu,
ITyepto-Piko Ta BipriHCEKHX OCTPOBIB.
- Tenedon +1 (703) 527-3887, Mi>kHapOJHUIA 1 MOPCHKHI HOMEp (MPHIHMAIOTHCS [3BIHKH Ha 300Di),
SIKIIO BY Tenedonyete 3-3a Mex Crionydernx LltaTiB abo 3 kopabiist B MOpi.

PO3A1J12: [loTeHuiiini Hede3meKn

2.1. Knacudikanisi peduoBruHu a0 cymini

Kaacudikauis 3rinno qupextusu (EG) Ne 1272/2008 [CLP] i US Hazcom 2012

Lleit mpoaykT OyB OLiHEHHMIT BiNMOBIAHO 10 KpUTEpiiB Kiacudikarii y CBiTOBil rapMoHi30BaHiil cucTeMi kiackdikanii Ta MapKyBaHHs XiMidHuX pedoBuH (GHS).
Lleii mpoaykT He BiANOBigae kKpuTepisM knacudikauii Bixnosigao xo GHS.

Hecnpusatiusi ¢izuko-xiMiuna Jis Ha 310pOB'sl JIOAMHH i HABKOJIMIIHE CcepeloBHea

JonatkoBa iHdopmaris BincyTH
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2.2. EneMeHTH MapKyBaHHS

MapxkyBauus 3rigso gupextusi (EG) Ne 1272/2008 [CLP] i US Hazcom 2012

MapkyBaHHs HE 3aCTOCOBYETBCS

2.3. Inmi Hede3nexkn

CyMil He MiCTUTh PEYOBHUH, BKIIOUCHHUX y CIUCOK, CKIaIeHHH BianoBinHo a0 1.1 crarti 59 REACH, sk Taki, 1o MaroTh LIKiUIHBI Vsl eHAOKPUHHOI CHCTEMH
BJIACTUBOCTI, a00 BH3HAYAIOTHCS SIK TAKI, 1[0 MAIOTh IIKI/UTMBI AJIs1 €HIOKPHHHOI CHCTEMH BIIACTHBOCTI, BIAMIOBITHO 10 KPUTEpiiB, BUKIaAeHUX ¥ PernamenTi npo
nenerysanHs Kowmicii mosHoBaxkens (€C) 2017/2100 a6o B Pernmamenti Komicii (€C) 2018/605, y koHueHTpauii, mo gopiBHioe abo nepesmuiye 0,1 %.

Lleit npoayKT MiCTHTh KOMIIOHEHTH JIFOACHKOTO MOXOKeHHs. JKO/IeH BilOMHIA METO/] TECTYBaHHS HE MOXeE JaTH IIOBHOI rapaHTii TOTo, 110 HPOIYKTH, OTPUMAHI
3 OpraHi3My JIIOJUHH, He OyIyTh nepenaBath iHpekiio. TomMy BCi MaTepiain JIF0JCHKOr0 MOXO/KCHHS, CITijl BBKATH MOTECHLIHHO 1HQEKIIHHUMA.
Martepiat JT10ICBKOTO MOXOJKECHHS, 110 BUKOPUCTOBYETHCS B I[bOMY HPOJYKTi, OYB IPOTECTOBAHMI i BCTAHOBIICHO:
- Hepeaktusuuii Ha HBsAg (moBepxHeBuii aHTUreH renatury B)
- Hepeaxtusuuii Ha HCV (Bipyc rematuty C)
- Hepeaktusuuii Ha PHK HIV-1 Ag a6o HIV-1 (auturen Bipycy imyHonediuuty moaunu 1 Tumy abo puOOHyKIeiHOBa KUCIOTa Bipycy iMyHOAehIiIUTY
JoauHY 1 THILY)

PO3A1JI3: CkJyaa/ BinoMocTi Mpo KOMIOHEHTH

3.1. PeyoBuHHI
He 3aCTOCOBYETLCA

3.2. Cymim

CyMin XiMiYHUX Ta/a00 Oi0NOTIYHUX PEYOBHH JUISl JIarHOCTHKH in Vitro.

Im's Inentudgikarop nponykry | % Knacudikanis srinno nupexrusu (EG)

Ne 1272/2008 [CLP]

He micTuTh HeOe3MeYHNX IHIPEIIEHTIB y KOHIEHTPALISX, SKi MTOTPeOYIOTh po3KpUTTs 1oa0 CtanmapTty crosinieHHs npo Hebesneky OSHA (29 CFR 1910.1200)
a6o Pernamenty (€C) Ne 1907/2006 (REACH) 3 monpaskoto 1o Pernamenty (€C) 2020/878

PO31J14: 3axoau moa0 HATAHHS MEPIIOi J0MOMOTH

4.1. 3axoaM 1010 HAJAHHS NEPLIO] J0NIOMOTHU

3aranbHa Hepia 101momMora .Y pasi 3BepTaHHi JI0 JliKapsi HOKaxiTh el nacropr Gesnexu. [Tepes MOBTOPHUM BUKOPUCTAHHSIM
BUIpAaTH 3a0pynHeHnit oxsr. Hikosu He JaBaTH HIYOro Yyepe3 poT HEIPHUTOMHIN JIFOMHI.

