i-STAT PTP!“s Control Level 1
i-STAT PTP!“s Control Level 2
(CaCl:2 reconstitution solution)

HNudopmarroneH aucT 3a 6€30macHOCT

B chotBeTcTBHE ¢ Pernmament (EO) Ne 1907/2006 (REACH), ¢ u3menenusita Ha Pernament (EC) 2020/878 u B croTBetcTBHE ¢ Federal Register / Vol. 77,
No. 58 / Monday, March 26, 2012 / Rules and Regulations
Jlata Ha n3gasane: 5.7.2023 r. Bepcus: A

PA3IEJI 1: UnenTudukanus Ha BelIeCTBOTO/CMECTAa M HA APYKeCTBOTO/NPeANPHUATHETO

1.1. UnenTudukaTop Ha NPoOaAyKTA

®dopma Ha mpoyKTa : Cmec

HanMeHoBaHMe Ha IPOIYKTa . i-STAT PTP" Control Level 1 (CaCl, reconstitution solution); i-STAT PT?" Control Level 2 (CaCl,
reconstitution solution)

Kon Ha mponykra : 06P17-17; 06P17-18

Jlpyru cpencrtsa 3a HACHTU(GUKALHS : Besika kyTust cpabpika 5 dakona ¢ nnodunmuupana miasma u 5 ¢uakoHa ¢ pa3TBOp 3a MoJIydaBaHe

Ha CaCl2. 1.5 ml o6em Ha meiHeHe Ha ¢utakona ¢ CaCl2.

1.2. UnenTuduumupanu BUAOBe YIOTpPeda HA BEIIECTBOTO WJIM CMECTa, KOUTO €a OT 3HAYeHHe, U BUI0OBe YNOTpeda, KOUTO He ce
NpenopbYBaT

1.2.1. UnenTnduuupanu ynorpeon

VYnorpeba Ha BeIECTBOTO/CMECTa : 3a IMarHOCTHYHA yHOTpeOa HHBUTPO

1.2.2. Ynorpeou, KONTO He ce NMPenopbYBaT

Hsima HanuuHa JOMBIHUTETHA PIH(l)OpMaLII/Iﬂ

1.3. IlogpoOHu JaHHM 32 I0CTABYMKA HA MH(OPMALIMOHHMS JHUCT 32 0e30[aCHOCT

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

TexHu4ecKa NOAAPbKKa

Wwmeiin 3a CAILL techsvc@apoc.abbott.com
Tenedon 1-800-366-8020 BapuanT 1.

3a crpanure u3pbH CAIL]

umeitn oustechsvc@apoc.abbott.com

1.4. TenedoHeH HOMep NMPH CHIELIHU CITYYAH

TenedoneH HoMep NPH CIICLIHH CIyYan : Csopixere ce ¢ Llenrspa 3a criemnu nosukBanus Ha CHEMTREC® 3a cpaelicTBue npu
TPaHCHOPTHPAHE WM aBapUIHKM CUTYaI[HH C ONIAaCHU MaTepuaiy (24 yaca B ICHOHOILINETO, 7 AHU B
CeJMULIATA).
ITocouete HOMepa Ha noroBopa Ha Abbott CCN 119.
- Tenedon (800) 424-9300 (Oe3mnaTen), ako ce odaxaare ot Cheaunenute matu, Kanana, [lyepro
Puko u BuppkuHCKHTE OCTPOBH.
- Tenedon +1 (703) 527-3887, MexkayHapoeH U HOMEP 3a MbTYBALIKTE 10 MOpe (IpHeMar ce u
Pa3roBOpH 3a CMETKa Ha IpHeMallaTa CTpaHa), ako ce obaxxaare n3pbH CheTMHEHNTE I[ATH WITH OT
Kopab B MOpETO.
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PA3JIEJI 2: Onucanue HA ONACHOCTHUTE

2.1. Knacudunupane Ha BelIeCTBOTO HJIH CMeECTa

Kaacnpuxauus B chorBercTBre ¢ Persiament (EO) Ne 1272/2008 [CLP] u IIpenocrapsine nadopmanus 3a onacHocrute Ha CAILLl (US Hazcom) 2012
To3u IpoAyKT € OLIEHEeH crope] KpuTepuuTe 3a kiacudunupane Ha ['mobanHaTa xapMOHU3HpaHa CHCTeMa 3a KiIacu(uKaIms 1 eTHkeTHpane Ha xumukamn (GHS).
To3u mpoayKT He OTroBaps Ha KpUTepHUTe 3a Kinacuuupane Ha GHS.

He6aaronpusatau Gpu3HKOXHMHYHH epeKTH U HeGJATONPHATHY e()eKTH 32 3PAaBeTO HA YOBEKA U OKOJIHATA cpe/ia

Hsma HaimyHa IOIbIHUTETHA HHPOPMALHSL

2.2. EneMeHTH Ha eTHKeTa

Erukerupane B chorBercTBHe ¢ Persiament (EO) Ne 1272/2008 [CLP] u IIpenocraBsine uudopmanus 3a onacHocrure Ha CALLL (US Hazcom) 2012
Hemnpuno>xuMo eTHKeTHpaHe

2.3. /Ipyru onacHoOCTH

CMecTa He ChABPIKa BEIIECTBO(a), BKIIIOUCHO(H) B CIIUCHKA, H3TOTBEH B choTBETCTBHE ¢ WieH 59(1), maparpad 1 or REACH, 3a mputexaBaHeTo Ha CBOICTBa,
HapyIIaBaniy (pyHKINATE Ha €HIOKPHHHATA CUCTEMa, MIIH 32 KOGTO/KOUTO He € YCTaHOBCHO, Ye HMa(T) CBOWCTBA, HAapyIIaBaly (yHKIMHTE Ha €HIOKPUHHATA
cHucTeMa, B CbOTBETCTBHE ¢ KpuTepuure, onpeaenetu B Jlenerupan Pernament (EC) 2017/2100 na Komucusrta umu Pernament (EC) 2018/605 na Komucusra B
KOHLICHTpAIMs1, paBHa WM 1o-Brucoka ot 0,1 Ternosex %.

