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2.2 Moumuuuocts (HaenTudu-
Kauus)
A. UK- criektp

2.3 TIpo3paunocTs pacTBopa
2.4 [lBeTHOCTH pacTBOpa

2.5 Cynsarnas 30m1a

2.6 ConyTcTBYIOIIHE TPHMECH:
- npumecu A, B, C, D

- HecrneunpUIHpPOBaHHbIC
IPUMECH

- CymMa npumMecei

2.7 Ocrarovnbie KOIHYECTBA
OpraHH4YeCcKHX pacTBOpPHTENEH:
- METaHOJ

- TOJIYOI

- H3OTIPOTIHIOBBIH CITHPT

2.8 Tsxenbie MeTaIbL

2.9 IloTeps B Macce NpH Bbi-
CYIIHBaHHH
2.10 IMuporennocTts

2.11 BakTepnanbHbie 3HA0TOK-
CHHBI (ATbTEPHATHBHBIN )

2.12 KosmvecTreHHOE onpeie-
NneHue

2.13*Crenens u3MmenbyeHns

2.14 MukpoGuonoruyeckas
4HCTOTA:

Jina crepunbasix JIC:

- ofmee KoaMHeCTBO a’pobos
(OKA) n obmee KomnuecTso
rpubos (OKI') cymmapho

'O PBIL Tom 1, 5.1

®PBIL Tom 1,2.2.24

'O PBIL tom 1,2.2.1
®PBEIL, Tom 1,2.2.2,
meron Il

I'OPBEILTom 1,2.4.14
'® PBII, Tom 2, 2.2.29

['®PBII, Tom 1, 2.4.24,
2.2.28

' PBIIL, Tom 1, 2.4.8,
Meron A

I'd PBII, tom 2, 2.2.32
'O PBIL Tom 1, 2.6.8
'O PBEIL, Tom 1, 2.6.14
' PBEII, Tom 2,2.2.29

'O PBII, tom 1, 2.9.12,
2.9.38

'O PBII, tom 1,2.6.12,
2.6.13

' Crp.2 33
Ne IMapamerpsl KoHTpOAH Meroasi Kpurepnn npremiiemocTn
n/n
1 [Ipumenenne [Mupateram, pacTBop Ui BHYTPHBEHHOIO H
BHYTpUMBbILIeYHOTO BBeaeHrA 200 Mr/mm;
ITupaneram, kancyist 400 mr
2 AHanu3npyemble rokasaresnn
KavecTna:
2.1 Onucanue (cBoiicTsa) Busyansusiit Besnwiit wan nourn Genwiif nopowok. Jlerko

pacTBOPHM B BOJIE, pacTBOpuM B 96 %
cnupre
OGnaznaer nonumopdhuiMom

A. MK-criekTp nponycKanusa HCIbITYEMOro
obpazua nomken coorpercreosats MK-
cnexrpy nponyckanus CO nupanerama (EP
CRS) uin cniekpy, npeacTaBieHHOMY Ha
pucynke 1.

Jlomken ObITh MPO3pAYHEIM

Jlomxken ObiTh GecuBETHBIM

He 6onee 0,1 %

He 6onee 0,1 %
He 6onee 0.1 %

He 6onee 0.3 %
I'OPBIL, Tom 2,54

He 6onee 3000 ppm

He 6onee 890 ppm

He Gonee 5000 ppm

He 6onee 0,001 % (10 ppm)

He Gonee 1,0 %

Ucnwrryemsriii obpasen nomken ObITh anu-
POreHHbBIM
He Gonee 0,029 ED na 1 Mr nupanerama

Ot 98,0 % - 102,0 % B nepecuere Ha cyxoe
BELIECTBO

He menee 80 % maccel nopouika npoxXoanT
yepes cuto NeS00 u ue Gonee 10 % maccwl
NOPOLIKA IPOXOANT Yepes cHrTo Nel25
F'OPBIL, Tom 1,5.1.4

He Gonee 10> KOE/r
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Ne
n/n

[Mapamerps KonTpoan

Meroam

Kpurepun npuemiemoctn

- rpaMoTpHuaTeasHbiX 6aktepuil, To-
NepaHTHBIX K Wemun, mbo Gakrepuii
cemeifctea Enterobacteriaceae

- Pseudomonas aeruginosa

- Staphylococcus aureus

Jlns necrepunbubix JIC:

- oOmtee kosmyecTno aspobos (OKA)

- obutee komyectso rpubos (OKI)

- Esherichia coli

Oreyrersue s 1 r
Otcyrcreue s I
Orcyrersue s 1 r

10° KOE/r
10° KOE/r
Orcyrersue B 1 1

O160p npod

B cOOTBETCTBHH CO CTAHAAPTHOM onepa-
LIHOHHOMH Npoueypoi:
COI1-KO-12-024;
COI1-KO-14-057

O6beM KOHTPOIBLHOMN POk

AJL: 60,0 r
MBJI: 32,0 r s crepunsubix JIC
MBJI: 20,0 r uis Hectepuabbix JIC

Venosus XxpaneHns

B naorHo 3AKPRITOM KOHTC"HCPC B 3a-
IHINEHHOM OT CBETA MECTE

Cpok roHoCTH

5 ner

Ynakopka

[TakeTsl M3 IUICHKH TOJHITHICHOBOMH
BJIOKEHHBIE B KapToHHblC Oapabansl, a
TaKKe JIpyrue BHALI YNAKOBKH, obecrne-
UHBAIOUIHE COXPAHHOCTH CHIPHA B Teue-
HHE CPOKA IOJIHOCTH.

H3rorosuTens

Northeast Pharmaceutical Group Co..
Ltd. . Kuraii

Koxa

120086
120337

* Jlonosmurensnoe tpebosanne OAO «b3MI» v npon3BoaCTBa KANCyIL.




