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

1.1. UnenTudukaTop Ha NPOIYKTA

®dopma Ha NPOIYKTa . BemectBo

HaumeHoBaHuUE Ha BELECTBOTO : Zopiclone

Kox Ha mpoaykra : 201600973

CHHOHUMH : Zopiclone, 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
CreruuyHa TOKCHYHOCT 3a OIpeIeIeHN OPTaH — ¢HOKPAaTHA eKCIO3HIIHS, H336
Kareropust 3, HapKOTHYHH eeKTn

3a mpauus TekeT Ha H- 1 EUH-npenynpesxaeHnsaTa 3a OacHOCT: BX. paszen 16

Hebnaronpusatan GU3MKOXUMUYHH eeKTH M He01aronpusATHH edeKTH 32 3APaBeTo HA YOBEKAa H 0KOJHATA cpeaa

Onpez[enm—le Ype3 CKCIIEPTHO MHEHUE U I10 CHJlaTa Ha JOKa3aTeICTBA.

2.2. EneMeHTH HA eTHKeTa

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

IMuxrorpamu 3a onacuoct (CLP)

GHSO07
Curnanna nyma (CLP) . Buumanue
Ipenynpexaenus 3a onacuoct (CLP) : H302 - Bpeznen npu morislnaHe.

H336 - Moske 1a npeu3BHKa CHHINBOCT MM CBETOBBPTEK.
Ipemopbku 3a 6e3omacHocT (CLP) : P261 - U36srBaiite BOUIIBaHE HA MPaX, H3MAPCHHSL.

P301+P312 - ITPU IIOTJIBILIAHE: nipu HepasmosoxeHue ce 00agere Ha JieKap.
Ertnkerupane B CbOTBETCTBUE C: M3KIIIOYEHHS 32 BBTPEIIHH OIIAKOBKH, KOTaTO ChAbPKAHUETO He npesumasa 10 ml
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Zopiclone

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

He ce u3uckBa €TUKETHPaHe

Hsma HanuvHa 1OTBIHUTENHA HHGOPMALIUS

PA3JIEJI 3: CneraB/mH(poOpManus 3a CbCTABKUTE

HaumeHnoBanue HNnenTuduxarop Ha % Kaacudukauus B cboTBETCTBHE C
NMPOAYKTa Peraament (EO) Ne 1272/2008 [CLP]
Zopiclone - <100 Acute Tox. 4 (opamna), H302 (ATE=300

mg/kg TenecHo Tero)
STOT SE 3, H336

3a mpauus TekeT Ha H- 1 EUH-npenynpexaeHusaTa 3a OMacHOCT: BX. pa3fen 16

He e npunoxxumo

PA3/IEJI 4: Mepku 3a nbpBa IIOMOIIL

H’pra TIOMOIL TPU KOHTAKT C KOXKaTa . I[a C€ OTCTPaHU MAaKCUMaJIHO 4YpE3 H36’prBaHe (C qrcCTa U MCKa IonuBama m;pr[a).
H’pra TIOMOII TPU KOHTAKT C OYUTE . M3nuakHeTe O4YKTE C BO/A KAaTO npearnasna Msapka.

Hsima HanmuuHa JOMIBIHUTETHA I/IH(l)OpMaIII/DI

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

PA3JIEJI 5: IIpoTuBONOKAPHU MEPKH

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

OmacHOCT OT HoXap : Bmx nmaparpag 2.2.

I/IHCprKIII/II/I 3a raCcCHE Ha ITOXapu . )Ia C€ U3IM0JI3BaT CPEACTBA, INOAXOAAIIHN 3a rAaCCHE Ha IT0)Kapu B CBCEACTBO.

PA3JIEJI 6: Mepku npu aBapuiiHO U3MyCKaHe

6.1.1. 3a mepcoHa1, KOHTO He OTrOBapsi 32 CHEUIHH CJIy4YaH

ABapHﬁHPl IJIaHOBE . I{a ce n30srBa BCIKAaKBa U3JIMIIHA CKCIIO3ULIHA.

6.1.2. 3a 1MnaTa, OTTOBOPHH 32 CHEINHHU CIy4Yan

Hsima Hanu4HA JONBIHUTENHA HHYOPMAIHS
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Zopiclone

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

Hsma HanuvHa 1OOBIHUTENHA HHGOPMALIUS

Hsima Hanu4Ha JONBIHUTENHA UHDOPMALIHS

Hsma nanuvHa 1onbIHUTENHA HHGOPMALUST

PA3JIEJI 7: O0pa6oTka u ¢

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

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

Bwx maparpad 1.

