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J1: l/IIIEHTH(bHKaIIHH Ha BBHIBCTBOTO/CMECTa H Ha CTBOTO/Hpe,HHpHﬂTHETO

®dopma Ha IPOTYKTa . Bemectso

HaumeHoBaHue Ha BEIIECTBOTO . Flumazenil

Kopx Ha npoaykra : 201600393

CHUHOHUMH : Flumazenil, salts, hydrates, isomers and impurities where applicable

1.2.1. Unentudunupanu ynorpedun

OcHOBHa KaTeropust Ha ynorpeda . TIpomykThT € IpeHa3HA4YeH 32 H3CICABAHM, AHATH3H M HAYYHO-00Pa30BATEIIHHU LIeIH.
Vnorpeba Ha BelmecTBOTO/CMeCTa : Camo 3a npodecroHanHa ynorpeba
DyHKIHS WK KaTeropus Ha ynorpeba . JIaGopaTOopHM XHMMHUKAIN

1.2.2. Ynotpeou, KOUTO He ce MPenopbYBaT

Orpanunuenus 3a ynorpeba : Jla He ce n3nonssa : [lorneiiane, Baumsane, JIepmanno

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, C530026

F- 67081 Strasbourg

France

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

sds@edgm.eu - www.edgm.eu

TenedoHeH HOMEp NPHU CIELIHU CIIyYan : +33(0)390215608

PA3JIEJI 2: Onucanue Ha OMACHOCTHTE

Knacuduxanus B crorBeTcTBHe ¢ Permament (EO) Ne 1272/2008 [CLP]|

CrerdryHa TOKCHIHOCT 32 ONpeJIeIeHN OPTaH! — €THOKPATHA eKCIIO3HIINS, H336

Kareropus 3, HapkoTHIHH eeKTH

3a meaHus TekeT Ha H- 1 EUH-npenynpesxenusTa 3a oacHOCT: BX. paszen 16

Heo6aronpusiTHi GU3MKOXUMIYHYU e(peKTH U HeOJIArONPHATHH eeKTH 32 3IPABETO HA Y0BEKA U OKOJIHATA Cpe/ia

OHpeI[eﬂﬂHe Ype3 EKCNCPTHO MHEHHUE U I10 CUJIaTa Ha JOKa3aTCICTBA.

Etuxernpane B choTBercTBHE ¢ Pernavent (EO) Ne 1272/2008 [CLP]

ITuxrorpamu 3a onacuoct (CLP)

GHS07
Curnanna gyma (CLP) . Buumanue
IIpenynpexnenns 3a onacHoct (CLP) : H336 - Moxe na npean3BHKa CHHIMBOCT HII CBETOBBPTEX.
IIpenopeku 3a 6e3omacuoct (CLP) : P261 - V30srBaiiTe BAUIIBAaHE HA MIPax.

ETI/IKC'THpaHC B CbOTBETCTBUE C: U3KIHOYCHHUSA 32 BBTPCIIHN ONTAaKOBKH, KOIaTO ChABPIKAHUETO HE NIPEBUILIaBa 10 ml
He ce nzucksa €TUKETUPaHEe

Hsma HanmuvHa TOMBIHUTETHA HHOOPMAIIHS
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Flumazenil

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

ABKHUTE

HanmeHnoBanne Hnentnduxarop Ha % Kaacndukanusi B cboTBeTCTBHE €
NMPOAYKTA Peraament (EO) Ne 1272/2008 [CLP]
Flumazenil - <100 STOT SE 3, H336

3a meanus Teker Ha H- u EUH-npenynpexienusTa 3a onacHocT: BxK. pa3zen 16

He e npunoxumo

PA3JIEJI 4: Mepku 3a NbpBa NOMOIIY

IIppBa momoI Mpu KOHTAKT ¢ KOXkKaTa : Jla ce oTcTpaHM MaKCHMAJIHO 4pe3 N30bpcBaHe (C YKMCTa M MeKa MONMBAMIA KbpIIa).

H‘LpBa TIOMOIII ITPX KOHTAKT C OUYUTE : W3miakaere ounte ¢ BoJa KaTto TNpearasHa MspKa.

Hsma HanmaHa gonbIHHUTENHA HHOOPMALUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMAIIUS

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

OmnacHOCT OT IoXkap : Bmx maparpad 2.2.

I/IHCprKLII/II/I 3a racCHE Ha MOXKapu . I[a C€ U3MOJI3BAT CPEACTBA, MOAXOAAIIHN 3a raCECHE Ha IMOXKapHu B CbCEICTBO.

