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3AEJI 1: UnenTudukanus Ha BeleCTBOTO/CMeCTAa M Ha IPYKeCTBOTO/NMpeANPHATHETO

1.1. UnentudukaTop Ha NPOAYKTA

®dopma Ha IPOIYKTa : BemecTBo

HaumMeHoBaHMe Ha BEIIECTBOTO : Mirabegron

Kon Ha mponyxra : 201900062

CHHOHUME : Mirabegron, 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 32 H3CIICIBAHNS, AHAIM3H U HAYIHO-00PA30BATEHH IIEITH.
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 : [lormsiane, Baumsane, 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
CepHo3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 2 H319
ToKCHYHOCT 3a PENPOAYKIHUATA, IOBIHATETHA KaTeropusi, epeKTH BbpXYy HIn H362

4pe3 JIaKTaLHsITa
TokcuaHOCT 3a penpoaykimsTa, Kareropus 2 H361d
3a meaHus TekeT Ha H- 1 EUH-npenynpesxenusTa 3a OacHOCT: BX. pasnern 16

Hebnaronpusitau pusnkoxumMuyHmn eexTH U HedIaronpusTHN epekTH 32 31paBeTO HA YOBEKA U OKOJIHATA cpeJa
OnpenenﬂHe Ype3 EKCIIEPTHO MHCHUE U 10 CHJIaTa Ha OKAa3aTeJICTBA.
2.2. EleMeHTH Ha eTHKeTa

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

IMukrorpamu 3a onacHoct (CLP)

GHSO07 GHS08
Curnanna gyma (CLP) . Buumanwue
Ipenynpexnenus 3a onacuoct (CLP) : H302 - Bpenen npu noriusiuane.

H319 - [Ipenn3BrKBa cepro3HO Ipa3HEHE HA OUYHTE.
H361d - TIpeamnonara ce, ue yBpex/a IIoja.
H362 - Moxe na Ob11e BpeneH 3a KbpMadeTa.
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Mirabegron

HH(bOpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

IMpenopsku 3a 6e3omacuHoct (CLP) : P301+P312 - [TPU ITOTJIBILIIAHE: Heza6asro ce o6azxere B IEHTBP I10 TOCKNUKOJIOT U nitu
Ha JIeKap IIpH Hepa3IoJI0KeHHUeE.

ETI/IKCTI/l‘paHC B CBOTBETCTBHUE C: U3KIIFOYCHUS 3a BBTPEIIHU OITAKOBKH, KOraTO ChbABPKAHUETO HE IIPEBUIIIaBa 10 ml

IMukrorpamu 3a onacHoct (CLP) :

GHS08

Hsma nammana nomsmanTenHa HHGOPMAIHs

CTaB/ll]—[(bOpMaIIllﬂ 34 CbCTABKUTEC

HaunmeHnoBanune Hnentnduxarop Ha % Kaacudukanust B cboTBeTCTBHE €
NMPOAYKTA Peraament (EO) Ne 1272/2008 [CLP]
Mirabegron - <100 Acute Tox. 4 (opanna), H302 (ATE=500

mg/kg TenecHo Terio)
Eye Irrit. 2, H319
Lact., H362

Repr. 2, H361d

3a meauus TekeT Ha H- 1 EUH-npenynpesxieHusTa 3a oacHOCT: BX. paszen 16

He e npunoxumo

PA3JIEJI 4: Mepku 32 mbpBa MOMOIILY

H’LpBa TIOMOII IMTPH KOHTAKT C KOXKaTa : I[a C€ OTCTpaHU MaKCUMaJIHO Ype3 I/I36'prBaHe (C YHUCTa U MEKa IonuBalia K’Lpl'[a).
H’LpBa TOMOII IMTPH KOHTAKT C OUUTE : W3miakaere ounte ¢ Boja KaTto npeanasHa Mspka.

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

PA3JIEJI 5: IIpoTuBONOKAPHU MEPKHU

Tlomxopsmu moskaporacUTeNHN CPEACTBA 1 Ogmesio 3a 3aracsiHe Ha OTbHS.

OmnacHOCT OT IoXap : Bmx maparpad 2.2.

I/IHCprKHPH/I 3a racCHe Ha oXxapu : I[a C€ U3MI0JI3BAT CPEACTBA, MOAXOAAIIHU 3a raCEHE Ha I10XKapH B CbCEJICTBO.
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Mirabegron

I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

PA3JIEJI 6: Mepku nIpu aBapuiiHO H3IyCKaHe

6.1.1. 3a mepcoHas, KOWTO He OTrOBapsI 32 CIEUIHH CJIyYan

ABapPIﬁHH IIJTAaHOBE . I[a ce U30sIrBa BCSIKaKBa M3JIMIIHA CKCIIO3U M.

