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PO3AIJ1 1. BusHauyeHHA pevyoBUHU/CyMiLli Ta KOMnaHii/nignpmuemMmcTBa

-1.1. laeHTndpikaTop npoaykry
- Toprosa nasea: D-hCG Control Level 1/ b-hCG Control Level 2 / b-hCG Control
Level 3/ b-hCG Calibration Verification Set

- ApTuKkyn:
05P59-01
05P59-02
05P59-03
05P59-04
02R29-01
02R29-02
02R29-03
00054749002559
00054749002566
00054749002573

-1.2. BU3Ha4YeHe HarneXxHe 3aCTOCyBaHHA pe4OBMHU abO CyMilli Ta HepeKoMeHaOBaHe

3acTocyBaHHs
[HLWIi 3HaYyLLi BIOOMOCTI BigCYTHI.

- 3acTocyBaHHs peyoBuMHU/NpenapaTy: AN AiarHOCTMKK in vitro

-1.3. BipomocTi npo nocrtavyanbHMKa nacnoprta 6e3neku

- MocTavanbHuUK:

Abbott GmbH & Co.KG (BigaineHHs Point of Care)
Max-Planck-Ring 2

65205 Wiesbaden, Germany (HimeuunHa)

Ten.: (+49)-6122-58-1389

MSDS-Support@Abbott.com

-1.4. Homep TenedoHy ANs eKCTPEHOro 3B’A3Ky
(+49)-6122-58-0
Ten.: (+49)-6122-58-1389
Honomory, Wo CTOCyeTbCSA TpaHCNOPTyBaHHA abo HaA3BUYaNHMX CUTYaLi, NOB’A3aHMX i3 Hebe3neyHnmn
MaTepianamu, MOXHa OTpMMaTu B LEeHTpi ekcTpeHoi gonomorn CHEMTREC® (npautoe uinogoboso ta 6e3
BUXigHWX). BukopuctosyinTte Homep krieHTa Abbott 675922,
— TenedoHywnTe Ha Homep (800) 424-9300 (6e3KOLITOBHO), SKLLO BUKIKK 3aicHI0eTbes i3 CLUA, KaHaaw,
MyepTo-Piko Ta BipriHCbKMX OCTPOBIB.
— TenedoHywTe Ha Homep +1 (703) 527-3887 (MiXKHapOAHWI i MOPCBLKUIA HOMEP [MPUINMatOTLCS BUKIMKA 3a
paxyHOK aboHEeHTa, SIKOro BUKINMKaloTh]), AKLLO BUKIMK 3AINCHIOETECA 3-3a Mex CLUA abo i3 cygHa B Mopi.
Ten.: (+49)-6122-58-1389

Honomory, Lo CTOCYETbCS TPaHCNOPTyBaHHA abo HaaA3BUYaMHMX CUTYaLi, NOB’A3aHMX i3 Hebe3neyHnmmn
MaTepianaMu, MOXHa OTpUMaTK B LieHTpi ekcTpeHoi gonomorn CHEMTREC® (npautoe uinogotoso Ta 6e3
BMXigHWX). BukopuctosyinTte Homep knieHTa Abbott 675922,

— TenedoHynte Ha HoMep (800) 424-9300 (6e3KOLUTOBHO), SKLLO BUKMUK 3aincH0eTbCA i3 CLUA, KaHaaw,
IMyepTo-Piko Ta BipriHCbkux ocTposiB.

— TenedoHywnte Ha Homep +1 (703) 527-3887 (MiXXHAapOAHWI | MOPCLKUI HOMEP [MPUINMaOTLCH BUKIUKA 3a
paxyHoOKk aboHeHTa, SIKOro BUKMNMKaloTh]), SAKLLO BUKMMK 3AINCHIOETLCA 3-3a Mex CLUA abo i3 cygHa B Mopi.

UKR—
(MpopoBxeHHs Ha cTop. 2)
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PO3[l1 2. IneHTncpikauina Hebesnekun

- 2.1. Knacudikauia pe4yoBuHu abo cymiLui

- Knacudikauis srigHo 3 PernameHTtom €C Ne 1272/2008
Llert npoaykT nepesipeHo BiAnoBigHO Ao kpuTtepiiB knacudikauii Pernamernty €C Ne 1272/2008 (CLP) i
"mobGanbHOi rapMoHi3oBaHOi cucteMm knacudikadii i MapkyBaHHS XiMiyHMx pevoBuH (GHS). Lien npoaykT He
BianoBigae kputepisam knacudikauii ani CLP, aHi GHS.

- 2.2. EnemeHTN MapKyBaHHS
- MapkyBaHHs 3rigHO 3 PernameHTom €C Ne 1272/2008: Hemae
- MikTorpamun HebGe3neku: Hemae
- CUrHanbHe croBo: Hemae
- KoMnoHeHTH mapkyBaHHs, ki BU3HaualoTe Hebesneky:
asng HaTpito
- XapakTepucTukn Hebesnekn: Hemae

- BigomocTi npo 3axoau 6e3neku:
P501: ytunisauis BMiCTy Ta KOHTeWHepa BiANOBIAHO A0 MiCLEBUX NPaBui i HOPM.

- NopaaTtkoBa iHopmauis
EUHO032: nig 4ac KOHTaKTy 3 KucnotaMmu BUAINAETbCS Ay>Ke TOKCUYHWUIA ras.

- LLnAxu KOHTaKTy

[na naToreHHNX MiKpoopraHi3miB, siKi NEPEHOCATLCS 3 KPOB'H0, | NOTEHLINHO iIHDEKLINHUX MaTepianis:

— MOLLKOMXKeHa LWKipa;
— cnn3oBi 060MOHKM, BKITHOYHO 3 OOOMOHKOK HOCca, poTa 1 ropna (ane He 0BMeXy4YNCb HUMK);

— napeHTeparnbHWIA KOHTAKT (30KpeMa Yepes iH’exuito abo ykon).

