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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 : Cabergoline

Kon Ha mponyxra : 201600130

CHHOHUME : Cabergoline, 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
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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]

Ocrtpa TokcnuHoCT (opainHa), Kareropus 4 H302
ToKCHYHOCT 3a PENPOAYKIHATA, JOBIHATENHA KaTeropusi, epeKTH BbpXy HiIn H362
gpe3 JIaKTaluATa

TokcuaHOCT 3a penpoaykimsTa, Kareropns 1B H360
Crerudryaa TOKCHIHOCT 32 ONPE/IeIeHN OpTraHy — IIOBTapsIla ce ekcrosuus,  H372

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

Hebnaronpusitau pusnkoxumMuyau edexTH U HeG1aronpusiTHU edeKTH 3a 31paBeTo HA YOBEKAa H OKOJIHATA cpeja
OnpenenﬂHe 9pe3 CKCIIEPTHO MHCHUE U IO CHJIaTa Ha OKAa3aTeJICTBA.
2.2. EleMeHTH Ha eTHKeTa

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

IMukrorpamu 3a onacHoct (CLP)

GHS07 GHS08
Curnanna gyma (CLP) . OmacHo
Ipenynpexnenus 3a onacuoct (CLP) : H302 - Bpenen npu noriusiuane.

H360 - Moyke 1a yBpeIy OIUIOAUTENHATA CIIOCOOHOCT MM IUIOAA.
H362 - Moxe na Ob11e BpeneH 3a KbpMadeTa.
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Cabergoline

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

H372 - [IpuunnsiBa yBpexaHe Ha OPraHUTE MOCPEACTBOM HPOIBIDKHTEIHA WK MTOBTApPSIa Ce
€KCIO3ULIHS.
Ipenopsku 3a 6e3omacHoct (CLP) : P202 - He u3non3Baiite npeau aa cTe Npoveiy 1 pa30opaiu BCHYKH MPE/Na3Hi MEPKH 32
0e30MacHOCT.
P308+P313 - TIPU siBHa miM mpeAmonaraeMa eKcro3unust: [1oTepcere MEUIIMHCKY CHBET/IIOMOIL.
ETHKeTHpaHe B ChOTBETCTBHUE C: M3KIIIOUCHHS 32 BETPEIIHH ONAKOBKH, KOraTo ChABPXKAHHETO He mpepumiasa 10 ml
IMukrorpamu 3a onacHoct (CLP) :

GHS08

2.3. JIpyru onacHoOCTH

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

PA3JIEJI 3: CbcraB/mH(popManusi 3a CbCTaBKUTE

3.1. BemecrBa

HaumenoBanue HUnentuduxatop Ha % Knacudukanus B CbOTBETCTBHE €
NPOayKTA Peranament (EOQ) Ne 1272/2008 [CLP]

Cabergoline - <100 Acute Tox. 4 (opanna), H302 (ATE=300
mg/kg TeIecHO TerIo)

Lact., H362

Repr. 1B, H360

STOT RE 1, H372

3a meHuA Texet Ha H- m EUH-nipeynpexaennsaTa 3a ormacHOCT: BK. paszen 16

3.2. Cmecn

He e npunoxumo

PA3JIEJI 4. Mepku 3a mbpBa MOMOIIL

4.1. Onucanue Ha MEPKHUTE 32 IIbPBa MOMOIIL

[TepBa MOMOLI [IPH BANIIBAHE : Jla ce ocTaBH MOCTpaaius Ha YKCT Bh3ayX. OCHIypeTe CBEX BB3/IyX Ha 3aCErHATOTO JIMIIE.

ITepBa MOMOLI [IPH KOHTAKT C KOXKaTa : Jla ce oTcTpaHM MakCHMAJHO Ype3 H30bpCBaHe (C YhCcTa M MeKa IToIMBaIia Kepra). M3muiite 06uinHo
¢ BOAA/....

[TepBa MOMOLI [P KOHTAKT C OYUTE . U3mmakHere ¢ BoJa, KaTo IBPXKUTE OYUTE IIMPOKO OTBOPEHH.