0JI HA CKCIIO3UIUA

8.1.1 HanuoHAJIHU rPAHUYHH CTOMHOCTH HA NPO(eCHOHATHA eKCIO3ULUS H OHOJIOTHYHI FPAHUYHHU CTOHOCTH

Hsima HanmmuHa nonsaHUTENHA HHOPMALHST

8.1.2. IlpenopbYMTETHH NPOLEAYPH 32 HAGII0JeHHE
Hsima nanmyna gonsaHUTENHA HHOPMALHST

8.1.3. O6pa3yBat ce 3aMBbPCHTE/IH HA Bh3yXa
Hsima HanmuHa gonmsaHUTENHA HHOPMALHST

8.1.4. DNEL u PNEC

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

8.1.5. Perysiupane upe3 o6xBatu (control banding)

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

8.2.1. Tloaxoasiuy TeEXHUYECKH KOHTPOJI

IMoaxoasin TeXHUYECKH KOHTPOJI:
I[a C€ CbXpaHsBa B I[O6p€ NIPOBETPUBO INOMCIICHHUE. OOMKHOBEHO CE¢ M3UCKBAT KAKTO MECTHA CMyKaT€JIHa BCHTUJIALMA, TaKa U BEHTUJIalluA Ha 001110TO
TIOMCUICHHUE.

8.2.2. JIM4HM npeana3sHu cpeacTBa

8.2.2.1. 3ammTa HA OYUTE U JIUIETO

Hsima HanmyHa JOMBIHUTEIHA HHPOPMALHS
8.2.2.2. IlpennazBaHe Ha KOKaTa

3amuTa HAa KOKATA U TAJIOTO:
JlabopartopHa mpecTHIKa

3ammTa Ha pBUETe:
3alnTHA PbKABUIIN
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Zopiclone

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

8.2.2.3. 3ammTa Ha JUXATEJTHUTE IHTHIA

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

8.2.2.4. TepMU4HH ONIACHOCTH

Hsima Hanmana JOIIBJIHUTECITHA I/IHq)OpMaIII/ISI

8.2.3. KoHTpo1 Ha eKCIO3UIMATA B OKOJIHATA cpeja

Hsma HannuHa 10mbJIHUTETHA MHBOPMALUs

3JAEJI 9: ®u3uyHu U XMMHYHH CBOMCTBA

9.1. Uudopmanusi OTHOCHO OCHOBHHMTE (PU3HYHH U XUMUYHU CBOHCTBA

ArperaTtHo ChCTOSHUE . TBBPIO BElECTBO
IBsT . He e HamuunOo
BrbHuieH Buj » IIpax.

Mupuc : He e nanuuno
I'pannuaTa Ha Mupuca : He e nanuuno
Touka Ha ToneHe : He e nanuuno
Touka Ha 3aMpb3BaHe : He e nanuuno
Touka Ha KuIIeHe : He e nanuuno
3ananuMocT : He e nanuuno
I'paHHIM Ha EKCIIO3UBHOCT : He e npunoxumo
JloyiHa rpaHuIa Ha €KCIUIO3UBHOCT : He e npunoxumo
I'opHa rpaHMIa Ha €KCIUIO3UBHOCT : He e npunoxumo
Temneparypa Ha pa3arase : He e npunoxumo
Temmneparypa Ha camo3anajiBaHe : He e npunoxumo
Temmneparypa Ha pa3najgaHne . He e nanuuno
pH . He e HannuHo
pH pasrBop : He e nanuuno
Bucko3uTeT, KHHEMAaTHICH : He e npunoxumo
PazrBopumoct : He e nanuuno
KoeduimenT Ha pasnpenenenue: n-okranoi/soga (Log  : He e HannuHO
Kow)

Hansrane Ha napure : He e nanuuno
Hansrane na napure npu 50°C : He e nanuuno
InsTHOCT : He e nanuuno
OTHOCHTEINHA ITBTHOCT . He e Hanmnuno
OTHOCUTENHA IUIBTHOCT Ha napute npu 20°C : He e npunoxumo
Pa3mep Ha yactuiure : He e nanuuno

9.2. Ipyra undopmanus

9.2.1. Uudopmanusi BbB BPb3Ka ¢ KJIacoBeTe HA (pU3n4yHa onacHoCT

Hsma HannyHa 10mbJIHUTETHA HHBOPMALUs

9.2.2. JIpyru XxapaKTepHCTHKH 32 6€30I1acCHOCT

Hsima Hanmmana JOITBJIHUTEITHA HH(bOpMaHHﬂ

T U PEAKTUBHOCT

10.1. PeaknuoHHa CIIOCOOHOCT

CrabuiieH Ipy HOPMAJTHH YCIOBUSL.