6.1.2. 3a aunaTa, OTTOBOPHH 32 CHEINHHU CJIy4Yan

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

PA3JIEJI 7: O0pa6oTka U CbXpaHeHHne

Hsma HanmuvHa JOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Bwx maparpag 1.

PA3JIEJI 8: KoHTpo.1 Ha eKCNO3NIMATA/JIMYHU NPeANa3sHU CPeICcTBa

8.1.1 HanMoHaIHH rPAHUYHH CTOMHOCTH HA NMPodecHOHATHA eKCIO3UIUSI U OHOJIOTHYHH TPAHMYHHU CTOHHOCTH

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

8.1.2. IlpenopbunTeTHN MPOIEYPH 32 HAOTI0CHHE
Hsma nammana nomsHATETHa HHGOPMAIHS

8.1.3. O6pa3yBaT ce 3aMBbPCHTEIH HA Bb3AyXa
Hsima HammuHa nomsIHATEIHA HHGOPMALHS

8.1.4. DNEL u PNEC

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

8.1.5. Perysiupane upe3 o6xBatu (control banding)

Hsima Hanmm4aHa TOMBIHATEIHA HHGOPMAIHS

8.2.1. Iloaxoasi TeXHUYECKH KOHTPOJI

Tloaxoasiy TEXHHYEeCKH KOHTPOJI:
Jla ce cpxpansBa B 100pe npoBeTpuBo nomenieHne. OGHMKHOBEHO ce M3UCKBAT KaKTO MECTHA CMyKaTeJIHa BEHTHIAIHS, TaAKa U BEHTHIIAINS Ha 00II0TO
MOMEIICHHUE.
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Mirabegron

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

8.2.2. JIM4UHH Npeana3Hu CpeacTBa

8.2.2.1. 3amuTa HA 0YMTE U JIMIETO

HsiMa HaimM4uHa TOMBJIHUTENHA HHQOpMALHS
8.2.2.2. Ilpeana3BaHe HA KOXKATa

3amMTa HA KOKATA M TAJIOTO:
JlaGoparopHa npectuiika

3ammTa Ha pouere:
33.IJ_H/ITHI/I PBKaBUIA

8.2.2.3. BamuTa Ha qUXaTeJHUTE MHTHIIA

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

8.2.2.4. TepMHYHH ONIACHOCTH

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

8.2.3. KoHTpoJI Ha eKCIIO3MIHSITA B OKOJIHATA Cpela

HsiMa HaimM4YHa TOMBJIHATETHA HHQOPMALIHS

JIEJI 9: ®u3nyHu M XMMUYHH CBOICTBA

9.1. Undopmanusi 0THOCHO OCHOBHHUTE (PM3MYHHM H XHMHYHH CBOHCTBA

ATperaTHo CbCTOSTHUE : TBBpHO BELIECTBO
IBsT : He e HammuHO
Mupuc . He e manmuuno
I'pannnara Ha Mupuca . He e manmuuno
Touka Ha TOTIEHE : He e HammuHO
Touka Ha 3aMpb3BaHe : He e HammuHO
Touka Ha KUTIEHE : He e HammuHO
3ananrumMocT : He e Hanu4no
I'panuiy Ha €KCIUIO3UBHOCT : He e npunoxumo
JlonHa rpaHuIia Ha €KCIUIO3UBHOCT : He e npunoxumo
I'opHa rpanuna Ha €KCIIO3UBHOCT : He e npunoxumo
TeMneparypa Ha pa3narane : He e npunoxumo
TeMneparypa Ha camo3arnanBaHe : He e npunoxumo
TeMneparypa Ha pasnagaHe : He e HanmuHo
pH . He e HanmuHo
pH pastsop . He e manmuuno
Buckozuter, KHuHEMaTHYEH : He e npunoxumo
PaztBopumoct : He e HanmuHo
KoeduimenT Ha pa3npenenenne: n-okranoi/soga (Log . He e HanmuHo
Kow)

Hansrane na napute . He e HanmuHo
Hansrane ra mapute npu 50°C . He e manmuuno
TInmpTHOCT . He e HanmuHo
OTHOCHUTENHA IUTBTHOCT . He e HanmuHo
OTHOCHTEINHA INTBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pa3mep Ha gacTuiure . He e HanmuHo

9.2. Ipyra undopmanus

9.2.1. Undopmanus BbB BPb3Ka ¢ KJacoBeTe HA (PU3MYHA ONACHOCT

Hsma HanmvHa JOMBIHUTENTHA HHPOPMALUS

9.2.2. Jpyru XapaKkTepHuCTHKH 32 6e30macHoCT

Hsima HanmMuHa JOTBIHUTEIHA I/IH(i)OpMaI.II/IF[
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Mirabegron

I/IH(l)OpMaHI/IOHeH JIUCT 3a 6C3OHaCHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

PA3JEJI 10: CTa0HJIHOCT H PEaKTUBHOCT

CrabuseH npy HOPMAHH YCIIOBHS.

