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Callusl HA BeIIIeCTBOTO/CMeCTa H HA "eCTBOTO/HpeZLHpHﬂTHeTO

®dopma Ha NPOIYKTa . BemectBo

HauMeHoBaHue Ha BEIECTBOTO : Sumatriptan

Kon na nponykra ;201600863

CHHOHUMH : Sumatriptan, salts, hydrates, isomers and impurities where applicable

1.2.1. UnenTHUIUPAHN YIOTPeOH

OcHOBHa KaTeropust Ha ynorpeda : TIpoxyKTsT € NpeHa3HAYeH 32 U3CIICABAHUS, AaHAIM3H U HAYYHO-00pa30BaTeIHU LelH.
VYnorpeba Ha BemecTBOTO/CMeCTa : Camo 3a npodecroHanHa ynorpeba
DyHKIMA UK KaTeTOpHs Ha ynoTpeba . JlaGopaTOpHM XNMHKAIH

1.2.2. Ynorpedu, KOMTO He ce MPenopb4YBaT

Orpannyenus 3a ynorpeba . Jla ne ce usnonssa : [lornbuiane, Baumsane, Jlepmanto

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

F— 67081 Strasbourg

France

T +33(0)388412035 - F +33(0)388412771

sds@edgm.eu - www.edgm.eu

TenedoHeH HOMEp TIPH CHEIIHA CITyIan :© +33(0)390215608

PA3JIEJI 2. Onncanne Ha ONACHOCTHTE

Kaacupuxauus B chorBercTBHe ¢ Periiament (EQ) Ne 1272/2008 [CLP]

Octpa TokcuuHoCT (opanHa), Kateropus 4 H302

3a mpauus TekeT Ha H- n EUH-npenynpesxaeHnsaTa 3a OacHOCT: BX. paszen 16

HebaaronpussTau GU3HKOXUMHUYHH edeKTH 1 HeOIaronpusiTHH eeKTH 32 31PaBeTo HA YOBEKAa H OKOJHATA cpeaa

OHpCI[CJ'IﬂHC Ype3 CKCIIEPTHO MHECHUE U I10 CHJjlaTa Ha JOKa3aTeJICTBA.

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

ITukrorpamu 3a onactoct (CLP)

GHS07
Curnanna nyma (CLP) . Buumanue
IIpenynpexnenus 3a onacHocT (CLP) : H302 - BpeneH npu norisiiate.
IIpenopwku 3a 6e3omacuoct (CLP) : P301+P312 - ITPU MOI'JIBILIAHE: npu Hepasnonoxenue ce obanete Ha jeKap.

EtukeTrpaHe B ChOTBETCTBHUE C: H3KIIIOUCHHMS 3@ BBTPEIIHN OMIAKOBKH, KOraTo ChABPXKAaHHETO He mpeBumrasa 10 ml
He ce u3nckBa eTukeTupane

Hsma HanuvHa 1OTBIHUTETHA HHOOPMALIUS
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Sumatriptan

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

PA3JIEJI 3: ChcraB/uHdopmManus 3a CbCTABKUTE

HaumeHnoBanune HNnentnduxarop Ha % Kaacnpukanusi B cbOTBeTCTBHE €
NPOAYKTa Pernament (EO) Ne 1272/2008 [CLP]
Sumatriptan - <100 Acute Tox. 4 (opamna), H302 (ATE=500
mg/kg TenecHo Tero)

3a menaus Teket Ha H- 1 EUH-npenynpexnenusaTa 3a onacHocT: BX. paszen 16

He e npunoxxumo

4: Mepku 3a

IIppBa moMoII IpY KOHTAKT C KOXKAaTa : Jla ce oTcTpaHH MaKCHMAIHO 4pe3 H30bpCcBaHe (C YMCTa H MeKa IONUBAIA KbpIIa).
IIppBa MOMOIL IPY KOHTAKT C OYUTE : HMsnnakHere oyMTe ¢ BOJa KaTo Npe/na3Ha MspKa.

