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31EJI 1: UnenTndukanus Ha BeeCTBOTO/CMECTA M Ha IPY’KeCTBOTO/IpeANPHATHETO

1.1. UnenTudukaTop Ha NPOIYKTA

®dopma Ha NPOIYKTa . BemectBo

HauMmeHoBaHKe Ha BELIECTBOTO : Metoprolol

Kox Ha mpoaykra : 201600587

CHHOHUMH . Metoprolol, salts, hydrates, isomers and impurities where applicable

1.2. UnenTuduuupaHu BUI0Be YNOTPeda Ha BEHIECTBOTO WM CMECTa, KOUTO €A OT 3Ha4YeHHe,  BU/I0Be yNOTpeda, KOMTO He ce
NpenopbL4YBar

1.2.1. UnenTHUIUPAHN YIOTPeOH

OcHoBHA KaTeropusi Ha yrnorpeba : TIpomyKThT € mpeHA3HAYEH 32 U3CIIEIBAHNS, AHAIM3H U HAYYHO-00Pa30BATEIHH IIENH.
Ynorpeba Ha BelecTBOTO/CMeECTa : Camo 3a nmpodecronanHa ymnorpeda
OYHKIMSA WK KaTETOPHs HA yIoTpeda : JlabopaTopHU XUMHUKAIN

1.2.2. Ynorpeou, KOUTO He ce NPenopbyBaT

Orpannyenus 3a ynorpeba : Ja ne ce usnonssa : [Tornbuiane, Baumsane, Jlepmanto

1.3. Iloxpo6HN AaHHHM 32 JOCTABYHKA HA HHGOPMAIMOHHHUS JHUCT 32 6€30IaCHOCT

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

T +33(0)388412035 - F +33(0)388412771
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1.4. TeaedoHeH HOMEDP NPH CHELIHH CIIyYaH

TeneoHeH HOMEp TIPU CICLIHU CITyYan :© +33(0)390215608

PA3JIEJI 2: Onucanne Ha ONACHOC

2.1. Knacupuuupane Ha BeMIECTBOTO HJIM CMeECTA

Kaacudpukanus B cborBercTBHe ¢ Permament (EO) Ne 1272/2008 [CLP]

Ocrtpa ToxcuuHOCT (opanHa), Kareropus 4 H302
Ocrtpa TokcHIHOCT (HepmanHa), Kareropus 4 H312
CreruuIHa TOKCHYHOCT 3a OIpeeTIeHH OPTaHH — IIOBTAPAIA e eKCIO3HIIHS, H373

Kareropus 2
3a mpauus TekeT Ha H- n EUH-npenynpesxaeHnsaTa 3a OMacHOCT: BX. paszen 16

Hebuaaronpusitiu pU3aNKOXMMUYHY ePeKTH U HeOJIArONPHUATHH e()eKTH 32 3IPaBETO HA YOBEKAa M OKOJIHATA cpejia
Onpe/:[enﬂﬂe Ype3 EKCIICPTHO MHEHHUEC U T10 CHUJIaTa Ha JOKa3aTeJICTBA.
2.2. EneMeHTH HA eTHKeTa

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

IMuxrorpamu 3a onacuoct (CLP)

GHSO07 GHSO08
Curnanna nyma (CLP) . Buumanue
Ipenynpesknenns 3a onacHoct (CLP) : H302+H312 - Bpenen mpu HOTIBLIAHE WK IPH KOHTAKT C KOXKATA.
H373 - Moxe 1a npu4iHY yBpeK/JaHe Ha OPraHUTE IPU HPOJIBIDKUTENHA WK MOBTApSIIA ce
EKCITO3UIIHS.
Ipemopbku 3a 6e3omacHocT (CLP) : P260 - He BaumBaiite mpax.