PA3JIEJ 3: ChcraB/mHdopManus 3a CbCTAaBKUTE

3.1. BemecTBa

He e npunoxxumo

3.2. Cmecu

CMec OT XUMHYHH W/WIH OUOJIONMYHH BEIIECTBA 33 JUArHOCTUYHA yrIOTpe6a HHBUTPO.

HaumenoBanue HUpentuduxarop na % Kaacudukanus B cbOTBETCTBHE C
MPOAYKTa Pernament (EOQ) Ne 1272/2008 [CLP]

He cbabpika omacHu ChbCTAaBKU Ha HKMBA, U3UCKBAIILM ONOBECTsABaHe criope CTaHAapTa OTHOCHO MH(OpPMALHUATA 32 PUCKa HAa ATEHIMsATa 32 6E30MaCHOCT U
3apase npu padota (OSHA) (29 CFR 1910.1200) mu Pernmament (EO) Ne 1907/2006 (REACH (PernaMeHT OTHOCHO peTHCTpAlUsITa, OLIEHKATa, Pa3pelIaBaHeTO
1 OTpaHMYaBaHETO HA XMMHKAJIM)) C HETOBHS periiaMeHT 3a u3Menenue Permament (EO) 2020/878

PA3JIEJI 4: Mepku 3a mbpBa MOMOIIL

4.1. OnucaHue HA MePKHUTE 32 IbPBAa MOMOLL

[TpBa nomout - 00IIM MEPKU : Tlokakere To31 HH(POPMALIMOHEH JIKCT 32 6€30MaCHOCT Ha 00Cy KBaIus Jiekap. 3nepere
3aMBPCEHOTO 00JICKIIO MPear NOBTOpHA yroTpeda. Hukora He naBaiite HULIO Ha YOBEK B
6e3ch3HaHKe.

IIbpBa oMol pu BAUIIBaHE : TIPU BAMIIBAHE: M3Banere Ha 4uCT BB3AYyX U I'0 OCTaBeTe B MOKOM B yI00HA 3a IHIIaHEe
TO3HIHSL.

[IbpBa HOMOIIL TP KOHTAKT € KOXKAaTa : TIPY KOHTAKT C KOXATA (uu o6nekioto): CBajeTe 3acerHatoTo 00JIeKI0 ¥ NPOMUMTE IsaTa

€KCIIOHMpPaHa K0Xka C BOJIa B IPOABDKCHHE Ha Hal-MaJIKo 15 MHHYTH. AKO ce pa3BUE MM IPOIBIDKA
JIpasHEeHe, MOThPCETE MEIUIIMHCKA TOMOLIL.

[IbpBa noMoIIL IPU KOHTAKT C OUUTE . TP KOHTAKT C OUYUTE: IIpomuBaiiTe BHUMATEIHO € BO/IA B POIbDKEHHE HA HAKOJIKO MUHYTH.
CBasleTe KOHTAKTHHTE JICIIU, aKO MMa TaKHBa H JIOKOJIKOTO TOBa € Bb3MOkKHO. IIpoabmkaBaiite 1a
npomusarte. [Ipu npoabmkuTeIHO Apa3HeHe Ha ounte: [oThpceTe MEANIMHCKH ChBET/TIOMOLL.

IIbpBa nomoII NpH MOrTbIAHE : TIPU TIOT'JIBILIAHE: Crapatenso usmuiite ycrara. He npenu3BukBaiite noBpsiase 6e3
KOHCYJNITAIUs C LEHTBP 110 TOKCUKoJorus. IIpu HepasmnonoxkeHre NoThpceTe MEANIMHCKA TIOMOLIL.
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4.2. Haii-chIecTBEHH OCTPH U HACTHIBAIIM CJ1eJ H3BECTEH MePHO/] OT BpeMe CHMITOMH U eheKTH

CHMHTOMH/C(bCKTH : HpI/I NPEeABUACHUTE YCJIOBUA HA HOPMaJIHA yn0Tp66a HE NPEACTABJIABA CHIIECTBEHA OIACHOCT.
CHMHTOMI/I/C(beKTH CJIC BAUIIBAHE : Moxe na TIPUIUHUA HE3HAYUTCIIHO APA3HEHE HA MUXATCIHUTE IIbTUILA.

CHMHTOMI/I/C(beKTH CJIE KOHTAKT C KOXKaTa : Moxe na TIPUIUHHA HE3HAYUTCIIHO APA3HEHE HA KOXKaTa.

CHMHTOMH/C(bCKTH CJIE KOHTAKT C OUUTE : HpI/I KOHTAKT C OYMTE € Bb3MOXHO [1a UMa ApPasHEHE.

CHMHTOMH/C(bCKTH CJIC MOIIbIIaHe : Moxe na TIPUYIUHUA HESHAYUTECITHO CTOMAIIIHO-YPEBHO JIpa3HEHE

4.3. Yka3aHue 32 He00X0AUMOCTTA OT BCAKAKBHU HEOTJIOKHU MeANIMHCKH T'PUKHU U CIEIMAJTHO JIeYeHue

Hsima HanuuHa JOMBIHUTETHA PIH(l)OpMaLII/Iﬂ

PA3JIEJI 5: IIpoTHBONOXKAPHU MEPKH

5.1. CpeacTBa 3a raceHe Ha MOKap

IMoaxoasiu nokaporacuTeNIHi CpeIcTBa : Cyx npax. [IsHa. Beriepoaen puokeun (COy).

5.2. Oco0eHu ONACHOCTH, KOUTO MPOU3THYAT OT BELECTBOTO HJIH CMECTa

OnacHoCT OT Toxap : KpI/ITepI/H/ITe 3a KJ'IaCI/I(bHI.IHpaHC HE Ca U3I'BJIHCHU.
OnacHOCT OT EKCIUIO3HS : Kpmepnme 3a Knacmbuuupaﬂe HE Ca U3I'BJIHCHU.

