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Creundukauns Ha MCXOAHbIE MaTepPHAIIbI -KO-14-0007/2-02
JKIEMNNAD Crp.l u3 3
Jlara BBeieHux C: Broaures BiameH: JeficTeyeT 10: T THRTYATH3AUMS
30.09 2024 | CMIC-KO-14-0007/2-01 | Gecepouno
or 15.06.2023
AMMUOJTAPOHA T'NAPOXJIOPHU L
Amiodaroni hydrochloridum
AMIODARONE HYDROCHLORIDE
KonTpoab KayecTsa no 9-05C-2022
CocraBuian Coraacosaau Yreepana
Jomxuocts: Xxumuk [ kareropum | JomxHocts: Havansiuk OKK JIOMKHOCTD: 3aMeCTHTE AIBHOIO
AJl peKTOpa No i
HO®: M.B.babxanuesa HO®: O.B3¢en [ HO®: T.B. Gl
Moanucs: Moanucs: \ \__/ [Moanucs: )
Jlara: 25.09. 202\ Jlara: L 3. 09 2624 | Jlara:

HonxuocTts: Mukpobuonor Il ka-
TEropHH

JIONKHOCTE: 3aMECTHTE/Th HAYAb-
Huka AJl

HOD: HA Mansirnia /27

HO®: B.O.Patun

Moanucs: .~ . Moanuce: At

Jlata: 25 09.202Y | Nara: 26.09 2024
B JlomksocTsy Hauadsrux MBJ1

IMoanue

Heva: ) 24£.09 202Y

Jlomxkuoch: Havansunk OCuP

HO®D: O.A.bpem

[Moanues:

Jlata: 26.09 202y

JIO/DKHOCT: HAYa/IbHUK

HO®D: U.A.Hosak

[Moanwues: /

Jlata: 26. 09202Y /

[
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CrieundHKaUMs HA HCXOAHbBIE MATEPHAIbI

-

-KD-14-0007/2-02

IRIEWMITAP drp2 us 3

2.2 *TlouTHHHOCTD
(naenTHdHKaHA):
A. AGcopbumonnas
crniekTpooToMeTpHs

B HHpaKpacHOH
obnactu

B. Peakuus (b) na
XJIOPH/IBI

2.3 INpospaqnocTs
pacTBopa

2.4 lseTHOCTH pacT-
BOpa

2.5pH
2.6 Ilpamecs H

2.7 ConmyTeTBYytomme
NPHMECH:

- npumecs A, B, C,
D,E,F,G

- HecrienHpUIHpo-
BaHHBIC TPHMECH

- cymma npuMecei
2.8 Honnas

2.9 Tsaxkenwsie MeTal-
6l

2.10 IMoreps B macce
IPH BbICYIIHBAHHH

FePBII, 2.2.24

I'oPBII 2.3.1
['®PBIL 2.2.1
o PBIIL 2.2.2,
meton Il
I'®PBILL 223

e PBII, 2.2.27

FroPBIIL 2.2.29

B coorsercTBHH
¢ H

'O PBII 248,
meroa C

F'®PBII, 2.2.32

Paznen «lTopmuauocTs
(nnenTHduKauns) A»
HJ19-05C-2022

Paznen «[loanmuunocTs
(unenTudukanns) By
HJ1 9-05C-2022
Pasnen «[Tposzpagnocts
pacTBopa»

HJ 9-05C-2022
Paznen «LlBeTHOCTS
pacTBopa»

HJ1 9-05C-2022
Paznen «pH»

HI 9-05C-2022
Pasnen «ITpumecs H»
HJ 9-05C-2022
Pasnen «ConyTrcTByio-
IIHE TIPHMECH)

HJ1 9-05C-2022

Pasnen «Momnasi»

HJ1 9-05C-2022

Paznen «Tsokensie me-
TaUIBI»

HJ1 9-05C-2022

Paanen «[loreps B Macce
ITPH BLICYIIHBAHAH)

HJ1 9-05C-2022

Ne [TapameTps! KOH- Meroam Meroauku Kpurepnn npuemieMocTH

n/n TPOIS HCIBLITAHHUH

1 [lpumenenue - - Amuonapos, Tabnerku 200 mr vt

PB, Typkmenucrana

2 Hanmenosanue no-
KasaTteneH KavecTna:
2.1 Onucanue BusyansHeii COI1-KO-14-102 Benbiit uan nouru Genbiit MenkHit
(cBoiicTBa) O PBIL 511 KPHCTA/LTHYECKHH MOPOLIOK.