P280 - N3non3Baiite npeana3sHu prKaBUIIA.
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Metoprolol

HH(bOpMaIII/IOHeH JIUCT 3a 0€30I1acHOCT
B cpoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

P301+P312 - TIPU TIOTJIBILIAHE: nipu Hepasmooxkenue ce 00agere Ha JieKap.
P302+P352 - TP KOHTAKT C KOXATA: U3muiite 00WIHO ¢ camyH U BOJA.
ETHKeTHpaHC B CBOTBETCTBUE C: U3KJIIOUYCHUA 3a BBTPCIIHU OITAKOBKH, KOraTO ChABPIKAHUECTO HE IIPECBUIIIaBA 10 ml
ITnxrorpamu 3a omacuoct (CLP) :

GHS08

Hsima Hanu4Ha JONBIHUTENHA UHYOPMALIHS

3: ChcraB/nHopManys 3a CbCTABKATE

HaumeHnoBanue HNnenTuduxarop Ha % Kaacudukauus B cboTBeTCTBHE C
MPOIAYKTa Peraament (EO) Ne 1272/2008 [CLP]
Metoprolol - <100 Acute Tox. 4 (opanna), H302 (ATE=500

mg/kg TenecHo TerIo)

Acute Tox. 4 (nepmanna), H312 (ATE=1100
mg/kg TenecHo TerIo)

STOT RE 2, H373

3a mpauus TekeT Ha H- 1 EUH-npenynpexaeHusaTa 3a OMacHOCT: BX. paszen 16

He e npunoxumo

4: Mepk# 3a IbpBa MOMOIILY

H’pra TIOMOII MTPU KOHTAKT C KOXKaTa . I[a C€ OTCTPaH!U MAaKCUMaJIHO 4YpE3 Pl36’prBaHe (C YuCTa U MCKa ImomnuBama K’bpl’[a)‘
H’pra TIOMOII MTPU KOHTAKT C OYUTE . M3nmakHeTe O4YMTE C BO/A KAaTO TnpeamnasHa MsAapka.

Hsima HanmuuHa JOMBJIHUTETHA I/IH(l)OpMaIII/I}I

Hsima HanmuHa JOMIBIHUTETHA I/IH(i)OpMaI.IPU{

PA3JIEJI 5: IIpoTuBONOKAPHU MEPKH

TToaxosum TI0KapOTaCUTCIIHU CPEACTBA : Opesuto 3a 3aracsiHe Ha OT'BHSI.

OmnacHOCT 0T moXxap : Bwx naparpad 2.2.

I/IHCprKIII/II/I 3a racCHe Ha I1oXKapu . I{a C€ U3M0JI3BaT CPEACTBA, IIOAXOAAIIHN 3a rAaCCHE Ha I10)KapH B CBCEACTBO.
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Metoprolol

HH(bOpMaIII/IOHeH JIUCT 3a 0€30I1acHOCT
B cpoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

PA3JIEJI 6: Mepku n1py aBapUiHO M3IIyCKAaHe

6.1.1. 3a mepcoHaJ1, KOHTO He OTrOBapsi 32 CIIEUIHH CJIyYan

ABaprIHH IJIaHOBE . I{a ce u30srBa BCSIKAaKBa U3JIMIIHA CKCIIO3ULIHA.