- 2.3 IHWi BUAK Hebe3neku
Lle npoayKT MiCTUTb KOMMOHEHTW, OTPUMaHI Bia noauHu. XKoaeH i3 BigoMux MeToAiB NepeBipkn He MoxXe aaTtu

abCconTHOI rapaHTii, WO NPOAYKTU, OTPUMaHI Big N0AMHU, HE NepeHocATh iHdekuito. Tomy BCi MmaTepianwy,
OTpUMaHi Big NIOOUHK, Crig BBaXXaTU NOTEHLINHO iHEKLinHUMM.

- Pe3ynbTaTtu ouiHioBaHHsA 3a kpuTtepissmu PBT Ta vPvB
- PBT: He cTOCY€ETLCA
- VPVB: He cTocyeTbes

PO3AIN 3. Cknap Ta iHopMauis npo iHrpegieHTU

- 3.2. Cymiwi
- He6e3ne4Hi KOMNOHEHTH 3a kpuTepiamu €C:

CAS: 26628-22-8  Asup HaTpito
EINECS: 247-852-1 [ocTpa Tokc. 2, H300; roctpa y BogHoMy cepenosuiii 1, H400; XxpoHidHa y BoaHOMY
cepegosuwi 1, H410

0,09 %

- NopaTtkoBa iHopmauis
MoBHwuI onuc kogis puaukiB (R) i HebGesnek (H), 3a3HayeHnx y LboMy po3gini, AvB. B po3aini 16.

UKR—

(MpopoBxeHHs Ha cTop. 3)
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PO30lJ1 4. 3axoaun nepLioi 4ONOMOTruU

-4.1. Onuc 3axoAiB nepLioi JONOMOru
- Micna BauxaHHA. Bigingite Big mpxepena BnnvBy. 3BEPHITLCA MO MEAMYHY AONOMOTY i HAanNeXHWUI noganbLlUni Harnsg,.

- Micnsa KOHTaKTYy 3i WKipoto.
3HIMITb 0AAr, AKMI KOHTaKTYBaB i3 NpoayKTOM. [poMuiTe ypaxeHy AinsHKY MUMOM i BOOK. 3BEPHITLCS MO
MeAMYHY AOMOMOrY M HaneXxHUin noganbLunin Harnsa.

- MicnA KOHTaKTy 3 o4uMa.
O0GepeXxHO NPOMUIATE PO3NIIOLLEHI O4Yi BOAOIO BMPOOOBXK KifTbKOX XBUINNH. BUIAMITL KOHTAKTHI NiH3K, SIKLLIO BOHM € Ta NErko
BUIAMatoTbCS. [pOA0OBXKYNTE NPOMUBAHHS. 3BEPHITLCA NO MeQUYHY AONOMOrY W HanexHui noganswvin Harngaa. Micns
KOHTaKTy 3 NPOAYKTOM BUMWUIATE PYKU.

- Micna npokoBTyBaHHS. [TpomuiiTe poT BoAoK. 3BEPHITLCS NO MEAWUYHY LOMNOMOTY i HAaneXHWI noganblUnin Harnsg,.
- 4.2, HanBaxxnuBilli CAMNTOMM 1 HaCnigKN, IK HeramHi, Tak i BigknageHi: He ouikylotscs

- IHbopmauisa ana megnyHMX npadiBHUKIB
Llen npoayKT MIiCTUTb KOMMOHEHTW, OTPUMaHI Bif NOAMHWY, i/abo NOTEHLIAHO IHMEKLiNHI KOMNOHEHTW. [oknaaHiLi
BiJOMOCTi AMB. ¥ Bknagaui abo iHCTPYKLIi i3 3acTocyBaHHs. »KoaeH i3 BiooMyx MeToAiB NepeBipku HE MOXe AaTu
abConTHOI rapaHTii, Lo NpoAyKTu, OTPMMaHi Bif nmoanHu, abo iHaKTMBOBaHI MIKpOOPraHiaMy He NepeHocATb iHGEKLo.

-4.3. lnchbopmauia npo HeoGXiAHICTb HeranHoOI MeAUYHOI AO0NOMOrUY Ta cneuianbHOro fikyBaHHA
JopaTtkoBi 3HaYyLLi BiZOMOCTI BiACYTHI.

PO3[IJ1 5. 3axoan noxexHoil 6e3neku

- 5.1. 3acobu noxexoraciHHsA
- MpunycTnumi 3acobu noxexoraciHHsA
MopolukoBa BorHeracHa peyvyoBuHa, giokeug syrneuto (CO2), Boga abo 3BmMYanHa niHa.
— YBara! CO2 BuTiCHsIE NOBITPS 3 NPUMILLEHDb | MOXE CNPUYMHUTY Bpak KUCHIO B aTMocdepi.
— Y pasi macwTabHiWwmx noxex: I3 LMM NPOAYKTOM He MOB’A3aHi »X04HI 0cobNMBI XiMivHI @60 peakuinHi pr3nKu, Wo
Mornu 6 BNAnHYT Ha BUGIp 3acoby raciHHA NOXexi B MPUCYTHOCTI NpoAayKTy. BukopucToByiTe 3acobu noxexxoraciHHs
Bi4NOBIAHO 4O cepeAoBMLLA.

-5.2. Oco6nuBi BN Hebe3neku, NOB’A3aHi 3 pe4OBMHOK abo CyMmillLO
I3 XiMiYHUMK pevoBUHaMK Y cKnadi LbOoro NPoAyKTY He MOoB’sA3aHi XoaHi 0cobnusi ximMivHi abo peakuinHi pusuku, Wwo mornu 6
BMIMHYTK Ha BMGIp 3acoby raciHHS noxexi.

- 5.3. PekomeHpauii Ansi NnoXxexHux
- 3axucHi 3acobu
Mig yac raciHHA MaclwTabHMX NOXEX BUKOPUCTOBYNTE HaNEXHi 3aco0u iHAMBIAYanbHOro 3axXuUCTy Bid BOTHIO 1
HagMipHOT TeMnepaTypu Ta BiANOBIOHUA aBTOHOMHUI AnXanbHUIA anapar i3 A0AaTHIM TUCKOM.