Hsma nammana nomsmanTenHa HHGOPMAIHs

He e uszBectHo.

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma npu HopmanHa yrnotpe6a. Buokre Pasnern 7.

HpI/I 3arpsaBaHe 10 TOYKaTa Ha pasrpaxJaHe OTACIA OaCHU M3IIApCHUS.

PA3JIEJI 11: TokcukoaoruaHa uHgopmanusi

Ocrtpa ToKCHYHOCT (OpaiHa)

OcTpa TOKCHYHOCT (epMaiHa)

OcTpa TOKCHYHOCT (BJHILIBAHE)
KoposzuBHOCT/ipa3sHeHe Ha KoXarta

CepHo3HO yBpex/JaHe Ha OUNTe/Apa3HEeHe Ha OUHTE
CeHCHOWIN3ALHS HA AUXATEHATE IBTUILA WIH KOXKaTa
MyTareHHOCT Ha 3aPOHUIIHUTE KICTKN
Kanneporennoct

ToKcHIHOCT 32 PENPONYKIHATA

CTOO (crnenududHa TOKCHYHOCT 3a OIPEIEIeHI
OpraHu) — eIHOKPATHA CKCTIO3HIIUS

CTOO (crienuduvHa TOKCHYHOCT 3a OPEIETCHI
OpraHu) — IOBTaPsIIIA CE EKCIO3ULIHS

OnacHocT Tpu BAUIIIBAHE

Bpenen npu nornsiaxe.

He ce xnacudmmpa

He ce xnacudumpa

He ce xnacudmmpa

Tpenu3BUKBa CEPUO3HO JPA3HEHE HA OUHTE.

He ce knacuduimpa

He ce xnacu¢puumpa

He ce knacuduimpa

Mosxe fa Obe BpesieH 3a kbpmadera. [Ipesmonara ce, 4e yBpexaa mioja.
He ce xnacuduumpa

He ce xnacuduumpa

He ce xnacu¢puumpa

Hsma HanmdHa KOBIHHUTENHA HHOOPMALUS

PA3JIEJI 12: Exosnoru4yHa ungopmanus

Exoiorus - 061110
OmacHo 3a BoIHaTa cpesia, KpaTKocpoyHa (0cTpa)
OrnacHo 3a BOZIHATA Cpeia, ABJIrOCPOYHA (XPOHHYHA)

He npezcraBisBa KOHKPETHA ONACHOCT 33 OKOJIHATA Cpeia.
He ce xmacudpuumpa
He ce xmacudpuumpa

Hsma HanuvHa TOBITHHUTENHA HHOOPMAIUS

Hsma HanuvHa TOBITHHUTENHA HHOOPMAIUS
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Mirabegron

HH(bOpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Hsma nammana nomsmauTenHa HHGOPMAIHs

Hsma nanmuana gombnHUTENHA HHOOPMAIUST

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma HanuvHa JOMBIHUTENHA HHPOPMALIUS

PA3JIEJI 13: O0e3BpexaaHe HA OTHIAIbLUTE

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

PA3JIEJI 14: Undgopmauusi OTHOCHO TPAHCIIOPTUPAHETO

B cporBercTBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cnucbka Ha OOH niu naeHTHGUKALTOHEH HOMeP

He e npunoxumo ’ He e npunoxumo ‘ He e npunoxumo

14.2. Touno HanMeHOBaHHe HA MpaTKaTa no cnucbka Ha OOH

He e npunoxumo | He e npunoxumo l He e npunoxumo

14.3. Kinac(oBe) Ha OMACHOCT MPH TPAHCHOPTHPaHe

He e npunoxumo ’ He e npunoxumo ‘ He e npunoxumo

14.4. OnakoBbYHa rpyna

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.5. OnacHocTH 32 OKOJIHATA cpeaa