M TIPH ABAPHITHO H3MyCKaHe

6.1.1. 3a mepcoHaJ, KOWTO He OTrOBApPsI 32 CIEUIHH CJIyYau

ABapPIﬁHH IIJTAaHOBC . I[a ce u30srBa BCSIKAKBa M3JIMIITHA CKCIIO3UIHA.

6.1.2. 3a aunaTa, OTTOBOPHH 32 CHEIHHU CJIy4Yan

Hsima HayM4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI

Hsima HayM4Ha TOTBJIHUTETHA I/IH(l)OpMaI.H/ISI

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI
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Flumazenil

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

0padoTKa U ChbXpaHeHHUe

Hsma nanmgHa JOBIHUTENTHA HHPOPMAIHSL

Hsma nanmgHa JOIBIHUTENTHA HHPOPMAIHSL

Bwx maparpag 1.

poJ Ha €KCIO3UIUATA/JTHIHA npeamnasHu Cpeacrea

8.1.1 HanuoHaTHU TPAHMYHH CTOHHOCTH HAa MPO(eCHOHATHA eKCIIO3HINS M OHOJIOTHYHYI FPAHHYHH CTOHHOCTH

Hsma HanmaHa gonbIHHUTENHA HHOOPMALUS

8.1.2. [IpenopbYNTETHHU MPOLETYPH 32 HAGTIOIeHHE
Hsima HasmuHa JOMBJIHUTENHA HHPOPMALHSL

8.1.3. OGpa3yBart ce 3aMbPCHTEJIH HA Bh3yXa
Hsima HaymuHa JOMBIHUTEIHA HHPOPMALHS

8.1.4. DNEL u PNEC

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

8.1.5. Peryiupane upe3 o6xBatu (control banding)

Hsma HanmaHa gonbIHHUTENHA HHOOPMALUS

8.2.1. [loaxoasi TEXHUYECKH KOHTPOJI

Tloaxoasiug TEXHUYECKH KOHTPOJI:
I{a C€ CbXpaHsABa B L[06pe NPOBETPUBO ITOMEIIEHUE. OOWKHOBEHO C€ M3UCKBAT KAKTO MECTHA CMyKaT€JIHa BCHTWIALMs, TaKa U BEHTUJIallU Ha OGH.IOTO
TIOMEIICHUE.

8.2.2. JIM4HH NMpeana3Hu cpeacTBa

8.2.2.1. 3amuTa HA 0YHTE U JIHIETO

Hsma HaymuHa OMBIHUTENHA HHOOPMALHSL
8.2.2.2. Ilpeana3BaHe HAa KokaTa

3amuTa Ha KOKATA H TSAJIOTO:
JlaboparopHa mpecTrika

3ammTa Ha pbIeTe:
3amuTHA PHKABULIN

8.2.2.3. 3amuTa HA IMXATEJTHUTE MHTHIIA

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaHHH

8.2.2.4. TepMHUYHH OIIACHOCTH

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIHS

8.2.3. KoHTpOJ Ha eKCIIO3HIHSATA B OKOJIHATA Cpeaa

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaHHH
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Flumazenil

I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, nsmenen ¢ Pernament (EC) 2020/878

PA3AEJI 9: ®u3u4yHM 1 XUMUYHH CBOHCTBA

ArperaTtHo ChCTOSHHE : TBBpOoO BemecTso
st : He e Hanuyno
BoHiueH Bug : Ilpax.

Mupuc . He e nanuuno
I'panunara Ha Mupuca . He e nanuuno
Touka Ha ToneHe : He e HanuyHo
Touka Ha 3aMpB3BaHe . He e nanmuuno
Touka Ha KuIIEeHEe : He e Hanuyno
3anmanumocT . He e nanuuno
I'panuiy Ha €KCIIIO3UBHOCT . He e npunoxumo
JlonHa TpaHKIIa Ha EKCIUIO3UBHOCT . He e npunoxumo
I'opHa rpaHnna Ha eKCITTIO3UBHOCT . He e npunoxumo
Temmneparypa Ha pa3narane . He e npunoxumo
TeMneparypa Ha camo3ananBaHe : He e npunoxumo
TeMneparypa Ha pasnagaHe : He e Hanmu4HO
pH . He e Hanu4yHO
pH pastBop : He e Hanmu4HO
Buckosurer, kMHEMaTHYEH . He e npunoxumo
PasrBopumoct : He e Hanmu4HO
Koeguiment Ha pasnpeznenenue: n-okranon/soga (Log  : He e HammgsO
Kow)

Hansrane Ha napure : He e Hanmu4HO
Hansrane na napure npu 50°C . He e nammano
IleTHOCT . He e nannuno
OTHOCHTEINHA ITBTHOCT . He e HammunO
OTHOCHTeNHA INTBTHOCT Ha mapute npu 20°C . He e npunoxumo
Pa3mep Ha yactunure : He e Hanmu4HO

9.2.1. Undopmanusi BB BPb3Ka ¢ KJIacoBeTe HAa (U3HYHA ONACHOCT

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

9.2.2. Jpyru XapaKTepHuCTHKH 32 6e30ImacHoCT

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

PA3IEJI 10: CTa0UJHOCT U PeaKTHBHOCT

Cra0useH npy HOPMAJHHU YCIIOBHS.

