European Directorate  Direction européenne

) 1 COUNcr OFEUROPE |pratrop|um bromlde

HNudopmanronen aucT 3a 6€30macHOCT
of Medicines | du médicament

& HealthCare | & soins de santé CONSEIL DE U EUROPE B crotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Permament (EC) 2020/878
Jlara na uznaBane: 03/04/2023 Bepewsi: 1.0

PA3IEJI 1: UnenTudukanus HA BeIeCTBOTO/CMECTA M HA IPYKeCTBOTO/NPeANPUATHETO

1.1. UnentudukaTop Ha NPOAYKTA

®dopma Ha IPOIYKTa : BemecTBo

HaumMeHnoBaHue Ha BELIECTBOTO : Ipratropium bromide

Kon Ha mponyxra : 201600488

CHHOHUME . Ipratropium bromide, hydrates, isomers and impurities where applicable

1.2. MnenTuduuupanu BUI0Be YIOTPe6a HA BeLIECTBOTO WM CMeCTa, KOUTO Ca OT 3Ha4YeHHe, U BH/I0Be yI0oTpeda, KOMTO He ce
Npenopb4YBaT

1.2.1. UnenTndunupanu ynorpeou

OcHOBHa KaTeropust Ha yrnorpeda . IIpoayKThT € IpeJHa3HAYCH 32 N3CIICABAHNS, AaHATIN3H U HAyIHO-00pa30BaTEITHN LEIIH.
VYnorpeba Ha BemecTBOTO/CMecTa : Camo 3a npodecroHanHa yrnorpeda
OyHKIHS WK KaTeropusi Ha yrorpeba : JlaGopaTopHH XMMHUKAIII

1.2.2. Ynorpedu, KoMTO He ce MPeNnopb4BaT

Orpanunuenus 3a ynorpeba : Jla He ce usnoin3sa : [lormsiane, Baumsane, JlepmaiHo

1.3. logpo6Hu JaHHH 32 TOCTABYHKA HA HH()OPMAIMOHHHS JIHCT 32 6€30MacHOCT

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, CS30026

F- 67081 Strashourg

France

T +33(0)388412035 - F +33(0)388412771

sds@edgm.eu - www.edgm.eu

1.4. TesedoHeH HOMEP NPH CHELIHH CIIY4aH

TenedoHeH HOMEp TIPHU CIELIHU CIIyYan : +33(0)390215608

PA3JIEJI 2: Onucanue HA OMACHOCTHTE

2.1. Knacndunupane Ha BelIeCTBOTO HJIH CMeCTa

Kaacnpuxauus B chorBercTBHe ¢ Persament (EO) Ne 1272/2008 [CLP]

Ocrtpa TokcnuHoCT (opainHa), Kareropus 4 H302
Ocrtpa TokcnuHOCT (MHXaN. ), Kateropus 4 H332
Crerudryaa TOKCHIHOCT 32 ONPEJIeIeHN OpTaHy — IOBTapsIa ce ekcrosumus,  H372

Kateropus 1
3a e Texet Ha H- m EUH-nipeynpexiennsaTa 3a ormacHOCT: BK. paszen 16

Hebnaronpusitau pusnkoxumMuyHu edexTH U HedIaronpusATHH epeKTH 3a 3APaBETO HA YOBEKA M OKOJIHATA cpe/a
OnpenenﬂHe 9pe3 CKCIIEPTHO MHCHUE U 10 CHUJIaTa Ha JOKa3aTe/ICTBA.
2.2. EleMeHTH Ha eTHKeTa

Erukerupane B chorBercTBHe ¢ Periiament (EO) Ne 1272/2008 [CLP]

IMukrorpamu 3a onacHoct (CLP)

GHS07 GHS08
Curnanna gyma (CLP) . OmacHo
Ipenynpexnenus 3a onacHoct (CLP) : H302+H332 - Bpeznen npu moriplaHe WK U BAUIIBAHE.
H372 - TlpuunnsiBa yBpexkaaHe Ha OPraHUTE MOCPEACTBOM MPOIBIDKHTEIHA HIIH OBTAPSIIIA Ce
CKCIIO3HLIHS.
Ipenopsku 3a 6e3omacHoct (CLP) : P301+P312 - ITPU IIOI'JIBIIAHE: npu Hepa3nonoxeHue ce obagere Ha Jekap.