Hsma nanuvHa 1onbIHUTENHA HHGOPMALUST

Hsma nanuvHa 1onbIHUTENHA HHGOPMALIUS

PA3JIEJI 5: [IpoTuBONOXKAPHU MEPKH

TToaxopsum TI0KapOTaCcUTCIIHU CPEACTBA : Opesuto 3a 3aracsiHe Ha OT'BHSI.

OnacHocT OT noxap : Bwx nmaparpad 2.2.

I/IHCprKIII/II/I 3a raCCHE Ha IToXapu . )Ia C€ U3M0JI3BaT CPEACTBA, INOAXOAAIIHN 3a rAaCCHE Ha IO)Kapu B CBCEIACTBO.

PA3IEJI 6: Mepku npu aBapuiiHO U3MyCKaHe

6.1.1. 3a mepcoHaJ1, KOHTO He OTrOBAPS 32 CIIEIIHH CJIy4an

ABapuiiHu MIaHOBE . Jla ce u30srBa BCIKaKBa U3JHIIHA EKCIIO3HIIUS.

6.1.2. 3a 1MuaTa, OTTOBOPHH 32 CHEIHHU CIyYan

Hsawma mamuuaa JOMBJIHUTETHA HHq)OpMaIIPISI

Hsma nanwyHa 1OoMBIHUTENHA HHPOPMALIUST

Hsima Hanu4Ha JONBIHUTENHA HHYOPMAIHS
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HH(bOpMaIII/IOHeH JIUCT 3a 0€30I1acHOCT
B cpoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

Hsma HanuvHa 1OOBIHUTENHA HHGOPMALIUS

PA3JIEJI 7: O0paboTka u chbXpaHeHHe

Hsima Hanu4Ha JONbIHUTENHA UHOOPMALHS

Hsma nanuvHa 1oneiHUTENHA HHGOPMALUS

Bux maparpag 1.

PA3JIEJI 8: KoHTpoJI Ha eKCIIO3UIMSATA/JTMYHH MPeANAa3Hu CpecTBa

8.1.1 HanMoHA/IHY TPAHUYHH CTO{HOCTH HA NPO()eCHOHATHA eKCIO3HIHS H GHOJOTHYHH IPAHUYHH CTOHHOCTH

Hsima Hanu4Ha JONBIHUTENHA UHOOPMALIHS

8.1.2. IlpenopbUYMTETHH POLEAYPH 32 HAGII0JeHHe

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

8.1.3. O6pa3yBat ce 3aMBPCHTEIH HA BB3yXa

Hsima Hanu4Ha JONBIHUTENHA UHOOPMALIHS

8.1.4. DNEL u PNEC

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

8.1.5. Perysiupane upe3 o6xBatu (control banding)

Hsima Hanu4Ha qOMBIHUTENHA HHYOPMAIIHS

8.2.1. Iloxxoasi TEXHUYECKH KOHTPOJI

TMMoaxoasimn TeXHUYECKH KOHTPOJI:
I[a C€ CbXpaHsABa B /:[06pe TIPOBETPUBO NOMCIIICHHUEC. OOHKHOBEHO CE M3UCKBAT KAKTO MECTHA CMyKaTC/IHa BCHTUJIALUA, TaKa U BEHTUJIalluAg Ha 00110TO
IIOMCUICHHUEC.

