European Directorate  Direction européenne

e ome g3l Acetazolamide
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3AEJI 1: UnenTudukanus Ha BeleCTBOTO/CMeCTAa M Ha IPYKeCTBOTO/NMpeANPHATHETO

1.1. UnentudukaTop Ha NPOAYKTA

®dopma Ha IPOIYKTa : BemecTBo

HanmeHnoBaHue Ha BEIECTBOTO . Acetazolamide

Kon Ha mponyxra : 201600010

CHHOHUME . Acetazolamide, salts, 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 : TIpomyKThT € mpeqHA3HAYEH 3a H3CIICIBAHMS, AHAIM3H U HAYIHO-00PA30BATEHH IIETH.
VYnorpeba Ha BemecTBOTO/CMecTa : Camo 3a npodecroHanHa yrnorpeda
OyHKIHS WM KaTeropusi Ha yrorpeba : JlaGopaTopHH XMMHUKAIII

1.2.2. Ynorpedu, KoMTO He ce MPeNnopb4BaT

Orpanunuenus 3a ynorpeba : Jla He ce usnoinssa : [lormbinane, Baumane, 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 ONACHOCTHUTE

2.1. Knacndunupane Ha BelIeCTBOTO HJIH CMeCTa

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

Koposus/npasHene Ha koxara, Kareropns 2 H315
CepHo3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 2 H319
ToxcuuHoCT 32 penpoaykiusaTa, Kareropus 1B H360D

3a memHus Texet Ha H- m EUH-nipeynpexiennsaTa 3a ormacHOCT: BX. paszen 16

Hebnaronpusitau pusnkoxumMuyHu edpexT U HedIaronpusTHH epekTH 3a 3APaBeTO HA YOBEKA M OKOJIHATA cpe/a
OHpCHeJ'IﬂHC Ype3 CKCIIEPTHO MHCHUE U 110 CHJIaTa Ha JOKA3aTCJICTBA.

2.2. EleMeHTH Ha eTHKeTa

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

IMukrorpamu 3a omacHoct (CLP)

GHS07 GHS08
Curnanna gyma (CLP) . OmacHo
Ipenynpexnenus 3a onacuoct (CLP) : H315 - [Ipean3BukBa apa3HeHe Ha KOXKATa.

H319 - [Ipenn3BrKBa cepro3HO Ipa3HEHE HA OUYHTE.
H360D - Mosxe 1a yBpeau mioza.
Ipenopsku 3a 6e3omacHoct (CLP) : P201 - Ipenu yrnotpeba ce cHabaeTe ChC CHEIHATHNA HHCTPYKIUH.
P202 - He n3non3Baiite npeay a cTe NpoUeIr U pa3opain BCHIKH MPeIIa3Hu MEpPKHU 3a
6e30MacHOCT.
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Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

P264 - [Ta ce u3mue pbleTe 10 JAaKTUTE | JIMIETO CTApaTeNIHO Ciel yrnoTpeoa.
P280 - M3non3BaiiTe npeanasHi phKaBUIA/TIPEANIA3HO 00JIEKIIO/IPEANa3Hy O4MIIa/lIpe/ina3Ha Macka
3a JIHIe/TIpeNa3Hu CPEeCTBA 3a 3aIIUTa Ha CIIyXa.
P302+P352 - TTP11 KOHTAKT C KOJXXATA: V3muiite 0OMIHO C BOJA.
P305+P351+P338 - IIP1 KOHTAKT C OUMTE: npomuBaiiTe BHIMAaTEIHO C BOZA B IPOJbIDKCHUE
Ha HAKOJKO MUHYTH. CBanere KOHTaKTHHTE JICIIH, aKO HMa TaKHBa M JOKOJIKOTO TOBA € BH3MOXKHO.
IIponbikere ¢ U3MIaKBaHETO.
P308+P313 - TP siBHa uim npemnonaraema excrno3unus: [IoTepcere MeqUIIMHCKY ChBET/TIOMOIIL.
P321 - Cnennanu3upaHo gedeHue (BX. JONBIHUTEIHA HHCTPYKIHS 33 IIbPBA IIOMOII] Ha TO3H
€THUKET).
P332+P313 - [Ipu mosiBa Ha KOKHO Jpa3HeHe: [loTppceTe MEMUIIMHCKY CHBET/TIOMOLIL.
P337+P313 - [Ipu mpoab/oKUTENHO Ipa3HeHe Ha ourte: [IoThpcere MeAMIIMHCKH CHBET/TIOMOIII.
P362+P364 - Canere 3aMbpCEHOTO 00JICKIIO U TO M3MEPETE MPEIH MOBTOPHA yroTpeba.
P405 - JTa ce cbXxpaHsiBa MOJ KJIKOY.
P501 - CpabprkaHHETO/CHABT Jla Ce H3XBBPIIH B IYHKT 32 ChOMpaHe Ha OIACHU WM CIICI[HATHN
OTIA/IbLIU, B ChOTBETCTBUE C MECTHHUTE, PETHOHATIHH, HALIMOHAIHYU W/HITH MEXTyHAPOIHU
pasnopendu.

