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CrnennduKanns na HCX0AHOE CHIPbE CTIC-KO- 14:00]
Crpl
Iara BBeaeHus c: BroauTcs Bnepsuie IeiicteyeTt no: 6/o0 IMpuynna: —
AP» QU 2040 r peraaMenTaumns IKIEMILIAPOB
TpeboBaHHi

ALTETUJICAJIMIIUJIOBAS KHCJIOTA
H/I Pb 0825C-2016

Cocrasui

Cor1acoBajin

YrBepana

Jonxuocts: XuMukK I kaTtero-
pUH

JomxHoeTs: HavansHUK OKK

JIO/KHOCTS: 3aM. renepanworo AMpEeKTOpa
Mo Ka4ecTBy \

HOD: H.H. Kotpsa,

HO®D: O.H. Knguesymk

HO®: T.B. Batypo [ / é,,

IMoanuce: M

. Honnuc)/’

Toanues: . < 72> 7

Jara: 41.04.2046..

Jara: A0 9046 .

Hara: AN QY 3016,

JIO/KHOCTD: 3aM. HavalkHHKA
All

HOD: H.A. Mansjrupa

IToanuce:

Jara: 12.04.2816, .

JlomxHocTs: HavansHuk MBJI

HO®: C.B. [

IMoanuce:

Jara: 1304 J0A6..

JomxHocTs: HavansHik OCuP

HO®D: H.A. ﬂogosp,

IMoanuce:

Hara: A% \l,&ﬁ;sl

JomxHocTs: HavansHuk O3

HO®: H.H. Cnap%m
IToanuce:

Jara:

/" T2y aato”
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KOHTpOABHb1I OAO «B3MII»
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CI1C-KO-14-0077/2-01

Crp.2 u33

No

n/n

ITapamerps konrpos

Meroani

Kpurepun npuemaemoctn

[Tpumenenne

AlleTHwicanuimiosas kucinora, rabnerku S00 mr
[lurpamon-bopumen, TabieTki

rJ

AHanMU3NpyeMble TOKazare-
7N KauecTna:
2.1 Onucanne (croiicTsa)

2.2 TommuunocTsh (MAeHTH-
(hukaums:
A. UK-cniextp

B. Temneparypa niasicHus
ocajka
C. KavecTBeHHas peaKkuus

D. Peaxuusi (a) na canuim-
narel

2.3 llpo3paynocTs pacTsopa
2.4 [lpernocTs pacTeopa

2.5 BeuecrBa, HEpPacTBO-
pHMBIC B PacTBOpE HATPUA
kapbonara

2.6 Jlerko kapOoOHH3HpYe-
MbIC BEIIECTRA

2.7 *Kucnora cannnunosas
cBoboHas

2.8 ConyrcrByloume npH-
MECH:

- npunmecn A, B, C, D, E. F
(kak/as)

- HecnennpHIRpoBaHHbIE
npuMecH

- CyMMa npumeceii

2.9 Xnopujsl

2.10 Cyasars!

2.11 Tloteps B macce MpH
BLICYIITHBAHHH

2.12 Cynedarnas 30/1a

2.13 Tawensle MCTATHI

Busyansnsiit, ['® Pb 11,
c. 21

o PHIL 2.2.14

[®PBII 2.2.24

FroPHIL2.2.14

B coorsercteun ¢ HJL

I'd PhIIL 2.3.1

o PBIL 2.2.1
I'd PHII, 2.2.2, meTon 1l
['®PEIL 2.2.1

'®d PBIIL 2.2.2, meton 11

o PBIIL 2.2.25

BOXKX, I'd PB I,
2.2.29

'O PBII, 2.4.4
FdPHIIL 2.4.13
I'®d PHII 2.2.32

[dPEIL24.14
'd PRI 248,
meton B

I'ePLIL S0

Benwiit wian nourn Genwtii KpHCTALTHHECKHH
NopowIoK 1 GecuserHsie kpueTawis, Maso-
PAcTROPHM B BOJIC, JierkopacTsopum B 96 %
crupre

Temnepatypa naasaennst okono 143 °C ¢
pas3ioKeHHEM

A. UK-cnexktp nponyckaHus HCMOLITYEMOro

ofpazna nomken coorsercrsosate  MK-
cnekrpy nponyckanus CO aneTHacanHiuio-
goii kucnorel (EP CRS)

B. O1 156 °C o 161 °C

C. Ha Gymare nosiBiseTcst 3¢/I€HOBaTO-CHHEE
WIIM 3CNICHOBATO-XKENITOe oKpaimBsanye. [lo-
e yBJIKHEHWS OyMaru KHCI0TOH XJIopH-
CTOBOAOPOHOIN PA3BEACHHOMH LBET CTAHO-
BUTCS CHHHM

D. Jaer peakumio (a) Ha CATHIHAATE]

PacTsop J0JIKeH ObITh 1IPO3PAYHBIM
Pactsop aonaen ObiTh OeclBETHEIM
Pactsop pomket ObITh MPO3PAHHLIM

Pactsop jioimkeH ObiTh HE Dollee MHTCHCHUB-
Hee 3TanoHnoro pacreopa Q
He 6onee 0,05 %

He 6oee 0,15 %
He 6onee 0,05 %

He 6onee 0.25 %
He Gonee 0,014 %
He 6onee 0,04 %
He 6onee 0,5 %

He Gonee 0,1 %
He 6onee 0,001 % (10 ppm)
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Crennduiauns fa nePSF0YIE6HIN

CI1C-KO-14-0077/2-01

Crp. 3 u33
Ne [Mapamerpsl KOHTPOAS Meronni Kpurepun npuemaemMoctu
n/n
2.14 Konuuectennoe ofn- | THTpUMETPHA He menee 99,5 % n ne Gonee 101.0 % B nepe-
pejaeneHne cyeTe HA CYXOe BElICCTBO
2.15  Mukpobuonornue- | IO PBIL 2.6.12,2.6.13 | T® PB 1L, 5.1.4
CKas YUCTOTA:
- 0D11Iee KOJINYECTBO ad-
poGos (OKA) 10° KOE/r
- o01Iee KONMHECTRO MPH-
Gor (OKI") 10* KOE/r
- Escherichia coli. Oteyrerue B 1
3 Otdop npob B coorseTcTBHM €O cTAHAapTHON  one-
PAIHOHHOH NPOLEYPOii:
COTI-KO-14-057,
COI1-KO-12-024
4 Ob6beM KOHTPONLHOI Npo- AJl: 6701 MBJI: 20,0 r
Obl
5 Venosus XpaneHus B repMeTHYHOM KOHTEHHEpE
6 CpoK roiHocT! 4 roja
7 Ynakoska [TakeTsl W3 MACHKH MOJHATHICHOBOH, BIO-
JKEHHbIC B KapToHHble Oapadambl, a TaKKe
APYIHE BHIBI YNAKOBKH, obecrieuuBalonne
COXPAHHOCTh ChIpbSi B TEHEHHE CPOKA rOJIHO-
CTH
8 M3rotosurens JQC (Huayin) Pharmaceutical Co., Ltd., Ku-
Tai
9 Kon 120113

* Jlonoanwutensroe tpebosanine OAO «b3MIT».




