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Kallusd HA BeHieC TOo/cMecTa H HA TO/Hpe)ll'[pllﬂTIleTO

®dopma Ha NPOIYKTa . BemectBo

HaumeHoBaHME Ha BEIECTBOTO . Zolpidem

Kon na nponykra ;201600972

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

1.2.1. UnenTHUIUPAHN YIOTPeOH

OcHOBHa KaTeropust Ha ynorpeda : TIpoxyKTsT € NIpeHa3HAYEeH 32 M3CIICABAHUS, AHAIH3H U HAYYHO-00pa30BaTeIHNU LeIH.
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 : Ja ne ce usnonssa : [Tornbuiane, 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]

CrienrpigHa TOKCHYHOCT 3 OIPE/CICHN OPraHy — €IHOKPATHA CKCITO3UIINS, H336

Kateropus 3, HapkoTnuHu edekTn

3a mpauus TekeT Ha H- n EUH-npenynpexIeHnsaTa 3a OIacHOCT: BX. paszen 16

Heo6naronpusiTHi GQU3MKOXUMUYHY eeKTH M HeGJATONPHATHH e(DeKTH 32 3[PABETO HA YOBEKA H OKOJIHATA cpeja

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

Erukerupane B crorBercTBHe ¢ Periament (EO) Ne 1272/2008 [CLP]

ITukrorpamu 3a onactoct (CLP)

GHS07
Curnanna gyma (CLP) . Buumanune
IIpenynpexnenus 3a onacHoct (CLP) :© H336 - Moxe na npean3BUKa ChHINBOCT MIIH CBETOBBPTEK.
IIpenopwku 3a 6e3omacuoct (CLP) : P261 - U36srBaiite BanmIBaHe HA HPaX/IMyIIeK/Ta3/AuM/U3IIapeHNs/acpO30IH.

EtukeTrpaHe B ChOTBETCTBHE C: H3KIIIOUCHHMS 3@ BBTPELIHN OIIAKOBKH, KOTaTo ChAbPKAHUETO He mpeBumasa 10 ml
He ce u3nckBa eTukeTupane

Hsma HanuvHa 1OTBIHUTETHA HHGOPMALIUS
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Zolpidem

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

TaB/HHq)OpMaIIHH 34 CbCTABKUTE

HaumeHnoBanune Hnentnduxarop Ha % Kaacnpukanusi B cbOTBeTCTBHE €
NMPOAYKTa Pernament (EO) Ne 1272/2008 [CLP]
Zolpidem - <100 STOT SE 3, H336

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

He e npunoxumo

PA3JIEJI 4: Mepku 3a mbpBa oMo

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 1oneIHUTENHA HHGOPMALUS

Hsma nanuvHa 1onbIHUTENHA HHGOPMALUST

JKAPHH MEPKH

TTonxonsum 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€ U3IM0JI3BaT CPEACTBA, ITOAXOAAIIHN 3a rAaCCHE Ha IT0X)Kapu B CBCEIACTBO.

€pPKH npu aBap CKaHe

6.1.1. 3a mepcoHaJ1, KOiTO He OTrOBapsi 32 CHEIIHH CJIy4au

ABapuiiHu MIaHOBE . Jla ce u30srBa BcIKaKBa U3JHIIHA EKCIIO3HIIUS.

6.1.2. 3a 1MuaTa, OTTOBOPHH 32 CHEIIHHU CIyYan

Hsawma mamuanaa JOMBJIHUTETHA HHq)OpMaIIPISI

Hsima Hanu4HA JONBIHUTENHA UHYOPMAIHS

Hsima Hanu4Ha JONBIHUTENHA HHYOPMAIHS

Hsma HanuvHa 1OTBIHUTETHA HHOOPMALIUS
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Zolpidem

HH(bOpMaIII/IOHeH JIUCT 3a 0€30I1acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

: O0padoTka M cCbXpaHeHHUe

Hsima Hanu4Ha JONBIHUTENHA UHOOPMALIHS

Hsima Hanu4Ha JONBIHUTENHA UHDOPMALIHS

Bumx maparpag 1.