ETuxernpaHe B ChOTBETCTBHUE C: H3KIIIOUSHHUS 32 BETPEIIHH OIIAKOBKH, KOTaTO ChbPKaHUETO He IpeBuniasa 10 ml

IMTukrorpamu 3a onacHoct (CLP) :

GHS08

2.3. Ipyru onacHoCTH

Hsima Hanmmana JOIBJIHUTCITHA PIH(pOpMaI_II/IH

PA3JIEJI 3: CbcraB/mH(popManusi 3a CbCTaBKUTE

3.1. BemecrBa

HaumenoBanue HUnentuduxatop Ha % Knacudukanus B CbOTBETCTBHE C
MPOAYKTA Pernament (EQ) Ne 1272/2008 [CLP]
Acetazolamide - <100 Skin Irrit. 2, H315

Eye Irrit. 2, H319
Repr. 1B, H360D

3a meHus Texet Ha H- m EUH-nipeynpexiennsaTa 3a ormacHOCT: Bk. paszen 16

3.2. Cmecn

He e npunoxumo

PA3JIEJI 4. Mepku 3a mbpBa MOMOIIL

4.1. OnucaHue HA MePKUTE 32 MbPBA MOMOIIY

[TepBa MOMOLI [IPH BANIIBAHE . Jla ce ocTaBM IOCTpaJalus Ha YHCT Bb3AyX. OCHIypeTe CBEXK BB3yX Ha 3aCEIHATOTO JIMLE.

ITepBa MoMOII PH KOHTAKT € KOXKaTta . Jla ce oTcTpaHM MaKCHMAJHO upe3 H30bpcBaHe (C YMCTa M MeKa ITonMBaIla Kepra). Jla ce mmue
OOMITHO C BOJIa B KOSITO € IPUOABEH JETEPTeHT.

ITepBa oMo P KOHTAKT C OYNTE . Msnnakuere ¢ Boja, KaTo IBPXKUTE OUUTE ITUPOKO OTBOPEHH.

ITepBa MOMOII IPH MOTITBINAHE . Usnnakuere ycrata. CrienialiHo Jekapcko Haburoaenne. Mosxke J1a Ob/ie IpernopbiaHo

TPOABIDKUTEITHO METUITTHCKO HaOJIr0/ICHNE.

4.2. Haii-cbuecTBeHu OCTPH U HACTBIBALIM CJI€]Il U3BECTECH NMEPHOJ OT BpeMe CUMIITOMH U e(l)eKTll

Cumnromu/edextu : Bb3moxHH ca 3aKbCHENH eeKTH.
Cumnromu/eheKTy cie]] BAUIIBaHe . Henocrarbunu maHHH.
Cumnromu/eeKTu ciell KOHTaKT C Koxarta . Henocrarbunu maHHH.
Cumnromu/eeKTd ciel KOHTAKT C OYUTE . Henocrarbunm maHHH.
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Acetazolamide

I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, m3menen ¢ Permament (EC) 2020/878

CumnToMu/eexTH ciel MOrTbIaHe . CummroMute Morat Ja ObJaT 3aMaiiBaHus, T1aBoOOIIIE, Ta/leHe U 3ary0a Ha KOOPIUHAIIHS.

IMoTbpceTe MeAMIMHCKH ChBET/IOMOLI. I BE3MOKHOCT J1a C€ IOKaXKe HACTOSILMS JIMCT, a aKO HE € Ha PAa3IOoJIOKEHHeE, J1a Ce MOKaKe OIIaKOBKATa MJIM €THKETa.
AxtuBarop. PapmarieBTHYEH MPOIYKT.