P260 - He BanmBaiite npax.
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Ipratropium bromide

Nudopmarnronen aucT 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

ETHKeTHpaHe B CHOTBETCTBHUE C: M3KIIIOUCHHS 32 BBTPEIIHH ONAKOBKH, KOraTo ChABPXKAHHETO He mpepumiasa 10 ml
IMukrorpamu 3a onacHoct (CLP)

GHSO08

2.3. JIpyru onacHoOCTH

Hsima HanmmaHa qOMTBIHATETHA I/IH(l)OpMaI_II/ISI

PA3J/IEJI 3: CbcraB/mH(popManusi 3a CbCTaBKUTE

3.1. BemecrBa

HaumenoBanue HNnentuduxarop Ha % Knacuduxanus B cboTBeTCTBHE C
NPOayKTA Peranament (EOQ) Ne 1272/2008 [CLP]
Ipratropium bromide - <100 Acute Tox. 4 (opanna), H302 (ATE=300

mg/kg TeIecHO TerIo)

Acute Tox. 4 (uaxanaunuonHa), H332
(ATE=1,5 mg/l/4h)

STOT RE 1, H372

3a menHuA Texet Ha H- 1 EUH-nipeynpexiennsaTa 3a oracHOCT: BiK. paszen 16

3.2. Cmecn

He e npunoxumo

PA3IEJI 4. Mepku 32 mbpBa moMOoII|

4.1. Onucanue Ha MEPKHUTE 32 IIbPBa MOMOIIL

[TepBa MOMOLI [IPH BANIIBaHE : Jla ce ocTaBH moCTpaaius Ha YHCT Bh3ayX. OCHIypeTe CBEX Bb3/IyX Ha 3aCErHATOTO JIULE.

ITepBa MOMOLI [IPH KOHTAKT C KOXKaTa : Jla ce oTcTpaHM MakCHMAJIHO Ype3 H30bpCBaHe (C YMCcTa M MeKa IToIMBaIia Kepra). M3muiite o6unHO
¢ BOAA/....

[TepBa MOMOLI [P KOHTAKT C OYUTE . U3mmakuere ¢ BoJa, KaTo IBPXKUTE OYUTE IIMPOKO OTBOPEHH.

ITepBa MOMOLI [IPH MOTITBIIAHE . Usmnakuere ycrata. CrieriualiHo JeKapcko Haburoaenue. Mosxe a Objie Ipernopbuano

TIPOABIDKUTEITHO METUITTHCKO HaGJ’IIOJICHHe.

4.2. Haii-checTBeHn OCTPH U HACTBIIBALIIM CJie/l U3BECTECH MEPUOJ OT BpeMe CUMIITOMHA U e(l)eKT]/l

Cummromu/edextu : Bb3MoxHH ca 3aKbCHENH eheKTH.

CumnroMu/epexTd ciell BAUIIBaHEe . Hepmocrarbunu JaHHH.

CumnroMu/eeKTd ciel KOHTAKT C KOXKaTa . Hepmocrarbunu JaHHH.

Cumnromu/eeKTd cie] KOHTAKT C OUUTE . Hepmocrarbunu JaHHH.

CumToMu/epexTd Ciie MorTbIane : CummromuTe MOTaT Aa ObJAT 3aMaiiBaHus, [1aB0O0OIHE, TaeHe i 3aryba Ha KOOpAHHAIIHUSL.