PA3JIEJI 8: KoHTpoJI Ha eKCIIO3MMATA/IMYHM NPeANA3HU CPeCcTBA

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

Hsima nannuna gonsaHuTenHa nHbOPMAIHI

8.1.2. llpenopbYMTETHH POLEAYPH 32 HAGII0JeHHe
Hsma Hanu4Ha JOIbIHUTENTHA HHpOPMALUS

8.1.3. O6pa3yBat ce 3aMBbPCHTE/IH HA BB3IyXa
Hsima nannuna gonsaHuTenHa nHbOPMAIHI

8.1.4. DNEL u PNEC

Hsima Hanu4yHa ZONBIHUTEIIHA I/IH(l)OpMaI.II/ISI

8.1.5. Perysiupane upe3 o6xBatu (control banding)

Hsma Hanu4Ha TOMBJIHUTENTHA HHPOPMALUS

8.2.1. Ioxxoasil TEXHUYECKH KOHTPOJI

Toaxoasiuy TeXHHYECKH KOHTPOJI:
I[a C€ CbXpaHsABa B /:[06pe TIPOBETPUBO NOMCIIICHUEC. OOHKHOBEHO CE€ M3UCKBAT KAKTO MECTHA CMyKaTC/IHa BCHTUJIALUA, TaKa U BECHTUJIalluAg Ha 00110TO
IIOMCUICHHUEC.

8.2.2. JIMYHHU Npeana3Hu CPeACTBa

8.2.2.1. 3amuTa HA OUMTE U JIMIETO

Hsma nanuyHa nonbIHATENHA HHGOPMAUST
8.2.2.2. TIpeana3BaHe Ha KoKaTa

3amMTa HA KOKATA M TSIOTO:
JlabopartopHa mpecTHIKa

3ammuTa Ha pbuere:
3amuTHI PBKaBULIN

8.2.2.3. 3ammTa HA IUXATEJTHUTE MHTHIIA

Hsma HanuvHa TOMBJIHUTETHA HHPOPMALUS

8.2.2.4. TepMUYHH ONACHOCTH

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

8.2.3. KoHTpo.I Ha eKCIO3HIUsATA B OKOJHATA cpeia

Hsima Hanu4HA JONBIHUTENHA HHYOPMAIHS
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Zolpidem

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
PastBopumoct : Boma:1-10g/l
Koebuiment na pasnpenenenne: n-okranon/soga (Log  : He e nammano
Kow)

Hansrane na napure . He e nanuuno
Hansrane na mapute npu 50°C : He e nanuuno
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 OMACHOCT

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/Iﬂ

He e u3zBectHO.

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

Hsma npu HopmanHa ynotpe6a. Buokre Pasnmen 7.

Hpn 3arpsiBaHe 10 TOYKAaTa Ha pasrpak1aHe OTJCJIA OITaCHU U3IIapCHUS.
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Zolpidem

HNudopmanmoneH aucT 3a 6€30MacHOCT

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

JIEJI 11: ToxkcukoaoruyHa uHpopmManus

He ce xmacudunupa

OcTpa TOKCHYHOCT (OpanHa)
OcTpa TOKCHYHOCT (IepMaiHa)
OcTpa TOKCHYHOCT (BIAMIIBAHE)

He ce xmacudunupa
He ce xmacudunupa

Zolpidem

LD50 opanHo mrsx

> 2000 mg/kg

KoposuBHocT/ipasuene Ha Koxara
Cepuo3HO yBpeKaHe Ha OUKTe/Ipa3HeHe Ha OYnTe

CCHCHGI/IJII/ISaLlI/UI Ha JUXATCIHUTE IIbTUILA UJIA KOXKaTa

MyTareHHOCT Ha 3apOIMIIHUTE KIETKU
Kanneporennocr

TOKCHYHOCT 3a penpoAyKLIHUATA

CTOO (creunduvHa TOKCHIHOCT 32 ONPEICICHH
OpraHu) — eJHOKPATHA eKCIIO3HIIHS

CTOO (cneunduyHa TOKCHIHOCT 32 OIPEACICHU
OpraHy) — HOBTapsILIa Ce SKCIO3HIHS

OmnacHOCT IpH BANIIIBaHE

He ce xnacudunupa (Jluncsamu nanmnm)