PO3[lJ1 6. 3axoau B pa3i BUNagKkoBOro BUKMAY

-6.1. 3acobu iHAMBIAYyanbLHOro 3axMcTy, 3aXxMcHe obnagHaHHA K Npoueaypu nikBigauii Hacniakis
MoBoAUTMCA SK i3 NOTEHUIVHO IHEKLINHMM MaTepianoMm.
MiHiMi3yBaTV KOHTAKT 3a LOMOMOIOH HanexHuX 3acobiB iHAUBIAyanNbHOro 3axMCTy, NepeniyeHnx y po3aini 8. 3ynuHntu BuTik,
SIKLLO Lie MOXNUBO. EBakytoBaTn He3axmLieHux ocib.

- 6.2. 3axoam i3 3axucTy AOBKINNA
3anobirtu noTpannsHHO pianHu abo BUNapiB y KaHanizawito, 3NMBHi CTOKW, MOBEPXHEBI BOAW 1 I'PYHT.
(MpopoBxeHHs Ha cTop. 4)

UKR—
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. . - . . (MpopoBxeHHs cTop. 3)
-6.3. Cnocobu 1 maTepianu ana oYMLeHHs U HeUTpanisauii BnnNuBy

Hesenwiki obcsirn po3nuTtoro abo po3bpuskaHoro NpogykTy 3ibpaTti 3a AONOMOro NanepoBoro pyLHWKa abo nogidHoro matepiany.

— BinbLWi Nnowi po3nMToro NPoAyKTy nokanisysatu, obknasLuM MOro BonoronornuHansH1M MaTepianom. Agcopbysatm noro 3a
ponomoroto 6yAb-AKkoro martepiany Ans BOAHWMX PO34YMHIB, HANpWKNag nanepoBuX PYLLUHWUKIB, yHiBepcanbHUX COpOEHTIB, MickKy,
JiaToMiTy, epeB’sitHOT CTPYXXKM TOLLLO.

OuncTntn 3oHy 3abpyaHeHHs. MpunycTuMi 3aco0U OUULLIEHHS:
— Tenna Boga 3 MUHUM 3acobom abo noaibHO OYMLLYBaNbHOK PEYOBUHOID.

3acTocyviTe BiAgnoBiaHM AesiHdikyBanbHW 3aci6. Bubepitb AesiHdikyBanbHu 3acib, edpekTuBHUIA NPOTH IHDEKLIR, AKi
NnepeHoCcATLCH 3 KPOB'H0, @ TaKoX iHLWMX MIKPOOIB, siki MOXYTb OYTU NowMpeHnMM y Bawwlii micLieBocTi. [lesiHdikyBanbHui 3acio,
edeKTMBHUI NpoTn MikobakTepii TybepKynbo3y, 3aranom egeKTMBHUIA NPOTU BCiX BiJOMKX BipycCiB i HECNOporeHHux 6akTepin i
nigxoauTb Ans 6inbLWOCTi KMiHiYHMX nabopaTopHMX YMOB.

MPUMITKA. HasiBHi B npopay AesiHgikyBanbHi 3acobu noTpibHO BMKOPUCTOBYBAaTM BiAMOBIAHO A0 BKa3iBOK BUPOOHMKA.
[HesiHdikyBanbHi 3acobu 3a3Buyan € HebesneyHMK XiMiYHUMU peYoBMHaMK, AKi pearytoTb i3 6aratbMa XiMiYHUMU
peyoBMHaMU, MaTepianamm Ta XMBUMU TkaHUHamu. Mepen BUKOPUCTaHHAM Ae3iHgiKyBanbHOro 3acoby osHanomTtecs 3
iHCTPYKLUiAMW BUPOBHMKA LLLOAO TEXHIKM Besnekn.

Llen npoayKT MIiCTUTb a3una HaTpito, AKUA € TOKCUYHUM | peakTUBHUM. [loknaaHili BiAOMOCTI MPO NOBOAXKEHHS i3 3abpyAHEeHNMU
po3nNuTUMK MaTepianamm Ta ix yTunisauito gms. B po3sginax 10 i 13.

MPUMITKA OnA BUNAOKIB MPONMMBAHHA Y BEJTMKNX OBCAIAX. Liert npoaykT MiCTUTbL a3ug HaTpito, sk Nig, Yac peakuii 3
KWCMOTOR BUAINSIE a30TOBOAHEBY KUCIOTY — Ay»Ke TOKCUYHMIA ra3. AKLLO NOTPibHO AesiHdiKyBaTy MaTepiany, BUKOPUCTaHi Ans
MOrM1HaHHSA BEMNMKOro 06CAry posnmToro NpoayKTy, BUbepitb AesiHdikyBanbHW 3acib i3 3a3HaveHMmM fari BNacTUBOCTAMM.

— Onsa pesiHdekuii Bigxoais, WO MICTATb a3na HaTpito, HE BUKOPUCTOBYITE XiMiYHi pe4oBuHM abo npoayktu 3 pH Hkde

6. Akwo pH Hxkye 6, BUOINATUMETbLCA a30TOBOAHEBA KNCIOTA, TOKCUYHWI ras.

— Onsa pesiHdekuii Bigxoais, WO MICTATb a3una HaTpitlo, He BUKOPUCTOBYIMTE XiMiYHI pe4oBUHM abo NpoayKTu, WO MICTATb PTYTb
abo iHWwi meTanu. 3a Takoro NOEAHAHHS YTBOPSTLCSA CMONYKW a3uay MmeTany, ki MoXyTb OyTn gyxe BnbyxoHebeanevyHnumu nig,
Tuckom abo B pasi yaapy (cTpycy).

— BubepiTtb gesiHgikyBanbHui 3acib, sk He cTBoptoe 6ynbOaLLoK, He NIHUTBCA ¥ He YTBOPHOE aepo30sb B iHLWMIA cnociO.

— He BrKOpUCTOBYWTE HaaMIpHY KinbKiCTb Ae3iHdikyBanbHoOro 3acoby.

— HepgoTpumaHHs BKasiBoK BUPOOHMKA MOXe NPU3BECTU 4O HEOYiKyBaHWUX peakLin i3 Bigxogamu.