4.3. Yka3aHue 3a HEOOXOMMOCTTA OT BCAKAKBH HEOTIOKHH METHITNHCKH TPUKA U CIIEUATHO JIeYeHH e

IMoTbpceTe MEAUIIMHCKH ChBET/IOMOII. [Ipn BE3MOXKHOCT Jia Ce MOKaXke HACTOSIIIHS JIHCT, @ aKO HE € Ha Pa3IOJI0XKEeHHE, /1a CE MOKaKe ONaKOBKATa WM €THKETa.
Axtusarop. @apMaleBTUUEH IPOTYKT.

PA3JIEJI S: IIpoTHBONOKAPHU MEPKH

5.1. CpencrBa 3a raceHe Ha moxap

Toaxonsmu TI0KapoTaCUTCIIHA CPEACTBA . OZLCSIJ'IO 3a 3aracCsgHe Ha OT'bHI.
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Ipratropium bromide

I/IH(l)OpMaHI/IOHeH JINCT 3a 0€30MacCHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

OmacHOCT OT moskap : Bmx maparpad 2.2.
MHCTpyKIUH 32 TaceHe Ha TOXKapH . Jla ce M3MOM3BAT CPEICTBA, OAXOIAIIM 3a TACEHE HA TIOXKAPH B CHCEICTBO.

PA3JIEJI 6: Mepku npu aBapuiiHO H3IyCKaHe

O6mm MepKkH : Jla ce n30srBa Npekus KOHTAKT ¢ MpoxykTa. He BaumBaiite

Ipax/IyIeK/ras3/ M/ u3napeHus/aepo30iIH.
6.1.1. 3a mepcoHaj, KOHTO He OTTOBAPS 32 CIIELIHH CIY4YaH

ABapHiiHH IJTaHOBE : Jla ce HOCH NMOAXOSAIIO NPEAA3HO 00JIEKIIO, PHKABHUIM U 3aIUTHU CPEICTBA 32 OUHTE MU JIMLETO.

6.1.2. 3a auuaTa, OTTOBOPHH 32 CHEINHHU CIyYan

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Meroau 3a MoYKCTBAHE . YGCJICTC C€, 4€ OTHaaABbLHUTE Ca c1,6paHn 1 CE CbXpaHABAT HA CUTYPHO MSCTO. TTouuncrere
CTapaTeiHoO. I[a CC U3MHE HCC’LGPIpaeMHﬂ OCTaTbK C : PaSTBOp OT HAaTPUEB XUIIOXITIOPUT.

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

JIOIBIHUTEITHH OMIACHOCTH MO BpeMe Ha o0paboTka : Ha motpeGurens na ce 00bpHEe BHUMAHUE 32 PUCKOBETE, EBEHTYaHO CBBP3aHH C H3MOJI3BAHETO Ha
HPOJIYKTa 3a JIPYTH LIeJH, PA3INIHH OT TE3H, 32 KOUTO € IPe{Ha3HAUCH.

IIpenmasHu Mepku 3a Ge3omacHa padoTa : C marepuana TpsiOBa 1a ce paboTn BHEMaTENHO. J{a ce M30srBa MpeKust KOHTAKT ¢ npoxykTa. C
MaTepuana TpsioBa Ja ce paboTH moj labopaTopHa KaMHHA, TOKOJIKOTO TOBA € B3MOXKHO.

XUTHCHHH MEPKH : Jla ce paboTH B CHOTBETCTBHE C H3UCKBAHMSITA Ha J0OpaTa MPOMHUIIICHA XUTHEHA U IPOLISTYPHUTE 33
6e301acHOCT.

TexXHUYEeCKH MEpPKH : Jla ce cnia3Bat NPHIIOKHMUTE Pa3nopenoH.

VcnoBus 3a chbXpaHsBaHe 1 Jla ce cbXpaHsiBa MO KITIOY.

Bmx maparpag 1.