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIHS

He e uszBectHO.

Hsima HaymM4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI

Hsma npu HopmanHa yrotpe6a. Broxre Pasnen 7.

HpI/I 3arpsBaHe 10 TOYKaTa Ha pasrpaxJaHe OTACIII OITaCHU HU3IIapCHUS.
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Flumazenil

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

PA3JEJ 11:

He ce xnacu¢uimpa
He ce xnacu¢uimpa
He ce xnacu¢uimpa

OKCHKOJOTHYHa HH(l)OpMaIIHH

Ocrtpa ToKCHYHOCT (OpaiHa)
OcTpa TOKCHYHOCT (JiepMaiHa)
OcTpa TOKCHYHOCT (BJHILIBAHE)

Flumazenil

LD50 opanto mwibx > 2000 mg/kg

KoposuBHOCT/ Ipa3HeHe Ha KoXKaTa He ce xnacudunupa (Jluncpamy nanHm)

CepHo3HO yBpex/JaHe Ha OUNTe/ApasHEeHe Ha OUHUTe He ce xnacudunupa (Jluncsamy nanHm)
CeHcnOMIM3aLys Ha JUXaTEIHUTE [IBTHILA UK KOXKaTa He ce knacuduimpa (Bb3 0cHOBa Ha HAIMYHHUTE JAHHH HE Ca M3IIBIHEHH KPHTEPHHUTE 3a
KIacHHIHPaHe)

MyTareHHOCT Ha 3aPOJMIIHATE KICTKU He ce knacuduimpa (JInnceanm 1aHHH)

Kamnmeporenaoct He ce xnacudunupa (Jluncpamy nanHm)

TokcH4HOCT 3a peNpOAyKIHATA

CTOO (cennduyHa TOKCHYHOCT 32 OIPEIEICHI
OpraHu) — eJJHOKPATHA EKCTIO3HIINS

CTOO (cnenuuyHa TOKCHYHOCT 3a OIPEICICHH
OpraHu) — IOBTapsIIIA CC EKCIO3ULIHS

OnacHocT Opyu BAUIIIBAHE

Hsma HanmaHa gonmbIHHUTENHA HHOOPMALUS

14Ha uHopManus

He ce xnacudunupa (Jpyrn ykazanus: CTOO (cnerupuiaHa TOKCHYHOCT 32 ONPEIEIeHN OPraHi) —
€IJHOKPATHA SKCIIO3UILIHS)

Moxe na TIpEaAU3BUKa CBHIIMBOCT UJIU CBETOBBPTEK.

He ce xiacuduunpa (JIpyru ykasanus: CTOO (cneunduyna TOKCHYHOCT 32 ONPEAEICHN OpPraHu) —
€/IHOKPATHA EKCIIO3ULIHU)

He ce xiacu¢uumpa (B3 0cHOBa Ha HAIMYHUTE JAHHU HE Ca M3IBJIHCHU KPUTEPHUUTE 32
KkIacuHUIIpaHe)

Exomnorus - 0010
OrmacHo 3a BoHaTa cpesia, KpaTKOCpouHa (0CcTpa)
OrnacHo 3a BOIHATA CPefia, ABIrOCPOYHA (XPOHHYHA)

He npezncraBisBa KOHKPETHA ONACHOCT 33 OKOJIHATA Cpeia.
He ce xmacugpummpa
He ce xmacugpummpa

Hsima HaymmaHa TOMTBJIHUTETHA I/IH(i)OpMaLII/ISI

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsima Hanmm4aHa TOMBIHATEIHA HHGOPMAIHS

Hsima Hanmm4aHa TOmBIHATEIHA HHGOPMAIHS
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Flumazenil

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

PA3JIEJI 13: OGe3BpexkaaHe HAa OTHABLIMTE

13.1. Mertoau 3a TpeTHpPaHe HA OTHAXBIH

Hsma HanmmvHa JOMBIHUTENTHA UHHOPMAIIUS

PA3JIEJI 14: UndopManusi OTHOCHO TPAHCHOPTHPAHETO

B crorBerctBue ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cnucbka Ha OOH niam upenTudukanuoneH Homep

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.2. TouHo HaMMeHOBaHHE HA MPaTKaTa No cnucbka Ha OOH

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.3. Knac(oBe) Ha OMACHOCT MPH TPAHCIIOPTHPAHE