— He BukopucToByiTe AesiHgikyBanbHUI 3acib, SKLO y BaC HEMa€e HaNeXHoro NpuMilleHHsi, obnagHaHHA Ta iHWKX BiANoOBIOHNX
3acobiB 3axucTy ons 6e3neyHoi poboTh 3 HUM.

Posnutun i 3abpyaHeHun matepian ytunisyBaTu BignosigHo Ao deaepanbHux, AepX)aBHUX i MicLeBUX HOpM. IHpopMauito, Lo
MOXe BMIIMHYTU Ha yTunisauio MaTepianis, 3abpygHEeHMX UMM NPOAYyKTOM, AMB. B po3aini 13.

- 6.4. MocunaHHA Ha iHWi po3ginu
IHdopMmaLito Npo TexHiky 6e3neku auB. B po3aini 7.
IHdopMmaLiio Npo 3acobu iHAMBIAYanbHOro 3axucTy AvB. B po3gini 8.
IHcbopmauito Npo yTunisauito AuB. B po3aini 13.

PO34IJ1 7. BukopuctaHHA Ta 36epiraHHA NpoAayKTy

-7.1. NpaBnna 6e3ne4HOro BUKOPUCTAHHSA MoBoaUTUCS 5K i3 NOTEHLINHO iHEKLINHMM MaTepianom.
- IHdopmauisa npo 3axucT Big BMOYXIB i noxex. CneuianbHux 3axoais He nepeadaveHo.

- 7.2. YMoBM 6e3neyHoro 36epiraHHA, BKIMOYHO 3 OyAb-AKUMU BUNaAKaMyn HECYMiCHOCTI
- 36epiraHHs

- Bumorun po cknaacbkux NpuMmillieHb | KOHTENHEpPIB
36epiratu nuLie B opuriHanbHOMY KOHTEMHEPI.
HopaTkoBy iHdopmaLito Npo yMoBM 36epiraHHs, Lo 3abe3neyyloTb SKiCTb NPOAYKTY, ANB. B iIHCTPYKLT i3
3acTocyBaHHA abo Ha eTUKeTLi NPOAYKTY.
(MpoaoBxeHHs Ha cTop. 5)

UKR—
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(MpopoBxeHHs cTop. 4)
- lHcbopmaLiis npo 36epiraHHA B 04HOMY ChiflbHOMY CKITafiCbKOMY NMpuMilLieHHi. 36epiraty B opuriHarnbHOMY NaKyBaHHi.

- lonaTkoBa iHhopMmauisa npo ymoBu 36epiraHHsa. 3axuwiaty Big BNAMBY Axepen Tenna h NpaMmnx COHAYHUX NPOMEHIB.

- 7.3. Oco6nuBi BUNagkn UiNiboBOro npu3Ha4yeHHs. [JoaaTkosi s3HadyLLi BIGOMOCTi BiACYTHI.

PO3[lJ1 8. KOHTpONb KOHTaKTy 3 pe4OBMHAMM U 3aXUCT NepcoHany

- 8.1. NapameTpu KOHTPOIO
- KOMNOHEeHTH 3 rpaHNYHMMM 3HAYEeHHAMM, siKi HeOOXiAHO BiACcTeXXyBaTu Ha po6o4oMy Micui
CAS: 67-56-1, meTaHon (1,00 %)

WEL (Benuka BpuTaHis) KopoTtkocTpokoBuin nokasHuk: 333 mr/m3, 250 4./mnH
[oBroctpokoBuii NokasHuk: 266 mr/m?, 200 4./mMnH
LWKipa

IOELV (EBponevicbknin coto3d) [JoBroctpokoBmi nokasHuk: 260 mr/m3, 200 4./mMnH
Yepes wkipy

CAS: 26628-22-8, a3ug Hatpito (0,09 %)

WEL (Benvka BpuTaHisi) KopoTkocTpokoBuiA nokasHuk: 0,3 mr/m?

[oBrocTpokoBui NOKa3HUK:
0,1 mr/m® (ak NaN3;), wkipa

IOELV (EBponeicbkuii coto3) KopoTkocTpokoBuii nokasHuk: 0,3 mr/m?
Hosroctpokosuii nokasHuk: 0,1 mr/m?*
Yepes wkipy

- 8.2. 3aCO0OM KOHTPOSIO KOHTaKTY
- 3acob6u iHauBiAyanbLHOro 3axmcTy

- 3aranbHi 3acobu 3axncTy W ririeHivyHi npoueaypwm
3aBxam NiaTpuMymTe YMCTOTY Ha poOOYOMY MICLLi Ta BXuBaWTe 3aranbHuX NpodinakTuyHux 3axodie. He BxuvBanTe Ta
He 30epirante NpoAyKTU Xxap4yyBaHHA N HaMnoi B MiCLISIX 3aCTOCYBaHHS XiMiYHMX pe4yoBUH abo poboTu 3i 3paskamu.
MuinTe pykn nepea nepepsoto, nicna poboTu 3 peareHTamu 1 3paskamu Ta B KiHLi po6040i 3MiHW.

[oTpumyiiTechb yHiBepcanbHMX 3anobibkHMX 3axXOAiB Ta iHLWKMX BiANOBiAHMX MeToAiB GionoriyHoi 6e3nekn nig yac
pob0TK 3 NOTEHLINHO iHEKUINHUMKN MaTepianamu.

- 3acobu 3axucTy opraHiB AuxaHHsA
3BryariHe BUKOPUCTaHHS 1 36epiraHHs NpoayKTy: pecnipaTopHuWii 3aXUCT HE BUMaraeTbesl, KO0 poboye NpuUMiLLEHHS
[obpe npoBiTPHOETLCS.

MponvBaHHSA HEBENMWKOI KINBbKOCTI NpOAyKTy (Hanpuknag, Takoi, SKy MOXHa BUTEPTM NanepoBUM PYLUHUKOM Yu
NOrnUHaNbLHUM TaMMOHOM): PECNiPaTOPHUIA 3aXUCT HE BUMaraeTbCs, SKLLO poboye NpuMmilleHHst 4obpe NpoBiTPETLCS.

