Sweat-Chek™ Calibrator, 90 mmol/L

[TacmopT 6e30macHOCTH XUMHUYECKON TTPOTYyKIIUH
cornacuo Pernmamenty REACH (EC) 1907/2006 ¢ monpaBkamu, BHeceHHbIME Pernamentom (EC) 2020/878

o. ELITechGroup

PA3JIEJI 1: UnenTuduKAIUSA XMMHYECKOH NPOAYKIMH U CBeIeHHSI 0 MPOU3BOANTE/Ie /UM MOCTABIIMKE

1.1. UnenTnuKanusi XMMHYECKOH NPOAYKIMH

Bun mpomyxra : Cmech

HaumenoBanue matepuana . Sweat-Chek™ Calibrator, 90 mmol/L
Kon mznenus : SS-140

I'pynna npoxykra : Toproselii mpomyKT

1.2. PeKomeHuyeMMe BU/AbI IPUMEHECHUA XUMHUYECKOT0 MPOAYKTA U OrPAHUYCHUSA HA €r0 NPUMEHECHHNE

1.2.1. Pexomenayemble BU/IbI IPUMEHEHUS] XMMUY€CKOT0 NPOAYKTA

Crienudukanus st : Tonbko Ans NpodeccuoHanbHOro UCNosb30BaHWs
MIPOMBILIUICHHOTO/TIPO()ECCHOHATBFHOTO UCTIONB30BAHHS

1.2.2. OrpanuyeHust Ha IPUMEHEHUE XMMUYECKOT0 MPOAYKTa

Hupopmarus oTcyTICTByeT

1.3. CBenenusi 0 mocTaBUINKe, MPEAOCTABISIONIEM MACHOPT 0€30MACHOCTH

ELITechGroup Inc.

370 West 1700 South

US- 84321 Logan, UT — Cache

USA

T +1 (435) 752-6011 - F +1 (435) 752-4127
qara_ebs@elitechgroup.com - www.elitechgroup.com

1.4. Teneon F3KCTpEeHHOI CBSI3H

Tenedon s SKCTPEHHOH CBA3H 1 OOpaTuTech K CBOEMY JUCTPUOBIOTOPY MIH B TOKCUKOJIIOTMYECKUI ICHTP B BAIICH CTpaHe.
InfoTrac pearupoBanue Ha upe3BbdaliHbIe cuTyanun: 3BoHKH B CIIIA, Tenedon: 1-800-535-5053.
3Bonku 3a npenens! CILIA, tenedon: +1 352-323-3500 (cOop 3BOHKOB)

Unentuduxarop kmuenta: #90104 (IIPUMEYAHMUE: stot HOMep TpeOyeTcs, KOoTaa KIUeHT 3BOHUT
10 OHOMY H3 BBIIICYKA3aHHEIX HOMEPOB).

PA3IEJI 2: UnenTudukanus onacHocTu(ei)

2.1. Knaccudukanus BemecTBa HIH CMecH
Kaacenpukanus B coorBerctBuu ¢ Persnmamentom (EC) Ne 1272/2008 [CLP]
He xnaccudunupyercs

Bpe}mme q)MSl/IKO-Xl/IMl/I‘lecKME, JAJIsI 310POBbS YeJI0OBEeKa U 0prmammeﬁ cpeabl 3(b(beKTbI

Mo umerommMes y HaC CBEAEGHHAM, STOT IPOAYKT HE MPECTABIIAET 0COOOT0 PHCKA IIPU YCIOBUH COOIIOEHHS OONIUX IPABII IPOMBIIIICHHOH TUTHEHBL.

2.2. D1eMeHTbI MAPKHPOBKH

Mapxkuposka B coorBeTcTBUH ¢ Perinamentom (EC) Ne1272/2008 [CLP]

MapkupoBKa He Hy»KHa

2.3. /Ipyrue onacHoOCTH

He conepxur Bemects PBT/vVPVB > 0,1% cornacho onenke B coorBetctBun ¢ REACH, Ipunoxenue XIII.

CMech He COICPKUT BEIIECTB, BKIFOYCHHBIX B CIIMCOK, COCTAaBJICHHBIH B cooTBeTcTBHH C 1.1 Crathu 59 REACH, kak o0nanamomux BpeasuMy HI0KPHHHOM
CHUCTEME CBOMCTBAMH, HJIM ONPEACIISIONIMXCS KaK 001aarolue BpeAsIiuMy SHI0KPHHHOM CUCTEME CBOMCTBAMH B COOTBETCTBHHU C KPUTECPUSMHU, U3JI0KCHHBIMH B
Pernamente o generuposannu Komuccun nomaomounit (EC) 2017/2100 mu6o B Pernamente Komuccuu (EC) 2018/605, B kOHIGHTpaI[uy paBHOM M
npessimatoniei 0,1%.
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Sweat-Chek™ Calibrator, 90 mmol/L

[TacmopT 6e30macHOCTH XUMHUYECKON TTPOTYyKIIUH
cornacuo Pernmamenty REACH (EC) 1907/2006 ¢ monpaBkamu, BHeceHHbIME Pernamentom (EC) 2020/878

PA3JIEJI 3: CocTtaB/mH(pOpManus 0 KOMIIOHEHTAaX

3.1. BemecTBa

Henpumennmo

3.2. Cmecu

OTta cMech He COJEPIKUT BEIIECTB, KOTOPHIE TODKHBI OBITh YIOMSHYTEL, B COOTBETCTBHU C KPUTEPUSAMH, yKa3aHHBIME B pazaene 3.2 IIpunoxenus 11 REACH

PA3JIEJI 4: MepsbI nepBoii NOMOLIH

4.1. Onucanne He0OXOAUMBIX Mep IEPBOii MOMOLIH

MepIJI r[epBoﬁ oMoy — o0wue CBCIACHUA . Huxorpaa He naBaiiTe HUYEro B POT YEIOBEKY, HAXOAALLIEMYCA 6e3 cozHanus. Eciu BbI m10X0 ce0st
YYBCTBYCTC, OﬁpaTI/ITeCB 32 MEAMLMHCKON MTOMOIIBIO (1'[0 BO3MOJKHOCTH ITOKaXXUTE STI/IKGTK}’).