5.3. CbBeTH 32 MOKAPHHKAPHUTE

3amumTa npy raceHe Ha moxap : Jla He ce BIM3a B 30HU Ha MOKap 6e3 MOAXOISIIN PEAa3HN CPEACTBA, BKII. 3alHTA 32 UXaTelHaTa
cucrema. [TeiHO IpenasHo 061eKI0

PA3JIEJI 6: Mepku npu aBpapuiiHO H3MyCKaHe

6.1. JImuHM MpeANa3HU MePKH, MPeANa3HU CPeCTBA H NPOLEIYPH NPH CHEIIHH CIy9an

6.1.1. 3a mepcoHaJ1, KOITO He OTrOBapsi 32 CHEIIHH CJIy4au

3aluTHY cpeJcTBa 1 Hocere npennasnu cpejcTa, KakTo € onucaHo B Paznen 8.
ABapuiiHH IIIaHOBE 1 Jla ce eBaKyHpa HEHY HHUSAT NEPCOHA.

6.1.2. 3a 1unaTa, OTTOBOPHH 32 CIICIIHHU CJIyYan

3amuTHu CpecTBa : Jla ce HOCH TOAXO/IAIIO MPE/INA3HO OOIEKIT0, PHKABHUIN U 3AIIUTHU CPEJICTBA 38 OUNTE WITH JIHIETO.
OpnoOpeH pecnupaTop ¢ MOAAaBaHE HA BB3/yX, B CIIy4ail Ha CHEUIHOCT

6.2. IIpeana3Hu MepKH 32 ONa3BaHe HA OKOJHATA cpela

Jla ce n30srea u3myckaHe B OKoJIHaTa cpefa. [a ce mpenoTBpaTy nomnajaHeTo B KaHaIM3alusATa U O0IIECTBEHN BOIoeMH. [la ce yBEIOMSAT BIACTUTE, aKO
MPOAYKTHT MOMAAHE B KAHAIU3ALUATA UM OOLIECTBEHH BOJJOSMHU.

6.3. MeToau 1 MaTepuaJIu 32 OTPAHUYABAHE U MOYNCTBAHE

3a 3aabpiKaHC : CnpeTe T€4Ya, ako € 6e30MacHo. Orpaﬂuque BCUYKH PA3JIMBU C AUT'A UIHA aﬁCOpGeHTH, 3a Ja
NPEAOTBPATUTE MUTI'PALIUA U HABJIM3aHE B KaHAJIM3alUATa WIA IOTOLH.
MeTtoau 3a IOYHUCTBAHE . H3merere pascunaHus MaTepuall, 6e3 Jla BAUraTe mnpax. TTouuncrere CTapaTejaHO NOBbPXHOCTTA, 3a 1a

OTCTPAHUTE OCTATBYHOTO 3aMbPCSIBAHE. W3muiite 06HIHO € BOJla ¥ npenapar. Hanecere nmoaxosiig
I[eSHH(bCKTaHT‘ To3u MaTepuall U HErOBUAT KOHTeﬁHep TpﬂﬁBa Jla C€ U3XBBPJAT 11O 6e30MaceH HauMH
1 ChINTaCHO MECTHOTO 3aKOHOATEJICTBO

6.4. [TozoBaBaHe Ha APYTH pa3aean

Hsima HanmMuHa JOMBIHUTEIHA PIH(l)OpMaI.II/Iﬂ
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PA3JIEJI 7: O6padoTka  cbXpaHeHuUe

7.1. lIpeana3an Mepku 3a 6e30macHa padora

Hpe;[namu MEPKHU 3a Ge3ormacHa pa60Ta . M3mosn3BaiiTe camo ¢ Moaxo/s11a BEHTHIIALHSI. I[a HE C€ BUIIIBA IIpaxa. C’BXpaHﬂBaﬁTe KOHTCﬁHCpa
TUTBTHO 3aTBOPEH HA XJIaHO MACTO. W3muiite 06HIHO cien pa60Ta‘ M306srBaiiTe KOHTAKT C KoOJKara,
OYHTE U 00JICKIIOTO.

7.2. YcaoBusi 3a 6e301MaCHO ChXpaHsiBaHe, BKIIOYHTETHO HeCbBMECTHMOCTH
Vcnosus 3a CbXpaHsABaHE : l[a C€ CbXpaHsABa CaMO B OpUTIMHAIHATA OITaKOBKa.
7.3. Cneuuduuna(u) kpaiina(u) ynorpeda(u)

Hsima HanuuHa JOMBIHUTEIHA PIH(l)OpMaLII/Iﬂ

PA3IEJI 8: KoHTpPOJI Ha eKCIO3MIUSATA/JIMYHH MPeINa3Hu CpeacTBa

8.1. [TapameTpH HA KOHTPOJT
8.1.1. HanMoHATHU I'PAHMYHM CTOIHOCTH HA NPOGeCHOHATHA eKCIIO3HIUS U OUOJIOTHYHH TPAHUYHHU CTOHHOCTH
Hsma HanM4Ha JOMBIHUTENHA HHOPMAIIUS

8.1.2. IlpenopbunTEIHH NPOLEAYPH 32 HAGII0AeHHE
HsMa HanudHA JOIBIHATEIHA HH(POPMALUT

8.1.3. O6pa3yBat ce 3aMBbPCUTEIN HA Bb3AyXa

Hsma HanmyHa IOMBIHUTETHA HHPOPMAIHSL

8.1.4. DNEL n PNEC

Hsima HanmvHa JOMBIHUTENHA UHOPMAIIUS

8.1.5. Peryampane upe3 o6xBaru (control banding)

Hsima HanuuHa JOMBIHUTEHA PIH(l)OpMaLII/Iﬂ

8.2. KoHTpoJ Ha ekcnO3HIUATA
8.2.1. IToaxoasil TeXHUYECKH KOHTPOJI

TMoaxoasiug TEXHUYECKH KOHTPOJI:

OCI/Il'prTC noaxonasuia 061.Lla M JIOKaJIHA CMyKaTeJIHa BEHTUJIalUs. Wznosn3Baiite NpEearnasHu CUCTEMHU 3a IPOLECH, JIOKaJIHA CMYKaTEJIHA BEHTUJIALUA WK APYTAd
CpeACTBa 3a MHXKCHEPEH KOHTPOJI, 32 1a KOHTPOJIUPATE HUBATA HA BB3AYIIHUTE KOHIICHTPAUU NIOA NPEMOPBUUTEITHUTE 'PAHUIHU CTOWHOCTH Ha €KCITO3ULIHS.
OcnrypeTe noaxoasila BEHTHIalusA, 0COOCHO B 3aTBOPCHU NPOCTPAHCTBA.