6.1.2. 3a 1MnaTa, OTTOBOPHH 32 CHEINHHU CIy4an

Hsima Hanu4Ha JONBIHUTENHA UHYOPMALIHS

Hsima Hanu4Ha qonbiaHUTENHA UHOOPMALHS

Hsma nanuvHa 1onbIHUTENHA HHGOPMALUS

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(I)OpMaI.II/ISI

PA3JIEJI 7: O0pa0oTKa B cCbXpaHeHUe

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(I)OpMaI.II/ISI

Hsma nanuyHa noneiHUTeNHAa HHGOPMAUSL

PA3JIEJI 8: KoHTpPOJI HAa eKCIO3MIIUATA/JINYHYU NPeANa3ZHu CpeacTBa

8.1.1 HanMoHAa/IHH rPAHUYHH CTOHOCTH HA NMPO(ECHOHATHA eKCIO3HIMS ¥ OHOJOTHYHH FPAHUYHH CTOHOCTH

Hsima HanmuHa JOMIBIHUTETHA I/IHq)OpMaI.II/ISI

8.1.2. TIpenopbYNTEIHH NPOLEAYPH 32 HAOTIOIEHUE
Hsima Hanu4Ha qONMBIHUTENHA HHYOPMAIIHS

8.1.3. OGpa3yBat ce 3aMBbPCHTEJIH HA BB3yXa
Hsma nannuna nonsiHUTENHA HHOPMALHST

8.1.4. DNEL u PNEC

Hsima Hanu4Ha qONMBIHUTENHA HHOOPMAIHS

8.1.5. Perysiupane upe3 o6xBatu (control banding)

Hsima HanmuHa JOMIBIHUTETHA I/IHq)OpMaI.II/ISI

8.2.1. Iloxxoasil TEXHUYECKH KOHTPOJ

Tloaxoasing TeXHUYECKH KOHTPOJI:
,Z[a C€ CbXpaHsBa B z[o6pe IIPOBETPUBO ITOMELICHUE. OOWKHOBEHO CEe N3UCKBAT KAKTO MECTHA CMyKaTeJIHa BEHTUIIAlMsA, TaKa U BEHTHJIAlU Ha 00110TO
TIOMEUICHHUE.
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Metoprolol

Nudopmanronen muct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

8.2.2. JIM4HM npeana3sHu cpeacTBa

8.2.2.1. 3ammTa HA OYUTE U JIUIETO

HsiMa HannyHa JOMBIHUTETHA HHOOPMALHS
8.2.2.2. Tlpeana3BaHe Ha KoOKaTa

3amMTa HA KOKATA M TAJ0TO:
JlaGoparopHa mpecTtHika

3ammuTa Ha pBLeTe:

3aluTHY PbKAaBULIU

8.2.2.3. 3ammTa HA AUXATEJHUTE IIHTHIIA

Hsima Hammana JOIIBJIHUTECITHA I/IHq)OpMaIII/ISI

8.2.2.4. TepMHUYHH ONIACHOCTH

Hsma HannuHa 1onbJIHUTETHA MHBOPMALUs

8.2.3. KoHTpo1 Ha eKCNo3uIMsITa B OKOJIHATA cpea

Hsima Hammana JOIIBJIHUTECITHA I/IHq)OpMaIII/ISI

PA3JEJI 9: ®u3nynu 1 XMMHUYHH CBOMCTBA

9.1. Uudopmanusi OTHOCHO OCHOBHHTE (PpM3WYHM U XMMUYHH CBOHCTBA

ArperaTtHo CbCTOSHHE : TBBpIO BELIECTBO
st : He e Hanuuno
BroHIIEH BUI : Ilpax.

Mupuc : He e nanuuno
I'panunaTa Ha Mupuca : He e nanuuno
Touka Ha TonEeHe : He e nanuuno
Touka Ha 3aMpB3BaHe : He e nanuuno
Touka Ha KuIIEHE : He e nanuuno
3amanuMocT : He e nanuuno
I'paHnnyM Ha €KCIIIO3UBHOCT : He e npunoxumo
JlonHa rpaHuIa Ha €KCIUIO3UBHOCT : He e npunoxumo
I'opHa rpaHuIa Ha €KCIITIO3UBHOCT : He e npunoxumo
TeMneparypa Ha pa3narane : He e npunoxumo
Temneparypa Ha camo3ananaBaHe : He e npunoxumo
Temneparypa Ha pa3nagaHe : He e nanuuno
pH : He e nanuuno
pH pastBop : He e nanuuno
Bucko3uter, KUHEMaTHYEH : He e npunoxumo
PasTBOpUMOCT : He e nanuuno
Koedumuent Ha pasnpenenenue: n-okranon/soga (Log  : He e Hamuuao
Kow)

