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

®dopma Ha IPOTYKTa . Bemectso

HaumeHoBaHuE Ha BELIECTBOTO . Remifentanil

Kox Ha npoxykra : 201601105

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

1.2.1. Unentudunupanu ynorpedun

OcHOBHa KaTeropust Ha ynorpeda . TIpomykThT € IpeHa3HA4YeH 3a U3CIICABAHM, aHATH3H M HAYYHO-00Pa30BATEIHHU 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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Remifentanil

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

PA3JIEJI 3: CbrcraB/uHpopManus 32 CbCTaABKUTE

HanmeHnoBanne Hnentnduxarop Ha % Kaacndukanusi B cboTBeTCTBHE €
NMPOAYKTA Peraament (EO) Ne 1272/2008 [CLP]
Remifentanil - <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 AOMBIHUTETHA 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.

: Mepku npu aBapuiiHo u3

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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Remifentanil

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

: O0pa6oTKka U CbXpaHeHHne

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 nanmuna fonmeIHUTENHA MHBOPMALHL

8.1.2. [IpenopbYNTETHHU MPOLETYPH 32 HAGTIOIeHHE

Hsma HaymuHa [ombIHUTENHA HHOOPMALHL

8.1.3. OGpa3yBart ce 3aMbPCHTEJIH HA Bh3yXa

Hsma nanmuna fonmeIHUTENHA MHBOPMALHL

8.1.4. DNEL n PNEC

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

8.1.5. Peryiupane upe3 o6xBatu (control banding)

Hsima Haym4Ha TOMTBJIHUTETHA HHq)OpMaHHH

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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Remifentanil

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

PA3JIEJI 9: ®u3u4HU U XUMUYHHU CBOMiCTBA

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
3amanumocT . 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 : Boma: >100 g/l
Koeguiment Ha pasnpeznenenue: n-okranon/soga (Log  : He e HammgsO
Kow)

Koeguiuent Ha pasnpeznenenue: n-okranon/soga (Log @ 1,36

Pow)

Hansrane Ha napure : He e Hanmu4HO
Hansrane na mapure npu 50°C . He e nanmmano
IlmsTHOCT . He e nannuno
OTHOCHTEINHA ITBTHOCT . He e nannuno
OTHOCHTeNHA INTBTHOCT Ha mapute npu 20°C . He e npunoxumo
Pa3mep Ha yactunure : He e Hanmu4HO

9.2.1. Uudopmanusi BbB BPb3Ka ¢ KJIacoBeTe HAa (U3MYHA ONACHOCT

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

9.2.2. Jpyru XapaKTepHuCTHKH 32 6e30ImacHoCT

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

PA3IEJI 10: CTa0UJHOCT U peaKTHBHOCT

Cra0usIeH npy HOPMAJHHU YCIIOBHS.

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

He e uszBectHO.

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI

Hsma npu HopmanHa yrotpe6a. Broxre Pasnen 7.
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Remifentanil

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

HpPI 3arpsiBaHe 10 TOYKaTa Ha pasrpakIaHe OTACI ONTaCHU U3NIIapECHHUS.

PA3JIEJI 11: Toxkcnkonoruyna nagopmManus

Ocrtpa ToKCHYHOCT (OpaiHa) He ce xnacu¢uimpa
He ce xnacu¢uimpa

He ce xnacu¢uimpa

OcTpa TOKCUYHOCT (JepMaiHa)
OcTpa TOKCHYHOCT (BJHIIIBAHE)
KoposzuBHoCT/ipa3HeHe Ha Koxkarta He ce knacudunupa (Jluncpauy gaHH")
CepHo3HO yBpeK/jaHe Ha OUHUTE/IpasHEHE Ha OUUTE He ce xiacuduumpa (JIuncpaum gaHH)
CeHcuOMIM3aLMs Ha JUXaTEHUTE IBTUIIA HIN KOXKaTa He ce knacuduimpa (Bb3 ocHOBa Ha HAIMYHUTE NaHHH HE Ca M3II'BIHEHH KPHTEPHHUTE 32
knacuduImpane)

MyTareHHOCT Ha 3apOJULIHUTE KIETKU He ce xnacudunupa (Jluncsamy naHHm)

KanneporenHocr He ce xnacudunupa (Jluncpamy nanHam")

TOKCHYHOCT 3a PEHPOAYKILHATA

CTOO (cnenuuyHa TOKCHYHOCT 3 OIPEACTICHI
OpraHu) — eHOKPATHA CKCIIO3ULIUS

CTOO (crenuduyHa TOKCHYHOCT 3a OIPEIEICHI
OpraHu) — ITOBTapsIIIA CE eKCIO3UIHS

OmnacHoct IIpy BAUIIBAaHE

He ce xiacuduunpa (JIpyru ykasanus: CTOO (cneunduyna TOKCHYHOCT 3a ONPEAEICHN OpPraHu) —
€/IHOKPATHA EKCIIO3ULIHS)

Mosxe na Npeau3BUKa CbHIUBOCT UJIH CBETOBBPTEK.