10.2. XuMu4yHa CTA0OMIHOCT

Hsima Hanmana JOIIBJIHUTCITHA I/IH(bOpMaIIPI}I

10.3. Bb3MOKHOCT 32 ONIACHH PEAKIINU

He e u3BectHo.
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Zopiclone

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

Hsma HanuvHa 1OOBIHUTENHA HHGOPMALIUS

Hsma npu Hopmanna ynotpe6a. Buskre Pasnen 7.

HpPI 3arpsiBaHe 0 TOYKaTa Ha pasrpakaaHe OTACJIA OITaCHU U3IIapCHUS.

CHKOJOIH4Ha nn(bopmamm

OcTpa TOKCHYHOCT (OpaJHa) : Bpenen npu normneiane.
OcTpa TOKCHYHOCT (IepMaiHa) . He ce xnacugumupa
OcTpa TOKCUYHOCT (BIMILIBAHE) : He ce xnacugumupa
Zopiclone
LD50 opanso mrbx 300 - 2000 mg/kg
KoposuBHocT/mpasuene Ha Koxxara : He ce knacudumpa (Jluncsaum qanum)
Cepno3HO yBpek/JjaHe Ha OUMTe/IpasHeHe Ha OYnTe : He ce xknacudumpa (JInnceamy gaHaN)
CeHcnbui3anys Ha JUXaTeHATE IBTUIIA WK Koxxara . He ce kiacuguuupa (B3 0CHOBa Ha HAJIMYHUTE JAHHY HE Ca M3IIBIHEHN KPUTCPUHTE 32
KIacuHIIpaHe)
MyTareHHOCT Ha 3apOJMIIHUTE KIETKU : He ce xnacudunupa (Jlunceamm ganam)
KanueporenHoct : He ce xnacudumpa (Jluncsaum qanum)
TOKCHYHOCT 3a penpoayKIHsATa . He ce knacudummpa (Apyru ykazanus: OcTpa TOKCHYHOCT)
CTOO (cnenu¢puyHa TOKCHYHOCT 3a ONpPEJICICHH © Moske J1a mpeu3BHKa ChHIMBOCT HJIM CBETOBBPTEX.
OpraHu) — eIHOKPATHA EKCHO3UIIUS
CTOO (crennduuHa TOKCHIHOCT 33 OIPEACIICHI : He ce xmacudummpa ([Ipyru ykazanus: CTOO (cnenududHa TOKCHIHOCT 33 OINPEIEICHN OPTraHH) —
OpraHn) — IIOBTapsIIa CE SKCIO3UIIHS €/IHOKpAaTHa EKCIIO3HIIHS)
OmnacHOCT IpH BANIIBAHE . He ce xnacudumpa (Bb3 ocHOBa Ha HATHYHHUTE JAHHH HE CA W3ITBIHCHN KPHUTEPUUTE 3a
KIacuduIupane)

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

PA3EJI 12: Exojioru4uHa uHgpopmanus

Exosorust - 06110 : He npexcraBnsiBa KOHKpPETHA OITACHOCT 3a OKOJIHATA CPEAa.
OnacHo 3a BOJHATa cpefia, KpaTkocpodHa (ocTpa) : He ce knacudummpa
OnacHo 3a BOJHATA CPEJIa, BIrOCPOUHA (XPOHUYHA) : He ce xnacudumpa

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

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

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

Hsima HanmuHa JONIBIHUTEIHA I/IH(I)OpMaI.II/ISI
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Zopiclone

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

Hsma HanuvHa TOTBIHUTETHA HHPOPMALIUS

Hsima Hanu4Ha JONBIHUTENHA UHDOPMALIHS

PA3JIEJI 13: O0e3BpeskaaHe HA OTHAABIUTE

Hsima HanmuuHa JOMIBJIHUTETHA I/IH(I)OpMaI.lI/Iﬂ

PA3JIEJI 14: UudopManusi OTHOCHO TPAHCIIOPTHPAHETO

B crorBercTBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cnucbka Ha OOH niau naeHTHUKAINOHEH HOMEP