Hansrane na napure : He e nanuuno
Hamsrane Ha mapure mpu 50°C : He e nanuuno
ITnsTHOCT : He e nanuuno
OTHOCHTENHA IITBTHOCT : He e Hammano
OtHocHuTeNHa ITBTHOCT Ha mapute mnpu 20°C : He e npunoxumo
Pa3mep Ha wactuiure . He e manmuuno

9.2. ipyra undopmaunus

9.2.1. Undopmanusi BbB BPb3Ka ¢ KjacoBeTe Ha GU3NYHA ONACHOCT

Hsima Hanu4yHa JONBIHUTEIIHA I/IH(l)OpMaLlI/ISI

9.2.2. JIpyru XapaKTepHCTHKH 32 6€30IaCHOCT

Hsima Hammana JOIIBJIHUTCITHA I/IHd)OpMaIII/ISI
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Metoprolol

HH(bOpMaIII/IOHeH JIUCT 3a 0€30I1acHOCT
B cpoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

PA3/IEJI 10: CTaONJIHOCT M peaKTHBHOCT

CrabuieH Ipy HOPMAJTHH YCIOBUSL.

Hsima Hanu4Ha JONBIHUTENHA UHDOPMALIHS

He e uszBectHo.

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(I)OpMaI.II/ISI

Hsma npy Hopmainna ynotpe6a. Buokre Pasnen 7.

HpPI 3arpsiBaHe 10 TOYKaTa Ha pasrpaxJaHe OTACJIsI OITAaCHU U3IIapEeHUs.

PA3JIEJI 11: Tokcukosoruuna nugpopmManus

Octpa TOKCHYHOCT (OpaiHa)
OcTpa TOKCHYHOCT (IepMaiHa)
OcTpa TOKCHYHOCT (BIMIIBAHE)

Bpenen npu normasuiane.
Bpenien mpu KOHTAKT ¢ KOXKaTa.
He ce xmacudunmpa

Metoprolol

LD50 opaitHo murex > 5500 mg/kg

KoposusHoct/apasHeHe Ha KoKaTa
Cepro3HO yBpeK/JaHe Ha O4HUTE/Ipa3HEHE Ha OYNTE

CCHCI/IGI/IJ'II/BaLlI/Iﬂ Ha JUXATCIHUTE ITbTHILA WA KOXKaTa

MyTareHHOCT Ha 3apPOJMIIHATE KICTKU
Kanneporennoct

TOKCHYHOCT 32 PEIPOLYKIHATA

CTOO (cnenuduuHa TOKCHYHOCT 33 ONPEIEIICHN
OpraHy) — eJHOKPAaTHA eKCIO3HIHS

CTOO (creunduvHa TOKCHIHOCT 32 OIPEACICHI
OpraHu) — IOBTapsIIIA CE CKCIO3UIHS

OnacHocT IIpU BAXIIIBAHE

He ce xnacudunupa (Jluncsamy nanam)

He ce xnacudunupa (JIunceammy nanxm)

He ce xnmacuduuupa (B3 0cHOBa Ha HAJIMYHUTE JAHHHU HE Ca U3IIBIHCHU KPUTCPUUTE 32
KIacHpHIEpaHE)

He ce knacudumnupa (Jlunceaum fanHm)

He ce xnacudunupa (JIuncamy naHHN)

He ce xnmacudummpa (JIpyru yxazanus: Octpa TOKCHIHOCT)

He ce knacudunmpa (JanHuTe ca yOequTeaTHN, HO HEAOCTAaThYHH 32 Jia Ce HalpaBH KiIacH()UKAIs)

Moske na TIPUYUHU YBPEKIAHEC HA OPTaHUTE NPHU NMPOABJDKUTCIIHA WIA MOBTApAIIA CC CKCIIO3ULIMA.