PA3JIEJI 5: IIpoTuBONOXAPHA MEPKHU

TToXOMSAIIH [I0XKAPOTACHTEIHI CPEACTBA : Ogesiiio 3a 3aracsiHe Ha OTBHSL.

OnacHocT OT noxap : Bmx maparpad 2.2.

I/IHCprKLII/II/I 3a racCHE Ha MOXapu . I[a C€ U3MO0JI3BAT CPEACTBA, MOAXOAAIIHN 3a raCECHE Ha IM0XKapu B CbCEACTBO.

PA3JIEJI 6: Mepku npu aBapuiiHO U3IyCKaHe

OO0y Mepku : Jla ce u3bsrea npekusi KOHTAaKT ¢ npoaykra. He BaumiBaiite
mpax/myIex/ras3/ um/u3napeHus/aepo3ou.

6.1.1. 3a mepcoHas, KOHTO He OTTOBAPS 32 CIELIHH CIY4YaH

ABapHiiHH IUIAHOBE : Jla ce HOCH TOAXOJIIO MPENA3HO OOIEKIIO0, PHKABHUIM U 3allIUTHY CPEACTBA 33 OUUTE MIIH JIHIIETO.

6.1.2. 3a auuaTa, OTTOBOPHH 32 CHEIHHU CIyYan

Hsma HanmuvHa JOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa TOMBIHUTENHA HHPOPMAIIUS

Meroau 3a moyricTBaHE : V6CI[CT6 C€, 4€ OTIIaABLUTE Ca C'bﬁpaHH 1 C€ CbXpaHABAT HA CUTYPHO MSCTO. TTouncrere
CTapaTeIHoO. I[a CE€ U3MHUE HeannpaeMI/m OCTaThbK C PaSTBOp OT HaTPUEB XUIIOXITIOPUT.

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

PA3JIEJI 7: O0pa0doTKa U CbXpaHeHHe

JIOIBIHUTEITHH OMIACHOCTH O BpeMe Ha o0paboTka : Ha motpeGurens na ce 00bpHEe BHUMAHUE 32 PUCKOBETE, EBEHTYaHO CBBP3aHH C H3MOJI3BAHETO Ha
HPOJIyKTa 3a JIPYTH LIeJH, PA3INIHH OT TE3H, 32 KOHTO € IPe[Ha3HAYCH.

IIpenna3nu 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 00paTa MPOMHUIIUICHA XUTHEHA U IPOLISAYPHTE 3a
6e30macHOCT.

TeXHUYECKH MEPKH : Jla ce cna3BaT NPIIIOKUMHTE Pa3oOpenon.
YcnoBus 3a chXpaHsBaHe : Jla ce cbxpaHsBa O] KITFO.

Bux nmaparpad 1.
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Acetazolamide

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

3AEJI 8: KoHTpo.1 HA eKCIO3UNMATA/INYHH NPEeANa3HU CPecTBA

8.1. IlapameTpH Ha KOHTPOJX

8.1.1 HanMoHaIHU rPAaHUYHM CTOMHOCTH HA MPO(eCHOHAIHA eKCIO3UINS 1 GHOJOTHYHH IPAHHYHH CTOHHOCTH
Hsima Hain4Ha AOIBbIHUTENIHA HHPOPMALUL

8.1.2. IlpenopbYNTEIHH NPOLEAYPH 32 HAGIIOIEHHE

HsiMa HanuYHA TOIBIHUTENHA HHOPMAIHS

8.1.3. OGpa3syBaT ce 3aMBbPCHTEIH HA Bb3AyXa

Hsma Haian4Ha AOIBIHUTEIHA HHPOPMALUSL

8.1.4. DNEL u PNEC

Hsma HanmvHa JOMBIHUTENTHA HHOPMALUS

8.1.5. Perysupane upe3 o6xBatu (control banding)

Hsima HanmuuHa JOBIHUTEIHA I/IH(l)OpMaLIHSI

8.2. Kontpo. Ha ekcnio3umusiTa
8.2.1. Tloaxoasii TeEXHUYECKH KOHTPOJI

Hoaxoasimy TeXHMYECKH KOHTPOT:
Jla ce cpXpansBa B JoOpe NPOBETPUBO HoMelleHKe. Jla ce 3MoN3yBa eAMHCTBEHO B CMyKaTelHa KabuHa ¢ uHTerpupad Gpuirsp. BucoxoedexkTuseH Guirsp 3a
gactuim (HEPA ¢untsp).