PA3/IEJI 8: KOHTPOJI Ha eKCIIO3UIUATA/THYHH MPeINa3HH CpeIcTBa

8.1.1 Hauuonaanu TpaHUYHHU CTOWHOCTH HA npo(l)ecuona.m-la eKCIO3ULHS H OMOJIOTHYHH TPAaHUYHH CTOWHOCTH

Hsima Hanmm4Ha TOMBIHATEIHA HHGOPMAIHS

8.1.2. IlpenopbYNTETHH NMPOLETYPH 32 HAGII0IeHHE

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI
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Ipratropium bromide

Nudopmarnronen aucT 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

8.1.3. OGpa3syBaT ce 3aMBbPCHTEIH HA Bb3AyXa

Hsima HanmuuHa JOBIHUTEIHA ]/IH(I)OpMaLlI/ISI

8.1.4. DNEL u PNEC

Hsima manmmana JOITBJIHUTCIIHA I/IH(l)OpMaI_II/ISI

8.1.5. Perysupane upe3 o6xBatu (control banding)

Hsima HanmuuHa JONBIHUTEIHA ]/IH(I)OpMaLlI/ISI

8.2. KoHTpo.1 Ha eKcno3uusiTa

8.2.1. Ioaxoasil TEXHUYECKH KOHTPOJI

Ioaxoasiiy TeXHMYECKH KOHTPOT:
Jla ce cpxpansiBa B 100pe IPOBETPUBO HOMelleHHe. J]a ce U3M0I3yBa SAMHCTBEHO B CMyKaTelIHa KabuHa ¢ nHTerpupan Gpuirsp. BucokoedexkruseH Gpuiarsp 3a
yactuun (HEPA ¢untsp).

8.2.2. JInuHM npeana3Hu cpeacTBa
8.2.2.1. 3amuTa HA OYHUTE U JHUIETO

3amuTa Ha ouHMTe:
Ipennasan ounna. DIN EN 166

8.2.2.2. Ilpeana3BaHe HA KOKATA

3anmTa Ha KOKaTa M TSIOTO:
Jla ce n3non3yBa XUMHYECKH YCTOIUMBO 3amuTHO obnekino. DIN EN 13034

3amuTa Ha pBIETe:
XUMHUYECKH YCTONYHBY npe/nasuu pbkasunu. SO 374-1

8.2.2.3. 3amuTa HA JUXATETHUTE MHTHIIA

3anmTa HA AMXATeTHHTE TbTHILA
Ortzensne Ha npax: npotusomnpaxosa Macka ¢ untsp P3. DIN EN 140 & 149. Teuen nponykT : AHTHaepo3onHa Macka. Hocere quxarenen amapar, ako cTe
H3JI0KEHU Ha Iapu/TIpaxoBe/aepo30iH

8.2.2.4. TepMUYHH ONIACHOCTH

HsiMa HaiM4YHa TOMBIHATENHA HHQOpMALIHS

8.2.3. KoHTpOJ1 Ha eKCIO3HIMSATA B OKOJIHATA Cpeaa

Hsima Hammana JOIBJIHUTCITHA I/IH(i)OpMaLII/IS[

PA3IEJI 9: ®u3u4yHu 1 XMMUYHH CBOHCTBA

9.1. MndopmManusi OTHOCHO OCHOBHHUTE (PUBHYHM U XHMHYHHU CBOiiCTBA

ATperaTHo CbCTOSHUE : TBBpmO BELIECTBO
IBsT . He e HanmuHo
BrHIEH Bug © IIpax.

Mupuc . He e npunoxumo.
I'panniaTa Ha Mupuca . He e manmuuno
Touka Ha TOTIEHE . He e HanmuHo
Touka Ha 3aMpb3BaHe : He e nannuno
Touka Ha KUTIEHE . He e HanmuHo
3ananuMocT : He e nanuuno
I'panHuIM Ha €KCIUIO3UBHOCT © He e npunoxumo
JlonHa rpaHuIia Ha €KCIUIO3UBHOCT © He e npunoxumo
T'opHa rpanua Ha €KCIIO3UBHOCT © He e npunoxumo
TeMneparypa Ha pa3naraHe © He e npunoxumo
TeMneparypa Ha camo3arnaiBaHe © He e npunoxumo
TeMneparypa Ha pasnagaHe : He e nannuno

pH . He e nHanmmuno

pH pasrBop : He e nanuuno
Buckosuter, kuHeMaTuueH © He e npunoxumo
PasrBopumocT : Boma: 33,3-100 g/l
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Ipratropium bromide