[lepura foromora micist BIUXaHHS . TIPY BAMXAHHI: Bunecith Ha cBi)ke MOBITPsI Ta 3aJIMIITE B KOM(OPTHIM [T AUXaHHS MTO3ULII.

INepura foromora micist KOHTaKTY 31 KIpOo . TIPU TIOTPAIUISIHHI HA HIKIPY (uu ozsr): Bunganite ypaskeHuit 05T i MPOMHITE BCi BIAKPUTI

JIIISTHKY [IKIPU BOAOIO MpUHAiiMHi 15 XBuuH. SIKIIO po3apaTyBaHHs PO3BUBAETHCS 200
30epiraeThesi, 3BEPHITHCS JI0 JIKaps.

Ilepmra foromora micis KOHTAKTy 3 OYUMa : YV BUITAZIKY KOHTAKTY 3 OUMMA: O6epeHO IPOMHUTH 04i BOJOIO HPOTATOM JEKIIBKOX
XBHJIMH. SIKIIO MOTEPIiINHA HOCUTh KOHTAKTHI JIIH3H, OTPIOHO 3HATH X, KOJIH 16 MOXKITHBO JIETKO
3pobuth. IIpooBkKUTH IpOMUBaHHS. Y pasi, SKIIO MOJAPa3HEHHs o4eil He IPOXONTh, 3BEPHYTHCS
10 JTiKaps.

[Tepmra foromMora micis KOBTaHHS . IIPY KOBTAHHI: petensro npononockat pota. He BUKInKaTH OntoBaHHs 0e3 KOHCYJIbTALLT 3
TOKCHKOJIOTIYHHM LIEHTPOM. 3BEPHITBCS JI0 JIiKaps, SKIIO BU MOYyBaeTe cebe Hemobpe.

4.2. Haii6iiib1 rocTpi 200 BiACTpOYeHi CHMIITOMH Ta NPOSIBU

CuMITOMH/HACTIAKA : He BBaxaeThest HeOE3MEUHNM 32 HOPMATIBHIX YMOB SKCILTyaTail.
CHUMITOME/HACIIIKY HiCIIs KOHTAKTY 31 MIKipOIo : Moske CIpUYMHHUTH He3HAUHE ITOPA3HEeHHS JUXaIbHUX NIIAXIB
CUMITOME/HACIIIKY HiCJIst KOBTAHHS : Moske CIpUYHHUTH He3HAYHE II0JPa3HEeHHS IIKipH

CUMITOMH/HACIIIKY HiC/Is KOHTAKTY 3 O4UMa . IIpsiMuii KOHTaKT 3 0YKMMa, HIMOBIPHO, CIIPHYMHITHME PO3PATyBAHHS
CHUMITOME/HACTIAKY MiCIIS BAMXAHHS : Moske CIpUYHHUTH He3HAYHE II0JPa3HEeHHS IIUTYHKOBO-KHIIKOBOTO TPAKTY
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4.3. Bka3iBku 111010 TepMiHOBOI MeIMYHOI 10NIOMOTH 200 He0OXiaHOI creniajbHOI 00poOKH

JonatkoBa iHdopmaris BincyTHS

PO31JIS: HeoOxinHi 3axoau y pasi moxkexoracinus

5.1. 3aci6 moxkexxoraciHus
BianoBinHi 3ac00M MOXKEKOTACIHHS : Cyxuit nopomok. [Tinu . Tiokcua Byraemo (CO2).
5.2. Oco6.1nBa HeGe3MeKa BiA pe4oBHH a00 cymimneii

IMoxxerxHa HeOe3meka . Kpurepii knacucixarii He BUKOHYIOTbCS
Hebe3neka Budyxy . Kpurepii knacucixarii He BUKOHYIOTbCS

5.3. IncTpykuii 3 moske;koraciHHs

3aco0u IPOTUIIOKEIKHOTO 3AXUCTY : He BxozapTe B 30HY moxesxi 6e3 HaJIXKHHX 3ac001B 3aXUCTY, BKIIOYHO i3 3aXUCTOM OPraHiB AUXaHHS.
IloBHwuii 3aXUCHUI OAAT.

PO3/1J16: 3axoau y pa3i BUIAAKOBOT0, MUMOBIIbHOT'0 BUKHUAY

6.1. 3amo6ixHi 3axX01H /IS TEPCOHATY, 3aXHCHe 00JIaTHAHHS TAa NPABHJIA MOBO/UKEHHS Y eKCTPEHNX CHTYaIifX

6.1.1. He HaBuYeHUi mMepcoOHAJI VISl HA/IAHHS I0NIOMOTH Y HA/I3BHYAHNX BUIIAIKAX

3acobu 3axucTy . HapsrayTtu 3acobu 3axucry, sIK OMHECAaHO B PO3Timi 8
ITnany Hag3BUYAWHUX 3aXO0/IB . EBakyloBatu HenmoTpiOHHII mepcoHAT.

6.1.2. s aBapiiinux opurajy

3acobu 3axucTy . HapsirayTH BianmoBiaHUi 3aXUCHHMIT OAT, PyKaBHIIi Ta 3aCO0M 3aXUCTy ouelt abo 00anI4s.
3aTBepMKeHHMI pecipaTop i3 HPEMYCOBOIO MO/Ia4eIo MOBITPsI B pa3i HA3BHYANHHOI CUTYALI]].