8.2.2. JINYHH Npeana3Hu cpeacTBa
8.2.2.1. 3amuTa HA OYUTE U JIULETO

3amuMTa HA OYHTE:
Ipennasan ounna. DIN EN 166

8.2.2.2. Ilpeana3BaHe HA KOKATA

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

3amuTa Ha pBIeTe:
XWUMUYecKn yCTOIYINBHY NpeAnasHu pekasunu. ISO 374-1

8.2.2.3. 3amuTa HA AUXATEJTHUTE MHbTHIIA

3amuTa HA JUXaTeTHUTE NbTHINA:

OrtzensHe Ha mpax: mpotuBomnpaxosa Macka ¢ puntep P3. DIN EN 140 & 149. Teuen nponykT : AHTHaepo3onHa Macka. Hocere quxarenen amapar, ako cte
H3JI0)KEHU 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 JOIBJIHUTECITHA PIH(bOpMaLII/IS[

3AEJI 9: ®u3uvyHM 1 XUMUYHHU CBOMCTBA

9.1. Uudopmanusi OTHOCHO OCHOBHHUTE (PU3HYHM U XHMHYHHU CBOHCTBA

ArperaTHo CBCTOsSIHUE

TBBpIO BEIECTBO

st He e nanmmuno
BroHien sy Ipax.
Mupuc He e npunoxxumo.

I'panniaTa Ha MUpHUCa
Touka Ha TOTIEHE
Touka Ha 3aMpBb3BaHe
Touka Ha KUTICHE
3anamuMoct

He e nanmmuno
He e nanmmuno
He e nanmmuno
He e nanmmuno
He e nanmmuno
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Acetazolamide

I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, m3menen ¢ Permament (EC) 2020/878

I'panuiy Ha €KCIIO3UBHOCT . He e npunoxumo
JlonHa TpaHKIIa Ha eKCIUIO3UBHOCT . He e npunoxumo
I'opHa rpaHnna Ha eKCIIIO3UBHOCT . He e npunoxumo
Temmneparypa Ha pasnarane . He e npunoxumo
Temmeparypa Ha camo3ananBaHe . He e npunoxumo
Temneparypa Ha pa3nagane . He e HammynO
pH : He e HanmuyHO
pH pastsop . He e nanuuno
Buckosurer, kuHeEMaTuueH : He e npunoxumo
PasrBopumocT : Boma:0,1-1g/l
KoedunuenT Ha pa3npenenenue: n-okranoin/soga (Log  : He e nammuno
Kow)

Hansarane na mapure . He e nanuuno
Hansrane na napure npu 50°C : He e HanuyHo
IInsTHOCT : He e HanmuyHO
OTHOCHUTEIHA TUTBTHOCT . He e nanmmuno
OTHOCHTENHA INTBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pa3mep Ha yactunure : He e Hanmu4HO

9.2.1. Undopmanus BB BPb3Ka ¢ KJIacoBeTe HAa (U3HYHA ONACHOCT

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

9.2.2. Jpyru XapaKTepHuCTHKH 32 6e30ImacHoCT

Hsma HanmaHa gonbIHHUTENHA HHOOPMALUS

JIEJI 10: CTa0MIHOCT M PeaKTUBHOCT

CraOuileH Ipu HOPMAJHH YCIOBHSL.

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIHS

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsima nipu Hopmansa ynotpe6a. Broxre Paznen 7.

HpI/I 3arpsiBaHe 10 TOYKaTa Ha pasrpaxJaHe OTACIIs OITaCHU HU3IIapEHUS.

PA3JIEJI 11: TokcukosiornyHa nHgopmMmanus

Ocrtpa ToKCHYHOCT (OpaiHa) : He ce xnacudunupa (JInncpamy naHHm)
OcTpa TOKCHYHOCT (iepMaiHa) . He ce xnacudunupa (JInncpamy naHHam)
OcTpa TOKCHYHOCT (BIMILIBAHE) . He ce xnacudunupa (JInncpamy naHHam)

Acetazolamide

LD50 opaiHo mrbx > 2000 mg/kg

KOpOBHBHOCT/ JAPasHEHE Ha Ko)KaTa : HpC,Z[HBBHKBa Jpa3sHCHE Ha KOXKaTa.
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Acetazolamide