ITepBa MOMOLI [IPH MOTITBIIAHE . Usmakuere ycrata. CrieriualiHO JeKapcko Haburoaenue. Mosxe 1a Objie Ipernopbuano

TIPOABIDKUTEITHO METUITTHCKO HaGJ’IIOI[CHHe.

4.2. Haii-chuecTBeHn OCTPHU U HACTBIIBALIM CJie/l U3BECTECH MEPUOJI OT BpeMe CUMIITOMU U e(l)eKTPl

Cummromu/edextn : Bb3moxHH ca 3aKbCHENH eheKTH.

CumnroMu/epexTd ciell BAUIIBaHEe . Hepmocrarbunu JaHHH.

CumnroMu/eeKTd ciel KOHTAKT C KOXKaTa : Henmocrarbunu JaHHH.

Cumnromu/eeKTd ciel KOHTAKT C OYUTE . Henocrarbunm maHHH.

Cumnromu/eheKTy ciel] MorabLiaHe : Cumnromute Morar J1a ObJaT 3aMaiiBaHus, IIaBOOOIHE, raJeHe U 3ary0a Ha KOOPJMHAIIUSI.

4.3. Yka3anue 3a Heo0X0AMMOCTTA OT BCAKAKBY HEOTJIOKHU MeIUIMHCKH TPUKHA U CIELIMATHO JIeUeHue

IMoTbpceTe MEAUIIMHCKH ChBET/IOMOII. [Ipn BE3MOXKHOCT Jia Ce MOKaXe HACTOSIIVS JIHCT, @ aKO HE € Ha PA3MONIOKCHHE, []a CE MOKaXe OITAKOBKATa MM CTHKETA.
Axtusarop. @apMaleBTUUEH OPOTYKT.
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Cabergoline

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

PA3JIEJI 5: IIpoTHBONOXAPHA MEPKHU

Tlonxonsmm TI0KapOraCUTEIHA CPECTBA : Opesiyio 3a 3aracsiHe Ha OTBHSI.

OmacHOCT OT moskap : Bmx maparpad 2.2.

I/IHCprKI.IHH 3a raceHe Ha IoXapu : Ja ce uznonspar CpEaCTBA, IMOAXOIAIIM 32 TaCEHE Ha MOXKapu B CHCEACTBO.

PA3JIEJI 6: Mepku nIpu aBapuiiHO H3IyCKaHe

O6wu Mepku : Jla ce n30srBa npekust KOHTAKT ¢ NpoaykTa. He BaumBaiite
mpax/myIex/ras3/ um/u3napeHus/aepo30iu.

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

ABapPIP’IHPI TUTAaHOBE : I[a C€ HOCH IMOAXOIAIIO IIPEAITa3sHO O6J'ICKJIO, PBKaBULM U 3aILUTHU CPEICTBA 32 OUYUTE UIIH JIMLETO.

6.1.2. 3a auuaTa, OTTOBOPHH 32 CHEINHHU CIyYan

Hsma HanmuvHa JOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Meroau 3a MOYKCTBAHE . YGCJICTC C€, 4€ OTHaaABLHUTE Ca c1,6paHn 1 C€ CbXpaHABAT HA CUTYPHO MSCTO. TTouuncrere

CTapaTeiHoO. I[a CC U3MHE HCC’LGI/IpaeMHﬂ OCTaTbK C : PaSTBOp OT HATPUEB XUIIOXJIOPHUT.

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

JIEJI 7: O0pa6oTka ¥

JIOIBIIHUTEITHH OMIACHOCTH O BpeMe Ha o0paboTka . Ha notpeGurens na ce 00bpHEe BHUMAHUE 32 PUCKOBETE, €BEHTYaIHO CBBP3aHH C U3IOJI3BAHETO Ha
HPOJIyKTa 3a JPYTH LeIH, PA3INYHH OT TE3H, 32 KOHTO € IPe{Ha3HAUCH.

IIpenmas3Hu Mepku 3a Ge3omacHa padoTa . C marepuana TpsiOBa 1a ce paboTn BHEMaTeNHO. J{a ce M30srBa MpeKkust KOHTAKT ¢ npoxykTa. C
MaTepuana TpsioBa Ja ce paboTH moj labopaTopHa KaMUHa, TOKOJIKOTO TOBA € B3MOXKHO.

