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CrneunduKaims Ha HCXOAHBIC MATCPHABI oAa: CIJC-KO-14-0007/2-04
3 Crp.] w33
JlaTa BBE/ICHHS C: BsoanTes BlameH: Jeitcrayer no: T TTPHTANT ARTY I M3aLMs
24.07. 2035 CIC-KO-14-0007/2-03 | Gecepouno
or 19.05.2025

AMUOJAPOHA T'HIPOXJIOPHU
Amiodaroni hydrochloridum
AMIODARONE HYDROCHLORIDE
Kontpoas kavecrsa no HJ/L 9-05C-2022,
Pasznenam 3.2.S.4.1, 3.2.5.4.2 perucrpauHoHHOro
0Che JIEKAPCTBEHHOI0 npenapara AMHOAAPOH
tabaerkn 200 mr B Pb

Cocrasnian Coraacosajamn Yrsepana
JlonxuocTs: xumuk |1 kareropum | JloaxknocTs: nawansiuk OK JIOMAKHOCTD: 3AMECTHTEbL PEHEPRIBHOTO
Al } /P nampexTopa no kayecTs AR
HO®: O.A. Paahbiciony HOD: O.B.3eW UOD: T.B.bary® [/ //
IMoanuce: & [Moanwucee: IMoanuce:
Jlata: 4€ O 2035 Tlata: A418.0% A0S Jlara: 4R .03 102
Jlonmnocts: mukpobuonor Il ka- | JIOmKHOCTL: 3aMECTHTEIb Havallb-
TEropHH Huka AJl
HO®D: B.O. Pam/ HO®D: HA Manbirusa »
IMoanuce: IMoanucsk: e
Jlata: 46.0%7 2025 Jlara: 4%.0%. 20045

V JomxuoceTs: HauansHuk MbJ1

HO®D: C.B.Ie1o =
IMoanuce: /
Jlata: 4 1.0¥- 20025

JomaHocTs: HavaibHuk OCuP

HO®: O.A.bpem
INoanwuee: ig\i?_
Jata: 41¥.0Y. 2025 ;4

JIONKHOCTS: HAYANBHK =

HO®: H.A Hosax Bt

TMoanwucs: =0

Jara: 140Y.Q025 /
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AK3eMnAp c

2u3l

XAOPH/IbI

2.3 Tlpospaunocts
pacrsopa

2.4 llBeTHOCTSH pac-
TBOpa

25 pH
2.6 I1pumecs H

2.7 ConyrcrByioume
NPHUMECH:

- npumeck A, B, C,
D, B F; G

- Hecneunduuupo-
BaHHBIE TPHMECH

- CymMMa npumMecei
2.8 Vot

®PBIL2.2.1

I'OPBIIL 2.2.2,
meton Il

[®PBII 223

'®PBII 2.2.27

[®PBII 2229

B cooTrBeTcTBHM
¢ HJI; paznenom
32842

(naenTudukauns) By
HJ1 9-05C-2022,
Pasnen 3.2.5.4.2
Pasgen «lIpospaunocts
pacTBopa»

HJ1 9-05C-2022,
Pa3znen 3.2.5.4.2
Passnen «l{BerHocTs
pactsopa»

HJ1 9-05C-2022,
Pasnen 3.2.84.2
Paszien «pH»

HJ1 9-05C-2022,
Paznen 3.2.5.4.2
Paznen «llpumecs H»
HJ1 9-05C-2022,
Pasnen 3.2.84.2
Paznen «Conyrcrayio-
IIHE NPHMECH»
HJ19-05C-2022,
Pasnen 3.2.84.2

Pasaen «Moauas»
HJ1 9-05C-2022,
Pasnen 3.2.5.4.2

No [MapameTpsi MeTonst Metonukn Kputepun npuemaemMocTa
n/n KOHTPOJIA HCIIBITAHHI
| [Tpumenenne - - Amuonapon, tabnetku 200 mr ans
Pb, Typkmenuncrana
2 HaumeHoBanue no-
Kasaresiei KayecTna:
2.1 Onucanue BusyanbHbiii COII-KO-14-102 benbrit  uam noutH Genwii Meaxkui
(cBojicTsa) [®PBILS.1I1 KPHCTATHYECKHH MOPOLIOK.
Ouyenb MaJIO pacTBOPHM B BOJIE, Jier-
KO pacTBOPHUM B METHIICHXJIOpPHIIE,
pPacTBOPHM B METaHOJIE, YMCPECHHO
pacTBopuM B 96 % cnnpre
2.2 *[TojutHHHOCTD
(waeHTHHMKALMA):
A. Abcopbunonnass | I'® PRI, 2.2.24 | Pasgen «[Tognuunocts | A. UndpakpacHblit ciekTp npomyc-
cnekTpodoromeTpus (nnenTuduxauns) A» KaHHua HeneiTyemoro obpasua noi-
B WH(ppaKkpacHoOit HJ1 9-05C-2022, KEH COOTBETCTBOBaTL HH(ppakpac-
obmacTu Painen 3.2.8.4.2 HoMmy cnekTpy nponyckanus CO
aMHonapoHa ruapoxnopuna (EP
CRS) wim cnekrpy, npeacTaBieHHo-
MY Ha pHCyHKe |
B. Peakuus (b) na ®PBIIL2.3.1 | Pasnen «llommunocts | B. Henbityembrit o6pasen aaer pe-

akuuio (b) na xnopuas!