8.2.2. JInuHu NpeanasHu cpeacTa

JIM4HM npena3sHu cpejcTBa:
PwkaBuru. [lpeanasuu ounsa oT 3aTBOPEH THIL.

CuMBoJI(M) 32 THYHHU NPEANA3HU CpecTBa:

8.2.2.1. 3amuTa HA OYHTE U JIHIETO

3amuTa Ha ouMTE:
V3non3Baiite npeanasHu CpeacTBa 3a 04H, TIOIXO/UIIIM 32 OKOIHATa cpeza. M30sraaiite aupekteH koHTakT ¢ ounte. EN 167(EU)
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8.2.2.2. 3amuTa Ha KoKATA

3ammTa HA KOKATA U TAJIOTO:

Hocere rbaru ppkaBu 1 xumudecku Herponuaemu JIIIC/nenu raimepu3ony, 3a 1a MUHIMH3UpATe eKCIo3uiusiTa Ha Ts10To. [EN 14605:2005 and EN

13034:2005]

3amuTa Ha pBUeTE:

H3non3BaiiTe phKaBUIH, KOUTO ca HOAXOMAIM 3a paboTHATa cpefa. PrkaBuiute TpsaOBa 1a ca kinacudumpanu cnopen cranaapT EN 374 umn ASTM F1296.

8.2.2.3. 3amuTa HA JUXATETHUTE MHTHILA

3amuTa HA JUXATCJIHUTE NbTUIA:

Koraro mapute, MbIiIaTa WIN IPaxbT HAJABUIIABAT JOITYyCTUMUTE IpaHUIM Ha excrio3unus (PELs) niu Apyru NpuioXuMu TpaHHYHH CTOIHOCTH Ha

npodecuonanna excriozunus (OELSs), u3nonsBaiiTe cpeicTBa 3a AUXaTeIHA 3allUTa, 0400peH: no eBponeiickus cranaapT EN 529:2005.

8.2.2.4. TepMHYHH ONIACHOCTH

Hsima HanuuHa JOMBIHUTEHA PIH(l)OpMaLII/Iﬂ

8.2.3. KoHTpo./1 Ha eKcno3uuusATa B 0KOJHATA cpejia

Hsima HanuuHa JOMBIHUTETHA PIH(l)OpMaLII/Iﬂ

3AEJI 9: ®u3nyHu 1 XHMHYHU CBOMCTBA

9.1. Uudopmanusi 0THOCHO OCHOBHHMTE (U3MYHM M XMMHYHH CBOIiCTBa

ArperaTtHo CbCTOSIHHE

BroHIieH By

LBsar

Mupuszma

I'panuiaTa Ha MUpHUCca

pH

OTHOCHTENHA CKOPOCT Ha u3napsiBane (Oytunanerar=1)
Touka Ha TOIIEHE

Touka Ha 3aMpB3BaHe

Touka Ha KHUIIEHE

[Tnamua TemnepaTypa

Temmeparypa Ha camo3arnajaBaHe
Temmepartypa Ha pa3iaraHe

3anmanumocT (TBBP/O BELIECTBO, ra3)
Hansraue Ha napute

OTHOCHTENHA IUTBTHOCT Ha nmapure npu 20°C
OTHOCHTENHA IUTBTHOCT

IlreTHOCT

PazrBopumocr

Koedumuent Ha pa3npenenenue: n-okranon/soaa (Log
Pow)

Bucko3uTer, KHHEMaTHYEH

Bucko3uTer, IMHAMUYEH

Ekcrnuo3uBHu cBOiicTBa

Oxcuupaniy cBoicTa

I'paHMIM HA EKCIUTO3UBHOCT

9.2. ipyra nnpopmanus

Teuen

Peienne

Cun

Mexk 10 JiIcBag
Hsima HamvHU JaHHA
Hsima HamvHU JaHHA
Hsma HaamvHU JaHHA
Hsma HamvHU JaHHA
Hsma HaaMvHU JaHHA
Hsima HamvHU JaHHA
Hsima HamvHU JaHHA
Hsma HamvHU JaHHA
Hsma HaaMvHU JaHHA
Hsima HamvHU JaHHA
Hsima HamvHU JaHHA
Hsma HaamvHU JaHHA
Hsma HamvHU JaHHA
Hsima HamvHU JaHHA
Pa3TBOpUM BBB BOJEH Pa3TBOP.
Hsma HamvHU JaHHA

Hsma HaimuHM 1aHHU
Hsma HaimuHM 1aHHU
KpurepunTe 3a knacuuiypane He ca U3MbIHEHN.
KpurepunTe 3a knacuuiypane He ca U3MbIHEHN.
Hsma HaimuHM 1aHHU

9.2.1. Undopmanusi BbB BPb3Ka ¢ KJIacoBeTe Ha (PU3HYHA ONIACHOCT

Hsma Hanmm4Ha JOMBIHUTENHA HHOPMAIIUS

9.2.2. JIpyru xapakTepUCTHKH 32 6e301aCHOCT

Hsima HanmMuHa JOMBIHUTEIHA PIH(l)OpMaI.II/IS(

5.7.2023 r. (Bepcus: A)

EU-US SDS - BG (6birapck) 5/11



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

HNudopmarroneH aucT 3a 6€30macHOCT

B chotBeTcTBHE ¢ Pernmament (EO) Ne 1907/2006 (REACH), ¢ u3menenusita Ha Pernament (EC) 2020/878 u B croTBetcTBHE ¢ Federal Register / Vol. 77,
No. 58 / Monday, March 26, 2012 / Rules and Regulations
Jlata Ha n3gasane: 5.7.2023 r. Bepcus: A

PA3JIEJI 10: CTa0MIHOCT M PEAKTHBHOCT

10.1. PeakunoHHa c1I0oCOOHOCT

Hsima Hanmuana JOITbJIHUTEC/IHA PIH(l)OpMaI.II/Iﬂ.