HH(bOpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, m3menen ¢ Permament (EC) 2020/878

CepHo3HO yBpex/JaHe Ha OUNTe/ApasHEeHe Ha OUHUTe . ITIpenusBukBa cepro3HO Apa3sHeHe Ha ouute. (JIumcpamy naHHM)

CCHCPI6I/IJII/I3aI_II/ISI Ha IUXATCIIHUTE ITbTUIIA UJIA KOXKaTa . Hece Knacn(bnunpa (B'L?; OCHOBa HAa HAJIMYHUTE JaHHU HE Ca U3IIBJIHEHU KPUTEPUUTE 3a
knacuduImpane)

MyTareHHOCT Ha 3apOJHIIHUTE KICTKU . He ce ximacuduumpa (JIuncpaum gaHHm)

KanueporenHoct . He ce xnacudunupa (Jluncpamy gaHH")

ToKCHYHOCT 3a PEHPOAYKLHATA : Moxe na yBpenu mioja.

CTOO (cmenuguuHa TOKCHYHOCT 32 OIPEIEICHI . He ce xnmacudunupa (Jluncpamy nanHam)

OpraHy) — eIXHOKpPAaTHA eKCIIO3UIIUS

CTOO (cmenuduuHa TOKCHYHOCT 32 OIPEIEICHI . He ce xnacudunupa (Jluncpamy nanHm)

OpraHy) — MOBTapSIIA C€ eKCIIO3UIU

OnacHOCT npH BJMIIBAHE . He ce xnacuduuupa (B3 0cHOBa Ha HAJIMYHUTE JAHHH HE €A U3ITbJIHCHHU KPUTEPUUTE 32
KIacHHIHPaHe)

Hsma HanuvHa AOMBIHUTENHA HHOOPMALIUS

PA3JIEJI 12: Exosioruuna uHgopManus

Exororust - 0010 : Onacuu oTanbi. Jla ce M3Mmon3yBaT MOAXOAAIM KOHTCHHEPH 32 OTIAHHUTE IPOAYKTH.
OnacHo 3a BOJIHATa cpejia, KpaTKocpouHa (ocTpa) : He ce ximacuduunpa
OnacHo 3a BOJHATA CPe/ia, AbIrOCPOUHA (XPOHHYHA) . He ce ximacuduunpa

Hsma HanmaHa gombIHHUTENHA HHOOPMALUS

Hsma HanmudHa gonmbIHHUTENHA HHOOPMALUS

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

Hsma HanmuvHa HOMBIHUTETHA HHPOPMAIIHS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

PA3JIEJI 13: O0e3BpexaaHe HA OTHIATbIHUTE

MecTHO 3aKOHOAATENCTBO (OTIIAIBIN) 1 Jla ce u3XBBpIM 10 O€30MaceH HAYMH B ChOTBETCTBHE C MECTHHTE / HALMOHAIHHU Pa3nopeaoH.

PA3IEJI 14: UudopManusi OTHOCHO TPAHCIIOPTHPAHETO

B crorBercTBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cnucbka Ha OOH uin naenTuduKanuoHeH Homep

He e mpunoxumo He e npunoxumo He e npunoxumo

©
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Acetazolamide

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

ADR IMDG IATA

14.2. Touno HaMMeHOBaHHE HA MPaTKaTa Mo cimucbka Ha OOH

He e npunoxumo ‘ He e npunoxxumo ‘ He e npusnoxumo

14.3. Knac(oBe) Ha ONaCHOCT NPH TPAHCIOPTHPaHe

He e npunoxumo ‘ He e npunoxxumo ‘ He e npuinoxumo

14.4. Onakopb4Ha rpyna

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.5. OnacHocTH 3a OKOJIHATA cpeaa

He e npunoxxumo ‘ He e npunoxxumo ‘ He e npuinoxumo

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

14.6. CiequaaHyu mMpeAna3sHA MePKH 32 MOTPeOHTeIHTe

CyxonmbTeH TPAHCIIOPT
He e npunoxumo

TpancnopT no mope
He e npunoxumo

Bu3aymen Tpancnopt
He e npunoxumo

14.7. MOPCKH TPAHCHOPT HA TOBAPU B HACUIIHO CHCTOAHUE CHIJIACHO HHCTPYMEHTH Ha Memz[yﬂapozulaTa MOpPCKa opraHu3anus

He e npunoxumo

PA3IEJI 15: Uudopmanusi 0OTHOCHO HOPMATHBHATA ypenoda

15.1. CnenuuyHu 32 BENIECTBOTO UJIW CMECTA HOPMATHBHA ypen0a/3aK0OHO0IATEICTBO OTHOCHO (0€30IacCHOCTTA, 3IPABETO H OKOJTHATA
cpeia