HNudopmannoneH muct 3a 6e30macHOCT

B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Koedwunment Ha pasnpenencHue: n-okranon/soga (Log
Kow)

Hansarane na mapure

Hansrane na mapure npu 50°C

IInsTHOCT

OTHOCHTENHA ITBTHOCT

OTHOCHTENHA INTBTHOCT Ha mapute npu 20°C

Pazmep Ha yactunure

He e nammuno

He e nanmmuno
He e nanmmuno
He e naimmuno
He e nanmmuno
He e npunoxumo
He e nanmmuno

9.2.1. Undopmanusi BB BPb3Ka ¢ KJI1acoBeTe HA (H3UYHA ONACHOCT

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

9.2.2. /Ipyru XapaKTepHCTHKH 32 §6€30MacHOCT

Hsma nammana nomsmanTenHa HHGOPMAIHs

PA3IEJI 10: CTa0UJHOCT U PeaKTHBHOCT

CraOuileH Ipu HOPMAJIHH YCIOBHSL.

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTETHA HHPOPMALIUS

Hsima nipu Hopmansa ynotpe6a. Broxre Pazmen 7.

HpI/I 3arpsiBaHe 10 TOYKaTa Ha pasrpaxJaHe OTACIsI OITaCHU HU3IIapECHUS.

PA3JIEJI 11: Toxcukosoruuna nHgopmanus

Ocrtpa ToKcHYHOCT (OpaiHa)
OcTpa TOKCHYHOCT (iepMaiHa)
OcTpa TOKCHYHOCT (BJHILIBAHE)
JombiaHuTenHa nHGopMarus

Bpenen npu normrsiase.

He ce xnacudunupa

Bpenen npu BauimBaHe.

OmnpenernsiHe Ype3 eKCIIEPTHO MHEHHE U [0 CHJIaTa Ha JOKa3aTeICTBA
Henmocrarbynu TaHHK

Baumsane

Ipratropium bromide

LD50 opanHO mIBX

300 — 2000 mg/kg

Koposusroct/npa3nene Ha koxara
Cepno3HO yBpek/jaHe Ha OUHTE/IpasHEHe Ha OUHTe

CCHCI/IGI/IHPISaLII/I}I Ha TUXATCIIHUTE ITbTUIIA UJIA KOXKaTa

MyTareHHOCT Ha 3apOAUIIHATE KICTKU
Kanneporennocr

TokcHYHOCT 3a PENPOAYKIHATA

He ce knacudunupa (Jluncpamy naHHm)

He ce knacudunupa (Jluncpamy naHHmn)

He ce knacudummpa (Bb3 0cHOBa Ha HATMYHHUTE JAHHH HE Ca U3IIHIHCHN KPUTEPHUTE 32
KIacuHIpane)

He ce xnacuduumnpa (JIuncpanum gaHHR)

He ce knacudunupa (Jluncpamy naHHmn)

He ce knacudunupa (Jpyrn ykazanus: OcTpa TOKCHIHOCT)
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Ipratropium bromide

HH(bOpMaHI/IOHeH JINCT 3a 0€30MacCHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

CTOO (cmenuguuHa TOKCHYHOCT 32 OIPEIEICHI . He ce xnmacudunupa (Bb3 ocHOBa Ha HAIMYHUTE TaHHY HE Ca U3IIBIHEHU KPUTEPUUTE 32

OpraHy) — eXHOKpPAaTHA eKCIIO3UIIUS KIIacH(HIIpaHe)

CTOO (cmenn¢udHa TOKCHYHOCT 3a ONPEETCHI : IlpuunnHsBa yBpekaaHe HAa OPraHUTE MOCPEICTBOM IIPOJBDKUATEIHA HIIU HOBTAPSIIA CE EKCIIO3ZHIHS.

