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CrieundHKALHA HA HCXOAHBIE MATEPHATBI el TG 0 TIC{KO-14-0007-12
J':re:mmﬁ “Emp.lma
Jlata BBeieHNs C: Beoaures B3amen: JHeitcrayer 20! IMpuunHa: akTyanusaums
22, 44,2023 CIC-KO-14-0007-11 | Gecepouno
ot 24.04.2020
AMHUOJAPOHA I'HIPOXJIOPHU
Amiodaroni hydrochloridum
AMIODARONE HYDROCHLORIDE
Konrpoas xauecrsa no H/L Pb 0128C-2016
Cocrasnin Coraacosaam Yreepana
Jomxunocts: xumuk | kareropun | Jomksocts: HavansHnk OKK JLONAKHOCTS: 3aMECTHTEIN ro
All _b AMPEKTOpA 110 .
HO®: M.B.Ba6xanuesa HO®: O.B. HO®: T.B.Barypo 7/
Moanucs: 6O Momnmes:  \. nomucs\%_‘;
Jlata: _47.44. 2023 Hara: I {.A1.2023/ Jlara: 34 4¥-Xo

Jonxuocts: Mukpobuonor 11 xa-
TErOpHH

JIONKHOCTSE: 3aMECTHTE b HAMATh-
Huxa AJl

HO®D: B.O.Patuu HO®D: H.A Mansiruna ) e
Moanucs: .~ £ [Moanwcs: 7
Jlata: LAY A1 2023 | Nara: 2441 2023

JlomxHocTs: Guonor | kareropuu

JlomknocTs: HavansHuk MBJ1

HO®D: U A . Denonunna
TMoanucs: c&f
17.11. 2023

Jara:

HO®: C.B.I;
Moanwucs: ﬁw
Hara: 41. €023

JonxuocTs: HasansHuk OCuP

HO®D: O.A.Bpe
IMoanuces: iﬁ =
Nata: 20.44. 2023

JIONKHOCTS: 3aMECTHTE/Ih HAYATb-
Huka O3

HOD: U.A Hosax

[Moanuce:

Jara:
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ALJENIIAR Crp.2 ns 4

2.2 lNonnuuuOCTL
(uneHTHUKALHS):
A. ABcopbunonnas
crnexTpodoToMeTpHs
B HH(pakpacHo# 06-
JIACTH

B. Peaxuns (b) Ha
XJIOPHIBI

FoPBIILL2.2.24

e PBIIL 23.1

Paznen «ITotHHHOCTS
(uaentTuduxamus) A»
HJ1 PB 0128C-2016

Pasnen «lloummHEOCTS
(mnentudukanus) B»
HJI P 0128C-2016

Ne IMapameTpsi Meros! Meroaukn Kpurepun npueMieMocTs
n/n KOHTPOJIA HCNBITAHHM
1 [pumenenne - - AMHOJApOH, KOHUEHTpAT Ul MpH-
roTOBJICHHS pacTeopa Juis HHy3ui
50 mr/mn ans Azepbaitokana, Ap-
mennu, I'py3un, Pb, PO, Tamku-
KucTana, TypkMeHHCTaHa
Amuozapon, Tabnerkn 200 mMr ans
I'py3nn, Kasaxcrana, Pb, PO,
Typkmenucrana, TapkHKHCTaHA,
VYibexkucrana
2 | Haumenosauwue no-
Kaszarenei kauecrsa:
2.1 Onucanne Busyansubii COIl-KO-14-102 Benwiit wmm nouru Gensii Menko-
(cBoiicTsa) e PBIL 511 KPHCTAJUTHYCCKHH NMOPOIIOK.

O4enb MaNOPACTBOPHM B BOJAE,
JIETKOPACTBOPUM B METHJIEHXJIOPH-
Je, pacTBOpHM B MeTaHone, yme-
PEHHO pacTBOpuM B 96 % cnupre

A. Mndpakpacbiii criekTp nporyc-
KaHus MCTbITyeMoro obpasua aon-
EH COOTBETCTBOBATL CINEKTPY Mpo-
nyckanus CO ammozapoHa ruapo-
xnopuaa (EP CRS)

B. UcneiTyemeiit oGpasen aaer pe-
akumio (b) Ha XJ0pHIAB!

2.3 lNpospaunocts IF'®PBII 2.2.1 | Pasnen «lIpospaunocts | Pacteop S nomken Guith npo3pay-
pacTsopa pacTsopa» HBIM
HJ1 P6 0128C-2016
2.4 lsetnocts pact- | F® PBII, 2.2.2, | Pasnen « Lipernocts Oxpacka pactopa S 10/0kHa ObITh
BOpa meron Il pacTsopa» ne uatencusHee tatona GY(3K)s
HJI Pb 0128C-2016 wm BY(KXK)s
2.5 pH Mo PBILL 223 | Pasaen «pH» 01320038
HJI Pb 0128C-2016
2.6 IMpumecs H I'® PB 11, 2.2.27 | Paznen «Ilpumecs H» He 6onee 0,01 %
HJI Pb 0128C-2016
2.7 Conyrersyiomme | '® PB I, 2.2.29 | Pasnen «Conyrerayio-
IPHMECH: IHE MPHMECH)
- npumech D HJI Pb 0128C-2016 He Gonee 0,200 %
- npumecs C He Gonee 0,100 %
- mpAMech A He Gonee 0,100 %
- moGoii Hecmenu- He Gonee 0,100 %
¢duumpoBaHHOM
NpHMECH
- CyMMa HeCneun- He Gonee 0,300 %
GHUHPOBAHHBIX
npuMmecei
- CyMMa npuMecei He Gosree 0,500 %
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2.9 Tsoxensie MeTan-
JIbl