8.2.2. JIMYHHU NpeIna3Hu CPeACTBa

8.2.2.1. 3amuTa HA OUMTE U JIMIETO

Hsma nanuyHa noneHUTENHA HHGOPMAUST
8.2.2.2. TIpeana3BaHe Ha KoKaTa

3ammTa HA KOKATA U TSIOTO:
JlabopartopHa mpecTHIKa

3aumra Ha pbleTe:
3aH.II/ITHI/I PBKaBUIIA

8.2.2.3. 3amuTa HA JUXATEJTHUTE IbTHIIA

Hsma HanuvHa 1OTBIHUTENHA HHOOPMALIUS

8.2.2.4. TepMUYHH ONIACHOCTH

Hsima HanmuHa JOMIBIHUTEIHA I/IH(l)OpMaIII/ISI

8.2.3. KOHTpOJ Ha eKCIIO3HIUATA B OKOJIHATA cpeaa

Hsma HanuvHa 1OTBIHUTETHA HHOOPMALIUS
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Sumatriptan

HH(bOpMaIII/IOHeH JIUCT 3a 6C3OHaCHOCT
B ceorBercTBHE ¢ Pernament REACH (EO) 1907/2006, usmenen ¢ Pernament (EC) 2020/878

EJI 9: ®u3n4Hu ¥ XHMHUYHH CBOIICTBA

ArperaTtHo CbCTOSHHE : TBBpIO BELIECTBO
LBsT . He e nanuuno
BroHIeH BuI : Ilpax.

Mupuc . He e mamuuno
I'panunara Ha Mupuca : He e nanuuno
Touka Ha TonEeHe : He e nanuuno
Touka Ha 3aMpB3BaHe : He e nanuuno
Touka Ha KunEHE : He e nanuuno
3amanuMocT : He e nanuuno
I'paHuIM Ha €KCIUIO3UBHOCT : He e npunoxumo
JlonmHa rpaHMIIA HAa eKCITIO3UBHOCT : He e npunoxumo
T'opHa rpaHuna Ha €KCIIIO3UBHOCT © He e npunoxumo
Temneparypa Ha pa3narane © He e npunoxumo
TeMneparypa Ha camo3ananaBaHe : He e npunoxumo
Temneparypa Ha pa3nagaHe : He e nanuuno
pH . He e manmuuno
pH pastBop : He e nanuuno
Bucko3urer, KuHeMaTHUCH : He e npunoxxumo
Pasteopumoct : He e nanuuno
Koebuiment na pasnpenenenne: n-okranon/soga (Log  : He e nammano
Kow)

Hansrane na napure . He e nanuuno
Hansrane va mapute npu 50°C : He e Hanmmuno
IInpTHOCT : He e nanuuno
OTHOCHTENHA ITBTHOCT : He e nanuuno
OtHocuTenHa IWIBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pasmep Ha yacTunure : He e nanuuno

9.2.1. Uudopmanus BLB BPb3Ka ¢ KJIacoBeTe HA (PU3NYHA OIACHOCT

Hsawma manmuunaa JOMBJIHUTCTHA I/IH(i)OpMaIII/ISI

9.2.2. JIpyru XapaKTepUCTHKH 32 6€30IaCHOCT

Hsima HanmuHa JOMIBJIHUTETHA I/IH(l)OpMaIII/I}I

PA3IEJI 10: CTa0MIHOCT U PEaKTHBHOCT

Cra0uiieH Ipy HOPMAaJIHU YCIOBHSL.

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

He e u3zBectHO.

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

Hsma npu HopmanHa ynotpe6a. Buokre Pasnen 7.

Hpn 3arpsiBaHe 10 TOYKAaTa Ha pasrpak1aHe OTJCJIA OITaCHU U3IIapCHUS.
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HNudopmanmoneH aucT 3a 6€30MacHOCT

B cpoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

JIEJI 11: ToxkcukoaoruyHa uHpopmManus

OcTpa TOKCHYHOCT (OpanHa)

OcTpa TOKCHYHOCT (IepMaiHa)

OcTpa TOKCHYHOCT (BIAMIIBAHE)