HepBaﬂ TIOMOLB IIPU BABIXaHUH . Brectn TIOCTpaaaBLICTO HA CBEXHIA BO3AYyX U 00ecIeynTh eMy TIOJIHBIN TTOKOW B yI[OGHOM AT
JAbIXaHHUs ITOJIOKCHUH. I[aﬁTe NIOCTpaaBLUIEMY ITOABIIIATE CBEKUM BO3yXOM. Z[aﬁTe
TOCTpaAaBLIEMy OTAOXHYTh.

ITepBast MOMOLB IPH MONAJAHHN HA KOXKY : CHsITb 3arps3HCHHYIO OJSXK/IY M BBIMBITh BCE OTKPBITHIC YYACTKU KOJKH BOJOM C MSTKHUM MBLIOM,
3aTeM OIOJIOCHYTH Teruioi Bomoit. Wash skin with plenty of water.

ITepBast MOMOLB NPH NONAJAHUH B TJ1a3a . HemeuieHHO TPOMBITH GOJIBIINM KOJIMYECTBOM BOJbI. OOpaTHTECh 38 MEAULIMHCKOI TOMOIIIBIO,
ecnu 60JIb, MOPraHKe MM TOKPACHEHHE CoXpaHstoTest. [IpOMBITH TJ1a3a BOJOM B Ka4eCTBE MEPbI
HPEAOCTOPOXKHOCTH.

ITepBast MOMOLB IPH IPOTIATBIBAHUK : IIpononockars pot. HE BbI3biBaTh pBOTY. Pazbenanue. [lomyunre HEOTIOKHYIO MEAHLIMHCKYIO

nomolb. O6paTUTHCS B TOKCUKOJIOTMYECKHIT LICHTP MM K Bpauy-CICLMaINCTy/ TEPATEBTy B CiIydac
IUIOXOT0 CaMOYYBCTBHSI.

4.2. Hau6os1ee BajkHbIe OCTPbIe U OTAAJIEHHbIE CHMIITOMBI MOCJI€CTBHUS BO3/1eHCTBUS

CHMHTOMLI/HOCJ'ICI[CTBPIF( . He cunraercs onacHbIM TIpY BABIXaHUU B HOPMAJIbHBIX YCJIOBUAX OKCIUTyaTalluH.

4.3. Yka3aHue Ha He0O0OX0JUMOCTh HeMeVIEHHOH MeIHIMHCKOH MOMOIIM HJIM CIeIUAIBLHOI0 Je4YeHus (B c1y4yae He00X0IUMOCTH)

CHUMIITOMaTHYECKOE JICUCHHE.

JIEJI 5: Mepbl nokapoTyLIeHus!

5.1. CpeacTBa mo:kapoTyIeHHst

IIpueminemsle cpeacTBa NOXKAPOTYIIEHUS : Ilena. Cyxoii nopomok. Yriaekucisli ra3. Pa3opeisrusacmas Bona. [lecok.
Henpuemiemsie cpeicTBa MOKAPOTYLICHHS : He ncnonb3yiite CUIBHBI TOTOK BOJBI.

5.2. Cneumlmqecmle OIIACHOCTH, CBA3AHHBbIE ¢ KOHKPETHBIM XUMHUYE€CKUM IPOAYKTOM

OmnacHble IPOLYKTHI TOPESHUS U/HIN TEPMOAECTPYKIIMUA B : MOTyT BEIIEIATHECS TOKCHYHBIC ApPEL.
ciTydae moXkapa

5.3. CoBeThI 17151 MOKAPHBIX

HHCTpyKuus M0 NoKapoTyIIEHUIO . Mcnonp3yiiTe pacnblUIeHHE BOABI WM a3P030Jib IS OXJIAKACHHS HE3aILUILICHHBIX KOHTEHHEPOB.
CobiroaiiTe 0CTOPOXKHOCTD IPH TYIICHUH JIF0O0TO XMMHYIECKOro Bo3ropanus. He momyckats
TIOTIaIaHus BOJBI 171 MOKapOTYILEHUS B OKPYIKAIOILYIO CPELy.

CpezcTBa 3aIUTHI IPH IOXKAPOTYIICHHN : He BxoauTe B 30Hy moxkapa 0e3 HaJIeXKaIero 3alUTHOTO CHAPSDKCHHS, BKIIIOYAst CPEACTBA 3aIUTHI
OpraHoB JpIxaHus. He npeAnprHUMaTh HUKAKUX JEHCTBHII 6€3 Ha/UICKAIIETO COOTBETCTBYIOMIETO
3aIUTHOr0 000py0BaHKs. ABTOHOMHBII H30IHpYyIomuil pecnupaTop. [lonHas 3amura Tena.
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Sweat-Chek™ Calibrator, 90 mmol/L

[TacmopT 6e30macHOCTH XUMHUYECKON TTPOTYyKIIUH
cornacuo Pernmamenty REACH (EC) 1907/2006 ¢ monpaBkamu, BHeceHHbIME Pernamentom (EC) 2020/878

PA3JIEJI 6: Mepsbl, npUHUMAaeMbie IPH AaBAPUITHOM BbIOpoce/coope

6.1. MepbI NpeI0CTOPOKHOCTH JIUIsI IEPCOHAJIA, 3AIUTHOE CHAPSI’KEHHE H YPe3BbIUAaiHbIE MEPhI

6.1.1. Jl1st nepcoHa/1a, IOMUMO PadOTHUKOB ABAPUITHO-CIIACATEILHBIX CJIYKO

Iopsinok peiicTBuii pu aBapuitHON cUTyaluu : TIpoBeTpUTh MECTO YTEUKU. DBAKyHPYHTE HEHYKHBIH NE€pPCOHAIL.

