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AMMOJTAPOHA THIPOXJIOPI

- Amiodaroni hydrochloridum
AMIODARONE HYDROCHLORIDE

| HIPb 1244C - 2018

Cocrapui i CoraacoBasis YTBepani
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[lapamerps! KOHTPOAS

Meronany

Kpureprn npremieMocTH

1 TpumencHe Awmmonapos, rabrerxu 200 Mr
AMEOQIAPOH, PACTBOD AT HHBEKIHH
: 50 mT/Mr
2 AHaTHIHDPYEMbIE TOKA3aTENH

Ka4ecTsa: :
2.1 Omnucanne (croficTsa)

2.2. TlommuHEOCTE (HACHTH-
uxanus):
A. UK-crextp

B. Peaxuus (b) Ha xmopums

2.3 TIpo3pauHoCTs pacTBopa
2.4 LipeTHOCTE pacTBOpa

2.5pH

2.6 llprmvecs B -

2.7 CoryTCTBYIOImEE IpUMe-
CH: ;

- mpuMecH A, B, C, D.E,F G
- HeCHIeADUIAPOBAHHbIE
IIPHMECH

- CYMMAa IpHMeceil

2.8 Vonw e :

2.9 Taxensle MeTaLTEl

2.10 TloTepsa B Macce npu
BEICYUIHBARMN

2.11 Cynpdaraas 301a

2.12 Ocratovssie KOaMyect-
B& OPTAHKYECKHAX DACTROPH-~
TeneH:

- 3TAHON

- TOJIYOI

- METAHOJ :

2.13 BaxrepuansHeie 3H10-
TOKCHHET ‘

2.14 KonnuecTReHHOE OTIpe-

Busyareuemi, '@ PE 11,
Tom 1, 5.11

T PRI, tom 1,2.2.24

T PBIL tom 2,2.3.1

IT'eoPEIL, Tom 1,2.2.1
I'dPBIL ToMm 1, 2.2.2,
meToxn 1

I'd PBIL, tom 1, 2.2.3
['® PBIL oM 1, 2.2.27
' PB I, tom 2, 2.2.29

B coorrercTrry ¢ HI
TOPEIL, ToMm 1, 2.4.8,
meron C

I'©PEH, Tom 2, 2.2.32

I'¢PHILrom 1,2.4.14

IO PRI, Tom 1, 2.4.24,
2.2.28

I'®PBIL tom 1,2.6.14

'@ PEIL Tom 2, 2.2.20

berpt#t mam nourn Gespil MENKHE KpH-
CTANHUECKIH TOPONIOK.

Ovep Majio pPacIBOPHM B BOJE, JETKO
PacTBOPHM B METRICHXJIOPEAE, paciBo-
PEM B METAHONE, YMEPEHHO pacTBOPHM B
96% compre.

A, VK-criextp 1poIryCKanss ACIBITYeMOTO
o0pasiia ZOKeH COOTBETCTROBATH CUEK-
Tpy nporyckagrs CO aMr0ozapoHa THAPO-
xnopuxa (EP CSR) wim cuextpy, npes-
CTABACHHOMY Ha PHCYHKE 1.

B. Hemsrryemerit o0pazen nacT peakliiio
{(b) Ha XIOPHABI

PacteOp HoJoKeH OBITH IPO3PATEEIM
Qxpacka pacTBOpa SOIDKHA GBITh HE MH-
tegcuBHee aTanoHa QY (3XK)s mwau
BY(ICK)s

0132 n03.8

He 6onee 0,02 %

He Gonee 0,20 %
He 6omee 0,10 %

He 6onree 0,50 %
He 6omee 0,015 % (150 ppm)
He 6omee 0,002 % (20 ppm)

He 6onee 0,5 %

He 6onee 0,1 %
T PHI, tom2, 5.4

re Gonee 5000 ppm
ge Gonee 890 ppm

He Hostee 3000 ppm
He donee 0,71 ES/mr

98,5 % - 101,0 % & mepecueTe Ha cyxoe
BELIeCTRO

AeieHue
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CreuspuKamis €2 HEXOAHbIC MATEREAIEE CIC-KO-14-0007/1-02
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Ne HapaMerper KonTposs Meroxn: Kpurepun npuemMireMoctTH
n/n f
2.15 MukpobronorrIecKas TOPLIL,Tom 1,2,6.12, TOPBI,Tom1,5.14
UHCTOTE: : 2.6.13
Hnst crepumsasx JIC:
- ob1ee KOMUYecTBo aspobon
(OKA) u ofuiee KOnu4eCtiBo
rpubos (OKI) cymmapso He Gonee 10° KOE/r
- T'PaMOTPHIATENHHBIX bax-
Tepuif, TOJIEPAHTHEIX K JKel-
uH, ardo Gaxrepuil cemelcT-
Ba Enferobacteriaceae Orcyrereue s 1 r
- Pseudomonas aeruginosa Orcyrerue B 1 1
- Staphylococcus aureus Otcyrereue B 11
Hust wecreprnerex JIC:
- 001mee KoTHIecTBo a3pobos
(OKA) : 10° KOE/r
- of1Iee KONHYeCTBO TPHEOB
(OKT) : 10° KOE/r
- Escherichia coli OteyreTBEE B 1 T
3 O1bop npob B coorsercreuy co crarmaprTHOl ore-
PAIHOHHCE Npoleypo:
COIT-KO-14-057;
COIT-KO-12-024
4 ObpeM KORTPOIBHOM Iipohsl AJl: 480
5 MBbBJI: nag secrepuisubx JIC: 20,0 r
_ ang crepuisnex JC: 32,00
5 YcnoBus xpanenus B 3am#IneHHoM OT CBETa MecTe IpH
' TeMIeparype ge spinre 30 °C.
& CpoK ToIHOCTH 4 roma
7 YIIaKOBKA IIBOHHEIE DOIHITHICHOBEIE TIAKETR],
xapToHHse GapabaHbl, a TAKKE Hpyrue
BHIEL VIIAKOBKH, 00eciieqBaioiye co-
XPAHHOCTD CHIPhA HA IPOTHKEHAR CPO-
Ka FOJHOCTH.
8 Marorosurens Zhejiang Sanmen Kangning Chemical
Co., Ltd., Kuran
9 Kon 120008




