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0OAO «B3MII»

Crenndgukanns na NexXoanoe cbipbe

CIIC-KO-14-0100-10

Ctp.2 w33

No
n/n

IMapamerpul KORTPOAR

MerToant

Kpurepun npuemiemocTn

[Tpumenenne

Mekonb, Ma3sb JUTH HAPYIKHOIO NpHMe-
HCHUA

JIGBOMMUCTHH, pacTBOp CHHPTORO
AR HAPYIKHOTO IIPHMEHEHHSA

2.5 mr/Man

rJ

AHAMIMPYEMBIE NOKAIATEAH Kave-
crRa;
2.1 Onucanue (cBoiicTna)

2.2 [opnauuuocTs (MaeHTHh KA )

2.3 VaensHoe OnTHYECKOE Bpatile-
HHE

2.4 Xa0pHin

2.5 ToTeps B Macce 11pH BbICYUIHBA-
HHUH

2.6 Cynudarnas 3ona

2.7 ConyTreTByIOLINE TIPUMECH

2.8 HenouHocTs H KMCAOTHOCTS

2.9 Konnyecrrentoe onpene-

nenne
2.10 OcraTounblie KOAUMECTBA Opra-
HHYCCKNX pacTBOpHTENEH:
= MCTAHON
- H3OTIPOTAHON
- XxaopOen3on
- Dexson
2,11 Mugpobuonormuueckas

qHCTOTA:

- ofuee KoaM4ecTso  a’poboB
(OKA) # ofuiee KOOHYECTBO IPH-
Oos (OKT) cymmapho;
- rpaMoTpHuaTenbHbIX GakTepHi,
TONEPAaHTHBIX K kenun B | r, anbo
Baktepunit cemeiictea Enterobacte-
riaceae:
- Pseudomonas aeruginosa;
- Staphylococcus aureus.

Buzyanbueiit, I'® PB 11, ¢.21

A. Temneparypa naasnenms,
I'd PHIL 2.2.14

B. MK-cnektp, I'd PE 11,
2.2.24

——

C. TCX,I'® PB 11,2.2,27
D. KayecTreHHas peakums
E. Peakuus (a) Ha xJ10pujini
' PBIIL 231

FroPhIL 227

D PBIL 244
I'd PB I, 2.2.32

IroPBEIlL 2.4.14
TCX, I'd PB 11, 2.2.27
B coorsercreim ¢ HJT

Y@ ~ cnexrpodoromeTpus,

[ PB I, 2.2.25
I'dPEII,2.424,2.2.28

'dPLIL2.6.12,2.6.13

FoPBIL ST

benwtit, cepoBaTo-0enbiif WK KEJTO-
BaTo-0Ocnbiit  Meakuil  KpucTaninie-
CKHil MOPOIOK WK MEIKHE KpHcTa-
JIbl, HFONBLYATLIC WIH [IPOACATOBATHIE
NAACTHHKN

ManopacTsopuM B BOJE, JErkopac-
TROpHM B 96 % cnmpre n B Mponu-

JICHIJIHKONIE
149°c-153°C

[TosomuTebHa

Ionoxure/iLHa
IMonoxuTebHa
IMonoxnTenbHa

Or +18.5 no +20.5

He Gonee 0,01 % (100 ppm)
He Gonee 0.5 %

He Gonee 0,1 %

He Boaee 0,5 %

He 6oaee 0,1 mn 0,02 M pacrsopa
HCI wan 0,02 M pacteopa NaOH
98.0% - 102.0% B nepecyeTe Ha cyxoe

BCLIECTRBO
FePBILSA

He Gonee 3000 ppm
He 6onee 5000 ppm
He 6onee 360 ppm
He Gonee 2 ppm
FePBILS.1.4

He 6onee 10° KOE/r

Otcyrcrue B 1 r
Orcyrersue g | r
Orcyrerene s | r




0OAO «B3MIl»

CrnennuKanns Ha HCXOAHOE ChIPbe

CIC-KO-14-0100-10

Crp.3 u33

Ne [Mapamerpst KoOHTPOJIS MeTtoast Kpurepun npuemiemoctn

n/n

3 Or16op npod B cOOTBETCTEHN CO CTAHAAPTHON Onepatnon-
HOII Npoueypoil
COIM-KO-14-057;
COI-KO-12-024

4 OObeM KOHTPOJIBHOI Npo0b AJl: 80,0r  MBJL: 30.0r

5 Yeaonua xpanenns B 3atunieHHoM 0T CBETa M BAArH MECTe

6 CpoK rotHoCTH 5 ner

7 YnakoBka I1/3 nakerst, MHOPOCAOIIHBIE BYMAKHBIC M-
KH, BAOKEHHbIE B KapTOHHbIe Dapabansl, a
TaKiKe Apyrie Bkl YIIAKOBKH, obecrieuu-
BAIOILIHE COXPAHHOCTE ChIpbs B TEUEHHE CPOKA
FOJAHOCTH.

8 Harotosurens Northeast Pharmaceutical Group Co., Ltd.,
Kuraii

9 Ko 120043