6.1.2. /st nepcoHa/ia aBapuiiHO-CIIACATEIbHBIX CJIYKO

CpezcTBa 3aIUTHI : He npeanpuruMats HUKAaKUX AEHCTBUIH 03 HaIeXkKallero COOTBETCTBYIONMIETO 3aI[UTHOIO
obopyznoBanus. ObecriednTs Opuray o OYHCTKE HaUIexkKaIel 3amuToi. [t norydenus
JIONOJHUTENbHON nHpopMauu cM. paszaen 8 : "KoHTpoib Bo3IeHCTBHS - CpeICTBA HHANBULYaIbHON
3aIuTH "

Iopsnok neiicTBuii Ipy aBapuitHON CUTyaLuu . IIpoBeTpUTh MOMELICHHE.

6.2. Mepbl NpeA0CTOPOKHOCTH IO 3aIIHTe OKPY KAIOIIel cpebl

He nomyckats nmomnasanus B OKpykarouyto cpeny. He gomyckaTts nonaganus B KaHATU3aLUIO U OOIIECTBEHHBIC BOJIBI. YBEIOMIISITh BIIACTH, €CJIM JKUIKOCTh MONAAeT B
KaHAJIM3aLHIo0 WIH OOIECTBCHHBIE BOIBI.

6.3. MeToabI M MaTePUAJIBI ISl JIOKAJIU3AMUN PA3JIUBOB/POCCHINE H 0YNCTKI

MeTozp! OUNCTKH : CoOpaTh HNPOJUTYIO XKUIKOCTh aOCOPOUPYIOIMM MaTepuaioM. Kak MoxHO ckopee BIHUThIBaKTE
Pa3IMBBI HHEPTHBIMU TBEP/IBIMH BEILICCTBAMH, TAKUMH KaK INIMHA WM JUATOMOBAs 3€MIIS.
JInkBupamms pasnusa. XpaHUTh OTAEIBHO OT APYTHUX MaTEpHAIOB.

Ipouas napopMarys 1 VTunusupyiiTte MaTepHuasl WM TBEP/bIE OCTATKH B aBTOPU30BAHHOM MECTE.

6.4. CcbliIka Ha Apyrue pasjelibl

Cwm. Paznen 8. KoHTpob BO3NEHCTBHS U CpeICTBA HHANBHUAYAIBHOMN 3aluThl. JJonomHuTenbHYI0 HH(OpMaILHIo cM. B paszene 13.

3/1EJI 7: PadoTa ¢ mIpoAyKTOM H €ro XpaHeHHe

7.1. Mepbl Ipe10CTOPOKHOCTH NPH padoTe ¢ MPOAYKTOM

Mepbl IPe10CTOPOKHOCTH NPH PaboTe C MPOAYKTOM 1 Obecne4nTh HaIEKAIYI0 BeHTUISILIMIO Ha pabodeM Mecte. Mcnons3oBaTh cpeacTBa
MHAWBUYaIbHOM 3auThl. MONTE PYKH M IPYTHe OTKPBITHIC YYACTKH TeNla BOJOW C MATKUM MBUIOM
Hepes e10i, MUThEM MM KyPEeHHEM, a TAKKe Mepejl yXoJoM ¢ paboTsl. O0ecreybTe XOpouryto
BEHTUIISLMIO B TEXHOJIOTNYECKON 30HE, 4TOOBI IPEJOTBPATUTH 00pa30BaHUE MapoOB.

I'nruennyeckye Mepsl : He npuHMMAaTh NuIly, HE TUTh M HE KYPHUTh B IIPOLECCE HCIIONB30BAHHUS 3TOTO NPOAYKTA. BBIMBITE
PYKH TOCJIe HPOBEICHHUS JTIOOBIX OTEpaLUii.

7.2. YcnoBus 1J1s 0€3011aCHOT0 XpaHEHHs € y4eTOM JII00bIX HeCOBMECTUMOCTEMH

VenoBust XpaHCHUA : XpaHHTL TOJIBKO B <1)a6pH'{H0171 €MKOCTH B IPOXJIATHOM, XOPOLIO NPOBETPUBACMOM MECTE, BAAJIH OT :
I[ep)KaTL KOHTeﬁHepLI 3aKPBITBIMU ITOKa OHU HE UCIIOJIB3YIOTCA. XpaHI/ITL B XOpouIo
BCHTUIIMPYEMOM MECTE. XpaHI/ITb B IIpOXJIaJHOM MECTE.

HecoBmecTtrmMbie TIPOAYKThI . CuubHble 6a3bl. CHIIbHBIC KUCIOTHI.

HecoBmecTtrmMbie MaTepUabl . Hcrounuku BO3ropanus. HpﬂMLIe COJIHCYHBIC JIy4H.