6.2. 3ax01M 3aXHCTY HABKOJHMIIHBOIO Cepe0BHINA

VHukatu TIOTpAIIAHHA Y HAaBKOJIMIIHE CEPEIAOBHUILIC. 3anobiratu TIOTPAIIAHHIO B KaHaJTi3allio Ta l"pOMa,I[CIJKi BOJONMH. HOBi,I[OMTe OpraHu BJaJu, AKIIO
pe€4OoBUHA IPOHUKHE B KaHanisaui}o abo BOIY I'pOMAZICBKOI'O KOPUCTYBAHHS.

6.3. MeToau Ta MaTepiajau 1Jist 300py Ta 0UMILEHHIO

Jlst 360py : 3YNUHUTHU BUTIK, SKIIO LI MOXKHA 3po0HTH Oe3meuHnM nuisixoM. OoMexTe Oy/Ib-sKi pO3ITUBU
nambamu abo abcopbeHTamu, o0 3ano0irTi Mirpaii Ta MOTPAIUIIHHIO B KaHAJIi3a1i10 a00 BOISHI
HOTOKH.

Mero/u OYHIIEeHHS : 3MecTH po3UTHI MaTepial 10 Kynu 6e3 HigHATTS muity. PeTebHO OYHCTHTH OBEPXHIO, 1100

BHIQJINTH 3aJIMIIKOBE 3a0pyaHeHHs. [IDPOMHTH BEIMKOIO KiJIbKICTIO BOAHM 3 MHIOYHM 3aC000M.
306epiraTi y BIANOBITHUX 3aYNHEHUX KOHTEHHepax s yTuiisawii. Lei marepian Ta ioro Tapa
MAIOTh yTHII3YBAaTHCS GE3MIEYHAM YHHOM BiJIOBIIHO 10 MiCLEBHX 3aKOHOJIABYHX BUMOT.

6.4. [Tocnnanusa Ha iHIi po3aiau

JlonatkoBa iHdopMaris BiAcyTHI

PO31/I7: BukopucranHs i 30epiranusi

7.1. 3axonu Ge3nexku Npu Ge3NMeYHOMY MOBO/KEHHI

3axou Oe3nexu mpu 6e3neYHOMy HOBODKCHHI : TloBoauTucs sk i3 MOTEHLIHHO iH(EKIiHHIM MaTepiantoM. BUKOpHUCTOBYBAaTH TibKY IPH AOCTATHIN
BeHTWALIl. He Biuxatu nui. 30epiraTu KOHTEHHEp MIIBHO 3a4YMHEHUM Y TIPOXOJIOAHOMY MiCII .
PeTenbHO BUMHTH IicIsL pOOOTH. YHUKATH IOTPAIUITHHS Ha IIKIPY, B 04l if Ha OfAT.
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7.2. YMo0BH 0e311e4HOro 30epiraHHs 3 ypaxyBaHHSIM HeCyMiCHOCTI
yMOBU 30epiraHHs : 30epiraTH TiNbKU B OPHTiHATIGHIN yIAKOBI.
7.3. Cnenudivni kinmesi kopucTyBayi

JonatkoBa iHdopmaris BiACyTHI

PO31JI8: O6mexeHHs i KOHTPOJIb eKCIO3UIiHOI 103H / IHAuBinyabHi 3aco0n

8.1. KonTpoasHi napamerpn

8.1.1. HanionansHuii npodeciiinnii Biuus i 6io/10riuHi rpaHuYHI 3HAYEHHS

JlonatkoBa iHdopMarist BiAcyTHs

8.1.2. Pekomen10BaHi npoueaypu MOHITOPHHTY

JonatkoBa iHdopmarist BincyTH

8.1.3. YTBOpeHi pe4oBHHH, 1110 320PY/AHIOIOTH NOBITPS

JlonatkoBa iHdopMarist BincyTHs

8.1.4. DNEL (piBenn rpannyuHo npuiinsiTHoro snuBy) i PNEC (nmporso3zosana 0e3neyHa KOHIEHTpalisi)
JonatkoBa iHdopmaris BincyTH

8.1.5. KonTpoabHa rpyna

JlonatkoBa iHdopMarist BincyTHs

8.2. O0MekeHHs | KOHTPOJIb eKCIIO3ULIHHOT 1031
8.2.1. BiqnoBiaHi 00'€KTH TeXHIYHOI0 peryJIl0BaHHs

BianosiaHi 00'€KTH TeXHIYHOTO peryJIlOBaHHS:

3a0e3neunTy JOCTATHIO 3aTANIbHY i MiCIIeBY BUTSDKHY BEHTUIIAIIIO. 3alIpOBa/UKYHTE OTOPOIXKEHHS IPOIIECiB, MiCIIeBY BUTSDKHY BEHTHIIALIIO Ta 1HIM iHXKEHepHI
3ac00H KOHTPOJIO JUISl MiATPUMKH PIiBHIB y TOBITP] HIKYE PEKOMEHIOBAHUX MEX BILIUBY. 3a0€3MCUUTH JOCTAaTHIO BEHTUILLIIO, OCOOJIHBO B OOMEKEHHUX
MPUMIICHHSX.