He e npunoxumo I He e npunoxumo l He e npunoxumo

Hsima monmbiaHHUTENIHA HATTUYHA PIH(l)OpMaI.IHH

CyxonbTeH TPAHCIIOPT
He e npunoxumo

TpaHcnopt o Mmope
He e npunoxumo

Bb3aymen Tpancnopt
He e npunoxumo

He e npunoxumo
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Mirabegron

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

15.1. CoenuguyHu 32 BenIeCTBOTO WM CMECTA HOPMATHBHA ypen6a/3aKoHO0IATEICTBO OTHOCHO (€30IaCHOCTTA, 3IPABETO H OKOJTHATA
cpena

15.1.1. Pernamentu Ha EC

REACH IIpuio:xenne XVII (YcoBus 3a orpannyapaHe)

He ¢urypupa B [punoxenne XVII na REACH

REACH, IIpunoxenne XIV (Cnucbk Ha BellecTBaTa 3a pa3peliaBaHe)

He ¢urypupa B IIpunoxenne XIV na REACH (Cnucbk Ha BemecTBaTa 3a pa3pelaBaHe)

REACH Cnucbk ¢ kanauaar-semectsa (SVHC)

He ¢urypupa B cnncska Ha REACH ¢ kananaar-BeecTsa

Pernament PIC (EC 649/2012, IlpeaBapuTe/iHo 000CHOBAHO ChIJIACHE)

Henpunoxumo.

Persnament orHocHo YO3 (EC 2019/1021, YceroituMBM OPraHu4HU 3aMbPCUTE/IN)

Henpunoxumo.

PersiaMeHT 0THOCHO BelecTBa, KOMTO Hapywmasat 030HoBus cJoii (EC 1005/2009)

He ¢urypupa B cricbKa ¢ BelecTsa, KOUTO HapymaBaT 030HOBH: ciioii (Permament EO 1005/2009): Mirabegron

PersiameHT OTHOCHO npeKkypcopuTe Ha B3puBHH BeuectBa (EC 2019/1148)

He cpabpixa BemecTBo(a), BKIIIOYCHO(H) B CIIUCHKA C TIPeKypcopu Ha B3puBHU BenectBa (Permament EC 2019/1148 3a npemnaranero Ha na3apa u ynorpebara Ha
HPEKyPCOPH Ha B3PUBHHU BEIIECTBA)

PersiaMeHT 0THOCHO NpeKypcopuTe Ha HAapKOTHYHH BemecTBa (EO 273/2004)

He cpappika BemecTBo(a), BKIIIOUEHO(H) B ciuchbka ¢ IIpexypcopu Ha HapkoTnuHHTe BemecTsa (Pernmament EO 273/2004 0THOCHO IPOM3BOACTBOTO U IIyCKaHETO
Ha T1a3apa Ha ONpEJIeIeHH BEIECTBA, U3M0JI3BaHN 32 HE3aKOHHO IPOM3BOJICTBO HA HAPKOTHUIHH MM IICHXOTPOITHH BEIIECTBA)

15.1.2. HauuoHaHu pa3nopeaou

HsiMa HaimM4YHa TOMBJIHATEHA HHQOpMALHS

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

HsiMa HaiM4YHa TOMBIHATENHA HHQOPMALIHS

PA3IEJI 16: Ipyra nungopmaunus

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

Acute Tox. 4 (opanHa) Ocrtpa TokcnuHoCT (opainHa), Kareropus 4

Eye Irrit. 2 Cepro3HO yBpexIaHe/npa3HeHe Ha ounte, Kareropus 2

H302 Bpenen npu morsiane.

H319 IIpenu3BuKBa CEpPHO3HO Apa3HEHE HA OYHTE.

H361d Ipenmnonara ce, 4e yBpexaa mioja.

H362 Moske na Ob/1e BpesieH 3a KbpMadeTa.

Lact. ToKCHYHOCT 3a PeNPOJYKIIUATA, IOBIHUTENHA KaTeropus, epeKTH BbPXY MM 4pe3 JaKTalusaTa
Repr. 2 TokcuuHoOCT 3a penpoaykuusTa, Kareropus 2

Wudopmanmonen iuct 3a 6e3onacuoct (M1J16), EC

OTKA3 OT OTT'OBOPHOCT Hudopmanusara, cbabprkaiia ce B To3u MHpopMamoneH I1UCT 3a 0€30macHOCT, € MOIyYeHa OT U3TOYHUIHU, KOUTO CMsITaMe 3a
HaIeKIHH. Bhrpexn ToBa, HHQOpManusaTa ce npegocTasst 0e3 HUKaKBa rapaHI[ys, M3pHYHA WIH T0Apa3duparia ce, OTHOCHO HefHaTa KOPEKTHOCT
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