He e npunoxxumo He e npunoxxumo He e npunoxxumo

14.2. TouHo HaMMeHOBaHHe HA MpaTKaTa 1o cnucbka Ha OOH

He e npunoxumo ‘ He e npunoxumo | He e npunoxumo

14.3. Kinac(oBe) Ha OIACHOCT MPH TPAHCHOPTHPaHe

He e npunoxxumo ‘ He e npunoxumo | He e npunoxxumo

14.4. OnaxkoBb4Ha rpyna

He e npunoxumo ‘ He e npunoxumo | He e npunoxumo

14.5. OnacHocTH 32 OKOJIHATA cpelia

He e npunoxumo ‘ He e npunoxumo | He e npunoxumo

Hsawma JOMBJIHUTC/IHA HAJTHYHA HHq)OpMaIIPISI

CyxombTeH TPaHCTIOPT
He e npunoxumo

TpaHcnopT no Mmope
He e npunoxumo

Bb3aynien TpaHcnopT
He e npunoxumo

He e npunoxumo

PA3JIEJI 15: Uadopmanusi 0OTHOCHO HOPMATHBHATA ypenda

15.1.1. Pernamentn Ha EC

REACH Ilpuao:xenune XVII (YcinoBusi 3a orpannyaBaHe)

He ¢urypupa B [lpunoxenne XVII nra REACH
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Zopiclone

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

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

He ¢urypupa B Ilpunoxenne XIV na REACH (Criichk Ha BelecTBaTa 3a pa3pelaBaHe)

REACH Cnucbk ¢ kanauaat-semiectsa (SVHC)

He ¢urypupa B cnucrka Ha REACH ¢ xanannar-BemecTsa

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

Henpunoxumo.

Pernament otHocHo YO3 (EC 2019/1021, YcToiiunBH OPraHu4YHU 3aMBPCUTETH)

Henpunoxumo.

PerjiaMeHT OTHOCHO BellecTBa, KOMTO HapymaBat o30HoBus cioii (EC 1005/2009)

He ¢urypupa B ciuchbka ¢ BelecTBa, KOMTO Hapymasat 0o30HoBust cioii (Permament EO 1005/2009): Zopiclone

PersiaMeHT 0THOCHO NpeKypcopuTe Ha B3puBHH BemecTBa (EC 2019/1148)

He cpappika BemecTBo(a), BKIOYEHO(M) B CIUCHKA ¢ IPeKypcopu Ha B3puBHE BemecTa (Pernament EC 2019/1148 3a npeuiaraneTo Ha nmasapa M ynorpedaTa Ha
[IPEKYPCOpHU Ha B3PUBHHU BEIIECTBA)

PerjiaMeHT OTHOCHO NpeKypcopuTe HA HAPKOTHYHHU BewecTBa (EO 273/2004)

He cpappixa BewecTso(a), BKIIOYeHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTnunute Bemectsa (Pernament EO 273/2004 0THOCHO IPOM3BOACTBOTO U ITyCKaHETO
Ha ra3apa Ha OIpeJIeICHH BEIECTBA, U3MOJI3BaHH 32 HE3aKOHHO IPOM3BOJICTBO HA HAPKOTHYHH MIIH TICHXOTPOIHH BEIIECTBA)

15.1.2. HauuoHaHu pa3nopenou

Hsma HannyHa gombJIHUTENTHA HHPOPMALUS

15.2. Onenka Ha 6e30MacHOCT HA XHMHYHOTO BEleCTBO HJIH CMeC

Hsma HanuuHa DOMBJIHUTENHA HHPOPMALUS

PA3JIEJI 16: pyra undgopmanust

IIbaen Teker Ha H- 1 EUH-npexynpexaeHusita 3a onmacHoCT:

Acute Tox. 4 (opanHa) Ocrtpa ToxcnuHocT (opainna), Kareropus 4

H302 Bpenen npu norneinane.

H336 Moske 1a IpeU3BUKa CHHIIMBOCT HIIM CBETOBBPTEXK.

STOT SE 3 CrernuuaHa TOKCHIHOCT 3a OIpeje]IeHN OPTaHy — €AHOKpaTHA eKcIo3umus, Kareropus 3, HApKOTHIHH e(heKTH

Hndopmannonen muct 3a 6ezonacuoct (UJIB), EC

OTKA3 OT OTTOBOPHOCT Hupopmanusta, chabpkaiia ce B To3u MHOOpMaIMOHEH JIUCT 3a 6€30MaCHOCT, € MOTyueHa OT U3TOUHHIHM, KOUTO CMsITaMe 3a
HaJeKIHH. Brpeku ToBa, HHpOpMaNusTa ce IpefoCcTaBs 0e3 HIKaKBa TapaHIis, H3PHYHA WIH I0gpa30Hpalia ce, OTHOCHO HeifHaTa KOPEKTHOCT
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