8.2.2. 3aco0m iHAMBIAYaJIBHOIO 3aXHCTY

3aco0u iHAMBiTyaILHOIO 32XHCTY:
PyxaBuuky , 3aXUCHI OKyISIpH

CumBoJ1(1) 00JIaJHAHHS /11 IEPCOHAJIBHOIO 3aXHCTY:

8.2.2.1. 3axucr oueii i 00 aHUUsE

3axucr ouveii:
BuxkopucToByiiTe 3ac0o0u 3aXUCTy O4eil, IpUAaTHI AT HaBKOJIHUIIHEOIO CEPEIOBUIA. YHUKANTE MPSIMOTO HOTPAIUIIHHS B OUi.

8.2.2.2. 3axucT WIKipn

3axucT Tija Ta WKipu:
Hapnsraytu XiMivHO HenpoHHKHI 313/KoMOiIHE30HH 3 TOBrMMH pyKaBaMmH, 1100 MiHIMi3yBaTu BIutHB Ha Tino. [EN 14605:2005 ta EN 13034:2005]

3axucr pyk:
BukopucToByBaTH PyKaBUUKH, IO BiAIOBiNaloTs pobouomy cepenopuiry. Gloves should be classified under Standard EN 374 or ASTM F1296.

8.2.2.3. 3axucr opraniB IuXaHHs

3axucT opraHiB JUXaHHA:
Sxmo mapa, TyMaH abo i nepesuirytots PEL a6o inmi 3acrocoBri OEL, BukopucToBy#iTe 3aTBepKeHi €BponeiicbkuM cTangaproM EN 529:2005 3acobu
3aXUCTy OPTaHiB JUXaHHS BiJ| MHIy/TBEpIUX YaCTHHOK
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8.2.2.4. Tepmiuna Hede3neka
JonatkoBa iHdopmaris BincyTHS
8.2.3. O6MesKeHHSs | KOHTPOJIb eKCIO3ULIHHOT 103U U151 I0BKILIS

JonatkoBa iHdopMarist BiAcyTHs

PO3A1J19: ®i3uyHi i xiMiuHi BI1acTHBOCT

9.1. Indopmanis npo ocHoBHi (piznyHi i ximiuHi B1acTuBocTi

ArperatHuii ctan : Teepno

30BHIIIHII BUTTIST : JliodinizoBana rpanyma
Komip : Conom'sHu KOTIp

3amax : Bix nerkoro 10 BiICYyTHBOTO
Iopir 3anaxy : He 3acrocoByeTbcs

pH : He 3acTocoByeThes

BingHocHa MBUAKICTE BUIapoByBaHHs (OyTminanerar = 1) : He BusHaueno

Touka riapnenss / Jliana3oH raBieHHs : He 3actocoByeTbes
Temnepartypa 3acTUraHHS : He Busnaueno

Temmepatypa KumiHHSA : He BusHaueno

Touka 3aiiMaHHs : He BusHaueHo

Temnepartypa camo3aiiMaHHs : He 3acrocoByeTbcs
Temmneparypa po3nany : He 3acTocoByeTbest
3aiiMUCTICTD (TBEpJa peYOBUHA, Ta3) : He 3acrocoByeTbcs

Tuck napu : He BusHaueHo

BinnocHa rycroTa napu mpu temmeparypa 20°C : He BusHaueHo

BigHocHA IIIIBHICTE . He Bu3HaueHo

I'yctuna : He Busnaueno

PozunnHicTh : Po3umnne y BogHOMY pO34HHI
Koedinient posnoniny H-oxtanox / Boga (Log Kow) : He BusHaueHo

B's13kicTh, KiHEMaTHYHA . He Bu3HaueHno

B's3kicTh, tuHaMiYHA . He Bu3HaueHo

BubyxoBi BIacTUBOCTI . Kpurepii knacucixarii He BUKOHYIOTbCS
OKHCITIOBaIbHI BIACTUBOCTL . Kpurepii knacucixarii He BUKOHYIOTbCS
Mexi BuOyxoHe6e311eHOCTI : He 3acrocoByeTbcs

9.2. Inmi BizomocTi

9.2.1. Inopmauii npo kjaacu Qizu4HOI Hede3NeKn
JlonatkoBa iHdopMarist BiAcyTHs
9.2.2. Innii XapakTepHCTHKH 0e3NeKH

JonatkoBa iHdopmaris BincyTH

PO31JI10: CrilikicTsb i peakuiiiHa 31aTHiCTH

10.1. Peakuiiina 30aTHiCTh

JlonatkoBa iH(popMarlis BIACYTHS.

10.2. XimiyHa cTa0lIbHICTH

JlonatkoBa iHdopMarist BincyTHs.

10.3. MoxMBicTh HeGe3NeYHUX pearuii

JlonatkoBa iHdopMarist BincyTHs.
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10.4. Henmpunyctumi ymoBu

JlonatkoBa iH(popMarlis BIACYTHS.

10.5. Hecymicni MmaTepiaau

JlonatkoBa iH(popMarlis BIACYTHS.

10.6. HeGe3neuHi NpoayKTH PO3KIaXaHHA

JlonarkoBa iH(popMallis BIACYTHS.