2.10 INoreps B Macce
TPH BBICYIITHBAHHH

2.11 Cynsdarnas
3ona

2.12 Ocrarounsie
KOJIH4eCTBa OpraHu-
YeCKHX PacTBOpHTE-
nen:

- 3TaHoN

- ALETOH

- xnopoopm

- METHJICHXJIOPHJL
2.13 baktepnanbHbie
IHAOTOKCHHBI

2.14 KonuvyecTBen-
HOEGOIpEAeICHHE

2.15 Muxkpobuono-
rHYecKas YHCTOTa:
JUIA CTEPHIIBHBIX
JIIT:

- obmee KOMMYECTBO
aspobos (OKA) u
ofiiee KOAMYECTBO
rpubos (OKI') cym-
MapHo

- rpaMoTpHuAaTeb-
HbIX OakTepuii, TO-
JICPAHTHBIX K JKEI9H,
mbo OGakrepmii ce-
meiicrsa Enterobac-
teriaceae

- Pseudomonas ae-
ruginosa

- Staphylococcus au-
reus
s
JIIT:
- ofmee KOIHYECTBO

aspobos (OKA)

HECTEPHIBHBIX

¢ HA

o PBII 248,
meron C

o PBIIL 2.2.32
I'oPBIL24.14

I'd PBII,
2.4.24,2.2.28

I'®PBII 2.6.14

repbIl, 2.2.20

e PBII,
2,6.12,2.6.13

HJ1 Pb 0128C-2016
Pazznen «Tsxensie me-
TaIB)

HJI Pb 0128C-2016
Pasnen «Iloreps B mac-
Ce NPH BBICYIIHBAHHH»
HJI Pb 0128C-2016
Paznen «Cynsdarnas
3o0na»

HJ1 PB 0128C-2016
Paznen «Ocrarounsie
KOJTMYECTBa Oprannye-
CKHX PacTBOpHTENIEH»
HJI PB 0128C-2016
[TpoTokon Banmaauu
AMV-MH-14-842

MetoHKa HenbITaHHH
AMBE-12-0007
COI1-KO-12-059
Pasnen «Konuyecrsen-
HOE Ofpe/ie/ICHHE»
HJ1 Pb 0128C-2016
Meroauka ucnslTanui
AM-12-0007
COIl-KO-12-197

CrneunuKaums Ha HCXOJHBIC MATEPHATBI CIIC-K®-14-0007-12
JhaCiuIng cmhimd
Ne INapamerps Mertozs! Meroankn KpHTepun npuemMaeMocTH
n/n KOHTPOJIS HCIIBITaHHH
2.8 Womuam B cootsetcTsun | Pasaen «Momuasi» He Gonee 0,015 % (150 ppm)

He 6onee 0,002 % (20 ppm)

He 6onee 0,5 %

He 6onee 0,1 %

®PBIL 5.4

He Gonee 2000 ppm
He Gonee 50 ppm
He Gonee 50 ppm
He 6onee 100 ppm

He 6onee 0,71 ED na 1,0 Mr amuo-
JapoHa MMAPOXI0pHIa

He menee 98,5 % wu ne 6onee 101,0 %
B [IEpECYCTE Ha CYXO0e BEIICCTBO

FoPBILS5.1.4

He Gonee 10° KOE/r

Orcyrcreue B 1 r
Otrcyrcrsue s 1 r

Orcyrersue s 1 r

10° KOE/r
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vihatmiuin 4md

Ne [Mapamerpsl Meroast Meroauku Kpurtepun npHeMaeMoCcT#
n/n KOHTPOJIA HCIBITaHHIT
- ofuiee KOIHYECTBO
rpubos (OKI) 10° KOE/r
- Escherichia coli Orcyrcreue B |
3 Or6op npob - B coorBeTcTBHH CO -
CTaHJapTHOM onepaum-
OHHOI#I Mponeypoi:
COI1-KO-14-057,
COI1-KO-12-024
4 | O6beM KOHTPOIIb- - ~ AJl: 480r
HOI poOs! MBbJL:
s crepunbabx JIMT - 31,0
i mecrepuababix JIIT - 20,0 r
5 | Yenosus XpaHeHus - - B 3ammumeHHOM OT CBETA MeECTe
npy Temneparype ue shime 30 °C
6 | Cpok rogHoCTH ~ - 5 ner
7 Vnakoska - - JlBofiHBIC TIOMHATHJICHOBBIE maKe-
Thl, KapToHHBIe Gapabanbl, a TaKKe
ApYrHe BHIBI YIAKOBKH, obecneyn-
BAIOIIME COXPAHHOCTH ChIPbi Ha
MPOTSHKEHHH CPOKa IOJIHOCTH
8 | UsrotoBurens - - Cambrex Profarmaco Milano S.r.L.,
Hranus
9 | Kon - - 120008 — ans mpon3BOACTBA

JITT Amuonapos, tabnerkn 200 mr
120336 — u1s NpoOX3BOJACTBA

JIIT AmmojapoH, KOHNEHTpaTr s
NPHIOTOBJICHAS PacTBOpa UIN HH-
dy3uit SO Mr/ma




