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AMMOJAPOHA THAPOXJIOPHUI
Amiodaroni hydrochloridum
AMIODARONE HYDROCHLORIDE
Kontponrs xauecrna no HJL Pb 0128C-2016
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MeTtoaury

2.2 Hoanunnocts
(menTHOURAIHS )
AL HK-ciextp

B. Peaxnus (b} wa
XAOPHIB]

2.3 Tpo3pausocTs pac-
rBopa

2.4 TeeTHOCTD PACTBO-
pa

2.5 pH
2.6 Hpwmees H

2.7 ConytCrayioune
OPHMECH:

- TIpEMecs D

- IpHMeSH O

- NIPHMECE A

- mobol wecnenudg-
UMPOBAHHOH [IPHMECH
- CYMMA HeCTICiunn-
PUBAHHEBIX ApnnMecel

- CYMME IpHMEceH

2.8 Homumer

2.9 Twrensie METAIIB

2.10 TloTeps B Macee

MpH BEICYIUHBAITHE

Tos 1, ¢. 21

' Ph 1L
Tou 1, 2.2.24

I'd PB I,
ToM 2, 2.3.1

g PRI
Ton 1, 2.2.1

rd Ph 1,
Tom 1,2.2.2,
Mmoo i
IRORS 1N
ron 1, 2.2.3
& PBIIL
Tom 1, 2.2.27
e pPell,
oM 2, 2.2.29

B cooTReTCT-
guw ¢ HJl
I"d PRI,
ToM i, 2.4.8,
aeTen O
[RONGRIN

ToM 2, 2.2.32

Pazaen «ilonnu-
HOCTE  (nienruduxa-
1) AR
HIIPB0128C-20106
Paznen llonmun-
HOCTE  (MAcHTH(HKA-
nugy By

HIPB O12RC2016
Pazien «l ipospay-
HOCTH DACTRODEY

HI P 0128C-2016
Paznern « LinerHoCTS
pacTBopan

HITPE 0128C-2016
Pasnen «pHy

HI PEGI28C-2016
Paznen «Hpumecs Hy
F PB 0128C-2016
Paznen «Conyrer-
BYIOLIHE UPHMECHY
FIL PB O128C-2016

Pasnen «MAomigsns
HAPLO128C2016
Pasges «1axenss Me-
TAHBD

HIIPE 12802016
Pagnen «loteps B Mac-
CE UPH BRICYITHBAHMIIY

HJIPB 0128C-2016

Ne | TlapaMetpsl KORTPOIS Merozm Kpurepuu npHesieMOcTH
a/n BOIRTARHEI
I [pmaencnye AMHOIAPOH, KOHLUECHTPAT ANS JIpn- |
FOTORICHUA PACTEOPA A5 HHQY3HH
50 mr/va
w_ o AxtaodapoH, Tabaets 200 My
2 HauseHoBanye noxa-
38TeNeH Ka9eoTHa:
2.1 Onucanne {cpofier- | Buzyanpupdi | COI-KKG-14-102 Benprif  wr oyt Denpi MeaKoe-
Ba} I'd PEI, PO PBIHL ron 1,511 | KpECTAZAMMECKHA NOPOLIOK.

Quens MANOPACTBOPHM B BOjE, AeT-
KODACTBOPUM §  METHICHXIOPHIE,
PACTRODHM B MCIGHOJIC, YMEPCHIO
pacTsoprM B 96 Y criupre

A, MK-criextp rponyCKaHHs  HCiln-
Tyemore o0pazita ROMMAKSH COQTRETCT-
popaIr  cnextpy uporyekaims CO
aquozapona reapoxnopuia (EP CRS)
B. Jaer peaxipio {b) Ha XA0pHEL!