PO31JI11: Toxkcukosoriunaa ingopmanis

11.1. Indopmanis npo kaacu HeGe3nexkn, Bu3Havdeni B Permamenti (EC) Ne 1272/2008

I'ocTpa TOKCHYHICTH ( IepopanbHa ) . Be3 pyOpuku
T'octpa ToKCHYHICTH ( AepMabHA ) . Be3 pyOpuku
T'ocTpa TOKCHYHICTH (IpU BAUXAHHI ) . Be3 pyOpuku
XimMiqHUH OIiK/ HOAPa3HEHHS MIKipH . Be3 pyOpuku
Baskke ymkomKeHHs/ HOAPa3HeHHS 04ei . Be3 pyOpuku
Hebe3neka cencu6inizanii JUXaIbHUX MUBIXIB 1 MKipy . Be3 pyOpuku
MyTareHHiCTb 3apOJKOBHX KIITUH . Be3 pyOpuku
Kamnrmeporensicts . Be3 pyOpuku
PenpomyKTHBHA TOKCHYHICTH . bes pyOpuxn
Creru¢ivyHa TOKCHYHICTD AT LiTLOBOTO OpTraHy . Be3 pyOpuku
(0IHOpa30Ba EKCIIO3HILIs)

Crenu¢ivyHa TOKCHYHICTD AJIS LITBOBOTO OpraHy . Be3s pyOpuku
(TIOBTOpHA [Tisl LIKIUTUBHUX PEIOBUH)

He6e3neka BauxaHHs . Be3s pyOpuku

11.2. Indopmanis npo iHur HeGe3neKkn

11.2.1. HIKipMBi 1151 eHI0KPHHHOI CHCTEMH BJIACTHBOCTI

HecnpusTauBi HACIiAKY AT 30POB'sl, CIIPUIHHEH] : CyMil He MiCTHTH PEYOBHH, BKIIOUEHUX Y CIIUCOK, CKJIAICHUH BilNoOBixHO 10 1.1 crarTi 59

LIKIJUIMBUMHU JUISl €HAOKPHHHOI CUCTEMHU BIIACTUBOCTSIMH REACH, sk Taki, [0 MalOTh IIKiJIUBI I eHIOKPUHHOI CHCTEMH BJIACTUBOCTI, 800 BU3HAYAOTHCS
SIK TaKi, [0 MAIOTh IIKiJUTHBI JUIs €HJOKPHHHOI CHCTEMH BIACTHBOCTI, BIATIOBITHO 10 KPHUTEPIiB,
BuKIafgeHux y Permamenti npo neneryBanus Kowmicii mosHoBaxkeHs (€C) 2017/2100 abo B
Pernamenti Komicii (€C) 2018/605, y koHueHTpauii, 1o qopiBHioe abo nepesuuiye 0,1 %.

11.2.2. Inumi BizomocTi

Tnmni BizomocTi . JonmarkoBa indopMarist BincyTHs

PO3A1JI12: Exoaoriuni qai

12.1. TokcuuHicTH

Exoutoris - 3araibHe : Iadopmanis BizcyTHs.
TocTpa TOKCHYHICTB JUlsl BOAHOTO CEPeIOBHIIA : Be3 pyOpuku
XpoHiuHa BOJIHA TOKCHYHICTh . Bes pyOpuku

12.2. CrilikicTh Ta 31aTHICTH 10 0i0JI0TiYHOIr0 PO3KIALY

i-STAT PTP!s Control Level 1 (Plasma); i-STAT PTP!“s Control Level 2 (Plasma)

CrTiliKicTh Ta 30aTHICTB IO 010JOTIYHOTO PO3KIATLY Iadopmaris BigcyTHs.
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12.3. [loxa3Huk noreHuiaxy 6ioakymyasimii

i-STAT PTP!Us Control Level 1 (Plasma); i-STAT PTP!Us Control Level 2 (Plasma)

IMoka3HuUK NOTeHIiany OioaKyMyJIsLii Indopmartist BixcyTHs.

12.4. MoOGinbHicTh B IPYHTI

i-STAT PTP!Us Control Level 1 (Plasma); i-STAT PTP's Control Level 2 (Plasma)

Exororis - pyHT ‘ Iadopmaris BigcyTHs.

12.5. Pe3yabraTu ouinku tTa PBT vPvB

JonatkoBa iHdopmaris BincyTH

12.6. HIkinausi 1i1st eHAOKPHHHOI CHCTEMH BJIACTHBOCTI

HecnpusaTauBuiil BILIMB Ha HABKOJIUILIHE CEPEAOBHUILE, : CyMil He MiCTUTh PEYOBHH, BKIIOUEHUX y CIIHCOK, CKJIAJICHUHN BilNOBixHO 10 1.1 cTarTi 59
CHPUYHHEHHH IKIUIMBUMH JUISl €HJIOKPHHHOT CUCTEMH REACH, sk Taki, [0 MarOTh IIKiJIHUBI I eHIOKPUHHOI CHCTEMH BJIACTUBOCTI, 800 BU3HAYAOTHCS
BJIACTUBOCTSMH SIK TaKi, 110 MaKOTh MIKIUIUBI JJIsl €HIOKPUHHOT CUCTEMH BIACTHBOCTI, BIAMOBIIHO 0 KPUTEPIiB,

BuKIafgeHux y Permamenti npo neneryBanus Kowmicii mosHoBaxkens (€C) 2017/2100 abo B
Pernamenti Kowmicii (€C) 2018/605, y koHneHTpauii, 1o qopisHioe abo nepesuuiye 0,1 %.

