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OAO «B3MI»
CrenunduRanumst Ha HEXOAHLIC MATCPHAILE !

CIIC-KO-14-0018/1-03

Lo Crp.2u3 3
Ne IMapamerpnl Konrpoas Meroan Kpurepun npuemaesocts
n/n
| [Tpumenenne Ananpuinn, Tabaeren 40 Mr
2 AHATHINPYEMBIC NOKA3ATEN
KauecTsa:
2.1 Onucanne (coiicrsa) Busvanuuwiii, 'O PE 11, | Beawiit wan nourn Genwtii nopowox,
tom |, 5.11 Pacreopum B BOZIE 1 B 96 % cnupre,
2.2 lMommmunocTs (HaeHTH-
(pukanus):
A. Temneparypa masaenns | F'® PB 1L tom 1,2.2.14 | O 163 °C o 166 °C
B. UK-cnextp IF'd PBIIL tom 1, 2.2.24 | MK-crniexTp nponyckanna HCnbITyemoro 0o-
pazua aoskeH coornercrsosars MK-cnextpy
nponyckanug CO nponpanonosa reapoxno-
puaa (EP CRS)
C.TCX I'd PBIL tonm 1, 2.2.27 | Ha XpoMatorpaMMe HCIuITYEMOro pacrsopa
00HapYAHBACTCH OCHOBHOC MATHO, COOTRCT-
CTRYIOIIES 110 PACNONIOKEHHIO, UBETY ¥ pai-
MCPY OCHOBHOMY MSTHY Ha XpoMarorpamme
PacTBOPa CPABHCHHA
D, Peakums (a) na Xa0punt IO PBIL tom 2, 2.3.1 | Jlaer peakunio (3) Ha XA0PH/ILI
2.3 lpospaunocts pacrsopa | '@ PB I, tom 1, 2.2.1 Pacteop S nosmken ObITH NPOIPaAUHBIM
2.4 [{sernocts pactsopa e PBIL tom 1, 2.2.2, | Okpacka pactpopa S 10/1kna OBITE HE HHTCH-
seron Il CHBHEE [HMECTOr0 ITAIOHA WKansl Hanbonee
MOAXOARIICTO UBCTA
2.5 KHCA0THOCTS WK e- Meron HJL Pb He Gonee 0,2 mn 0,01 M pacreopa HCI
AOMHOCTH He Gonee 0,4 mn 0,01 M pacreopa NaOH
2.6 Conyremsyioume npusmecn: | BOXXX, I'® PB 11, Tom 2,
- mobas npuMecs 2.2.29 He Gonee 0.1 %
- cymma npumeced He Gonee 0.4 %
2.7 Tsmensie MeTaUIL! IO PBIL rom 1,2.4.8, | He 6onee 0,002 % (20 ppm)
meron B
2.8 lNoreps B macce npu Bei- | 'O PBII, tom 2, 2.2.32 | He Gonee 0,5 %
CYUIHBAHHK
2.9 Cynanarnas 301a I'® PB I, tom 1, 2.4.14 | He Gonee 0,1 %
2.10 Ocrarounwsie konuuecr- | '@ PB I, tom |, MO PBILTom2, 54
B OprauMyeckunx pacrsopu- | 2.4.24,2.2.28
TeaeH:
= ATAHON He Gonee 5000 ppm
- KCHon He Gonee 2170 ppm
2.11 Koawmyecrsennoe onpe- | '@ PBIL, vom 2, 2.2.20 | Or 99,0 % a0 101,0 % B nepecuere Ha cyxoe
acacHue BEUICCTBO
2.12 Mukpobuonornueckas | '@ PB I, rom 1, FoPbILrom 1,5.1.4
YHCTOTA: 2.6.12,2.6.13
- 061ee KOIMUYECTRO aXpodos
(OKA) 10° KOE/r
- obuiee koandecTso rpubon
(OKT) 10° KOE/r
- Escherichia coli Oreyrerene s 1 r
3 | Orbop npod B cooTBETCTBHM ¢ KORTPOABLHOI ONCPALHON-
HO# nponeypoi
COTIT-KO-12-024;
. COI1-KO-14-057

W/




” 0AO «b3MIT»

Crenngnkanms na HeXOANKIE MATEPHAILI . CIIC-KO-14-0018/1-03
i Yuddli ! Crp.3m3 3

Ne IMapamerpel Konrpoas Meroant Kpurepun npuesiaesocru

n/n

B O6Bem koHTpoaLHON npodst AJl: 36,0 r MBJI: 20,0 r

5 Venosus XxpaseHus B BO3AYXOHCTIPOHHUAEMOM KOHTEHHEpE
B 3AUMINCHHOM OT CBETa MECTE 1IPH TeM-
neparype He sbie 235 °C

6 | Cpox roanocTn 4 roja

7 Vnaxopxa [ToAMITHICHOBBIC NMAKCTHI, RAOKCHHLIC B
Kapronneie Gapadaubl, a Takke apyrue
BBl VIIAKOBKH, ODCCHCUMBAIOUIME CO-
XPaHROCTSH CHIPhA HA NPOTAKECHHH CPOKA
rOJIHOCTI.

8 Harorosurens Changzhou Yabang Pharmaceutical Co.,
Ltd.. Kurail

9 Kon 120111