He ce xnacuduuupa (Jlumncary gaHHm)

He ce knacu¢uinpa (Bs3 ocHOBa Ha HATMYHUTE JAHHU HE Ca U3IBJIHCHH KPUTEPUHTE 32
KIacupHIEpaHe)

He ce knacudunupa (JIuncpaim ranHm)

He ce xnacudumupa (JIunceamm nanHm)

He ce xnacuduunpa (Jpyru yxasanus: CTOO (criermduyna TOKCHYHOCT 32 ONPEIEICHH OPraHn) —
€IHOKpATHA eKCIIO3UIIH)

Mosxe na Npeau3BUKa CbHIMBOCT UJIK CBETOBBPTEK.

He ce xnacudunupa (Apyru yxazauus: CTOO (crienudiyHa TOKCHYHOCT 32 ONpPeeIeHH OPraHn) —
€JHOKPATHA SKCIIO3ULIHS)

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

Hsma nanuyHa noneiHUTeNHAa HHGOPMAUSL

Exomnorus - 00mmo
OmacHo 3a BoJgHATa cpejia, KPaTKocpodHa (0cTpa)
OmacHo 3a BogHATa cpejia, JbITOCPOUHA (XPOHUIHA)

Hsima Hanu4Ha qONMBIHUTENHA HHYOPMAIIHS

He npezcTaBisBa KOHKpETHA OMACHOCT 32 OKOJIHATA Cpela.
He ce knacudummpa
He ce knacudummpa

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

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

Hsima HanmuHa JOMIBIHUTETHA I/IHq)OpMaI.IP[}I

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

Hsima HanmuHa JOMIBIHUTEIHA PIH(bOpMaI.II/ISI
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Zolpidem

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

PA3JIEJI 13: OGe3BpeskaaHe Ha OTHATBIUTE

13.1. MeToau 3a TpeTHPaHe HA OTHAXBIH

Hsma HanuuHa DOMBJIHUTENHA HHPOPMALIUS

PA3JIEJI 14: Undopmanusi OTHOCHO TPAHCIIOPTHPAHETO

B crotBerctBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cucbka Ha OOH nan naenTudgukannoneH HoMep

He e npunoxumo ‘ He e npunoxumo | He e nmpunoxumo

14.2. TouHo HaMMeHOBaHHe HA NMpaTKaTa no cnucbka Ha OOH

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.3. Knac(oBe) Ha OMACHOCT MPH TPAHCHIOPTHPAHE

He e npunoxumo ‘ He e npunoxumo ‘ He e mpunoxumo

14.4. OnakoBpb4Ha rpyna

He e npunoxumo ‘ He e npunoxumo ‘ He e nmpunoxumo

14.5. OmacHocTH 32 OKOJIHATA cpeaa

He e npunoxxumo ‘ He e npunoxumo ’ He e npunoxxumo

Hsima onbyiHUTEIHA HAJTMYHA PIH(bOpMaLlI/IH

14.6. Cnenna;THu Mpena3HA MEPKH 3a MOTPeOUTeINTE

CyXombTeH TPaHCIIOPT
He e npunoxumo

TpaHncnopT no Mmope
He e npunoxumo

Bb3aywmen TpaHcnopT
He e npunoxumo

14.7. MopcKH TPAaHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHHE ChIVIACHO HHCTPYMEHTH Ha MeKIyHAPOIHATA MOPCKA OPraHU3alus