OpraHy) — MOBTapSIIA CE eKCIIO3UIUS

OnacHOCT npH BJMILBAHE . He ce xiacuduumnpa (B3 ocHOBa Ha HAJIMYHUTE JJaHHU HE Ca M3IIbJIHCHU KPUTEPUUTE 32
KIacHHIHPaHe)

2
()
E
S
<
o=}
()
=
2
7
5
=}
=
=
[¢]
I
T
[
=
T
g
s}
N
=]
=
M

PA3EJI 12: Exojioru4yHa uH(popManust

Exoorust - 0010 . Onacuu oTagbi. Jla ce U3Mon3yBaT MOAXOAAIM KOHTEHHEPH 32 OTIAHHUTE MPOLYKTH.
OnacHo 3a BOJIHATa cpejia, KpaTkocpouHa (0cTpa) . He ce ximacuduumnpa
OnacHo 3a BOJHATA CPe/ia, AbIrOCPOUHA (XPOHHYHA) : He ce ximacuduunpa
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PA3JIEJI 13: O0e3BpexaaHe HA OTHIATbIHUTE

MecTHO 3aKOHOIATEIICTBO (OTl'IaI[’LI.[I/I) . I[a C€ U3XBBPJIIH 110 6e30MaceH HaYMH B ChOTBETCTBUE C MECTHHTE / HaouOHAJIHA pa3nope)16n.

PA3JIEJI 14: UudopManysi 0OTHOCHO TPAHCTIOPTHPAHETO
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IMDG IATA

14.1. Homep no cnucbka Ha OOH uin naenTudukanuoHeH Homep

He e mpunoxumo He e npunoxumo He e mpunoxumo

14.2. TouHo HaMMeHOBaHMe HA MpaTKaTa no cnucbka Ha OOH

He e npunoxumo He e npunoxumo He e npunoxumo

14.3. Kinac(oBe) Ha OMaCHOCT NPH TPAHCIIOPTHPaHe

He e mpunoxumo He e npunoxumo He e npunoxumo

©
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Ipratropium bromide

Nudopmarnronen aucT 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

ADR IMDG IATA

14.4. Onakopb4Ha rpyna

He e npunoxumo ‘ He e npunoxxumo ‘ He e npusnoxumo

14.5. OnacHocTH 3a OKOJIHATA cpeaa

He e npunoxumo ‘ He e npunoxxumo ‘ He e npuinoxumo

Hsima nombiHUTENHA HAJIMYHA I/IH(I)OpMaLII/ISI

14.6. CnenuasHu mpeANna3Hu MEPKH 32 MOTPeOUTETUTE

CyxonmbTeH TPAHCIIOPT
He e npunoxxumo

TpancnopT no mope
He e npunoxumo

Bu3aymen Tpancnopr
He e npunoxumo

14.7. MopcKH TPAaHCIIOPT HA TOBAPH B HACHIIHO ChCTOSIHHE ChIVIACHO HHCTPYMEHTH Ha MeKIyHAPOAHATA MOPCKA OPraHU3alus

He e npunoxumo

PA3IEJI 15: Uudopmanusi 0OTHOCHO HOPMATHBHATA ypenoda

15.1. CoenuuyHu 32 BENIECTBOTO WU CMECTA HOPMATHBHA ypen0a/3aK0HOIATEICTBO OTHOCHO 6€30IaCHOCTTA, 3PABETO M OKOJIHATA
cpena

15.1.1. Pernamentu Ha EC

REACH IIpuio:xenne XVII (YcioBus 3a orpannyaBaHe)

He ¢urypupa B [Ipunoxenne XVII na REACH

REACH, Ilpunoxenne XIV (Cniucbk Ha BelllecTBATA 32 pa3peniaBaHe)

He ¢urypupa B ITpunoxenne XIV ra REACH (Crimchk Ha BemecTBara 3a pa3peliaBaHe)
REACH Cnucbk ¢ kanauaar-seiiectsa (SVHC)

He ¢urypupa B cimcpka Ha REACH ¢ kanauaar-Bemectsa

Pernament PIC (EC 649/2012, IIpenBapute1Ho 000CHOBAHO CHIJIACHE)
Henpunoxumo.