He ce knacuduuupa (B3 0cHOBa Ha HATMYHHUTE JQHHH HE Ca M3IIBIHCHH KPUTEPHHTE 3a
KJIacHHIIpaHe)

Hsima HanmuHa JOMIBIHUTETHA I/IHq)OpMaI.II/ISI

PA3EJI 12: Exojioru4yHa uH(popmanus

Exoiorus - o6mio
OmacHo 3a BoJHaTa cpea, KpaTkocpodHa (ocrtpa)
OrnacHo 3a BOJ(HATA CPE/ia, ABIrOCPOIHA (XPOHHYHA)

He npencrasinsBa KOHKpETHA OITACHOCT 3a OKOJIHATA CPeJIa.
He ce knacu¢ummpa
He ce knacu¢ummpa
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Metoprolol

HH(bOpMaIII/IOHeH JIUCT 3a 0€30I1acHOCT
B cpoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

Hsma HanmuvHa TOTBIHUTENHA HHPOPMAIIUS

Hsima Hanu4Ha JONBIHUTENHA UHDOPMALIHS

Hsma nanuvHa 1onbIHUTENHA HHGOPMALUST

Hsma nanuvHa 1onbIHUTENHA HHGOPMALUS

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(I)OpMaI.II/ISI

Hsma nanuyHa noneiHuTeNHAa HHGOPMAUSL

PA3IEJI 13: O6e3Bpe:kaane Ha OTHAXbIUTE

Hsma nanuyHa noneiHUTeNHa HHGOPMAUSL

PA3IEJI 14: UadopManysa 0OTHOCHO TPAHCIIOPTHPAHETO

B cwotBerctBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cnucbka Ha OOH uian naeHTHUKAIHOHEH HOMEP

He e npunoxumo ‘ He e npunoxumo | He e npunoxumo

14.2. Touno HaMMeHOBaHHe HA MPaTKaTa no cnucbka Ha OOH

He e npunoxxumo ‘ He e npunoxxumo | He e npunoxumo

14.3. Knac(oBe) Ha oacHOCT MPU TPAHCIIOPTHPaHe

He e npunoxumo ‘ He e npunoxumo | He e npunoxumo

14.4. OnakoBb4Ha rpyna

He e npunoxumo ‘ He e npunoxumo | He e npunoxumo

14.5. OnacHocTH 32 OKOJIHATA Cpena

He e npunoxumo He e npunoxumo He e npunoxumo

Hsima monbiHHATETHA HATMYHA I/IH(l)OpMa].II/DI

CyXombTeH TPAHCIIOPT
He e npunoxxumo

TpaHcnopt no mope
He e npunoxumo

Bb3ayueH TpaHcnopT
He e npunoxumo
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Metoprolol

Nudopmanronen muct 3a 6€30macHOCT
B croTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

14.7. Mopckd TPAaHCHOPT HA TOBAPH B HACHITHO CHCTOSIHHE CHIJIACHO HHCTPYMeHTH Ha MeKIyHAPOAHATA MOPCKA OPraHH3aus

He e npunoxumo

PA3JIEJI 15: UHdopmanusi OTHOCHO HOPpMAaTHBHATa ypenoda

15.1. CienupuyuHH 32 BEIECTBOTO HJIM CMECTA HOPMATHBHA YPen0a/3aK0H0AATEJICTBO OTHOCHO $€301MACHOCTTA, 3APABETO U OKOJIHATA
cpena

15.1.1. Pernamentn Ha EC

REACH Ipuao:xenne XVII (YcinoBus 3a orpannyaBaHe)

He ¢urypupa B IIpunoxenne XVII nra REACH

REACH, IIpunoxenue XIV (Ciuchbk Ha BellecTBaTAa 3a pa3peliaBaHe)

He ¢urypupa B IIpunoxenune XIV na REACH (Cnuchk Ha BelmecTBaTa 3a pa3peliaBaHe)

REACH Cnucbk ¢ kanauaart-seuectsa (SVHC)

He ¢urypupa B cncrka Ha REACH ¢ xanannar-Bemecrsa

Pernament PIC (EC 649/2012, IIpeaBapuTeiHo 000CHOBAHO ChIJIacHe)

Henpunoxumo.