IHWi HeTMNOBI cuTyauii (Hanpuknag, NPONMBaHHS BENUMKOro o6CcAry NnpoaykTy, KU He MOXHA BUTEPTU MiAPYYHUMN
mMaTtepianamu): BUKOPMCTOBYNTE BiAMOBIAHMI NOBITPOOYMCHWUI peCnipaTop, SKWO KOHLUEHTPaLis XiMIY4HUX PEYOBUH Y
NOBITPi MOXe NepeBLLYyBaTV BKa3aHy BULLE MEXY (SKLLO nepeadayveHo).

HapnssuuaiiHi cuTyalii 3 Hebe3neyHnmm matepianamm abo NoXxeXXoraciHHsA: BUKOPUCTOBYINTE CXBarneHi 3acobun 3axucty
JnxarnbHOI CMCTeEMN.
BxumBaiiTe 3anoGixkHMX 3aX0piB, SKLLO KOHLEHTPAaList XiMiYHUX PEYOBMH NEPEBWLLYE BKa3aHy BULLLE MEXY (SIKLLO nepeabdadyeHo).

- 3axucT pyk
Hapgdarante HENPOHWKHI pyKaBUYKM, AKLLIO MOXIMBUI KOHTaKT i3 maTepianoM. 3abpyaHeHi pyKkaBuyku nicns BUKOPUCTaHHS
HeobxigHO yTunidyBaTun BiAMNOBIAHO OO YMHHOIO 3aKOHOAABCTBA Ta HanexHoi nabopaTopHOI NPaKTUKU.
(MpoaoBxeHHs Ha cTop. 6)

UKR —
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- MaTepian pykaBu4OK i TepMiH ix cnyx6u

MaTepian pykaBu4ok Mae GyTv NpuaaTHUM ANst BUKOPUCTaHHsI B MikpoGionoriyHnx nabopaTopisx i MaTy NokasHuK

TPMBArNoCTi BUKOPUCTAHHS 4O MPOHUKHEHHS Kpi3b HOTO LoHanmeHwe 30 XBUMvH, To6TO HanexaTtu Ao 2-ro knacy

3axucTy BignosigHo oo craHaapTy EN374 (abo aHanoriyHOro YmHHOro ctaHgapTy Y BiANOBIAHOMY PETiOHi).

MPUMITKA. La pekomeHAauis CTOCYETbCA NuLle NPOAYKTY, yKazaHoro B LibOMy nacnopTi 6e3neku. Akwo

peyoBMHa BUKOPUCTOBYETLCHA B PO34YMNHI aB0 B CyMiLlli 3 iHLLMMW PEYOBUHAMM, MPOKOHCYNbTYyWTECH 3

noctavanbHUKOM CepTUMIKOBAHUX PYKaBUYOK.

- 3axmcT ouen
BukopucToBynTe 3axmcHi okynspu abo iHwi 3acobu ong 3axucty ovein. FAKLO iCHYE pU3nK po30puskyBaHHs,
BMKOPUCTOBYWTE NOBHOMPOWINbHY 3aXnCHY MacKy abo creujanbHi okynsapu.

- 3axmcT Tina
Y HopManbHUX YMOBaXx: 3axuCTiTb 0cobucTuin ogsr Big 6pn3ok i HeBenukux BUNuBIB. BukopuctoByiiTe nabopatopHuii

xanat (abo iHWWM 3aXUCHWIN OJsT, SIKU BUMAraeTbCsl y BalLOMy 3aknagi). Y pasi MoXNMBOCTI BEMWKUX BUNMUBIB
(30okpema 3aaTHMX MPOCOYUTU TKaHWHY): HaAATHITE 3BepXy HaKkuAky 3 rigpodobHoro maTtepiany.

PO3IJ1 9. disnko-ximiyHi BnacTUMBOCTI

-9.1. BigomocTi npo ocHOBHI hi3ankKo-xiMiuHi BacTMBOCTi
- 3aranbHi BigomocTi

- Burnsg
- dopma: piouHa
- Konip: YXOBTO-KOPUYHEBUIA
- 3anax: NOMipHUN
- Mopir cnpunHATTA 3anaxy: He BM3Ha4yeHo
- pH: He BU3Ha4YeHo

- 3MiHEeHHSA cTaHy
- Touka nnaBneHHs/3amep3aHHA: He BU3Ha4eHo
- Touyka no4aTKy KUMiHHA Ta giana3oH KUMiHHA:  He BM3HA4YeHOo

- Touyka 3aliMaHHA: He CTocyeTbCA
- 3anMucTicTb (y TBEpAOMY, razonogibHOMy cTaHi): He cTocyeTbCs
- Camo3aMaHHs NPOAYKT He 30aTHU [0 camo3aiMaHHs.
- BubyxoBi BnacTMBocTi: npoayKT He € BUOyxoHebe3nevyHum.
- Mexi BubyxoBocTi
- HnxHs: He BU3HA4YeHO
- BepxHs: He BU3HAYeHO
- FyctuHa He BM3HA4YeHO
- BigHocHa rycTtuHa: He BU3HA4YeHo
- [IHTEHCUBHiICTb BMNapoBYyBaHHA: He BU3HAYeHO

- Po3umnHHicTb/3MillyBaHicTb

- Bopa: He 3MilyeTbCcA abo BaXkKO 3MiLLYETbCA
- B’A3kKicTb:
- AUHaMiYHa: He BU3HAYeHO
- 9.2. |HWwi BigomocTi [HLLi 3HaYYLLi BIAOMOCTi BiACYTHI.

UKR —
(MpopoBxeHHs Ha cTop. 7)
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PO3IJ1 10. CtabinbHicTb i XiMiYHa aKTUBHICTb

-10.1. XimiyHa aKTUBHICTb. IHwWi 3HauyLi BIGOMOCTI BiACYTHI.