10.2. XuMHYHA CTa0HIHOCT

Hsima Hanmu4Ha JOTBIHUTETHA PIH(l)OpMaI.II/Iﬂ.

10.3. Bb3MO:KHOCT 32 ONIACHY pPeaKuuu

Hsima HanmuyHa JOTbIHUTETHA PIH(l)OpMaI.II/Iﬂ.

10.4. YcnoBus, KOUTO TPsiOBa Ja ce H30ArBaT
Hsima Hanmuana JOITbJIHUTEC/IHA PIH(l)OpMaI.II/Iﬂ.

10.5. HecbBMecTHMHM MaTepUaIn

Hsima manmana nombiHATETHA I/IHd)OpMaI_II/IH.

10.6. OnacHu NPOAYKTH HA pa3najgaHe

Hsima Hanmana nombIHATETHA I/IHd)OpMaI_II/IH.

PA3JIEJI 11: ToxkcuxosoruuHa nHopmManus

11.1. Undopmanus 3a KIacoBeTe Ha OMACHOCT, onpeneaeHn B Periament (EO) Ne 1272/2008

Octpa ToKCHYHOCT (OpaiHa)

OcTpa TOKCUYHOCT (JiepMaiHa)

OcTpa TOKCHYHOCT (BJHIIIBAHE)
Kopo3uBHOCT/Ipa3HeHe Ha KoXKaTa

CepHoO3HO yBpexkJaHe Ha OUUTe/Apa3HEeHe HA OUHTe
CencuOHUNIM3aIys Ha AUXaTeIHUTE ITBTHINA WIIH KOXKaTa
MyTareHHOCT Ha 3apOIUIIHATE KICTKH
Kamnreporennoct

ToKCHYHOCT 3a PENpPOAYKIMATA

CTOO (cneuuduyHa TOKCHYHOCT 32 ONPEACICHH
OpraHy) — eIHOKPAaTHA eKCIIO3UIIUS

CTOO (cneuuduyHa TOKCHYHOCT 32 ONPEACICHH
OpraHy) — MOBTapsIIa Ce eKCIIO3UIUS

OmnacHOCT NpH BAXIIBAaHE

11.2. Undopmanus 3a APYra ONACHOCTH

He ce xnacudunupa
He ce xacudunupa
He ce xacudunupa
He ce xnacudunupa
He ce xacudunupa
He ce xacudunupa
He ce xacudunupa
He ce xnacudunupa
He ce xacudunupa
He ce xacudunupa

He ce xnacudunupa

He ce xnacudunupa

11.2.1. CpoiicTBa, HapymaBanu GyHKIMHTE HA eHIOKPHHHATA CHCTEeMA

HeOnaronpusTHY MOCIESUIN 32 3APABETO, IPHINHEHU
OT CBOICTBa, HapyIIaBamy (QyHKIUHUTE HA
€HIOKpHHHATa CUCTEMA

11.2.2. Ipyra undopmanus

Jpyra nndopmarus

CMecTa He ChABpIKa BEIIECTBO(a), BKIIIOUCHO(H) B CIIMCHKA, U3TOTBEH B CHOTBETCTBHE ¢ WieH 59(1),
naparpad 1 or REACH, 3a npurexaBaHeTo Ha CBOMCTBA, HApyIIaBaly (yHKIMUTE HA
€HJJOKpHHHATA CUCTEMa, WK 33 KOCTO/KOUTO HE € YCTaHOBEHO, Y€ MMa(T) CBOMCTBA, HApyIIaBaIl
(yHKIUHUTE HAa eHJOKPHHHATA CHCTEMA, B ChOTBETCTBHE C KPHTEPUHTE, ONIpe/ieNicH: B Jlenerupan
Pernament (EC) 2017/2100 ra Komucusta nmu Pernament (EC) 2018/605 na Komucusita B
KOHIIEHTpaNus, paBHa WK M0-Bucoka ot 0,1 TermoseH %.

Hsima HanmuyHa JOMBIHUTEIHA I/IH(l)OpMaLII/Iﬂ
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PA3JIEJI 12: Exosiornyna nHpopmanust

12.1. ToxkcuuHOCT

Exonorus - 00110 . Hsma nanuuna nHGOpMAHSL.
OmacHo 3a BoJiHaTa cpejia, KpaTKocpouHa (0cTpa) . He ce xnacudunupa
OmnacHo 3a BOJIHaTa cpejia, IbIrOCPOYHa (XPOHHYHA) . He ce xnacudunupa

12.2. YeToifiumBOCT H pa3srpagumMoct

i-STAT PTP!s Control Level 1 (CaClz reconstitution solution); i-STAT PTP!“s Control Level 2 (CaClz reconstitution solution)

YcToiunBOCT U pasrpaiuMocT ‘ Hsva HammaHa nHGOpMAmUs.

12.3. BuoakymyJMpama crocoGHOCT

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

buroakymynupaiiia ciocoOHOCT ‘ Hsma nammuna nHQopManms.

12.4. [IpenocumocT B nouBaTa

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

Exonorus - noysa ‘ Hsva HanmmaHa uH(OpMAmUS.