7.3. Cnenuduyeckue BHIbl KOHEYHOI0 MCIOJIb30BAHUS

Hnopmarys oTcyTcTByeT

POJisi BO3AelCTBUS/MHANBUAYAJbHAS 3a1UTA

8.1. [TapamMeTpBI KOHTPOJISA

8.1.1 HaumnoHnasibHoe npogecCHOHAIBLHOE BO3/IEHCTBHE U OHOJIOTHYECKHE TIPe/le/IbHbIe 3HAYeHU s
Wndopmarms oTcyTCTBYET
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Sweat-Chek™ Calibrator, 90 mmol/L

[TacriopT 6€30MacHOCTH XUMUYECKON POy KIIUH
cornacuo Pernmamenty REACH (EC) 1907/2006 ¢ monpaBkamu, BHeceHHbIME Pernamentom (EC) 2020/878

8.1.2. PexoMeH/1yeMble NPOLEAYPHI KOHTPOJIS

Wndopmarms oTcyTCTBYET

8.1.3. OGpa3oBaBiunecs 3arpsi3HATEIH BO3yXa
Wudopmanus oTcyTCTBYET
8.1.4. DNEL u PNEC

Wndopmarms oTcyTCTBYET

8.1.5. KonTpoJsibHas rpynna

Wudopmanus orcyTcTBYET

8.2. [Ipumennmbie Mepbl TEXHHYECKOI0 KOHTPOJIs

8.2.1. Hajuieskamuii MHKeHEPHBIH KOHTPOJIb

Hapuexammii HHKeHePHbIA KOHTPOJIb:
ObecneunTs HaUICHKAITYI0 BEHTHIIIIMIO Ha pabodeM MecTe.

8.2.2. CpencTBa MHIMBUYAIBHOI 321U THI

CpeacrBa HHANBHIYAJILHOM 3aIUTHI:
W36eraiitTe HEHYKHOTO BO3AEHCTBUSL.

CpencTBa HHIUBHAYATLHON 3aIMTHI - 3HAKU(H) 6€30MACHOCTH:

8.2.2.1. 3amuTa rja3 u Juna

3ammTa rias:
XUMHUYEeCKHE OYKH WITH 3aIIUTHBIC OUYKH. 3AIUTHBIC OUKU

8.2.2.2. Ilpenoxpanenue ot Koxa

3ammTa KoMK U Teja:
HocwuTe moaxomsuyro 3auTHYIO 0Ky

3ammura pyk:

Hanesaiite 3amuTHbIe epuaTky. [loaxomsmnme nepyaTku JOJDKHEI OBITh HCIIBITaHBI Ha cooTBeTcTBHE EN 374. Matepuan nepuaTok JOmKeH OBITh
HETIPOHHI[AEMBIM U yCTOHYMBEBIM K IPOAYKTY / BemiecTBy / mpemapary. [IockoIbKy IpogyKT IpeacTaBisieT coOo0l mpenapaT u3 HeCKOIbKHIX BEIIECTB,
COIPOTHUBIICHHE U BpeMsI IPOHUKHOBEHUS / BpeMsi IPOPEIBA MaTepHaa IIepUaTKy Helb3sl pacCUUTaTh / HaOMIOAaTh 3apaHee M, CIe0BaTeIbHO, HEOOXOIIMO
IIPOBEPHTH IIepel HaHSCeHUEM. PeKOMEHTyI0TCs: MaTepHabl - HATypalbHbIN JaTeKC WM HUTPUIL; TOMIHHA - oT 4 1o 6 mui (0,1 MM - 0,15 MM); MEHEMaIBHOE
BpeMsI IPpopeIBa - 60 MUHYT.

8.2.2.3. 3amuTa OPraHoB AbIXaHHUS

3ammuTa OPraHoB AbIXaHUs:
Hocute cOOTBETCTBYIOILYIO MACKY

8.2.2.4. Tepmuueckune onacHOCTH
Hnopmarus oTcyTcTByeT
8.2.3. KoHTpo.1b BO3/1€eliCTBUS HA OKPY:KAIOIIYIO CPexy

KoHTpo.1b BO3/1€HiCTBHS HA OKPY KAIOLLYIO Cpeay:
He pomyckats nonajgaHusi B OKpy>KarollyIo Cpeiy.
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Sweat-Chek™ Calibrator, 90 mmol/L

[TacmopT 6e30macHOCTH XUMHUYECKON TTPOTYyKIIUH
cornacuo Pernmamenty REACH (EC) 1907/2006 ¢ monpaBkamu, BHeceHHbIME Pernamentom (EC) 2020/878

Mpoyas undopmanus:
He embre, He meifTe 1 HE KypHTE BO BPEeMs UCIIOIb30BaHMUS.

PA3JIEJI 9: ®u3uK0-XUMHYECKHE CBOHCTBA

9.1. OcHOBHBIE (GU3HKO-XUMHYECKHE CBOICTBA

ArperaTHoe COCTOsIHUE : XKunxoe

Liser . BecuBeTHbIN
3amax : XapakTepucTuka
Iopor 3anaxa : OrcyrcTByeT
Temnepatypa mniaBiIcHUs 1 Henpumenumo
Temnepatypa 3aTBepicBaHHsA 1 OrcyTcTByeT
Touka KuneHus : OrcyrcTByeT
BocnnamensieMocThb . Hepocrnmamensiemslit
I'pan¥ia B3pbIBOONIACHOCTH : OrcyTcTBYeT
HwxHuit mpenen B3pbIBaeMOCTH : OrcyrcTByeT
Bepxuuii npezen B3pbIBaeMOCTH : OrcyrcTByeT
Temnepatypa BCIBIILIKH : OrcyTcTBYeT
Temnepatypa caMOBO3ropaHHs 1 OrcyTcTBYeT
Temnepatypa pa3ioxeHus 1 OrcyTcTByeT
pH : OrcyrcTByeT
Bsi3koCTh, KMHEMaTHYECKast : OrcyTcTBYeT
PactBoprmMocTh : OrcyrcTByeT
Koadduuument pacnpenenenus H-oktanona/sona (Log : OrcyrcTByeT
Kow)

JlaBnenue napa : OrcyrcTByeT
Jasnenue napos npu 50°C : OrcyrcTByeT
[TnotHOCTH : OrcyrcTByeT
OtHocHTENbHAS NIOTHOCTh : OrcyTcTBYeT
OTHOCHUTENbHAs INIOTHOCTH Napa npu 20°C : OrcyrcTByeT
XapaKTepUCTHKH YaCTHI 1 Henpumenumo

9.2. IIpouas uapopmanus

9.2.1. Undopmauus o kjiaccax pusnyeckoii onacHoCTH

Wndopmarms oTcyTCTBYET

9.2.2. IIpoune XapaKTepHCTHKH 0€30NACHOCTH

Hupopmarus oTcyTcTByeT

PA3JIEJI 10: YcTOHYHBOCTh M PEAKIHOHHAS CIIOCOOHOCTH

10.1. PeakunoHnHasi cioco0HOCTH

IIpomyKT He BCTYNAET B PEAKLUIO IPU HOPMAJIbHBIX YCIOBUSX UCIOJIb30BaHUS, XPAHEHUS U TPAHCTIOPTUPOBKHU.
10.2. Xumuveckasi yCTOHINBOCTH

He onpeneneno.