Jombaautenna nHGOpMAIHsL
KoposusHocT/ipa3HeHe Ha KoxaTa

CepHo3HO yBpEXK/IaHe Ha OYHTE/IPa3HEHE HA OUUTE

CeHcHOMIHM3AIUS HA IUXATEIIHUTE IIBTUINA MK KOXKaTa

MyTaFeHHOCT Ha 3apOAUILITHUTE KIIETKU
Kanneporennoct

TOKCHYHOCT 3a pEenpoAyKIHsITa

CTOO (creunduyHa TOKCHIHOCT 32 OIPEACICHU
OpraHu) — €IHOKPATHA €KCHO3UIIUS

CTOO (cnenu¢puyHa TOKCHIHOCT 32 OTPEJIEIeHH
OpraHy) — HOBTapsIIIa ce eKCIO3UIHS

OmnacHOCT IIpH BAUIIBAaHE

Hsima Hanu4Ha JONBIHUTENHA UHYOPMALIHS

n4IHa HHopMaus

Exonorus - o0mo
OnacHo 3a BOJHATa cpefia, KpaTkocpodHa (ocTpa)
OnacHo 3a BOJHATA CPEJIa, IBIrOCPOYHA (XPOHUYHA)

Hsima HanmuHa JOMIBJIHUTETHA I/IH(l)OpMaIII/I}I

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

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

Hsawma manmuunaa JOMBJIHUTETHA HHq)OpMaIIPISI

Hsawma mamuanaa JOMBJIHUTCTHA HHq)OpMaIIPISI

Hsima Hanu4Ha qONBIHUTENHA HHYOPMAIIHS

EJI 13: O0e3BpexaaHe Ha OTHAAbIHUTE

Hsma HanuvHa 1OTBIHUTETHA HHOOPMALIUS

Bpenen npu norisluase.

He ce xmacudunupa

He ce xmacudunupa

OmnpezernsiHe Upe3 eKCIIEPTHO MHEHUE U IO CHJIAaTa Ha J0KA3aTeNCTBA
He ce xnacuduunpa (Jlumncary gaHHm)

He ce knacudunupa (JIuncpaim ranHmn)

He ce xnacu¢umupa (Bb3 ocHOBa Ha HAITMYHHTE JAaHHU HE Ca H3ITBIHEHH KPHTEPUUTE 3a
KIacuHIIpaHe)

He ce xnacudunupa (JIunceamm nanHm)

He ce xnacudunupa (Jluncsamu nanmm)

He ce xnacuduuupa (Apyru yxazauus: OcTpa TOKCHIHOCT)

He ce knacudunupa

He ce xnacudunupa (Jluncsamy naHHm)

He ce knacugunypa (Bb3 0ocHOBa Ha HANTMYHUTE JAHHHU HE Ca M3ITBJIIHEHH KPUTEPUUTE 32

knacupuImpaHe)

He npezcrapisiBa KOHKPETHA ONMACHOCT 32 OKOJIHATA CPefa.
He ce xmacudunupa
He ce xmacudunupa
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Sumatriptan

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

PA3JIEJI 14: Undopmanusi OTHOCHO TPAHCHIOPTHPAHETO

B crotBerctBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep mo cniucbka Ha OOH nian nieHTHGUKANOHEH HOMEDP

He e npunoxumo ‘ He e npunoxumo ‘ He e nmpunoxumo

14.2. Touno HaMMeHOBaHHe HA NMpaTKaTa no cnucbka Ha OOH

He e npunoxxumo ‘ He e npunoxumo ’ He e npunoxxumo

14.3. Knac(oBe) Ha OMACHOCT MPH TPAHCTOPTHPAHE

He e mpunoxumo ‘ He e npunoxumo | He e mpunoxumo

14.4. OnakoBb4yHa rpyna

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.5. OmacHocTH 32 OKOJIHATA cpeaa

He e npunoxumo ‘ He e nmpunoxumo ‘ He e mpunoxumo

HsiMa mompiHHuTeIHA HATHYHA HHOOPMALHS

14.6. CneunaaHu mpeana3Hu MepKH 3a MOTPeOHTeINTe

CyxonbTeH TPAHCIIOPT
He e nmpunoxumo

TpaHcnopT 1o Mope
He e npunoxumo

Bb3ayumieH TpaHcnopT
He e npunoxumo

14.7. MopcKH TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHHE ChIVIACHO HHCTPYMEHTH Ha MeKIyHAPOHATA MOPCKA OPraHU3alus