XUTHCHHH MEPKH : Jla ce paboTH B CHOTBETCTBHE C H3UCKBAHMSITA Ha J0OpaTa MPOMHUIIICHA XUTHEHA U IPOLISTYPHTE 32
6e30macHOCT.

TexHUYECKN MEPKH : Jla ce cna3BaT NPIIIOKUMHTE Pas3IoOpenon.
YcnoBus 3a chXpaHsBaHe : Jla ce cbxpaHsBa O] KITFOY.

Bwx maparpag 1.
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Cabergoline

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

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

8.1. IlapameTpH Ha KOHTPOJX

8.1.1 HanMoHaIHU TPAaHUYHH CTOMHOCTH HA MPO(eCHOHAIHA eKCIIO3HIUSI U OMOJOTHYHN TPAHIMYHH 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 Hain4yHa AOIBbIHUTEIHA HHPOPMALUL

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

Ioaxoasimy TeXHHYECKH KOHTPOJI:
Jla ce cpxpaHsBa B 10Ope IPOBETPUBO MOMeIeHHe. [{a ce H3Mon3yBa eIMHCTBEHO B CMyKaTellHa KaOHHA ¢ HHTerpupaH GuiThp. BucokoedexTuser ¢punrsp 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 AUXATETHUTE MHTHIIA

3amuTa HA JUXaTeTHUTE IHTHILA:

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 BEIIECTBO

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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Cabergoline

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

I'panuiy Ha €KCIIIO3UBHOCT . He e npunoxumo
JlonHa TpaHuIIa 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 rammynO
pH . He e nanmuuno
pH pastsop . He e nanuuno
Buckosurer, kuHeEMaTuueH : He e npunoxumo
PaztBOpHMOCT . He e nanuuno
Koedwunment na pasnpenenenue: n-oktanon/soga (Log  : He e nammano
Kow)

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

9.2.1. Undopmanusi BbB BPb3Ka ¢ KJIacoBeTe HA (U3HYHA OIACHOCT

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

9.2.2. Jpyru XapaKTepHuCTHKH 32 6e30ImacHoCT

Hsma HanmaHa gonbIHHUTENHA HHOOPMALUS

a0MJIHOCT U PE€AKTUBHOCT

CraOuileH Ipu HOPMAJHH YCIOBHSL.

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsima nipu Hopmansa ynotpe6a. Broxre Paznen 7.

HpI/I 3arpsiBaHe 10 TOYKaTa Ha pasrpaxaaHe OTACII OITaCHU U3IIapCHUS.

PA3JIEJI 11: TokcukosiornyHa nHgopmMmanus

Ocrtpa ToKCHYHOCT (OpaiHa) . Bpenen npu norisimane.
OcTpa TOKCHYHOCT (iepMaiHa) . He ce xmacudunmpa
OcTpa TOKCHYHOCT (BIMILIBAHE) . He ce xnmacudunmpa
Cabergoline
LD50 opanHo mwibx 300 — 2000 mg/kg
KoposuBHOCT/ipa3sHeHe Ha KOXkaTta . He ce xnacudunupa (JInncpamy naHHm)
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Cabergoline

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

CepHo3HO yBpex/JaHe Ha OUNTe/ApasHEeHe Ha OUHUTe . He ce xnacudunupa (JIuncsamy naHHN)

CCHCI/I6HHI/I3aI_II/ISI Ha IUXATCIIHUTE ITbTUIIA UJIA KOXKaTa . Hece Knacn(pnunpa (B'L?; OCHOBA HAa HAJIMYHUTE JaHHU HE Ca U3II'BJIHCHU KPUTEPUUTE 3a
knacuduImpane)

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

KanueporenHoct . He ce xnacudunupa (Jluncpamy gaHH")

ToKCHYHOCT 3a PEHPOAYKLHATA : Moxe na 6b/e BpelieH 3a KbpMayeTa. Moske a yBpeau OIUIOAUTEIHATA CIIOCOOHOCT WIIM TLIOAA.