12.5. Pe3yararu ot onenkata na PBT u vPvB

Hsima HanmMuHa JOMBIHUTEIHA PIH(l)OpMaI.H/Iﬂ

12.6. CpoiicTBa, HapymIaBaIu (P)YHKIHHTE HA €HAOKPHUHHATA CHCTEMA

HeGnaronpusTHH MOCIEHIIM 32 OKOJIHATA CPEAa, : CMecTa He ChABpIKa BELIECTBO(a), BKIIOUCHO(H) B CIIMCHKA, H3TOTBEH B CHOTBETCTBHUE ¢ wieH 59(1),
MPUYMHEHH OT CBOWCTBA, HApyIIaBaly GyHKIMHTE Ha naparpa¢ | or REACH, 3a npurexaBaHeTo Ha CBOMCTBA, HApYIIABAIH (YyHKIMUTE HA
€HJJOKpHHHATA CUCTeMa €HJJOKpHHHATA CUCTEMa, MK 32 KOCTO/KOUTO HE € YCTAaHOBEHO, Ye MMa(T) CBOMCTBA, HApyILIaBaIl[H

(yHKIMHTE HA EHOOKPHHHATA CUCTEMA, B CbOTBETCTBHE C KPHTEPUHTE, ONpeiesieH: B lenerupan
Pernament (EC) 2017/2100 na Komucusita wmn Pernament (EC) 2018/605 na Komucusita B
KOHLIEHTpALMs1, paBHa WM 1o-Bucoka ot 0,1 Ternosex %.

12.7. Ipyru He0JIaronpusiTHU eeKTH

Hsima HanmMuHa JOMBIHUTEIHA PIH(l)OpMaI.H/Iﬂ

PA3JIEJI 13: O6e3BpeskaaHe HA OTHATBIIUTE

13.1. MeTtoau 3a TpeTHpaHe HA OTHAXbLU

Mertoau 3a TpeTHpaHe HA OTHATBIH . He m3xBbpisiite B 00IECTBEHU CHCTEMH 32 OTIHAIbUHU BOM Oe3 pa3pelleHne Ha OPraHuTe o
KOHTPOII Ha 3aMbpcsiBaHeTo. He ce paspemraBa 3aycTBaHe B OBEPXHOCTHH BOJH 0€3 pa3pelInTeNIHO.

[penopbku 3a 00e3BpexJaHe HA IPOAYKTa/onakoBkaTa : Jla ce memoHupa o 6e30maceH HauMH B ChOTBETCTBHE C MECTHUTE/HAIMOHATHUTE paznopenou. [la ne
ce JI0IyCKa M3IMyCKaHe Ha POAYKTa B OKOJIHATA CpeJia.

PA3JIEJI 14: Undopmanusi OTHOCHO TPAHCIIOPTHPAHETO

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

14.1. Homep no cincbka Ha OOH nian naeHTHGUKAITOHEH HOMEDP

Howmep mo crimcrka Ha OOH (ADR) . He e npunoxumo
Howmep mo criucska Ha OOH (IMDG) . He e npunoxumo
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OOH-No. (IATA) . He e npunoxumo
Howmep no criucska Ha OOH (ADN) . He e npunoxumo
Howmep mo crimcska Ha OOH (RID) . He e npunoxumo

14.2. TouHo HaMMeHOBaHHE HA paTKaTa no cnucbka Ha OOH

TouHo npeBo3HO HauMeHoBaHKe (ADR) : He e npmioxumo
TouHo npeBo3Ho HauMeHoBaHue (IMDG) : He e npuioxumo
TouHo npeBo3Ho HanMeHoBanue (IATA) : He e npuioxumo
TouHo npeBo3Ho HauMeHoBaHue (ADN) : He e npuioxumo
Touno npeo3Ho HauMeHoBaHue (RID) : He e npuioxumo

14.3. Knac(oBe) Ha 0IaCHOCT NPH TPAHCIIOPTHPaHe

ADR

Kiac(oBe) Ha onacHOCT npu TpaHcnoptupane (ADR) . He e npunoxumo
IMDG

Kiac(oBe) Ha onmacHocT npu Tpancnoptupare (IMDG) : He e npunoxumo
IATA

Knac(ose) Ha onacHoct npu Tpancnoptupane (IATA) : He e npuioxumo
ADN

Kiac(oBe) Ha onacHOCT npu Tpancnoprupane (ADN) : He e npunoxumo
RID

Kiac(oBe) Ha onacHOCT npu Tpancnoptupane (RID) : He e npunoxumo

14.4. OnakoBb4Ha rpyna

OmnakoBbyHa rpyna (ADR) : He e npunoxumo
OnakorbyHa rpymna (IMDG) . He e npunoxumo
OmnakoBbuna rpymna (IATA) : He e npunoxumo
OnakoBbyHa rpymna (ADN) . He e npunoxumo
OmnakoBbyHa rpymna (RID) : He e npunoxumo

14.5. OnacHocTH 32 OKOJIHATA cpeaa

OmacHo 3a OKOJIHATa cpesia : He
Mopcku 3aMbpcuTen : He
Jpyra undopmarus : Hsma nompnHuTenHA HaMMYHA HHGOPMALUS

14.6. CnennaJiny npeana3sHy MepKH 3a NoTpeduTeIuTe

CyxonbTeH TPAHCIIOPT
He e npunoxumo

Tpancnopt no mope
He e npunoxxumo

Bb3aywmeH TpaHcnopT
He e npunoxxumo

TpaHcnopT 1o BbTPEUIHHTE BOAHH IIbTHIIA
He e npunoxumo

KesnesombTeH TpaHcnopT
He e npunoxxumo
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14.7. Mopcku TPAaHCIOPT HA TOBAPH B HACHITHO ChCTOSIHHE CHIVIACHO HHCTPYMEHTH Ha MeK/IyHApPOHATA MOPCKA OPraHH3alusl

He e npunoxxumo

PA3JIEJI 15: WH(popmanusi OTHOCHO HOPMAaTHBHATA ypeada

15.1. Cneuudu4HHU 32 BelIeCTBOTO WJIM CMECTA HOPMATHBHA ypea0a/3aK0H0IaTEJICTBO OTHOCHO 0€30MAaCHOCTTA, 3[PABETO U 0KOJIHATA
cpeaa

15.1.1. Peraamentu Ha EC

He cpappixa BemectBo(a), BkmoueHo(u) B [Ipunoxxenne XVII na REACH (YcnoBus 3a orpaHnuaBaHe)

He cpabpika BemecTBo(a), BKIodeHo(n) B cruchka Ha REACH ¢ xananpmat-BemecTsa

He cpabpika BemecTtBo(a), BKmoueHo(n) B [Ipunoxkenune X1V Ha REACH (Criucbk Ha BemecTBaTa 3a pa3pelaBaHe)

He cpabpika BemectBo, mpeamet Ha Permament (EC) Ne 649/2012 na EBponeiickust napnamenT i Ha ChBeTa 0T 4 roiu 2012 r. OTHOCHO H3HOCA H BHOCA HA OTIACHH
XHMHUKAIIH.