10.3. Bo3M0KHOCTH ONACHBIX peaKIuii

He onpeneneno.

10.4. YcnoBusi, KOTOPBIX cieayeT n3deratb

HpﬂMHe COJIHCYHBIC JTY4H. qpeSBLI‘{aﬁHO BBICOKHUEC WUJIM HU3KUE TEMIIEPATYPBHI.
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Sweat-Chek™ Calibrator, 90 mmol/L

[TacmopT 6e30macHOCTH XUMHUYECKON TTPOTYyKIIUH
cornacuo Pernmamenty REACH (EC) 1907/2006 ¢ monpaBkamu, BHeceHHbIME Pernamentom (EC) 2020/878

10.5. HecoBmecTHMBIE MAaTePHATBI

CubHblie KHCAO0THL. CriTbHBIC Oa3bl.

10.6. OnacHble MPOAYKTHI PA3JI0:KeHHUS

ZpIM. MOHOOKCH ] yTiiepoa. YTIEKUCIBIH ras.

3AEJI 11: Toxkcnkonoruyeckas mHpopManust

11.1. Uudopmanus o Kiaccax OMacHOCTH, Kak onpeneneHo B Peraamente (EC) Ne 1272/2008

OcTpast TOKCHYHOCTD (IepopanbHast) : He xnaccudunupyercs

OcTpast TOKCHYHOCTD (AepMabHast) : He xnaccudunupyercs

OcTpast TOKCHYHOCTH (IIPH HHIAIALHOHHOM . He xnaccuduumpyercs

BO3/ICHCTBIN)

Pazbenanue/pasapaxeHne KOXU . He xnaccuduumpyercst

JlononuurtenpHast nHGoOpManus : V4uThIBas HMEIOIINECS JAHHBIC, KPUTCPUN KIIACCH(UKALINK HE COOTIONAIOTCS
Cepbe3Hoe NOBPEkICHUE/pa3apaKeHUE IIia3 . He xnaccuduumpyercs

JlononuurtenpHast nHGopManus : V4uThIBas IMEIONINECS JAHHBIC, KPUTCPUN KIIACCH(UKALINK HE COOTIONAIOTCS
PecniupaTopHast WM KOYKHAs! CCHCUOMITH3aLus . He xnaccupunupyercs

JlononHuTtenbHas HHGOPMALUSL : YuuTsIBas HMEIONIHECS JaHHbIC, KPUTEPHH KIAcCH(UKAMU He COOII0AAI0TCS
MyTareHHOCTb 3apO/IBIIIEBBIX KIECTOK : He xnaccudunupyercs

JlononHuTtenbHas HHPOPMALUSL :  YuuTsIBas HMEIONIHECS JaHHbIS, KPUTEPHHU KIAcCH(UKAMU He COOII0IAI0TCS
KanueporeHHOCTb . He xnaccuduumpyercs

JlononuurtenpHast nHGoOpManus : V4uThIBas IMEIOIINECS JAHHBIC, KPUTCPUN KIIACCH(UKALINK HE COOITIONAIOTCS
PernpotyKTHBHAs TOKCHYHOCTh . He xnaccuduumpyercs

JlononuurtenpHast nHGopManus : V4uThIBas IMEIONINECS JAHHBIC, KPUTCPUN KIIACCH(UKALINK HE COOTIONAIOTCS
Creruuyeckas n3oupatenbHas TOKCHIHOCTS, : He xnaccudunupyercs

MOpa’kalomast OTJeIbHbIC OPTaHbI-MHIICHU IPH
OJHOKPAaTHOM BO3JICHCTBUHU

JlononHnuTtensHas HHGOPMALUSL : YuuTsIBas HMEIONIHECS JaHHbIC, KPUTEPHHU KIACCH(UKAMI He COOII0IAI0TCS
Creruuyeckas n3oupatenbHas TOKCHIHOCTS, : He xnaccudunupyercs

MOpa’kalomast OTJeIbHbIEC OPTaHbI-MHIICHU IPH

MHOTOKPaTHOM BO3/1€HCTBHH

JlononuutensHas uHpOpMaUs : Y4uThIBast UMCIOIUECS TAHHBIC, KPUTCPUH KIacCH(UKALUK He COOTIOIAF0TCS
OnacHOCTh NpH acUpaul . He xnaccupunupyercs
JlononuutensHas uHpOpMaUsI : Y4uThIBast UMCIOIUECS TAHHBIC, KPUTCPUH KIacCH(PUKAUK He COOTIOIAF0TCS

11.2. Undopmanus 0 APYrUX ONACHOCTAX

11.2.1. DHAOKpHHHBIE pa3pylIAIOIIHKe CBOHCTBA

Hnopmarus oTcyTcTByeT

11.2.2. lIpoyast undopmanus

IToTeHumanbHbIE BpEAHBIC BO3/ICHUCTBHS Ha 310pOBBE : YuuThIBasi UMEIOIIHECS JAHHBIC, KPUTECPUU Knaccnquaunn HC COﬁJ’IlOZ[alOTCH
YCJIOBEKA U BO3MOXXHBIC CUMIITOMBI