He e npunoxumo

PA3JIEJI 15: WHdopManusi 0THOCHO HOPpMATHBHATA ypenda

15.1. CnenuuyHu 32 BEeNIECTBOTO UJIW CMECTA HOPMATHBHA ypen0a/3aKOHOAATeJICTBO OTHOCHO (e30MaCHOCTTA, 3IPABETO H OKOJHATA
cpexa

15.1.1. Pernamentn Ha EC

REACH Ipuaoxenne XVII (YcnoBus 3a orpaHn4aBaHe)

He ¢urypupa B [Tpunoxenune XVII nra REACH

REACH, Ipunoxenue XIV (Ciucbk Ha BelecTBaTa 3a paspeliaBaHe)

He ¢urypupa B ITpunoxernne XIV na REACH (Criicbk Ha BelecTBara 3a pa3pelaBaHe)
REACH Cnucbk ¢ kanauaat-semrectsa (SVHC)

He ¢urypupa B cincska Ha REACH ¢ kananaar-BenecTsa

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

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

Henpunoxumo.

PersiaMeHT 0THOCHO BelIeCTBA, KOUTO HApyIaBaT 030HoBus cJoii (EC 1005/2009)

He ¢urypupa B crimcbka ¢ BemecTsa, KOUTO Hapymapat o30HoBHs cioit (Permament EO 1005/2009): Sumatriptan
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Sumatriptan

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

PersiameHT 0THOCHO NpeKkypcopuTe Ha B3puBHM BemecTa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIFOYEHO(M) B CIUCHKA ¢ MpeKypcopH Ha B3puBHU BenecTBa (Pernmament EC 2019/1148 3a npeanaranero Ha masapa u ynorpebara Ha
HPEKYPCOPHU Ha B3PUBHHU BEIIIECTBA)

PeriaMeHT 0THOCHO PEKypPCOPHTE HA HAPKOTHYHHU BemecTBa (EO 273/2004)

He cpappika BemecTBo(a), BKIOUYEHO(H) B criuchka ¢ [Ipekypcopu Ha HapkoTudHUTe Beulectsa (Pernament EO 273/2004 0THOCHO ITPOM3BOJICTBOTO M IIYCKAHETO
Ha a3apa Ha OIpeJIeJICHU BEIIECTBA, U3II0JI3BAaHU 38 HE3aKOHHO MPOU3BOACTBO HA HAPKOTHYHU HJIH TICHXOTPOITHH BELIECTBA)

15.1.2. Hanuona/Hu pasnopenou

Hsma HanuuHa 10onbJIHUTETHA MHGOPMALUs

15.2. Onenka Ha 0e30MacHOCT HA XHMHYHOTO BelecTBO HJIH CMeC

Hsima Hanu4Ha JOIBIHUTEIIHA PIH(bOpMaLlI/IH

PA3JIEJI 16: Apyra ungopmanus

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

Acute Tox. 4 (opanma) Ocrtpa TokcuuHOCT (OpainHa), Kareropus 4

H302 Bpezen npu moriablaHe.

Mudopmanunonen auct 3a 6esonacuoct (MUJIb), EC

OTKA3 OT OTI'OBOPHOCT HudopmanusaTa, chabpskama ce B To3u MHpopMannoneH nuct 3a 6e301aCHOCT, € IOTyYeHa OT H3TOYHHIH, KOUTO CMATaMe 3a
HajexAHU. Bpipexu ToBa, nHGopManusTa ce mpeocraps 0e3 HUKaKBa rapaHIis, U3pHYHA WIH I0pa30oupalia ce, OTHOCHO HelfHaTa KOPEKTHOCT
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