Persament orHocHo YO3 (EC 2019/1021, YcroiiuMBU OPraHuYHU 3aMbPCUTEIH)
Henpunoxumo.
PersiaMeHT 0THOCHO BelecTBa, KOMTO Hapymasat 030HoBus cJoii (EC 1005/2009)

He ¢urypupa B cricbKa ¢ BelecTa, KOUTO HapymiaBaT 030H0BH: ciioii (Permament EO 1005/2009): Ipratropium bromide

PeriiameHT OTHOCHO mpeKypcopuTe Ha B3puBHHU BemecTBa (EC 2019/1148)

He cpabpixa BemecTBo(a), BKIIIOYCHO(H) B CIIUCHKA C TIPeKypcopy Ha B3puBHU BeniecTBa (Permament EC 2019/1148 3a mpemnaraneto Ha ma3apa u ynorpebara Ha

MPEKypPCOPH Ha B3PUBHH BEIECTBA)

PeriiameHT 0THOCHO MpeKypcopHTe Ha HapKOTHYHM BemecTBa (EO 273/2004)

He cpappika BemmecTBo(a), BKIIIOYEHO(H) B ciuchbka ¢ IIpexypcopu Ha HapkoTnunHTe BemecTBa (Pernmament EO 273/2004 0THOCHO IPOM3BOICTBOTO U IIyCKaHETO
Ha T1a3apa Ha OTpEJICIIeHH BEIECTBA, U3M0NI3BaHNU 3a HE3aKOHHO MPOHM3BOJICTBO HA HAPKOTHYHH MITH TICHXOTPOITHH BEIECTBA)

15.1.2. HanuoHaHu pa3nopenou

Hsma HanmvHa JOMBIHUTENTHA HHPOPMALUS

15.2. Onenka Ha 6€30MaCHOCT HA XHMHYHOTO BEIIeCTBO HJIH CMeC

Hsma HanmvHa JOMbIHUTENTHA HHPOPMALUS
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Ipratropium bromide

Nudopmarnronen aucT 3a 6€30macHOCT
B croTBeTCTBHE ¢ Permament REACH (EO) 1907/2006, uzmenen ¢ Pernmament (EC) 2020/878

PA3JIEJI 16: Apyra uadopmanus

II'baen Teker Ha H- 1 EUH-npeaynpe:kaeHusiTa 3a OacHoCT:

Acute Tox. 4 Ocrtpa TokcuuHocT (nHxan.), Kareropus 4

(MHXaJAMOHHA)

Acute Tox. 4 (opasHa) Ocrtpa TokcuutocT (opasina), Kareropus 4

H302 Bpenen npu norisliaHe.

H332 Bpenen npu BaumBane.

H372 IIprunHsBa yBpeXKAaHEe Ha OPraHUTE MTOCPEACTBOM MPOIBIDKUTENHA WK MOBTAPSIIA CE CKCITO3ULIHS.
STOTRE 1 CrerupuaHa TOKCHYHOCT 3a OIPE/EIeHN OpraHy — IIOBTapsIa ce excro3umus, Kareropus 1

WudopmanmoneH juct 3a 6e3onacuoct (UJI1B), EC

OTKA3 OT OTTOBOPHOCT UupopmanusTa, chabpkaiia ce B To3u MHOpMaIMOHEH JIUCT 3a 6€30MaCHOCT, € MOJIyYeHa OT U3TOYHHUIIM, KOUTO CMsTaMe 3a
HaJeXIHU. Berpeku ToBa, HH(pOpManusTa ce IpenocTans 6e3 HUKaKBa rapaHIus, H3pUYHA WIM opa30Hpalia ce, OTHOCHO HelfHaTa KOPEKTHOCT
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