3EJ 12: OxoJioruyeckasi HH(popmamus

12.1. TokcHYHOCTH

Okonorwus - obiee : IlpomyKT He cuMTaeTCs BPEAHBIM JUIS BOJHBIX OPIraHU3MOB U HE OKa3bIBACT JOJITOBPEMEHHOIO
HeOJIaronpuATHOTO BO3ACHCTBHS HA OKPYKAIOLIYIO CPEy.
OnacHOCTb 1711 BOAHOW CPEIBIIPU KPATKOCPOYHOM . He xnaccuduumpyercs

BO3/IeiicTBUHM (OCTpast TOKCHYHOCTb)
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Sweat-Chek™ Calibrator, 90 mmol/L

[TacmopT 6€30MacHOCTH XMMHYECKON TTPOAYKIIHH
cornacHo Permamenty REACH (EC) 1907/2006 ¢ monpaBkamu, BHeceHHbIME Pernamentom (EC) 2020/878

OnacHOCTH ISt BOAHOM CPEIBIIPH AONTOCPOUHOM : He kiaccuduumnpyercst
BO3/ICICTBUU (XPOHHYECKAs! TOKCHYHOCTB )

Sweat-Chek™ Calibrator, 90 mmol/L

CTOHKOCTb U pa3araeéMocThb ‘ He onpeneneno.

Sweat-Chek™ Calibrator, 90 mmol/L

TloTennuan 6MOaKKyMyIIAIIUI He onpeneneno.

Mudpopmanus otcyTcTBYyeT

Mudpopmanus otcyTcTBYeT

Mudpopmanus otcyTcTBYyeT

JlononuutenpHas nHGOpManus 1 He pgomyckaTh nonajaHus B OKPY’KaIoLIyI0 CPEy.

PA3JIEJI 13: Uudopmanus o0

MeTo/b1 0OpalleHHs ¢ OTXOIAMU 1 VTunmsupyiTe cofepKUMOe/KOHTEHHEP B COOTBETCTBHHU C MHCTPYKILUAMH I10 COPTHPOBKE
JIMIEH3UPOBAHHBIX COOPIIHKOB.

PexoMenzarmu o yTHIN3aUMK MPOAYKTA / YIIAKOBKH 1 Vrunmsupyiite 6e30nacHbIM 00pa3oM B COOTBETCTBUH C MECTHBIMH/HAIMOHAIBHBIMH HOPMaMH.

DKOJOTHS - OTXOIbI 1 He pgomyckaTh nonajaHus B OKPY’KaIoLIyI0 CPEy.

PA3JIEJI 14: TpancnopTHas nHGopManus

B cootBercteru ¢ ADR / IMDG / IATA / ADN / RID

N° OOH (OITOI") . He perynupyrorcs
N° OOH (MKMIIOI") : He perynupytorcs
N° OOH (MATA) . He perynupyrorcs
N° OOH (BOIIOI') : He perymupytorcst
N° OOH (MIIOT') . He perynupyrorcs

Hannexamee otrpy3ounoe Hanmernosanue (JOIIOIN) : He perymupytorcst
Hannexamee otrpy3ounoe Haumenosanue (MKMIIOI') : He perymupyrorcs
Hannexamee otrpy3ounoe Hanmenosanue (MATA) : He perymupytorcst
Hannexamee otrpy3ounoe Haumernosanue (BOIIOIN) : He perymupytorcst
Hannexamee otrpy3ounoe Haumernosanue (MIIOIN) : He perymupytorcst
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Sweat-Chek™ Calibrator, 90 mmol/L

[TacriopT 6€30MacHOCTH XUMUYECKON POy KIIUH
cornacuo Pernmamenty REACH (EC) 1907/2006 ¢ monpaBkamu, BHeceHHbIME Pernamentom (EC) 2020/878

14.3. Knacc(bI) 0aCHOCTH IPU TPAHCIIOPTHPOBKE

ADR
Kracc(bl) onmacHOCTH NP TPAaHCHOPTUPOBAHUK : He perynupytorcs
(J10I110T)

IMDG
Kacc(bl) onmacHOCTH NP TPaHCHOPTUPOBAHUK : He perynupytorcs
(MKMIIOT)

IATA
Knacc(s1) omacHocTr npu TpancnoptupoBanuu (MATA) : He perymupyrotes

ADN
Kracc(bl) onmacHOCTH NP TPAaHCHOPTUPOBAHUK : He perynupytorcs
(BOIIOT)

RID
Kuacc(b1) omacHoctr npu tpancnoptupoBanuy (MIIOIY) @ He perynupyrores

14.4. I'pynna ynakoBKu

I'pynna ynakosku (JIOITOI") : He perynupytorcs
I'pynna ynakosku (MKMIIOI') : He perynupytorcs
I'pynna ynakosku (MATA) : He perynupytorcs
I'pynna ynakosku (BOIIOI') : He perynupytorcs
I'pynna ynakosku (MIIOI") : He perynupytorcs

14.5. Dxoj0ruvYecKHe OMACHOCTH

OnacHo U1 OKpy>Karollel cpesibl : Her
Mopckoii MOJUTIOTaHT : Her
Ipouas napopmarus : JlononHuTenbHas HHGOPMALHSA OTCYTCTBYET

14.6. CnenunaJjibHble MepbI PEI0CTOPOKHOCTH /ISl 10JIb30BaTeJIs]

TpaHcnopTHpOBaHHE ABTOMOOMIBLHBIM TPAHCIIOPTOM
He perymupyrotcst

TpaHCcHOPTHPOBAHHE MOPCKHM TPAHCIIOPTOM
He perymupytorcst

TpaHcnopTHpOBaHHE BO3AYIIHBIM TPAHCHIOPTOM
He perymupyrotcst

TpaHcnopTHpOBaHHE M0 BHYTPEHHAM BOJTHBIM Iy TAM
He perymupyrotcst

TpaHCcHOPTHPOBAHME KeJIe3HOI0POKHBIM TPAHCIIOPTOM
He perymupyrotcst

14.7. Mopckue nepeBo3KU HAJTUBOM COIJIacHO JokyMeHTam UMO

Henpumenumo

SDS-00068-RUB.docx

© ELITechGroup Inc.

