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

1.1. UnentudukaTop Ha NPOAYKTA

®dopma Ha IPOAYKTa : BemectBoO

HanmeHoBaHKe Ha BEIIECTBOTO : Bisoprolol

Kon na nponykra : 201600111

CHHOHUME . Bisoprolol, 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

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]

Ocrtpa TokcnuHoCT (opainHa), Kareropus 4 H302
Crerudryaa TOKCHIHOCT 32 ONPE/IeIeHN OpraHy — IOBTapsIa ce ekcrosuus,  H373
Kateropus 2

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

HebaaronpusTHi GU3HKOXHMUYHH e()eKTH H HeOIATONPUATHH e(eKTH 32 3IpaBeTO HA YOBEKAa M 0KO0JHATa cpeJa

OHpCHeJ'IﬂHC Ype3 EKCIIEPTHO MHCHUE U 10 CHJIaTa Ha OKAa3aTeJICTBA.

2.2. EleMeHTH Ha eTHKeTa

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

IMukrorpamu 3a omacHoct (CLP)

GHS07 GHS08
Curnanna gyma (CLP) . BuHumanue
Ipenynpexnenus 3a onacuoct (CLP) : H302 - Bpenen npu noribsiuane.
H373 - Moxe [1a puuruH YBpeXkKAaHE Ha OPraHUTe IPH POIBIDKUTENHA HITH TOBTapsIIa ce
CKCIIO3HLIHS.
Ipenopsku 3a 6e3omacHoct (CLP) : P260 - He BoymBaiite npax/mymniek/ras/ jumM/u3napeHust/acpo30iii.

P314 - Ilpu Hepa3nooKeHUe MOTHPCETe MEIUIIMHCKH CHBET/IIOMOLII.
ErtnkeTnpane B CbOTBETCTBUE C: H3KIIIOUCHHUSI 32 BETPEIIHH OMAKOBKH, KOTaTO ChAbP)KaHUETO He npesumasa 10 ml
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Bisoprolol

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

IMukrorpamu 3a onacHoct (CLP)

GHS08

Hsma nammana nomsmanTenHa HHGOPMAIHs

PA3JIEJI 3: CbrcraB/uHpopManus 32 CbCTABKHUTE

HanmeHnoBanne Hnentnduxarop Ha % Kaacudukanusi B cbOTBeTCTBHE €
MPOAYKTA Peraament (EO) Ne 1272/2008 [CLP]
Bisoprolol - <100 Acute Tox. 4 (opanna), H302 (ATE=300

mg/kg TenecHo Terio)
STOT RE 2, H373

3a meaHus TekeT Ha H- 1 EUH-npenynpesxneHusTa 3a oacHOCT: BX. pasnen 16

He e npunoxumo

PA3JIEJI 4: Mepku 32 mbpBa NOMOIIL

IIppBa momoI Mpu KOHTAKT ¢ KOXkKaTa : Jla ce oTcTpaHM MaKCHMAJIHO 4pe3 N30bpcBaHe (C YMCTa M MEKa MONMBAMIA KbpIa).

H‘I:pBa TIOMOII IIPU KOHTAKT C OYUTE : W3miakaere ounte ¢ Boja KaTto TIpearnasHa Mspka.

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

PA3JIEJI 5: IIpoTuBONOKAPHU MEPKHU

TToaxoasiu TIOKapoOTaCUuTEIIHA CPEACTBA : Opesiyo 3a 3aracsiHe Ha OTHHSL.

OmnacHOCT OT HoXap : Bmx maparpad 2.2.

I/IHCprKHPH/I 3a racCHe Ha oxapu : I[a C€ U3M0JI3BAT CPEACTBA, IIOAXOAAINHN 3a raCeHE Ha I10XKapH B CHCEIICTBO.

PA3IEJI 6: Mepku npu aBapMiiHO H3IIyCKaHe

6.1.1. 3a mepcoHaJ1, KOHTO He OTrOBaps 32 CIEIHH CJIy4an

ABapuifHu IIaHOBE : Jla ce n30srBa BCAKAKBA M3/IUIIHA CKCIIO3UINUS.
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Bisoprolol

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

6.1.2. 3a IunaTa, OTTOBOPHH 32 CHEIIHHU CJIydYan

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanuvHa AOMBIHUTENHA HHOOPMALIUS

Hsma HanuvHa AOMBIHUTENHA HHOOPMALIUS

Hsma HanuvHa ZOMBIHUTENHA HHPOPMALIUS

Hsma HanmaHa gombiIHHUTENHA HHOOPMALUS

Hsma HanmuaHa gonmbIHHUTENHA HHOOPMAUS

Bwx maparpag 1.