-10.2. XimiyHa cTabinbHicTb
- Tepmoni3 / ymoBuM, IKUX chnig yHUKaTu
He posknagaeTtbcs B pasi BUKOPUCTaHHS 1 36epiraHHs 3rigHO 3 TEXHIYHUMW YMOBaMM.

-10.3. 3gaTHicTb BCTynaTtu B HeGe3ne4Hi peakuil
Llet npoayKT MicTUTb asug HaTpito. PO34mHKM asmgy HaTpito:
— BCTyMawTb Yy peakuito 3 Kucnotamm 1 BUAINAKTbL a30TOBOAHEBY KWUCMOTY — AyXe TOKCMYHWIA ra3. Buwi posu
a30TOBOAHEBO| KMCNOTU BUAINSIOTLCS, KON PO34MH CTae Kuchniwmm (TobTo konu nokasHuk pH po3unHy 3HKyeTbest). Huabki
0031 a30TOBOAHEBOI KNCMOTU MOXYTb BUAINATACS 3 a3uay HaTpilo ¥ BOAI;
— BCTyMaloTb Y peakL;ito 3 NeBHMMU MeTanamu (Migb, CBMHeLb, Cpibrio, NaTyHb) i yTBOPIOOTL BUOYXOHEHE3NeyHi
cronykun asugis metanis. MoBigoMnanocst Npo NoTyXHi BUOyxu nifg Yac caHTEXHIYHMX POBIT y ApeHaXHMX cuctemax, Lo

MiCTUNU BigKNageHHsa asuay Ha Mmigi, CBMHUI, naTyHi abo npunoi.
-10.4. YMOBU, AKMUX CNif YHUKATW. |HWIi 3HaYyLLi BIGOMOCTi BiACyTHI.
-10.5. HecymicHi maTepianu. IHwi sHadywli BigomMocTi BiacyTHi.
-10.6. HeGe3ne4Hi npoayKTn po3knagaHHA. BigoMocTi npo HebesneyHi NpoayKT1 posKknagaHHs BigCyTHI.

PO3IJ1 11. TokcHU4HicTb

-11.1. BigomocTi Npo TOKCMYHUI BNNUB
- FocTpa TOKCHM4HICTb: He BiANOBiAae KpuTepiam knacudikadii (Ha nigcTaBi HAABHUX AaHKX).
- MokasHukn LD/LC50, siki maloTb 3Ha4YeHHA onAa knacudikauii
- IHrpegieHTH (y nepepaxyHKy Ha YncTy pe4yoBuHY, 100 %): He cTOCyETbCS.

- MepBMHHa noagpa3HOBanbHa Ais
- YpaxxeHHAA/noapa3HeHHs WKipw: He BigNoBigae kputepiam knacudikauii (Ha nigctasi HasBHUX AaHUX).
- Cep1o3He nowkoaeHHsA/Moapa3HEHHS o4en: He BiANOBiAae kpuTepism knacudikadii (Ha nigcTaBi HAABHUX AaHMX).

- CeHcmbini3auisa: He BignoBigae kpuTepiam knacudikadii (Ha nigcTaBi HAABHUX JAHUX).

- IHWi pgaHi Woao0 ToOKCUYHOCTI: Hemae
- Bpa3nuBi opraHu Ta cMucteMu: HeBigoMO
- Ecbektn CMR (kaHUepOreHHiCTb, MyTareHHIiCTb i TOKCMYHICTb ANA PenpoAyKTUBHOI cUMCTEMU)
- MyTareHHu#n BNNUB Ha cTaTeBi KNiTUHMU: He BiANOBiAae KpUTepiAM knacudikauii (Ha niacTaBi HAABHUX AAHUX).
- KaHueporeHHicTb: He BignoBigae kpuTepisaM knacudikauii (Ha nigcTaBi HAABHUX OAHUX).
- TOKCHMYHICTb ANA penpoAyKTMBHOI CUCTEMMU: HE BiAnoBigae KputepiaM knacuaikauii (Ha nigcTasi HASBHUX OAHWX).
- CneuuncbiuHa TOKCMYHICTb ANA OKPEMOro opraHy-milleHi 3a 04HOpPa3oBOro KOHTaKTY: He BiAMNOBIAAaE KpUTEpiam
knacuaikauii (Ha nigcTasi HAABHUX AaHUX).
- CneundivyHa TOKCUYHICTb ANSA OKPEMOro OpraHy-MilleHi 3a MOBTOPHOBaHUX KOHTAKTIB: He BignoBigae KpuTepiam
knacudikauii (Ha niacTaBi HAABHWUX JAHUX).
- HeGe3neka BAMxaHHsA: He BiANoBigae KpuTepiam knacudikadii (Ha nigctasi HAABHUX AaHKX).

PO34IJ1 12. BnnuB Ha goBKinns

-12.1. TOKCHYHIiCTb
- TOKCMYHICTb Y BOAHOMY cepeaoBMLui. [HLi 3HavyLLi BiBOMOCTi BiACYTHI.

-12.2. CTiNkKicTb i 34aTHICTb 40 PO3KIafaHHS. IHwi sHauywi BinoMOCTi BifCyTHI.

(MpopoexeHHs Ha cTop. 8)

UKR —
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-12.3. 3paTHicTb A0 GioakyMynsLil. IHwi sHadywi BigomocTi BigcyTHI.
-12.4. MOGinNbHICTb Y FPYHTI. IHwWi 3Ha4ywi BiIZOMOCTi BigCYTHI.

- IHWa iHdhopmauis npo BNAUB Ha AOBKINNA
- 3aranbHi BigomocTi. 3aranom npoaykT He € Hebe3neyHum AN Boau.

-12.5. Pe3ynbTaTn ouiHloBaHHA 3a Kputepismu PBT ta vPVvB
- PBT: He cToCcyeTbCA
- VPVB: He cTocyeTbes

-12.6. IHWi HeraTUBHI ePeKTU. IHwWi 3HavyLLi BIAOMOCTI BiACYTHI.