Ouens Mano pacTBOPHM B BOJE,
JIETKO PacTBOPHM B METHJIEHXJIO-
pHie, pacTBOPUM B METaHOIE, yme-
peHHO pacTBopHM B 96 % criupre

A. Undpakpachblif criekTp npomyc-
KaHui McmbITyemoro obpasua jon-
JKEH COOTBETCTBOBATH WH(pakpac-
HoMy cnektpy mnpomyckanus CO

amuozapona ruapoxinopuna  (EP
CRS) wm cnekrpy, NpeACTaBjIeHHO-
MY Ha pHcyHKe |

B. UcneiTyemsrit obpa3sen aaer pe-
akuuio (b) Ha XJopHIkI

Pactsop S nomken ObITH npo3pasy-
HBIM

Oxkpacka pacTeopa S 0/KHA ObITh
He uaTeHcHBHee tanona GY(3XK)s
w BY(KXK)s
Or32n038

He 6onee 0,02 %

He 6onee 0,2 %
He 6onee 0,10 %

He 6onee 0,5 %
He Gonee 0,015 % (150 ppm)

He 6onee 0,002 % (20 ppm)

He 6onee 0,5 %

G-
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Crneunduxkauns Ha HCXO/IHbIC MaTEpHAIbI -KD-14-0007/2-02
3K3BMHII_H CGrp.3 u3 3
Ne [Mapamerpsi Meroas Meroauku Kpurepuu npHeMaeMocTH
n/n KOHTPOJIA HCIIBITAHHH
2.11 Cyawdarnas I'®d PB I, 2.4.14 | Paznen «Cynbdarnas He Gonee 0,1 %
30714 3011a»
HJ1 9-05C-2022
2.12 Ocrarounsie o PhII, Pasnen «Ocrarounsie [®OPBIL54
Ko/M4YecTsa opranu- | 2.4.24,2.2.28 KOJIHYECTBa Oprasnye-
YECKHX pPacTBOpHTE- CKHX pacTBOpHTENeH»
nei: HJ1 9-05C-2022
- 3TAHON He 6onee 5000 ppm
- TOJYyO He Gonee 890 ppm
2.13 Konmnuecten- | I'd PB I, 2.2.20 | Pasnen «Konmuuectsen- | He menee 98,5 % u ne Gonee 101,0 %
HOE OnpeJieIeHHe HOE ONpejie/IeHHe) B MepecteTe Ha CyXoe BEIecTBO
HJ1 9-05C-2022
2.14 Mukpobuono- |I'® PBII, Meroauka ucneiranuit | TO PBII, 5.1.4
rHYecKas YHCTOoTa: 2.6.12,2.6.13 AM-12-0007/2
- of1uee KOMHYECTBO COIT-KO-12-197
aspo6os (OKA) 10° KOE/r
- of1ee KOMHYECTBO
rpu6os (OKI) 10° KOE/r
- Escherichia coli OrcyrerBue B | r
3 Ot6op npob - B coOTBETCTBHH €O CTaH- -
JApTHOH  ONEpPaIMOHHOM
MpOLe/TyPO:
COII-KO-14-057
COI1-KO-12-024
4 | O6beM KOHTPO/Ib- - - AJl: 500r
HOMH npoGs! MBJI: 20,0 r
5 VcnoBus XpaHeHHA - - B 3ammimeHHOM OT CBETa MecTe
npw Temneparype He suime 30 “C
6 | Cpok roaHocTH - — 4 rona
7 Ynakoska - - JIBOHHBIC TMONHATHICHOBbLIC MaKe-
Thl, BJIOXKCHHBIC B KapToHHbIC Oa-
pabansi
8 | Usrotosurens - - Zhejiang Hengkang Pharmaceutical
Co., Ltd., Kurait
9 Kon - - =

4

*UcnbITanns MOJUTHHHOCTH M3 KakION YNakoBOMHOW €IMHHMIILI Mepei BbiaueH B MPOH3BOICTBO
nposomuTh cornacko COI-KO-14-056 meromom I'® PB 11, 2.2.40 Cnextpodoromerpus GimxHero
un(pakpacHoro auanazona 6o ['® PB 11, 2.2.48 Pamanosckas cnextpomeTpus. Kpurepni npuemie-
mocTH: «CriexTp MenBITyeMoro ofpasna J0/KeH COOTBETCTBOBATH CIIEKTPY AMHO/IAPOHA IM'MAPOXJIOpH/A,
BHeceHHOro B Gubamorexy cnexrpos BUK-ananmu3artopa 1u6o criektpoMeTpa KojieGaTebHOro (paMaHos-

CKOro) paccesiHus».