Peraament otHocHo YO3 (EC 2019/1021, YcToliuuBY OPraHUYHU 3aMbPCUTEIH)

Henpunoxumo.

PeriiaMeHT 0THOCHO BellecTBa, KOUTO HapymaBat o3o0HoBus cJoii (EC 1005/2009)

He ¢urypupa B cuchKa ¢ BelIeCTBa, KOUTO HapymIaBaT 030H0BuUs cioil (Permament EO 1005/2009): Metoprolol

PersiaMeHT 0THOCHO npekypcopuTe Ha B3puBHM BemecTBa (EC 2019/1148)

He cpappika BemecTBo(a), BKIIOYEHO(M) B CIUCHKA ¢ MPpeKypcopH Ha B3puBHU BemecTBa (Pernmament EC 2019/1148 3a npennaraneto Ha nasapa 1 ynorpebara Ha
HPEKYPCOPH Ha B3PUBHH BEIIIECTBA)

PersiaMeHT 0THOCHO MpeKypcopuTe Ha HapKoTH4YHM BemrecTBa (EO 273/2004)

He cpappaxa BemecTBo(a), BKIIOUEHO(H) B ciUchKa ¢ [Ipexypcopu Ha HapkoTnaHuTe BemecTBa (Permament EO 273/2004 0THOCHO IPOU3BOACTBOTO H ITyCKAHETO
Ha Ta3apa Ha OIpeJIe]IeHH BEIeCTBA, H3MI0I3BaHH 32 HE3aKOHHO IIPOU3BOACTBO HA HAPKOTUYHU MITH IICHXOTPOITHHU BEI[eCTBA)

15.1.2. Hannonauu pasnopenou

Hsima Hanu4yHa JOMBIHUTEIHA HH(bOpMaL[I/IH

15.2. Onenka Ha 0e30MacHOCT HA XHMHYHOTO BElIecTBO HJIH CMeC

Hsima Hanmmana JOITBJIHUTEITHA I/IHq)OpMaI_(I/ISI

PA3JIEJI 16: Ipyra undgopmanus

II'bnen Texer na H- 1 EUH-npenynpeskaenusita 3a oacHocT:

Acute Tox. 4 (zepmanHa) Octpa Tokcu4HOCT (nepMainHa), Kareropus 4

Acute Tox. 4 (opainHa) Octpa Tokcu4HocT (opanHa), Kateropus 4

H302 Bpenen npu norislaHe.

H312 Bpenen npu koHTaKT ¢ KOXKaTa.

H373 Moske 1a IpHYNHA YBpeXKIaHe Ha OPraHHUTE IIPU MPOABIDKUTEHA WM IIOBTAPAIA e eKCIIO3HITHSL.
STOT RE 2 Creru¢$uyHa TOKCHYHOCT 32 OIpeJe]IeHH OpTaHy — IIOBTapsIa ce ekcro3uims, Kareropus 2

Wndopmarmonen auct 3a 6e3onacHoct (UJIb), EC

OTKA3 OT OTT'OBOPHOCT HudopmanusTa, chabpikama ce B To3u MHpopMannoHeH IucT 3a 6e301aCHOCT, € HOIy4eHa OT H3TOYHUIH, KOUTO CMATaMe 3a
HaJeXKIHH. Bbrpexu ToBa, HHpOpMaNusTa ce IpeAoCcTaBs 0e3 HUKAaKBa rapaHIis, H3pHYHA WIH I0ogpa30Hpalia ce, OTHOCHO HelfHaTa KOPEKTHOCT
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