PO3[lJ1 13. NMopsapok yTtunisauii

-13.1. Cnocobwu ytunisauii Bigxoais
€aunHnx npasun €C wopao ytunisauii nabopaTopHux BiaxodiB He icHye. 3aranom nabopaTopHi Biaxoan nepebysatoTb nig
0COONMBUM KOHTPOSEM OpraHiB BNagu.

- PekoMmeHaauii wopao yTunisauii HEBUKOPUCTaHOIO NPOAYKTY
Mignsarae ytunisadii BignoBigHO 40 HauioHanNbHUX, AepXXaBHWUX, MiCLEeBUX i BIgoOMYMX npaBun i Hopm. Bigxoau, wo
MIiCTATb LIer NPoAayKT, MOXYTb BBaXkaTncst HebeaneyHnmu BiANoBIAHO A0 AepXaBHOro abo MicLeBOro 3akoHOAaBCTBa.
MMig yac BU3Ha4YeHHs1 HanexHKX cnocobiB yTumisauii 0co6nMBO BaXNMBUMK MOXYTb OyTK 3a3HadeHi aani
XapaKTePUCTUKN.
— lMoTeHuinHa iHekuinHicTb. [JoknagHiwe gme. B po3gini 4 «IHdopmauis ons MeanyHmx npawiBHUKIBY.
— BigomocTi npo Te, konu Bigom4i abo HoOpMaTMBHI BUMOTM BKIHOYAKOTh B cebe Oyab-skui Bug nepepobkn NOTEHLINHO
iHbeKUiHMX BiaxoAis, AMB. B po3ini 6 Npo 3axo4n 3 OYULLEHHS Ta 3GMpaHHs.
— BmicT asmay HaTtpito. BigoMocTi Wwoao HanexHoi yTunisaLii HeBUKOpMCTaHOro NpoAykTy Ave. B po3aini 10. Y sunagky
3MMBHUX CUCTEM i3 TpyGamu abo Npunoem, Lo MiCTATb Migb, CBUHELb, NaTyHb Ta/abo cpibno, peTenbHO NPOMUIATE CTiYHI
TpyOu BENMKOLO KinbKicTio Boau, Wwob 3anobirtv yTBOPEHHIO NOTEHLIMHO BUOYXOHEOe3nevHnx a3nais metarnis y
BOZOMNPOBiAHIV Mepexi. [oknaaHiwi BiAOMOCTi Npo a3naun B CTiIYHMX CUCTEMAaX MICTATbLCH B iHbopMaLinHoMy GloneTeHi
Current Intelligence Bulletin Ne 13 (Big 16 cepnHsa 1976 p.) HauioHanbHOro iHCTUTYTY 0XopoHu npaui CLUA.

- €EBponencbKui KaTanor Biaxoais
MpokoHCyNbTyTECH 3 BiANOBIAANBHUM PEryniolYMM OpraHoM Npo MPUCBOEHHS KOAIB YTUNi3auii BignosigHO o
€BpOoNenNcLKOro Katanory Bigxonis.

- MoxnuBi Taki knto4oBi koau yTunisauii Bigxoais:
180106: ximMiYHi pe4oBMHM, LLO CKNagaTbCcs 3 HebesnevyHnx pevyoBmH abo MICTATH iX.

- HeounweHi nakyBanbHi MaTepianu
Llo6 oTpumaty BigOMOCTI Wwoao yTunisadii 3abpyaHeHnxX nakyBanbHUX MaTepianis, AUB. BiANOBiOHI MiCLIEBI HOPMMU, @ TaKOX
npasuna, 3anpoBagKeHi B KOHKPETHI YCTaHOBI.
- PekomeHaauii wopao yTunisauii nakyBanbHMX MaTtepianis
He3abpyaHeHi nakyBarnbHi MaTepianu npuaaTHi 40 NOBTOPHOrO BUKOpUCTaHHS. [IMB. BiANOBIAHI MicLeBi
HOPMW, @ TaKOX Npasuna, 3anpoBaKeHi B KOHKPETHI YCTaHOBI.
LLlo6 oTpumaty BigoOMOCTI Wwoao yTunisadii 3abpyaHeHnx nakyBanbHUX MaTepianis, AMB. BiANOBIAHI MicLEeBi HOpMU, a
TakoX npasuna, 3anpoBaXeHi B KOHKPETHIN YyCTaHOBI.

- PekomeHpgoBaHuMi 3aci6 ANsA o4MLEHHNA: BoJa 3 4oAaBaHHSAM MUAHOTO 3acoby (3a noTpebn).

PO3[lJ1 14. BipomocTi Wwoao TpaHCNOpTyBaHHA

-14.1. Homep 3a knacudikauiero OOH
- ADR, ADN, IMDG, IATA Hemae

(MpopoBxeHHs Ha cTop. 9)
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-14.2. BigBaHTaxyBarnibHe HalMeHyBaHHSA 3a knacudikatopom OOH
- ADR, ADN, IMDG, IATA Hemae

-14.3. Knac HebGe3neku nig Yac TpaHCNOPTYBaHHSA

- ADR, ADN, IMDG, IATA
- Knac Hemae

-14.4. T'pyna nakyBaHHA
- ADR, IMDG, IATA Hemae

-14.5. lWkiannBmnn BNNuB Ha AOBKiNNA
- 3abpyAHEeHHAA MOPCbLKOro cepeaoBULLA: Hi

-14.6. Oco6nuBi 3anobikHi 3axoaAun Ans KOPUCTYBa4a He CTOCYETHCA

- IHWi BigoMocTi / BUMOrn A0 TpaHCNOPTyBaHHA

- ADR

- MpumiTkn: 6e3 06MeXeHb oA TPaHCNOPTYBaHHS
- IMDG

- MpumiTkn: 6e3 06MeXeHb LL0A0 TPaHCNOPTYBaHHS
- IATA

- MpumiTKN: 6e3 obmexeHb Loa0 TPaHCNOPTYBaHHS

PO30IJ1 15. HopmaTtuBHa iHchopmauin

-15.1. OcobnuBi npaBuna n NONOXeHHs 3aKOHOA4ABCTBA WOA0 TEXHIKU 6e3neKn, OXOPOHU npadi
Ta 3aXMCTY HaBKOJIMLLHbLOIO cepeaoBULLa, NOB’A3aHi 3 pe4OBMHOK abo CyMmiluLlo

- MapkyBaHH# 3rigHo 3 [lupektnBoro €C 67/548/€EC a6o 1999/45/€C
- ®pasun pu3uKy
32: nig Yac KOHTaKTy 3 KUCNnoTamu BUAINAETLCA AY>Ke TOKCUYHUA ras.
- Kog 6e3nekun
60: uen maTepian i Noro KOHTEeNHep NOTPIOHO yTUNi3yBaTH K HeOe3neyHi Biaxoau.
- CneuianbHe No3Ha4YeHHA NeBHUX NpenapariB
[ns BUKOpUCTaHHSA Tinbku daxisusamm.