He cpabpixa BemectBo, npeamet Ha Permament (EC) Ne 2019/1021 na EBponeiickus napnamenT u Ha CpBeta oT 20 roHu 2019 T. OTHOCHO ycTOHYMBHTE
OpraHUYHYU 3aMBbPCUTEIN

ToBa ycTpoiicTBO CHOTBETCTBA Ha M3UCKBaHKATA Ha Permament 2017/746 Ha EC oTHOCHO m3zienusaTa 3a HHBUTPO auarHocTtuka (IVDR).

15.1.2. Hanuonanuu pasnopenoun

I'epmanus

OmnacHocr 3a Boaute knac (WGK) : WGK nwg, He e onmacuo 3a Boaute (Knacuduxamus B crorBeTcTBHE ¢ AWSV, Ilpnnoxenue 1)
Hapen6a 3a onacuu nnuuaeHty (12. BImSchV) : He e npenmer Ha Hapen6a 3a onacau nnuuaeHty (12. BImSchV)

Xoaanaus

SZW:-lijst van kankerverwekkende stoffen . Huto eqHa OT ChCTABKUTE HE € B CIIUCHKA

SZW:-lijst van mutagene stoffen . Huro enHa OT ChCTaBKHUTE HE € B CIIMCHKA

SZW:-lijst van reprotoxische stoffen — Borstvoeding : Huro enHa OT ChCTaBKHUTE HE € B CIIMCHKA

SZW:-lijst van reprotoxische stoffen — Vruchtbaarheid . Huro enHa OT ChCTaBKHUTE HE € B CIIMCHKA

SZW-lijst van reprotoxische stoffen — Ontwikkeling : Huto eHa OT CHCTABKUTE HE € B CIIHCHKA

®enepanu pasnopendu na CAILL

BcHYKH XMMHYECKH BEIECTBA B TO3U MPOAYKT ca U30pOeHH KaTo ,,AKTUBHHU B [IpaBuIioTo 32 n3uckBaHus 3a HoTHGHIHpaHe (AKTHBHU-HeakTHBHU) OT cIChKa
criopes; 3akoHa 3a KOHTpou1 Ha TokcuuHuTe BemectBa (TSCA) Ha ArenuusiTa 3a ona3Bane Ha okonHata cpeaa (EPA) (,,ITocnentoro npasuio®) ot despyapu 2019
I., ¢ u3MeHeHusTa oT deBpyapu 2021 r., uiu ca 0CBOOOACHH WITH PETYJIHPAHH 110 APYT HAYMH OT APYTH areHIUH KaTo ATSHIMATA [0 XPaHHUTE U JIeKapcTBaTa
(FDA) nnu ®enepanHust 3aK0H 3a HHCEKTHLMIM, QyHrHumman u poaentuiman (FIFRA)

Jbpxapun pasnopendu na CAILL

Kamudopnus - [Ipemioxenue 65 - To3u IpoayKT He ChABPKAa HUKAKBY BEIIECTBA, KOUTO Ca M3BECTHH B IjaTa KanudopHus kaTo NpUYHHABAIIY PaK W/HIN
YBpEKIaHHA Ha PENPOTyKTUBHOCTTA

15.2. Onenka Ha 6€30IACHOCT HA XHMHUYHOTO BEIeCTBO MJIH CMEC

Hsima HanuuHa JOMBIHUTEHA PIH(l)OpMaLII/Iﬂ

PA3JIEJI 16: Apyra ungopmanus

ChbKpaleHns 1 AaKPOHUMH

ACGIH AMepuKaHCKa KOH(EpeHIHs Ha PABUTEIICTBECHUTE IPOMHUIIICHH XUTHEHUCTH
ADN AMepuKaHCKa KOH(EPEHIHs Ha IPaBUTEIICTBEHUTE IIPOMUIIICHH XUTHEHUCTH
ADR EBporeiicka crioron6a 3a MekayHapoIeH PEBO3 Ha OMACHU TOBApH IO I10CE
CAS Ne Homep na Ciy>x0ata 3a XUMUYHH HHACKCH
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CbKpaleHust H aKPOHUMH

CLP Pernamenr 3a knacuduiupane, eTUKeTHpane u onakosaHe; Pernament (EO) Ne 1272/2008
DNEL TlonyueHa HenelcTBama 1O3a/KOHIICHTPALHS

EC50 Cpenna eeKTHBHA KOHIICHTPAIIHS

EC Ne Howmep na EBpomneiickara o0mHoOCT

ED CaoiicTBa, HapymIaBaiy GpyHKIMUTE HA CHIOKPHHHATA CHCTEMa

EN EBponeiicku crangapt

IATA MexayHapoaHa acoLManys 3a Bb3/yLICH TPAHCIOPT

IMDG MexyHapoieH KoJIeKC 3a IPeB03 Ha OMAaCHU TOBapH 10 MOpe

LD50 CpenHa netanHa 103a

OEL I'panmdHa CTOHHOCT Ha €KCTIO3UNUS HA PAOOTHOTO MSICTO

OSHA AreHnus 3a 6€30MaCHOCT U 31paBe pH padboTta

PBT VYcroituusy, buoakymynupaniu, Tokcuann

PNEC IIpennonaraema HezeiicTBaa KOHICHTPALHS

REACH Permament (EO) Ne 1907/2006 0THOCHO perucTparusiTa, OLEeHKATa, Pa3pelIaBaHeTo i OrPaHNIaBaHETO Ha XMMHUKAIIN
RID IIpaBHIHKK 32 MEXIyHApPOJCH PEBO3 Ha OMACHU TOBAPH C XKEIC30IBTCH TPAHCIIOPT