8.1.1 HanuoHaIHN TPAHMYHH CTOHHOCTH HAa MPO(eCHOHATHA eKCIIO3HINA M OHOJIOTHYHYI FPAHHYHH CTOHHOCTH

Hsma HanmaHa KobIHHUTENHA HHOOPMALUS

8.1.2. [IpenopbYNTEHH MPOLETYPH 32 HAGIIOIeHHE

Hsma HanmuvHa TOMBIHUTETHA HHPOPMAIIUS

8.1.3. OGpa3yBart ce 3aMbPCHTEJIN HA Bh3IyXa
Hsima HaymuHa JOMBJIHUTEIHA HHPOPMALHS

8.1.4. DNEL n PNEC

Hsima Hamm4Ha nombIHATEIHA HHGOPMAIHS

8.1.5. Peryiupane upe3 o6xBatu (control banding)

Hsma HanmdHa KOBIHHUTENHA HHOOPMAIUS

8.2.1. Moaxoasiu TEXHUYECKH KOHTPOJI

Tloaxoasiiy TeXHUYECKU KOHTPOJI:
I{a C€ CbXpaHsABa B z[06pe NPOBETPHUBO ITOMEIIEHUE. OOWKHOBEHO C€ N3UCKBAT KAKTO MECTHA CMyKaTe€JIHa BEHTWIALMs, TaKa U BEHTUJIallU Ha OGH.IOTO
TIOMEIICHHUE.

8.2.2. JInuHH Npeana3Hu cpeacTBa

8.2.2.1. 3amuTa HA OYMTE U JIMIETO

Hsima Hanmm4Ha TOMBIHATEIHA HHGOPMAIHS
8.2.2.2. Ilpeana3BaHe Ha KOKATa

3amMTa HA KOKATA M THAJIOTO:
JlaGoparopHa npecTrika
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Bisoprolol

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

3amuTa Ha pBUeTE:
3aIUTHA PHKABULU

8.2.2.3. 3amuTa HA TUXATETHUTE MHTHIIA

Hsma HanmmvHa JOIBIHUTENHA UHOPMAIIUS

8.2.2.4. TepMUYHH ONIACHOCTH

Hsima HanmuuHa JONBIHUTEIHA I/IH(l)OpMaLIHSI

8.2.3. KoHTpo.1 Ha eKCIno3HIMATA B OKOJIHATA cpela

Hsma HanmmvHa JONBIHUTENTHA HHOPMALUs

3IEJI 9: ®u3u4yHN U XHMHUYHH CBOMCTBA

9.1. Uudopmanusi OTHOCHO OCHOBHHMTE (PU3HYHH U XHMHYHH CBOICTBA

ArperatHo CbCTOSIHUE : TeBpno BemecTBoO
IBsT : He e HammuHO
BrHieH Bug : IIpax.

Mupuc . He e manmuuno
I'pannnara Ha Mupuca . He e manmuuno
Touka Ha TOTIEHE : He e HammuHO
Touka Ha 3aMpb3BaHe : He e nannuno
Touka Ha KUTIEHE : He e HammuHO
3anammmocT . He e Hanmmuno
I'panuiy Ha €KCIUIO3UBHOCT : He e npunoxumo
JlonHa rpaHuIia Ha €KCIUIO3UBHOCT : He e npunoxumo
T'opHa rpanuLa Ha €KCIIIO3UBHOCT : He e npunoxumo
TeMneparypa Ha pa3naraHe : He e npunoxumo
TeMneparypa Ha camo3ananBaHe : He e npunoxumo
TeMneparypa Ha pasnagaHe : He e nannuno
pH : He e HamnmuHO
pH pastsop . He e manmuuno
Bucko3uTer, KHHEMAaTHUCH : He e npunoxumo
PaztBopumoct : He e HanmuHo
Koeduruent Ha pasnpenernenue: n-okranoi/soga (Log  : He e namuano
Kow)