- AnpekTtnBa 2012/18/€C
- HasBaHi He6e3ne4Hi peyoBuHu — OJOOATOK | «MeTtaHon»

-15.2. OuiHka xiMmivHoI 6e3nekn OuiHka xiMiuyHoT Geaneku He NPOBOAVNNACS.

PO3IJ1 16. IHwWi BigomocTi

IHcbopmaLis Ta pekomeHaauii, Wo MICTATLCSA B LibOMY AOKYMEHTI, 6a3ytoTbCs Ha AaHux abo BUNPoOyBaHHAX, SKi BBaXXatTbCs
HaginHumu. Komnaris Abbott Laboratories He aae rapaHTii TOYHOCTI abo BUYEpnHOro xapakrepy uiei iHbopmauii abo
pekomeHgauin. BYb-AKI BIDOMOCTI, HABEOEHI B LIbOMY OJOKYMEHTI, HE € ABHOIO Y HEABHOR TAPAHTIEHO
BE3MEYHOCTI TOBAPIB, IX MPUOATHOCTI ANA NPOOAXY ABO ON1A BUKOPUCTAHHA 3 MEBHOKO METOIO.

Lis iHdpopmaLia He 3amiHsie coboto KOHCynbTaLii MeanyHMX daxiBuiB i He € pekoMeHAaLlieto LWoAo BUOOPY TOro Yu iHLWOoro

Kypcy nikyBaHHsi. BoHa He Moe JonoBHIOBaTK, 3MiHIOBaTV YK 3aMiHATK coboto Byab-sKy iHpopmalito, Lo HagaeTbes y

3B’A3KYy 3 BUKOPUCTaHHAM Liboro BUpoby B MeamyHux Uinsx. Komnaxis Abbott Laboratories He Hece BignosigansHocCTi

3a pe3ynbTaT BUKOPUCTaHHS UMX AaHnX abo nobivHi Yn Henpsimi 36UTKM, BKITKOYHO 3 yTPaYeHOo BUrOA0H0, NOB’A3aHi
(MpopoBxeHHst Ha cTop. 10)
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3 BMKOPUCTaHHAM UMX AaHnx. He nepenbaveHo XoOHWX rapaHTili LWoAo MNOPYLIEHHS NaTeHTIB, aBTOPCbKOro npasa yv
TOBapHMX 3HaKIB.

- MoBHUM onuc kopiB H (HeGe3neka) Ta/abo R (pu3uk), 3asHayeHux y po3saini 3
MpumiTka. BignosigHi xapakTepuctukm koais H i R CTOCYIOTbCH YNCTUX PEYOBUH.
H300: cmepTensbHO B pasi KOBTaHHS.

H400: gy>xe TOKCMYHO A5 BOAHUX OPraHi3MiB.
H410: gy>xe TOKCMYHO ANS BOAHUX OPraHiaMiB 3 JOBrOCTPOKOBMMY HacrigkaMu.

- KoHTakTHa iHthopmauis nocTavanbHUKa
Abbott GmbH & Co.KG (BigaineHHs Point of Care)
Ten.: (+49)-6122-58-1389
Abbott GmbH & Co.KG (BigaineHHs Point of Care)
Ten.: (+49)-6122-58-1389

- CKopo4eHHs Ta abpeBiaTypu:
ADR: €Bponeiicbka yroga npo MiXkHapogHe LOPOXHE NepeBe3eHHs HeGe3neyHnx BaHTaxiB
IMDG: MixxHapoaHWi1 KOAEKC MOPCbKMX NepeBe3eHb Hebe3neyHnx BaHTaxiB
IATA: MixxHapoaHa acoujiaLisi NoBITPSAHOro TPaHCMOPTY
GHS: MobanbHa rapmoHi3oBaHa cuctema knacudikauii i MapKyBaHHS XiMiYHUX peYOBUH
EINECS: €Bponeiicbkuii nepenik HasiBHUX KOMEPULIAHNX XiMiYHUX PEYOBWUH.
ELINCS: €Bponeiicbkuin nepenik 3apeecTpoBaHMX XiMiYHUX PeYOBUH
CAS: XimiyHa pecbepaTmBHa cnyx6a (nigpo3ain AMepukaHCbKoro xiMiyHoro ToBapucTea)
LC50: netanbHa KoHUeHTpauis, 50 BiacoTkis
LD50: netanbHa go3a, 50 BiacoTkis
PBT: cTilkicTb, 6ioakyMynaTUBHICTb | TOKCUYHICTb
vPVB: BuCcOKa CTilKIiCTb | BUCOKa 6ioakyMynsTUBHICTb
[ocTpa Tokc. 2: ['ocTpa TOKCUYHICTb, KaTeropis 2
[octpa y BOgHOMY cepefoBuLLi 1: Hebe3neyHo Ans BOOAHOro cepefoBuLla — rocTpa Hebeaneka Ans BOOHOMO cepeaosuLla, kateropist 1
XpoHiuHa y BogHOMy cepefoBuLLi 1: HebesneyHo Ans BOAHOIO cepeoByLLa — AOBrOCTPOKOBa Hebesneka Ans BOAHOrO cepeaoBuLLa, kateropist 1

- * laHi, 3MiHeHi NOPiBHSIHO 3 NonepeaHLOI BEPCIEl0.
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