He e npunoxumo

PA3JIEJI 15: Uudopmanusi 0OTHOCHO HOPMATHBHATA ypenoda

15.1. CnenuuyHu 32 BENIECTBOTO UM CMECTA HOPMATHBHA ypen6a/3aKoH0AATEICTBO OTHOCHO 0€30MACHOCTTA, 3[PABETO H OKOJHATA
cpexa

15.1.1. Pernamentn Ha EC

REACH Ipuao:xenne XVII (YcinoBus 3a orpannyaBaHe)

He ¢urypupa B [lpunoxenne XVII nra REACH

REACH, IIpunoxenue XIV (Ciuchbk Ha BelecTBaTa 3a paspeliaBaHe)

He ¢urypupa B Ilpunoxenne XIV sva REACH (Cnuchk Ha BemecTBara 3a pa3pelniaBaHe)
REACH Cnucbk ¢ kanauaat-semrectsa (SVHC)

He ¢urypupa B cnucbka Ha REACH ¢ kanaunar-senecTsa

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

Henpunoxumo.
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Zolpidem

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

Peraament otHocHo YO3 (EC 2019/1021, YcToiiuuBH OPraHuYHU 3aMbPCUTEH)

Henpunoxumo.

PeriamMeHT 0THOCHO BellecTBa, KONTO Hapymasat o30HoBus cJoii (EC 1005/2009)

He ¢urypupa B criuchbKa ¢ BelIecTBa, KOUTO HapymaBat o30HoBus cioil (Permament EO 1005/2009): Zolpidem

PersiaMeHT OTHOCHO NpeKkypcopuTe Ha B3puBHH BeuectBa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIFOYEHO(H) B CIUCHKA ¢ MpeKypcopu Ha B3puBHU BenectBa (Permament EC 2019/1148 3a npeanaraneto Ha na3apa u ynorpebara Ha
HPEKYPCOPHU Ha B3PUBHHU BEIIECTBA)

PerjiaMeHT 0THOCHO NpeKypcopuTe HAa HApKOTHYHM BemecTBa (EO 273/2004)

He cpappaxa BemecTBo(a), BKIIOUEHO(H) B ciUchKa ¢ [Ipexypcopu Ha HapkoTnuHuTe BemecTBa (Permament EO 273/2004 0THOCHO IPOU3BOACTBOTO H ITyCKAHETO
Ha [a3apa Ha OIPE/ICIICHH BEIIECTBa, H3MOI3BAHMU 3a HE3aKOHHO IPOM3BOICTBO HA HAPKOTHYHH MM IICHXOTPOITHHU BEIECTBA)

15.1.2. HanmonaHu pasnopenou

Hsima Hanu4yHa JONBIHUTEIIHA PIH(bOpMaLlI/IH

15.2. Onenka Ha 0e30MacHOCT HA XHMHYHOTO BEIeCTBO HJIH CMeC

Hsima Hanu4Ha JOIBIHUTEIIHA PIH(bOpMaLlI/IH

PA3JIEJI 16: Apyra ungopmanus

II'aen Texker Ha H- 1 EUH-nmpexynpeskaennsTa 3a omacHoCT:

H336 Moske J1a IpeIu3BHIKa CHHIIMBOCT HJIH CBETOBBPTEXK.

STOT SE 3 CreruduyHa TOKCHYHOCT 32 ONpeeICHH OPraHy — eAHOKpaTHa ekcro3uius, Kateropus 3, HApKOTHYHH e(heKTH

Mudopmanuonen auct 3a 6esonacuoct (MJIb), EC

OTKA3 OT OTI'OBOPHOCT HudopmanusaTa, cbabpskama ce B To3u MupopMaImoHeH aucT 3a 6e301acHOCT, € IMOIyueHa OT U3TOYHHUIU, KOUTO CMATaMe 3a

HaaCKIHHA. B'hl'lpCKI/l TOBAa, I/III(I)OpMélIIl/IﬂTa Ce npeaocTaBs 0¢3 HUKaKBa rapannus, u3puiHa uin ﬂOﬂpélfﬁGl/lpilIlI‘d ce, OTHOCHO HeiHaTa KOPEKTHOCT
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