JlombiHuTenHa nHGOpManus . ChbCTOSIHUSA, CBBP3aHH C OPEMEHHOCTTA, POAOBHS U HOCICPOIOBHUS IEPUOJL
PHcK OT IPEXIEBPEMEHHO paskiaHe

CTOO (cmenuduuHa TOKCHYHOCT 32 OIPEIEICHI : He ce xnacudunupa (Jlanaute ca yoeauTeNHH, HO HEJOCTATHYHH 3a Ja CC HAIPABH KJIaCU(PUKAIIS)

OpraHu) — eJHOKPATHA EKCTIO3HIINS

CTOO (cmenuduuHa TOKCHYHOCT 32 OIPEIEICHI . IlpuunHsBa yBpexkJaHe HA OPraHUTE IOCPEICTBOM MPOABILKUTEIHA WU NIOBTAPSILIA CE EKCIIO3UIHS.

OpraHy) — MOBTapSIIA CE eKCIIO3UIUS

JlomsnanTenna nHGOpManus . CpaoBu HapynIeHHUs

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

Hsma HanmuvHa JOMBIHUTENHA HHPOPMALIUS

PA3JIEJI 12: Exosioruuna uHgopMamnus

Exororust - 0010 . Onacuu oTagbi. Jla ce U3Mmon3yBaT MOAXOAAIIM KOHTCHHEPH 32 OTIAJHHUTE MPOLYKTH.
OnacHo 3a BOJIHATa cpejia, KpaTkocpouHa (ocTpa) : He ce ximacudpuunpa
OnacHo 3a BOJHATA CPe/ia, AbIrOCPOUHA (XPOHHYHA) : He ce ximacuduunpa

Hsma HanmaHa gonmbIHHUTENHA HHOOPMALUS

Hsma HanmuaHa gonbIHHUTENHA HHOOPMALUS

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

Hsima HaymuHa TOMTBIHUTETHA HH(l)OpMaI.IHH

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

PA3JIEJI 13: O0e3BpexaaHe HA OTHIATbIHUTE

MecTHO 3aKOHOATENCTBO (OTIAIBIM) : Jla ce u3xBbpiu 1o 6e30MaceH HAYMH B ChOTBETCTBHE C MECTHUTE / HAIIMOHAITHU PAa3Open0On.

PA3IEJI 14: UudopManusi OTHOCHO TPAHCTIOPTHPAHETO

B crorBercTBre ¢ ADR / IMDG / IATA
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Cabergoline

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

ADR IMDG IATA

14.1. Homep no cnucbka Ha OOH niam upenTudukanuoneH Homep

He e npunoxumo ‘ He e npunoxxumo ‘ He e npusnoxumo

14.2. Touno HaMMeHOBaHHe HA MpaTKaTa no cnucbka Ha OOH

He e npunoxumo ‘ He e npunoxxumo ‘ He e npuinoxumo

14.3. Knac(oBe) Ha OMACHOCT MPH TPAHCHIOPTHPAaHE

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.4. OnakoBb4YHa rpyna

He e npunoxxumo ‘ He e npunoxxumo ‘ He e npuinoxumo

14.5. OmacHocTH 32 OKOJHATA cpea

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

HsiMa nombiHHTeIHA HATMYHA HHQOpMALHS

14.6. CienquaaHu mMpeAna3sHA MepPKH 32 MOTPedHTeIHTe

CyxombTeH TPAHCNOPT
He e npunoxumo

Tpancnopr no mope
He e npunoxumo

Bu3aymen Tpancnopr
He e npunoxumo

14.7. MopcKH TPaHCIIOPT HA TOBAPH B HACHIIHO CbCTOSIHHE ChIVIACHO HHCTPYMEHTH Ha MeKIyHApOIHATA MOPCKA OPraHU3alus

He e npunoxumo

PA3IEJI 15: UHdopManusi OTHOCHO HOPMATHBHATA ypenda

15.1. Cl'le].lll(l)l/l'-ll-ﬂ/[ 3a BEeIIECTBOTO HJIK CMECTAa HOPMATHBHA ypeuﬁa/salcononaTechTBo OTHOCHO 6e30ﬂacHOCTTa, 3ApPaBe€TO U OKOJIHATA
cpena

15.1.1. Pernamentn Ha EC

REACH IIpuao:xenne XVII (YciaoBus 3a orpaHnyaBaHe)

He ¢urypupa B [Tpunoxernne XVII nva REACH

REACH, ITpuaoxenue XIV (Cimchbk Ha BeliecTBaTa 3a pa3peuiaBaHe)

He ¢urypupa B [punoxenne XIV na REACH (Crnmnchk Ha BeliecTBaTa 3a pasperiaBaHe)

REACH Cnucbk ¢ kanauaat-semiectsa (SVHC)

He ¢urypupa B crimceka Ha REACH ¢ kanpunaT-emectsa

Peraament PIC (EC 649/2012, IIpeaBapuTesiHO 000CHOBAHO ChIIacHe)
Henpunoxumo.