12.7. Inmi mKigJIuBi BILIHBH

JlonatkoBa iHdopMarist BiAcyTHs

PO31113: Bka3ziBku moao yruaizamii

13.1. MeToau OYMCTKH BiIX0aUB

MeTo/11 OYHCTKHU BiIXOAHB : He ckupaty B cHCTeMH BOJIOBIIBEICHHS 3arajlbHOr0 KOPHCTYBAHHSI 6e3 03BOJTy OpraHiB KOHTPOIIIO
3abpyaHeHHs. be3 103BoMy He I0IYyCKA€ThCs CKUAAHHS B TIOBEPXHEBI BOJIM.
Pexomennanii 3 yTuiizarii IpoyKkTy / yIakoBKH . Yrunisyiite 6e3me4HIM YHHOM BiIIOBITHO J0 MiCLIEBHX / HAL[lOHAIBHUX HOpMaTHBIB. He nomyckaru

nonagaHHs NPOAYKTY B HABKOJIMIIIHE CEPEIOBHUIIIC

PO3/1J114: JaHi npo Tpancnopt

V Bignosigaocti 10 ADR / IMDG / IATA / ADN / RID

14.1. Homep 3a kaacudikaniero OOH a6o inenTudikaniiinnii Homep

OOH Ne. (ADR) . He 3actocoBHO
OOH Ne. (IMDG) . He 3acTocoBHO
OOH Ne (IATA) . He 3acrocoBHo
OOH Ne (ADN) . He 3acrocoBHo
OOH Ne. (RID) . He 3actocoBHO

14.2. Odiuiiina Ha3Ba 1JIs1 TPAHCIIOPTYBAHHS

Odiniiina Ha3Ba st TparcnopTyBaHHs (ADR) : He 3acrocoBHO
Odimiiina Ha3Ba s TpancnopryBanus (IMDG) : He 3acrocoBHO
Odimiina Ha3Ba s TpancnopTyBanus (IATA) : He 3acrocoBHO
Odiniiina Ha3Ba st TparcnopTyBaHHs (ADN) : He 3acrocoBHO
Odiniiina Ha3Ba qist TparcnopryBaHus (RID) : He 3acrocoBHO

14.3. KnacudikoBano ik HeGe3neYHHH /I TPAHCIIOPTYBAHHS

ADR
Kiac(u) nebGesneku npu tpancnoprysatsi (JJOITOIN) : He 3acrocoBHO
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IMDG

KnacudixoBaHo sik HeOe3newynuit as TpancnoptyBanHs . He 3actocoBHO
(IMDG)

IATA

KrnacugixoBaHo sik HeGe3newHui UIs TpaHCIOpTYBaHH . He 3acTocoBHO
(IATA)

ADN

Kiac(u) neGe3neku npu tpancrnoprysansi (BOITHB) . He 3actocoBHO
RID

KnacudixoBaHo sik HeOe3neuynuit ast TpancnopryBanis . He 3actocoBHO
(RID)

14.4. [lakyBaabHa rpyna

[MaxyBansha rpyna (ADR) : He 3acTocoBHO
[MakyBansha rpyna (IMDG) : He 3acrocoBHO
I'pyna ynaxoBku (IATA) . He 3actocoBHO
I'pyna ynakosku (ADN) . He 3actocoBHO
[MakyBamnsha rpyna (RID) . He 3actocoBHO

14.5. He0e3nexu 1J151 HABKOJIMIIHBOIO cepei0BHIIA

He6e3neunuii 1u1si HABKOJIMIIHBOTO CEPEeIOBUILA . Hemae
Mopchkuii 3a0py THIOBaY : Hemae
Txmni BizomocTi : Hisixoi nogarkoBoi iHdopmarii

14.6. CneniajbHi 3an00i2kHi 3aX01¥ 1J151 KOPUCTYBa4a

CyxonyTHHMIi TPaHCIOPT
He 3acTocoBHO

Mopcbka 10cTaBKa
He 3actocoBHO

MoBiTpsinuii TpaHCcNOPT
He 3acTocoBHo

BuyTpimmniii BogHuii TpancnopT
He 3actocoBHO

3ani3HHYHUI TpaHCcHOPT
He 3acTocoBHO

14.7. MopcbKke TpaHCIOPTYBAHHS HABAJIOM 3TiiHO 3 fokyMeHnTamu IMO

He 3actocoBHO

PO31JI15: IIpaBoBi BUMOTH

15.1. IoJokeHHs1, sIKi CTOCYIOThCS 0e3MeKH, 0XOPOHH 30POB'sl i HABKOJHMIIIHLOTO cepeI0BHINA / crieniajibHe 3aKOHOIABCTBO /LIS
pe4oBHH 200 cyMmimei
15.1.1. po3nopsixenns €C