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.4. OnakoBbYHAa rpyna

He e npunoxxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.5. OnacHocTH 3a OKOJIHATA cpeaa

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

HsiMa nombiHHTeIHA HATMYHA HHQOPMALHS

14.6. CiequaaHyu mMpeAna3sHA MePKH 32 MOTPeOHTeIHTe

CyxonmbTeH TPAHCNIOPT
He e npunoxumo

TpauncnopT no mope
He e npunoxumo

Bu3aymen Tpancnopt
He e npunoxxumo

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

He e npunoxxumo

PA3IEJI 15: UH¢dopManusi OTHOCHO HOPMATHBHATA ypenda

15.1. Cneunduyanu 3a BeHIeCTBOTO HJIH CMeCTa HOPMAaTHBHA ypea0a/3aK0HOATeJICTBO OTHOCHO (€30MAaCHOCTTA, 3APAaBETO H OKOJIHATA
cpena

15.1.1. Periiamentu Ha EC

REACH Ilpuio:xenne XVII (YciioBus 3a orpannyaBaHe)

He ¢urypupa B Ipunoxenne XVII Ha REACH

REACH, ITpnaoxenue XIV (Ciucbk Ha BellecTBaTa 3a pa3peliaBaHe)

He ¢urypupa B IIpunoxenne XIV na REACH (Crmchk Ha BelliecTBaTa 3a pa3periaBaHe)
REACH Chucbk ¢ kanauaar-seirectsa (SVHC)

He ¢urypupa B crimcpka Ha REACH ¢ kananmar-Bemectsa

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

Henpunoxumo.
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Flumazenil

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

Persament orHocHo YO3 (EC 2019/1021, YcToiiuMBH OPraHUuYHM 3aMbPCHTEJIH)

Henpunoxumo.

PersiaMeHT 0THOCHO BellecTBa, KOMTO Hapymasat 030HoBus cioii (EC 1005/2009)

He ¢urypupa B ciiichbka ¢ BelecTBa, KOUTO HapymaBat 030HoBus cioil (Permament EO 1005/2009): Flumazenil

PersiameHT OTHOCHO npeKypcopuTe Ha B3puBHH BeuectBa (EC 2019/1148)

He cpabpixa BemecTBo(a), BKIIIOYSHO(H) B CIIUCHKA C TIPeKypcopy Ha B3puBHU BeecTBa (Pernmament EC 2019/1148 3a npemiaranero Ha na3apa u ynorpebara Ha
HPEKYPCOPH Ha B3PUBHH BEIIECTBA)

PeryiaMeHT 0THOCHO MpeKypcopuTe Ha HapKoTH4YHY BewtecTBa (EO 273/2004)

He cpabpika BemecTBo(a), BKIOYEHO(H) B ciuchKa ¢ [Ipekypcopu Ha HapkoTuyHuTe Beniecta (Pernament EO 273/2004 0THOCHO MPOU3BOJCTBOTO U ITyCKaHETO
Ha a3apa Ha OIPEJICJICHU BEIIECTBa, U3I0JI3BAaHM 32 HE3aKOHHO IPOU3BOACTBO HA HAPKOTUYHHU HJIHM IICUXOTPOITHH BEI[ECTBA)

15.1.2. HauuoHa oM pa3nopeaon

Hsima HanmMuHa JOBIHUTEIHA I/IH(l)OpMaLIHSI

15.2. Ouenka Ha 0€30I1aCHOCT HA XHMHYHOTO BEIIECTBO HJIH CMEC

HsiMa HaimM4YHa TOMBJIHATENHA HHQOPMALHS

PA3EJI 16: Ipyra nngopmanus

II'bnen Texer Ha H- u EUH-npegynpesxkaeHusiTa 3a OIAaCHOCT:

H336 Mosxe 1a mpean3BUKa CHHIMBOCT HIIH CBETOBBPTEK.

STOT SE 3 CrrenniyHa TOKCHYHOCT 3a ONPEJIeTIeHN OpraHy — eIHOKpaTHa ekcrio3nnus, Kareropus 3, HapkoTnaau edextn

Wuopmarmonen nuct 3a 6e3onacHoct (MJIB), EC

OTKA3 OT OTT'OBOPHOCT HupopmanusTa, chabpskama ce B To3u MHpOpMauoHeH JIHCT 3a 0€30M1acHOCT, € IOIyYeHa OT N3TOYHULH, KOUTO CMsTaMe 3a
HaIeKIHU. Belpexn ToBa, HHpopManysTa ce mpefocTaBs 0e3 HUKaKBa rapaHIys, N3pHIHA MM IT0pa30oupaia ce, OTHOCHO HefHaTa KOPEKTHOCT
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