SDS Nudopmanmonen suct 3a 6ezonacuoct (UJIB)

STOT CrerupuaHa TOKCHYHOCT 32 ONPE/IeIeHH OPraHu

TRGS TexXHUYECKH TpaBHJIa 3a OIIACHH BEIIECTBA

vPvB MHOro yCcTOWYMBO U MHOTO OHOAKyMyJIHpALIO

WGK Knac na onacHoct 3a Boza

I/I3TO‘IHI/IHI/I Ha TaHHU

VYxazanus 3a oOydeHue

Wuankanus 3a MpOMEHM:

I'mobannara XapMoHH3UpaHa cUcTeMa 3a KIacU(pUIIMpaHe U eTUKeTHPaHe Ha XUMUYHH BEIeCTBa
(GHS).

Krnacudukanus 3a CALLL B crotBetcTBHE ¢ 29 CFR 1910.1200 (2012).

Knacudukanus 3a EC B crotBetctBHE ¢ Permament (EO) Ne 1272/2008 na EBpomneiickus mapiaMeHT
u Ha CpBeta ot 16 nexemBpu 2008 T. 0THOCHO KIaCH(HUIMPAHETO, ETHKETUPAHETO H OIIAKOBAHETO Ha
BEIIIECTBA U CMECH, 33 M3MEHEHHE U 3a oTMsiHa Ha Jlupextusu 67/548/EVO u 1999/45/EO u 3a
n3meHenne Ha Permament (EO) Ne 1907/2006.

Knacudukanus 3a Typuus B ceotBerctBHe ¢ Permament (SEA) oTHOCHO KiacuduIupaHeTo,
€TUKETHPAHETO U ONIAKOBAHETO Ha BEIIeCTBA H cMecH, MyOnuKyBaH B OQuiuaneH BECTHHK, HOMEp
28 848 ot 11 nexemspu 2013 roquHa.

ECHA (EBpomneiickata areHIus 0 XUMUKAIIH).

Hopmannara ynoTrpeda Ha TO3H IPOAYKT 03HA4aBa yIoTpebda B CHOTBETCTBHE ¢ HHCTPYKIIUUTE 3a
ynorpeba ¥ ChOTBETHATA OIAKOBKA HA IPOIYKTA.

[pepasrnexaane A: Cp3naneH e HoB UJIB 3a npusexnane B cbotBeTcTBHE ¢ Pernament (EO) Ne 1272/2008 [Pernament CLP (Knacuduumnpane, eTuketipase u

onakoBaHe Ha BerecTBa U cMmec)] u [Ipenocrassite nndopmanus 3a onacunoctute Ha CAILL (US Hazcom) 2012.

Jpyra nndopmarus

Astop: Pace.
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NJIb e moAroTBeH OT:

Pace Analytical Services, Inc.
Product Regulatory Services Group
1800 EIm Street

Minneapolis, MN 55414

United States

612-656-1175
paceSDS@pacelabs.com

Kuaacuduuupane u npoueaypa, H3moJ13BaHa 3a MoJiy4aBaHe Ha Kuaacuduxauust npoueaypa
KJacuukanuaTa 3a cmecu cbriiacio Perimament (EO) Ne 1272/2008

He e onmacuo M3uncnuTenen MeTo

Mudopmanmonnust nuct 3a 6ezonacuoct (MJ1B), EU-US

HndopmarusTa 1 NpenopbKUTe, ChABPIKAIIN ¢ TYK, ce 6a3upaT Ha HHGOPMAIHs WM H3IUTBAHNS, 32 KOUTO Ce CMATa, ue ca HaaexkaHu. Abbott Laboratories He
rapaHTHpa TOYHOCTTA MU ITBIHOTATA Ha Ta3u MHGOPMAIXs WIH Ha chabpxkanuTe ce Tyk npernopsku, HUTO ITBK KOATO U JA BIJIO YACT OT TA3U
NHOOPMALIVA MOXE JIA IIPEJJCTABJISIBA TAPAHIINSA, U3PA3SEHA WUJIN ITOAPA3BHPAIIIA CE, OTHOCHO BE30OITIACHOCTTA HA CTOKUTE,
IMPOJJABAEMOCTTA HA CTOKUTE WJIN ITPUT'OJHOCTTA HA CTOKUTE 3A OITPEJEJIEHA LIEJL.

Tazu I/IHd)OpMaIlI/Iﬂ HE 3aMECTBa CHbBETA HA 3APABCH CIICUAIUCT, HUTO € NMPEIOPHKA 3a HAIKaKbB KOHKPETECH KypC Ha JICYCHHUEC. Ts Hama 3a NIpeaHa3sHAYCHUEC a
JOITBJIBA, IPOMEHS UJIN 3aMECTBA KAaKBATO U J1a € I/IHq)OpMaIlI/Iﬂ (Hanp. C€TUKCTHUPAHE U J'II/ICTOBKI/I), IpeaoCTaB€HaA 10 OTHOIIEHUE HA MEJUIIMHCKATa yHOTpC6a Ha
IIpoayKTa. Abbott Laboratories He moema HUKaKBa OTIOBOPHOCT 34 IOJIyY€HU PE3YyJITaTH UIIN 3a cnyqaﬂ}m WJINA IOCIEABAIIH IETH, BKIIFOYUTEIHO € ITPOITyCHATU
T10JI31, IPOU3TUY ALY OT U3IIOJI3BAHETO HA TE3U JaHHU. He ce JlaBa uin HOD,'pa36I/Ipa HHUKaKBa rapaHiys Cpelly HapyniaBaH€ Ha IMAaTCHT, aBTOPCKO IIPaBO UIJIA
THProBCKa Mapka.
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