He mictuts peyoBuH, BkmoueHux 10 Joxatka XVII no Pernamenty REACH (YMoBH 0OMeXeHHS)
He mictutb pedoBuH i3 Cnincky pedoBuH-kanaunatis REACH
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He mictuth pedoBuH, Bkiaouenux 1o Jonatka XIV no Pernmamenty REACH (CriMcok pedoBHH, IO MiAIAraloTh aBTOPU3ALii)

He mictuth pedoBuH, 3a3HaueHux B nepeiniky PIC (Permament €C 649/2012 miono ekcrnopty Ta iMIOPTY HEOE3MEeYHHX XIMIKATIB):
He micTuts pedoBuH, 3a3Hauennx B nepeniky CO3 (Permament €C 2019/1021 oo cTiifikux opranivHux 3a0pyAHIOBaYiB)

Lleit mpucTpiii Bigmosinae Bumoram periamenty €C 2017/746 moao aiarHoCTHYHUX IPUCTPOiB in-vitro (IVDR).

15.1.2. HamioHa,ibHi BUMOTH

Himeyunna

Knac nebesnexu aist Boau (WGK) : WGK nwg, 6e3neunnii uist Boau (Knacugikauis BinnosigHo 10 AwSV, nonarok 1)
IMocranosa npo HeGe3neuni innuaenTu (12. BImSchV)  : He perymoetscs [locranoBa npo nebesneuni innuaenta (12. BImSchV)
Hinepaanan

SZW:-lijst van kankerverwekkende stoffen : XKojeH 3 KOMIIOHEHTIB He OyB BKa3aHMil Y CIIUCKY

SZW:-lijst van mutagene stoffen : XozeH 3 KOMIIOHEHTIB He OyB BKa3aHMii y CIIUCKY

SZW:-lijst van reprotoxische stoffen — Borstvoeding : XKozeH 3 KOMIIOHEHTIB He OyB BKa3aHMii y CIIUCKY

SZW:-lijst van reprotoxische stoffen — Vruchtbaarheid : XKojeH 3 KOMIIOHEHTIB He OyB BKa3aHMil Y CIIUCKY

SZW:-lijst van reprotoxische stoffen — Ontwikkeling : XKozeH 3 KOMIIOHEHTIB He OyB BKa3aHMil Y CIIUCKY

®enepaibhi npasuia CIIA

VYci XiMivHI PEYOBHHH B IbOMY NPOIYKTi HAaBECHI sIK «akTUBHI» B EPA (AreHTCTBO 3 0XOpOHH HaBKOJIMIIHBOTO cepenoBuia) «IIpaBuiio BuMor 1o
MOBIIOMJICHHS (aKTHBHO-HEAaKTHBHO) 100 inBeHTapu3auii TSCA» («OcTaTouHe mpaBuio») Bix otoro 2019 poky, 3 monpaBkaMu, BHECEHUMH B Jirotomy 2021
POKY, 200 iHIIKM YHHOM 3BIIBHSIOTHCS a00 PEryIIOIOTHCS IHIIMMH ycTaHOBamMH, Takumu sk FDA a6o FIFRA

Mpasuiaa mraris CIIA
Kamnigopnis - [Ipono3uris 65 - Leii npoayKT He MiCTHTh PeYOBHH, Bigomux mraty KamiopHis, siKi BUKIHKAIOTh pak Ta/ab0 penpoayKTHBHY LIKOLY

15.2. Ouinka 0e3nexn pe4oBHH

JonatkoBa iHdopMmartist BiACyTHs

PO3A1J116: Inmi BizomocT

CxopoueHHs Ta abpeBiaTypu

ACGIH AMepuKaHCbKa KOH(EPEHIIis IepKaBHUX (paXiBILiB i3 IPOMHUCIOBO] TirieHU

ADN €Bporneiicbka yrosa, 1o BiTHOCUTBCS 10 MiXKHApOAHHX IepeBe3eHb HeOe3MeUHHX TOBapiB BHYTPILIHIM BOJHUM TPAHCIOPTOM
ADR €Bpomneiicbka yroaa, o BiTHOCUTBCS 10 MiXKHApOIHHX IepeBe3eHb HeOe3MeuHHX TOBapiB MO JOporax
CAS-Ne Peectpauiiinuii Homep ciyx6u Chemical Abstract

CLP Permament npo xinacudikariro, MapKyBaHHS Ta IaKyBaHHS; Permament (€C) Ne 1272/2008

DNEL Bcranosnenuii 6e3neuHnil piBeHb BILTHBY

EC50 Meniana e()eKTUBHOT KOHLIEHTpAIIii

EC-Ne Homep €Bpormneiicbkoro criBTOBapucTBa

ED IkimmuBi 1151 eHIOKPHHHOI CHCTEMH BIACTHBOCTI

EN €BponeiCchKiA cTaHaapT

IATA International Air Transport Association

IMDG International Maritime Dangerous Goods

LD50 Median lethal dose

OEL Mexa BIUTHBY Ha poOOYOMY MicLi

OSHA Ynpasniass npodeciiiHoi 6e3nexH Ta 0XOPOHH 310POB's

PBT Criiika, 6i0aKyMyJIITHBHA, TOKCHYHA PEUOBHHA
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Ckopouenns Ta abpeBiaTypu

PNEC IIporuno3osana (i) 6e3neuna(i) koHneHTparis (i)

REACH Registration, Evaluation, Authorisation and Restriction of Chemicals Regulation (EC) No 1907/2006

RID Regulations concerning the International Carriage of Dangerous Goods by Rail

SDS IMacnopt be3neku (116)

SDS ToOKCHYHICTB JUIS IEBHOTO IIJIbOBOTO OPTaHy

TRGS TexHiuHi npaBuiIa MOJ0 HEOE3MEYHUX PEUOBUH

vPvB Jlysxe criiika Ta gyxe 6i0akyMyJIITUBHA PEYOBHHA

WGK Kiac HeGe3meku 171si BOAHOTO cepeioBHILa

ba3u manux . I'moGanbHa rapmoHi3oBaHa cucteMa iHdopmaii mo 6e3meni ximiunoi npoxykuii (GHS).