Release Date: 2023-09-11 EU-RU

8/11



Sweat-Chek™ Calibrator, 90 mmol/L

[TacmopT 6e30macHOCTH XUMHUYECKON TTPOTYyKIIUH
cornacuo Pernmamenty REACH (EC) 1907/2006 ¢ monpaBkamu, BHeceHHbIME Pernamentom (EC) 2020/878

PA3JIEJI 15: Undopmanusi 0 NPaBOBOM pery1upOBAHHH

15.1. TIpaBoBbIe aKTHI 110 (€30NMACHOCTH, OXPAHE 3I0POBbSI H OKPY:KAIOIIEH cpeibl, IPUMEHUMBbIE K COOTBETCTBYIOIIEMY IPOAYKTY

15.1.1. PerysimpoBanue EC

Pernament REACH, Ipunoxenue XVII (Y ciioBusi orpaHnyeHnst)

He conepixurt BeniecTs, BkimoueHHbIX B [Ipunoxenune XVII k Pernamenty REACH (YcnoBust orpanudeHus)

Pernament REACH, IIpunoxenue XIV (Cniucok BemecTs, NOAIeKAIUX ABTOPU3ALUHT)

He conepsxut BemiecTs, BKoueHHBIX B [Ipunoxkenne X1V k Permamenty REACH (Crmcoxk BemecTs, HOANEKAMUX aBTOPU3AIINH)
Cunucok BemectTB-kanauaaToB REACH (oco60 onacubie Bemecrsa SVHC)

He conepsxur Bemects u3 Crincka Beuects-kanuaros REACH

Pernament PIC (IlpeasapuresibHOE 000CHOBAHHOE COTIACHE)

He conepsxurt Bemects, ykasanuslx B nepeure PIC (Permament EC 649/2012, xacaromuiicst 5KCHOPTa U HMIIOPTA OIACHBIX XHMHKATOB):
PerynupoBanue CO3 (cToiikue opranuiecKkue 3arpsi3HUTEH)

He conepixurt BeniecTs, ykasanusix B nepeude CO3 (Permament EC 2019/1021 0 cTOMKUX OpraHNYECKHX 3arpsA3HATEIISX )
PersiamenT no o3ony (1005/2009)

He conmepskuT BelecTB, yKa3aHHEIX B IIEpedHEe BEIIECTB, pa3pymIaloniux 030HOBIH cioil (Permament EC 1005/2009 o BemecTBax, pa3pyIIaiomUX 030HOBBIH CII0i):

TlocTaHoB/IeHHE 0 IPeKYpPcoOpax B3pbIBYATHIX BemecTs (2019/1148)

He conmepixuT BelecTs, yka3aHHBIX B IiepevHe NPEeKypcopoB B3pbiBYaThix BeniecTB (Permament EC 2019/1148 o cObITe M HCTIOIB30BaHUH IIPEKYPCOPOB B3PHIBYATHIX
BEIIIECTB)

Per;iaMeHT 0 npeKypcopax JieKapcTBEHHBIX cpeacTs (273/2004)

He conepsxut BenecTB, yka3aHHBIX B IIepeuHe MPeKypcopoB HapkoTudeckux BeriecTs (Perimament EC 273/2004 06 M3roTOBICHUM M Pa3MELICHUH Ha PhIHKE

OMNPEACICHHBIX BECUICCTB, UCMOJIB3YCMBbIX TP HE3AKOHHOM M3TOTOBJICHUN HAPKOTUYCCKUX CPEIACTB U ICUXOTPOIHBIX BeII_IeCTB)

15.1.2. HauuoHa/abHOE peryJupoBaHue

I'epmanns

OrpaHudeHus HA TPYAOYCTPOICTBO : CobmonaTh OrpaHHYEHNUS COTTIACHO 3aKOH O 3amuTe paboTtaromux Matepeit (MuSchG).
Co0uroaTh OrpaHUYCHUSI COTJIACHO 3aKOH O 3alIuTe MOIoAexkH B chepe 3ausroct (JArbSchG).

Kiracc omacnoctu 3arpsi3aenns Boasl (WGK) : WGK 3, Bricokast onmacHOCTb [utst BogHOH cpensl (Knaccuduxarms cornmacao AwSV (mpeanucanus
10 0OPAIIEHHIO C BEIECTBAMH, 3arPs3HAIONINMU BOJY ), IPHIOKEeHHE 1).

IMoctanoBnenue 06 omacHsIX HHIUACHTaX (12. :  He perymupyercs [Tocranosnenue 06 onacuHsix mHIuAeHTax (12. BImSchV)

BImSchV)

Hupepaanapl

MepeyeHb kaHueporeHoB SZW . Hu oHOTO U3 KOMIIOHEHTOB HET B [IEpeyHe

MepeyeHb myTareHos SZW . Hu oHOTO U3 KOMIIOHEHTOB HET B [IEpeyHe

MepeyeHb SZW penpoTOKCUYECKMX BELLECTB — . Hu 0HOTO U3 KOMIIOHEHTOB HET B [IEpeYHe

pyaHoe BckapmnvBaHue

MepeyeHb SZW penpoTOKCUYECKMX BELLECTB — : Hu 0HOTO M3 KOMIIOHEHTOB HET B MEpeYHe

depTUnbHOCTL

MepeyeHb C3B penpoTOKCMYECKNX BELLECTB — : Hu 0HOTO M3 KOMIIOHEHTOB HET B MEpeYHe