PB.C-'I‘B{EP JOmKeH OblT OpO3Pa-HbIM

Okpacka pacTeopa Mo/oxHa OwiTh 1He
uatercnnnee yranona GY (3% wir
BY(ICK)s

U1 3,210 3.8

e Gonee 0,01 %

He Sonee 0,200 %%
He Bonec 0.100 %
He Soree (1,100 %
He Soiee 0,100 %
He Goace 0,300 %

He Sonee 0.500 %
He Gonee 0,015 % (150 ppm)

He Gomnee 0,002 % (20 ppm)

He Gonee 0.5 %
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No | llapamerpn! koutpons Meroabt Merogisu KpurepsHit IPHEMISMOCTH
/T HCTTRITARIH
211 Cyapdarnas sona | TOPE I, Paspen  «Cymparnaz | He Sonee 0,1 %
oM 1, 2.4.14 | aoman
HA P D128C-20106
2.12 Gcerarousse  xo- | P PHI, Pagnen  «COrerarounsie | TO PRI, tom 2,54
Apuectss opiaunue- | ToM 1. 2.4.24, | romvceTER OpraEHue-
CKHX PACTBODHTEICH! 2.2.28 CKHX DacTROTWTEISHy
HJI PB 0128C-2016
- BTENO He Gonee 2000 ppm
- ALETOH He Gouree 50 ppm
- XropodonM He Bonee 30 ppm
- METHACEXAODHA He dozree 100 ppm
2.13 bakTepuHansHeR ' P, Meronnks npureaso- | He Gonxee 0,71 B2 a2 1 sr avuona-
FHAOTOKCHHDI 2.6.14 CTH POHA THAPONICIIIE
AMBE-12-G007
TTpoToKon pATARENH
MMV-MUK-12-535
2.14 Konpuecrneguoe | TP PRI, Pasgesn «Komueor- He smenee 98,5 % 1 uc donee 101,0 %
olpeasienne TOM 2, 2.2.20 | Beunioe OUPBACHEHHESY | B ICPECUETE HA CYNOE BEUIECTEO
HILPE 0128C-2016
2.15 Muxpobuonory- TP PRI AM-12-0007 e PEiLtom 1,514
YECKAS YHOTOTA! Ton 1, 2.6.12, | MMV -MK-12-057
Jia crepranHen JIC: | 2.0.13
- ollee  KONHYCCTRO
awpotos (OKA) ¥ ob-
niee  KOQIMUECTBO [PH-
Sos (OKI™) cymmapuo He Sosee 10° KORAw
- IPAMOTPHIATSHBREIN
GaxTepuil, Tomepagr-
HBX K Reaun, nudo
Gaxrepull  cemelicTsa
Enterobacteriaceae Oreyrereue B 1 r
- Pseudomonas aerugt-
nosa OTCYTCTBHG R 1 T
- Staphyiococcus aureus Oreyrersne B 11
s HECTEPHABHLIX
JC:
- OBIICE KOMIUECTRO
aspoGon (OKA) 10° KOE/™
- odinee KOJBYCCTRO
rpudos (OK) 10° KOE/Tr
- Escherichia coli Oreyrerpue B i1
3 Ordop mpob - B cooTtmeTCIBHM €O -
CTaHIAapTHON  GrCpai-
OHHOH FpONeypo:
COIT-KO-14-057
COIN-KO-12-024
4 | OOBEM KOHTPOIBHON - - AJL 480y

rpoe

MBI 31.0 r — juts evepripnex JIC
20,0 1 — a1g pecTepiipinix JIC




OAD l«Bgi‘r’iH»

CHCLH’@)HK&HHE HE HOXOOHR MaTepHaIn

CHC-KO-14-0007-1 1

Crp. dusd

Mo | Tlapamerpbl KOHTPGILS Metons Meronuxa Kprrepns pHeMIeMocTH

) HCTTBITAHIT

5 YenoBus Xpasenis - - B saumineHoM 07 CBSTA MeCTe UpH
Tenieparype ge swune 30 °C

6 CpoK reauocTy — 5 set

7 Ynaxkoska - JnoHuoie DOAHITHACHODBRE [aKeTH,
KaproHHbe Oapalansl, & TakKe Apy-
THE BHLI VHAKOBKH, 00CCTEUMBAO-
HIHE COXPAHHOCTEL ChIphS Ha LPOTH-
ACHHH CPOKA FOAHOCTH.

§ | Msrorosurens - ~ Cambrex Profarmaco Milano Sl
Hramus

9 Koa - - 120008

128336 - muLeIIoHHRH