Hansrane na napute : He e Hannuno
Hansraune na napute npu 50°C © He e Hannuno
ITnbTHOCT © He e Hannuno
OTHOCHUTENHA IUTBTHOCT : He e Hannuno
OTHOCUTENHA IUTBTHOCT Ha napute npu 20°C © He e npunoxumo
Pasmep Ha yacTunure . He e nanmnuno

9.2. ipyra undopmanus

9.2.1. Undopmanusi BbB BPb3Ka ¢ KJIacoBeTe HA (PU3HYHA OMACHOCT

Hsima Hanmmana JOIBJIHUTCITHA PIH(bOpMaLII/IS[

9.2.2. /Ipyru XapaKTepHCTHKH 32 6€30NacCHOCT

HsiMa HaiM4YHa TOMBIHATENHA HHQOPMALIHS

T 1 PEAKTUBHOCT

10.1. PeaknimoHHA CIIOCOOHOCT

CrabuieH npu HOPMAJTHH YCIOBHSL.

10.2. XuMHu4HA CTA0OMIHOCT

Hsma HanmvHa JOMbIHUTENTHA HHPOPMALUS
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Bisoprolol

NudopmanroneH aucT 3a 6e300acHOCT

B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, nsmenen ¢ Pernament (EC) 2020/878

He e uszBectHo.

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma npu Hopmansa ynorpe6a. Buxre Paznen 7.

HpI/I 3arpsaBaHe 10 TOYKaTa Ha pasrpaxJaHe OTACIIA OIaCHU MU3IIAapCHUS.

Octpa ToKCHYHOCT (OpaiHa)
OcTpa TOKCHYHOCT (JiepMaltHa)
OcTpa TOKCHYHOCT (BAUIIBAHE)

BpezeH npu norirpiiaxe.
He ce knacuduimpa
He ce knacuduipa

Bisoprolol

LD50 opanHo ursx

300 — 2000 mg/kg

Koposusroct/npasuene Ha koxara
Cepro3HO yBpeK/[aHe Ha OUHUTE/IPasHEHE Ha OUUTE

Cechﬁnnmaum Ha IUXATCIIHATE IIbTHUIIA UJIA KOXKaTa

MyTareHHOCT Ha 3apOAUIIHUTE KIETKH
Kanneporennoct

TOKCHYHOCT 32 PEIPOAYKIIHATA

CTOO (cnenuuyHa TOKCHYHOCT 3a OINPEICICHH
OpraHu) — eIHOKpPAaTHA EKCITO3UIIUS

CTOO (crenn@uyHa TOKCHYHOCT 3a OIPEIEICHI
OpraHy) — MOBTapSIIIa C€ eKCIIO3UIUS

OmnacHocT Hpu BAUIIIBAHE

He ce knacudunupa (Jluncpamy gaHHm)

He ce knacudunupa (Jlunceamy gaHHm)

He ce xmacu¢uumpa (B3 ocHOBa Ha HAIMYHUTE JIaHHU HE Ca M3ITBJIHEHH KPUTEPHHTE 32
KIIacu(HIIpaHe)

He ce xnacudunupa (Jluncpamy nanHam")

He ce knacudunupa (Jlunceamy gaHHm)

He ce knacuduumpa (JIpyru ykasanus: Octpa TOKCHYHOCT)

He ce xiacuduumnpa (Jlanuure ca yoeanTeHH, HO HEAOCTAThYHH 3a Jla CE HAIPaBU Kilacu(HKaIis)

Moxe na TIpUYIUHU YBPEKAAaHE Ha OPTraHUTE IIPU NIPOABJDKUTEIIHA HITH IMTOBTApsIIa €€ CKCIIO3UIIH.