15.1.1. Periamentn Ha EC
REACH IIpuio:xenne XVII (YciioBusi 3a orpannyaBaHe)
He ¢urypupa B [Ipunoxenne XVII na REACH

REACH, Ilpunoxenne XIV (Cniucbk Ha BellleCTBATA 32 pa3peniaBaHe)

He ¢urypupa B Ipunoxenne XIV sra REACH (Crichk Ha BemecTBara 3a pa3pelniaBaHe)

REACH Cnucbk ¢ kanauaar-seiiectsa (SVHC)

He ¢urypupa B cimcska Ha REACH ¢ kananaar-Bemectsa

Peraament PIC (EC 649/2012, IIpeaBapuTe/iHO 000CHOBAHO ChIIaCHE)

Henpunosxumo.

Persnament orHocHo YO3 (EC 2019/1021, YeroituMBM OPraHu4yHU 3aMbPCUTE/IN)

Henpunoxumo.

PersiaMmeHT 0THOCHO BelecTBa, KOMTO Hapymasat o30HoBus cJoii (EC 1005/2009)

He ¢urypupa B cniucbka ¢ BelecTBa, KOMTO HapynaBat 030HoBus cioii (Permament EO 1005/2009): Acetazolamide
PersiamenT oTHOCHO npekypcopute Ha B3puBHH BeuectBa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOUEHO(H) B CIIUCHKA ¢ TIpeKypcopH Ha B3puBHU BemecTBa (Permament EC 2019/1148 3a npenaraneto Ha ma3apa H yrnorpebara Ha

MPEKypPCOPH Ha B3PUBHH BEIECTBA)

PeriiameHT 0THOCHO MPEeKypPCOpHTE Ha HApKOTHYHM BemecTBa (EO 273/2004)

He cpappika BemmecTBo(a), BKIIIOYEHO(H) B ciuchbka ¢ IIpexypcopu Ha HapkoTnunKTe BemecTBa (Pernmament EO 273/2004 0THOCHO IPOM3BOACTBOTO U IIyCKaHETO
Ha T1a3apa Ha ONpEJICIICHH BEIECTBA, U3MO0NI3BaHU 3a HE3aKOHHO POM3BOJICTBO HA HAPKOTUYHH HIIM IICHXOTPOITHH BEIIECTBA)
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Acetazolamide

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

15.1.2. HauuoHaHH pa3nopeaou

HsiMa HaimM4uHa TOMBJIHUTENHA HHQOpMALHS

15.2. Ouenka Ha 0€30I1aCHOCT HA XHMHYHOTO BEIIECTBO HJIH CMEC

HsiMa HaimMyuHa TOMBJIHUTENHA HHQOpMALHs

PA3JIEJI 16: Apyra ungopmanus

IIsaen Texer Ha H- 1 EUH-npexynpesknennsTa 3a onacHocT:

Eye Irrit. 2 CepurosHo yBpexaaHe/qpa3HeHe Ha ounte, Kareropus 2
H315 IIpenn3BuKBa Apa3HEeHEe HA KOXKaTa.

H319 IIpenu3BuKBa CEpHO3HO Apa3HEHE HA OUHUTE.

H360D Moske fa yBpeau Iioza.

Repr. 1B TokcuvHOCT 3a penpoaykiusTa, Kareropus 1B

Skin Irrit. 2 Koposus/npa3nene na xoxata, Kateropus 2

Wuopmarmonen nuct 3a 6e3onacHoct (MJIB), EC

OTKA3 OT OTTOBOPHOCT Hupopmanusra, cbabprkama ce B To3u MHpopMannoneH imuct 3a 6e3011acHOCT, € ToTydeHa OT H3TOYHHIH, KOUTO CMsATaMe 3a
HaJeXIHU. Berpeku ToBa, HH(pOpMarusTa ce IpesocTans 6e3 HUKaKBa rapaHIus, H3pUYHA WIN 0opa30Hpalia ce, OTHOCHO HelfHaTa KOPEKTHOCT
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