Pernament orHocHo YO3 (EC 2019/1021, YcToliuMBH OPraHUYHH 3aMbPCHTEJIN)
Henpunoxumo.

PersiaMmeHT 0THOCHO BelecTBa, KOMTO HapymaBat 030HoBus cjioii (EC 1005/2009)

He ¢urypupa B criucbka ¢ BelecTa, KOUTO HapyiaBaT 03oHoBHs cioil (Permament EO 1005/2009): Cabergoline

PeriiameHT 0THOCHO mpeKypcopuTe Ha B3puBHHE BemecTsa (EC 2019/1148)

He cpappika BemmecTBo(a), BKIIIOYEHO(H) B CIIUCHKA C TIPeKypcopy Ha B3puBHU BemecTBa (Permament EC 2019/1148 3a npeiaranero Ha nasapa H yrnorpebara Ha

HPEKYPCOPH Ha B3PUBHH BEIICCTBA)
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Cabergoline

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

PeryiaMeHT OTHOCHO IpeKypcopuTe Ha HapKoTHYHM Bemtectsa (EO 273/2004)

He cpabpixa BemecTBo(a), BKIItoYeHO(H) B ciuchbka ¢ IIpexypcopu Ha HapkoTuunuTe BemecTBa (Pernament EO 273/2004 0THOCHO IPOM3BOICTBOTO U IIYCKaHETO
Ha 11a3apa Ha OIPEJICIICHH BEILECTBA, U3I0JI3BaHU 32 HE3aKOHHO IPOM3BOJICTBO HA HAPKOTUYHH MM IICUXOTPOITHH BEIIECTBA)

15.1.2. HanuoHaHU pa3nopendu

Hsma Hanmm4Ha JOMBIHUTENTHA HHOPMALUS

5.2, OueHka HA 0€30MACHOCT HA XHMHUYHOTO BelIeCTBO HJIM CMeC

Hsma HanmmvHa JOMBIHUTENTHA HHOPMALUs

3AEJI 16: ipyra nngopmanus

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

Acute Tox. 4 (opaiHa) Ocrtpa TokcnutocT (opaina), Kareropus 4

H302 Bpenen npu norasinane.

H360 Moske 1a yBpeau OIUIOAMUTENIHATA CIOCOOHOCT WITH IIIOA.

H362 Moske na Obz1e BpesieH 3a KbpMadeTa.

H372 IIpuunHsBa yBpexaaHe Ha OpraHKUTE MOCPEICTBOM IPOIBKATENIHA MIIU HOBTAPSIIA CE EKCIIO3ULIUSL.
Lact. ToKCHYHOCT 3a PEPOYKIHATA, JOIbIHUTEIHA KaTeropus, epeKTH BbPXY MM 4pe3 JaKTalusiTa
Repr. 1B Tokcu4HOCT 3a penpoaykiusTa, Kareropus 1B

STOTRE 1 CreruraHa TOKCHYHOCT 32 ONPEIEICHN OPraHy — MOBTapsIia ce ekcrosuims, Kareropus 1

Wudopmanmonen et 3a 6ezonacHoct (UJIb), EC

OTKA3 OT OTTOBOPHOCT Uupopmanusita, chabpxaiia ce B To3u MHbopMannoHneH juct 3a 6e30MacHOCT, € MOoIy4eHa OT U3TOYHUIH, KOUTO CMsITaMe 3a
HaJexXIHU. Berpeku ToBa, nHboOpManusTa ce IpefocTans 6e3 HUKaKBa TapaHIns, H3pUYHA WU [Opa30upalia ce, OTHOCHO HelfHaTa KOPEKTHOCT
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