Kracuoixaris s CHIA Bignmosinuo o 29 CFR 1910.1200 (2012)
Kracuoixkauis s €C Bignosinuo no Pernamenty (€C) Ne 1272/2008 €poneiicbkoro [lapiameHTty
Ta Panmu Bin 16 rpynus 2008 poky mpo knacudikanio, MapKyBaHHs Ta TaKyBaHHS PEYOBHH 1
cyminreit, Iupextus 67/548/EEC ta 1999/45/EC, 110 BHOCSATH 3MiHH Ta CKaCOBYIOTh, a TAKOXK
Pernamenty (€C) Ne 1907/2006, 1110 BHOCUTB 3MiHU
Krnacuoixkaris s Typequnnu BignosiaHo 1o PernaMenTy knacudikaiii, MapKyBaHHS Ta YIIaKOBKH
pevoBuH i cyminreit (SEA), omy6mikoBanoro B OdiniitHoMy xypHaii mijg Homepom 28848 Bix 11
rpyass 2013 poky.
ECHA (€BponeiicbKoro XiMiHOT0O areHTCTBA).

VYu6o0Bi iHCTPYKILIii : HopwmaspHe BUKOpPUCTaHHS LILOTO NPOAYKTY Iepeadayae BUKOPUCTAHHS BIAMNOBITHO 0 IHCTPYKIIT i3
3aCTOCYBaHHs Ta BIANOBIJHY YIAaKOBKY MPOJYKTY.

Inentudikanis 3min:
Penaxist A: CTBOpEHO HOBUI MACTIOPT O€3IEKH PEUOBHHH IS y3rokeHHs 3 Permamentom (€C) Ne 1272/2008 [CLP] Ta US Hazcom 2012.

Tammi BimomocTi : Astop: Pace.

IMacnopt 6e3mexu pedoBUHH MiATOTYBAB:
Pace Analytical Services, Inc.

Product Regulatory Services Group
1800 Elm Street

Minneapolis, MN 55414

United States

612-656-1175

paceSDS@pacelabs.com

Kaacudikauis Ta nopsiiok Bu3HaveHHs Kiaacudikanii cymimei 3rigno 3 Tpouexypa knacupikamii
PernamenTom (€C) 1272/2008

He xnacudikoBanuii Mertopa miACyMOBYBaHHS

IMacnopt 6e3nexu pewounu (SDS), €C

Indopmarris Ta pekoMeHamNil, 0 MiCTATHCS B IIbOMY JOKYMEHTI, IDYHTYIOThCS Ha iH(popManii ado TecTax, siki BBaxkaroThes HagiHumu. Kommanis Abbott
Laboratories He rapanTye TOUHICTh 260 TIOBHOTY Tii€i iHbopmaii a6o pekoMenariii, mo MicTaTECs B oMy fokymenTi, TAKOX YKOJTHA 13 YUACTUH IIIET
IHOOPMAIIIT HE € TAPAHTIEIO, IBHOIO U1 HESIBHOIO, 1110/10 BE3IMIEKU TOBAPY, TOBAPHOCTI TOBAPY ABO ITPUJATHOCTI TOBAPIB
JJ1S1 TIEBHOI METU

s indopmalis He 3aMiHIOE TIOpaJl MEAUYHOTO MPAIiBHUKA, & TAKOXK HE € PEKOMEHAAIIIEI0 IS Oy/Ib-KOT0 KOHKPETHOT'O Kypcy JiKyBaHHs. BoHa He mpu3HaueHa
JUIS IOTIOBHEHHS1, MoanGikanii abo 3aMmiHu Oy b-sK0i iH(opMalil (HanpuKIaa, MapKyBaHHS Ta BKIIAIHIIIB B YIAKOBKY), HaaHOI IIOJ0 MEIHYHOTO BUKOPUCTAHHS
npoaykty. Kommanist Abbott Laboratories He Hece BiAOBIJaIbHOCTI 32 OTPHMaHi pe3yIbTaTH a0 3a BUNAJKOBI UM HETPsIMi 30MTKH, BKIIOYHO 3 YIIYIIEHOIO
BHT0JIOI0, III0 BUHKKJIA BHACIIIZIOK BUKOPHCTAaHHS IUX JaHuX. He HaatloThes Ta HE MAIOTHCS HA yBa3i )KOJIHI TapaHTii BiJ MOPYIIECHHS OYy/Ib-5IKOTO MATeHTY,
aBTOPCBHKOTO MpaBa ad0 TOBAPHOTO 3HAKY
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