PaspaboTka

15.2. OneHKa XHMHYeCKO# 0€30MaCHOCTH BellleCTB

OrieHKa XMMHUYECKO# 0€30MacHOCTH He TIpOBOAMIIACH
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Sweat-Chek™ Calibrator, 90 mmol/L

[TacriopT 6€30MacHOCTH XUMUYECKON POy KIIUH
cornacuo Pernmamenty REACH (EC) 1907/2006 ¢ monpaBkamu, BHeceHHbIME Pernamentom (EC) 2020/878

PA3JIEJI 16: IIpouas nHpopManus

A0OpeBHATYPHI 1 AKPOHUMBI:

BOIIOT" EBponelickoe cornatueHne o MexayHapoAHON NepeBo3Ke ONacHbIX rpy30B MO BHYTPEHHUM BOAHBLIM MYTAM
Jlo1or EBponeiickoe cornatueHne o MexayHapogHON JOPOXHON NepeBo3ke ONacHbIX rpy3oB
ATE OLeHKa OCTPOM TOKCUYHOCTHU

KBK dakTop 6UOKOHLEHTpaLmK

Buosnoruaeckoe npeaensHoe | buonornyeckoe npeaensHoe 3HaveHne

3HAYCHUC

BOD Broxmmunueckas notpebHocTb B kucnopoge (BIK)

COD Xumnyeckas Boga B kucnopoge (XIK)

DMEL [Mpon3BoaHbIN ypoBEHb MUHUMaNbHOTO addekTa

DNEL [Mpon3BoacTBeHHbIN 6e30nacHbIi ypoBEHb

EC Ne Homep eBponeickvx coobLuecTs

OK50 CpegaHss acbdekTnBHas KOHUEeHTpaums

EN EBponenckuin ctaHgapT

IARC MexayHapogHoe areHTCTBO N0 U3y4eHuio paka

HNATA MexagyHapogHasi accoumaums BO34yLLHOro TpaHcnopTa

MKMIIOI" MexayHapoaHble MOpCKUe NepeBO3Ky OMacHbIX rpy30B

JIK50 CpenHss cMmepTenbHast KOHUEeHTpauus

DL50 CpepHsis cMepTenbHas go3a

LOAEL Cambliii HU3KMIA Habnogaembli ypoBeHb NOBGOYHBIX 3hdekToB

NOAEC KoHLeHTpauus, He Bbi3biBaroLLast NMOOOYHbIX 3chdekToB

NOAEL YpoBeHb HeHabntogaeMbix NO6OYHbIX ahheKkToB

KHD KoHueHTpauusa 6e3 Habntogaemoro addpekta

OECD OpraHu3aums 3KOHOMUYECKOTO COTPYAHMYECTBA U Pa3BUTUS

IIJK p.3. Mpenen Bo3geiicTBusA Ha paboyem MecTe

CBT CTOMNKNIN BUOAKKYMYNATUBHBINA TOKCUYECKMIA

PNEC MporHo3npyemas 6e3onacHasi KOHLEHTpaums

MIIOT MpaBuna mexayHapoaHOW NepeBO3KM OMacHbIX Py30B MO Xene3How aopore
1M MacnopT 6e3onacHOCTN XMMUYECKOWN NpoayKLmMmn

STP OumnCTHbIE KaHaNM3aLNOHHbIE COOPYXEHUS

TIK TeopeTu4yeckasi notTpebHocTb B kucrnopoge (ThOD)

TLM MeavaHHbI Npegen gonycka

JIOC JleTyune opraHudeckme coeuHeHUst

CAS Ne PernctpauunoHHbIi Homep cnyx0bl Xumuyeckas abeTpakums

N.O.S. He ykasaHo nHoe

oCob OueHb CTOVKUIA 1 04eHb B1OaKKYMyNSTUBHBIN
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Sweat-Chek™ Calibrator, 90 mmol/L

[TacriopT 6€30MacHOCTH XUMUYECKON POy KIIUH
cornacuo Pernmamenty REACH (EC) 1907/2006 ¢ monpaBkamu, BHeceHHbIME Pernamentom (EC) 2020/878

A0OpeBHATYPHI 1 AKPOHUMBI:

ED OHAOKPUHHBIE MOCTeayoLLIMe CBOWCTBA

MCTOYHHMKN TaHHBIX . PEI'JIAMEHT (EC) Ne 1272/2008 EBPOIIEMCKOI'O ITAPJIAMEHTA U COBETA or 16 nekaopst
2008 roza o kaccupHKaui, MAPKUPOBKE U YIIAKOBKE BEILECTB M CMECEH, U3MEHSIONIMI U
oTMeHsomi qupekTuBbl 67/548/EDC u 1999/45/CE, u BHOcsmmii n3Menenus B Permament (EC) Ne
1907/2006.

[Ipouas undopmarms : OrcyTcTByerT.

[Tacriopt 6e3omacuoctu (SDS), EC

Ora lrlll(])OpM‘dIIM}l OCHOBAaHa Ha HAIIMX COBPEMCHHBIX 3HAHUAX U NPEAHA3HAYCHA TOJIBKO JI OIMMCAaHU NMPOIYKTa I uesnen 3IpaBOOXpaHCHU, 0C30MacCHOCTH H

3KOJIOTHYCCKHUX '[']’JC()OBHHHI?. llO')'IOMy OHa HE JI0JDKHA pacCMaTpUBATHCA KaK rapaHTUPYIOIINE KaKue-11uo0 u3 XapaKTECPHBIX CBOICTB IpoayKTa

MpuyrHa nsmeHeHusi: oGHOBNEeHVe Ao nocreaHero dopmara.
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