He ce knacuduimpa (Bb3 ocHOBa Ha HAIMYHHUTE JaHHH HE Ca M3IIBIHCHH KPHTEPHHTE 33
KIIacuHIIpaHe)

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

PA3JIEJI 12: Exosioruuna uHgopMamnus

Exomnorust - 061mo
OmnacHo 3a BofHAaTa cpefia, KpaTKOCPOUuHa (0CTpa)
OmnacHo 3a BoAHATa cpefia, JbITOCPOYHA (XPOHUYHA)

He npe/icTaBisiBa KOHKPETHA OMACHOCT 3a OKOJIHATA CpeIa.
He ce xnacu¢uumpa
He ce xnacuduumpa

Hsima Hamm4Ha gombIHATEIHA HHOOPMALHS

Hsima Hanmm4aHa TOmBIHATEIHA HHGOPMAIHS

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI
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Bisoprolol

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

Hsma nanmgHa JOIBIHUTENTHA HHPOPMAIHSL

Hsma nanmgHa JOIBIHUTENTHA HHPOPMAIHSL

Hsma HanmgHa JOMBIHUTENTHA HHPOPMAIHSL

EJ 13: O He Ha OTHaxbIL

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

PA3JIEJI 14: Uudgopmauusi OTHOCHO TPAHCIIOPTUPAHETO

B crorBercTBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cnucbka Ha OOH niau naeHTHGUKALTOHEH HOMeP

He e npunoxxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.2. Touno HanMeHOBaHMe 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 l He e npunoxumo

14.5. OnacHocTH 3a OKOJIHATA cpejia

He e npunoxumo I He e npunoxumo l He e npunoxumo

Hsima monmbiaHHUTENIHA HATMYHA PIH(l)OpMaHHH

CyxonbTeH TPAHCIIOPT
He e npunoxumo

TpaHncnopt no Mmope
He e npunoxumo

Bb3aymen Tpancnopt
He e npunoxumo

He e npunoxumo
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Bisoprolol

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

15.1. CoenuguyHu 32 BeNIeCTBOTO WU CMECTA HOPMATHBHA ypen0a/3aKOHOIATEICTBO OTHOCHO 0€30MACHOCTTA, 3IPABETO U OKOJIHATA
cpena

15.1.1. Pernamentn Ha EC

REACH IIpuio:xenne XVII (YcoBus 3a orpannyapaHe)

He ¢urypupa B [punoxenne XVII na REACH

REACH, ITpuaoxenue XIV (Ciuchbk Ha BeliecTBaTa 3a pa3pelniaBaHe)

He ¢urypupa B ITpunoxernne XIV na REACH (Cncbk Ha BelliecTBaTa 3a pa3peliaBaHe)

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, YcToiiuMBH OPraHUYHU 3aMbPCHTEIIH)

Henpunoxumo.

PernamMeHT 0THOCHO BelllecTBa, KONTO HApyIIaBaT 030HoBHs c10ii (EC 1005/2009)

He ¢urypupa B crimcbKa ¢ BelecTna, KOUTO Hapymapat 030HoBus cioit (Permament EO 1005/2009): Bisoprolol

PeryiaMeHT OTHOCHO NpeKypcopuTe Ha B3puBHU BeurecTBa (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)

PernameHT 0THOCHO MpeKypcopuTe Ha HapKoTHYHH 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, U30NI3BaHN 32 HE3aKOHHO POM3BOJICTBO HA HAPKOTHYHH MIIH TICHXOTPOITHH 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

I[I'bnen Texer Ha H- u EUH-npeaynpesxkaeHusiTa 3a OIACHOCT:

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

H302 Bpenen npu nornsinaxe.

H373 Moxe 1a IPUYMHK YBPEXKIaHe HAa OPraHUTE TPH MPOABIDKUTEIHA WIN ITOBTAPSIA C& EKCIIO3UITHSL.
STOTRE 2 CreruraHa TOKCHYHOCT 32 ONPE/IeIeHN OpTaHy — MOBTapsIla ce ekcrosuims, Kareropus 2

Nudopmanmonen auct 3a 6esonacuoct (M1J1b), EC

OTKA3 OT OTTOBOPHOCT Uudpopmanusta, chabpkaiia ce B To3u MHpopManmoneH IucT 3a 6e30MacHOCT, € MOoIyYeHa OT U3TOYHUIM, KOUTO CMsITaMe 3a
HaJIeKIHH. Bhrpexn ToBa, HHOpManusTa ce npegocTasst 0e3 HUKaKBa rapaHI[ys, M3pUYHA MM HOApa3dupalia ce, OTHOCHO HeifHaTa KOPEKTHOCT
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