Pactsop S nomken OuITH npo3pau-
HBIM

Oxpacka pactsopa S s01KHa ObITh
He HHTeHCcHBHee atanona GY(3XK)s
i BY(KXK)s

Or32m038

He 6onee 0,02 %

He 6onee 0.2 %
He 6onee 0,10 %

He Gonee 0,5 %
He Gonee 0,015 % (150 ppm)
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Ne ITapameTpni Meronst Meroaukn Kputepuu npuemMieMocTH
n/n KOHTPOJIA HCIILITAHUA
2.9 Taxensie metan- | '® PB 11, 2.4.8, | Pasnen «Taxensie me- | He Gonee 0,002 % (20 ppm)
RIS meton C TALTBI
HJ1 9-05C-2022,
Painen 3.2.5.4.2
2.10 Tloteps B macce | ['® PB 11, 2.2.32 | Pasnen «Iloteps B macce | He Gonee 0,5 %
MPH BLICYIIHBAHUH MPH BBICYLLIMBAHHH )
HJ1 9-05C-2022,
Paznen 3.2.5.4.2
2.11 Cynsdarnas 'd PB 11, 2.4.14 | Pasnen «Cyasarnas He Gonee 0,1 %
30/1a 30712
HJ19-05C-2022,
Pasnen 3.2.5.4.2
2.12 Ocratoynbie ko- | [® PB I, Paznen «Octatoynbie [OPBILS54
AuYecTBa opranute- | 2.4.24, 2.2.28 KOJIHHECTBA OpraHuye-
CKHX pacTBOpHTEEH: CKHX pacTBOpHTENICH»
- 3TaHOJ! HJ1 9-05C-2022, He 6onee 5000 ppm
- TONYO. Paznen 3.2.54.2 He Gonee 890 ppm
2.13 Konuuecrsen- | I'® PB 11, 2.2.20 | Pasnen «Konmuectsen- | He menee 98,5 % u ne Gonee 101,0 %
HOE OTpejle/ICHHE HOE OIpe/Ie/ICHHE) B MepecyeTe Ha CyX0e BEUIECTBO
HJ1 9-05C-2022,
Paznen 3.2.5.4.2
2.14 Muxkpobuono- | '@ PBII, Meroauka ucneirannit | FTO@ PH I, 5.1.4
IHYECKAR YHCTOTA: 2.6.12,2.6.13 AM-12-0007/2
- of1mee KOJIH4eCTBo COI1-KO-12-197
aspobos (OKA) 10’ KOE/r
- ob1ee KOJIHYeCTBO
rpubor (OKT') 10° KOE/r
- Escherichia coli OrcyrerBue B | 1
3 O16op npob - B coorsercTBum co -
CTaHJIlapTHOH onepanm-
OHHO# NpoueaypoH:
COI1-KO-14-057
COIT-KO-12-024
- O6beM KOHTPONBHOM - - AJL: 50,0 r
npodbI MBJI: 20,0 r
5 YenoBus XpaHeHUs - - B 3ammieHHOM 0T cBeTa MecTe Npu
temneparype He Bbie 30 °C
6 | CpoK rofHoCTH - - 4 rona
7 | Ynakoska - - JIBoliHBIE MOJHATHICHOBLIE MAKETHI,
BJIOXKEHHbIE B KapTOHHBIC Hapabanbl
8 Harorosurens - - Zhejiang Hengkang Pharmaceutical
Co., Ltd., Kuraii
9 Kon - - 120008

*Ucnbiranus NOUTHHHOCTH M3 K&XKIOH YITAKOBOYHOH €IMHMIBI Nepe BblavueH B IPOM3BOACTBO MPOBO-
aqTe cornacio COTT-KO-14-056 meronom I'® P 11, 2.2.40 CnekrpodoTomerpus Smaxkuero wugpakpac-
Horo auanazona nubo ' PB 11, 2.2.48 Pamanosckas cniextpomerpus. Kpurepun npuemaemoctu: «Cnekrp
HCTBITYEMOro ofpa3siia J0/KEeH COOTBETCTBOBATHL CINEKTPY AMHOMAPOHA TMIPOXJIOPHIA, BHECEHHOrO B
bubmotexy cnextpos BUK-ananusaropa mmbo cnekrpomerpa konebarensHOTO (paMaHOBCKOTO) pacCesHHA ».