He ce xnacudunupa (Jpyrn ykazanus: CTOO (cnerupmiHa TOKCHYHOCT 32 ONPEIEIeHN OPTraHu) —
€JHOKPATHA SKCIIO3ULIHS)

He ce xmacu¢uumpa (B3 ocHOBa Ha HAIMYHUTE JaHHU HE Ca M3ITBIHEHH KPUTEPHUHTE 32

KIIacu(HIIpaHe)

Hsma HanmuaHa gonmbIHHUTENHA HHOOPMAUS

PA3JIEJI 12: Exonoru4ysa ungopmanus

Exonorust - o61mo
OmnacHo 3a BofHAaTa cpefia, KpaTKOCPOUuHa (0CTpa)
OmnacHo 3a BoAHATa cpefia, IbITOCPOYHA (XPOHUYHA)

He npe/cTaBisiBa KOHKPETHA OMACHOCT 3a OKOJIHATA CpeIa.
He ce xnacu¢puumpa
He ce xnacuduumpa

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

Remifentanil

Koe¢muiment Ha pasnpezneneHue: n-okranon/sona (Log 1,36
Pow)

Hsima HaymM4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI

Hsima Hamm4aHa TOMBIHATEIHA HHGOPMAIHS

Hsima Hanmm4aHa TOMBIHATEIHA HHGOPMAIHS

Hsma HanmuvHa TOMBIHUTETHA HHOOPMAIIHS
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Remifentanil

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 JONBIHUTENTHA HHOPMALUs

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 npunoxxumo ‘ He e npunoxumo

14.2. TouHno 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

TpancnopT 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 WJIH CMeCTa HOPMATHBHA ypea0a/3aK0HOIATEJCTBO OTHOCHO (€30MACHOCTTA, 3[PABETO H OKOJIHATA
cpena

15.1.1. Pernamentn Ha EC

REACH Ilpuio:xenne XVII (YciioBus 3a orpannyaBaHe)

He ¢urypupa B Ipunoxenne XVII Ha REACH

REACH, ITpunoxenue XIV (Ciuchbk Ha BelecTBaTa 3a pa3peliaBaHe)

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

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

Peraament orHocHo YO3 (EC 2019/1021, YcToiiuMBH OPraHuYHU 3aMbPCUTEIH)

Henpunoxumo.

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

He ¢urypupa B crimcbka ¢ BelecTBa, KOMTO HapymaBat 030HoBus cioit (Permament EO 1005/2009): Remifentanil

PersiameHT 0THOCHO npeKypcopuTe Ha B3puBHH BeulecTBa (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 B3PUBHM BEIIECTBA)

PernameHT 0THOCHO MpeKypcopHTe HA HapKoTHYHHM BemecTBa (EO 273/2004)

He cpabpika BemecTBo(a), BKIOYEHO(H) B ciuchKa ¢ [Ipekypcopu Ha HapkoTuyHuTe Beniecta (Pernament EO 273/2004 0THOCHO MPOU3BOJCTBOTO U ITyCKaHETO
Ha ra3apa Ha OIPEJICJICHU BEIIECTBa, U3I0JI3BaHH 32 HE3aKOHHO MPOU3BOJICTBO Ha HAPKOTUYHH WIIH ICUXOTPOITHH BEILIECTBA)

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 ungopmanus

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

Wudopmanunonen et 3a 6ezonacHoct (UJIB), EC

OTKA3 OT OTTOBOPHOCT Hupopmanusra, chabprkama ce B To3u MHpopMannoHeH iuct 3a 6e3011acHOCT, € IoTy4eHa OT H3TOYHHIM, KOHTO CMsATaMe 3a
HaIeXIHU. Belpexu ToBa, HHpopManusTa ce npefocTaBs 0e3 HUKaKBa rapaHIys, N3pHIHA MM IT0pa30oupalia ce, OTHOCHO HelfHaTa KOPEKTHOCT
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