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H/1 Pb 0818C-2015, n3m. 1
Cocrasna CoraacoBaan Yreepaun
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e OAD «B3MIT

AHaTH3IHPYEMbIC ITOKa3aTe/
KasecTna:
2.1 Onucanne (coiicTsa)

2.2 MMoutunHocTsb (MaeHTH(H-
Kauus):
UK-cnextp

2.3 ConyTCcTBYIOMIHE TPHMECH:

- npumeck I

- modas apyras npuMech

- CYMMa JIODBIX NpHMECE,
kpome npumecy F

2.4 Tlpnwmecs B

2.5 Tsaxebie MeTaLIb
2.6 [Moteps B Macce NPH Bbl-
CYLIHBAHUH

2.7 CynwipaTHas 301a

2.8 Ocrarounnie KOJIMYecTna

OPraHHH¥ecKHX PacTBOPHTEIIEH:

- ATHIALleTaT

- 9TAHOJ

- KCHJIO1

- TeTparuapodypan

2.9 KonuuecTBeHHoe onpejie-
JeHune

2,10 *Pasmep wacruit (Juig mpo-
uasosictea JIC Mamknasun MR,
TabneTkn ¢ MOM(pHIHPOBAH-
HbIM BhicBoOOKICHNEM 60 MT)
2.11 Mukpobunosnornyeckas
YHCTOTA:

- ofiee KoAnYecTso axpodon
(OKA)

- of1iee KOMHYecTro rprion
(OKI')

- Escherichia coli

Buayansuniii,
I'® PB L rom 1,
c.21,5.11

I"®d PB 11, tom 1.

—

-

'O PHIL tom 1,
2.4.8, meron F
I'® PBIL oM™ 1,
2.2.32

['d PBIL tom 1,
24.14

O PBIL tom 1,

I'd PB 1L tom 1.
l"fb PB I, Tom 1,
2.9.12,2.9.38

I'd PE L Ttom 1,
2.6.12.2.6.13
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Vildwrnni i
-
Ne IMapamerpsl KoHTpOJIH MeTtoab: Kpurepun npuemiaeMocT
n/n
1 [pumenenne Imaknazna MR, tabnetku ¢ MOAMDHIMPOBAHHBIM
BhiCBOOOKIeHneM 30 MI
IMnukaasug, tabaerkn 80 mr
[nuknasua MR, tabraerkn © MOIH(HIIPOBAHHBIM
BhIcBOOORACHHEM 60 M
2

Bernpiii win 1o4YTH OEBIH MOPOLIOK,

[TpakTHyecKit HEPACTBOPHM B BOJE, JICTKOPACTBOPHM B
METHIEHXJIOPHJIE, YMEPEHHO PACTBOPHM B allETOHE,
manopactopum B 96 % cnmpre

MK-criekTp 1OrIoneH s ueneiryemoro obpasua
JIOJIKEH COOTBETCTBOBATE CHEKTPY MOMJIOMEHHSA
CO romxnasnaa (EP CRS)

He donee 0.1 %
He dosnee 0.10 %
He 6osiee 0.2 %

He Sonee 2 ppm

He 6onee 0,001 % (10 ppm)
He Gonee 0.25 %

He Goaee 0,1 %

I'®PBIL oM 2,5.4

He 6onee 5000 ppm

He 6onee 5000 ppm

He Gonee 2170 ppm

He Honee 720 ppm

He menee 99.0 % u ne tonee 101,0 % B nepecuere
Ha CYXO€ BEIEeCTBO

yacTHIL! paiMepom Gonee 250 mxm — 0 %

yacTHIs! pasmepoM Gonee 125 mxm — He Gosnee 15 %
gacTHIB! pasmepoM Gozee 63 Mrm — 35 % - 55 %
qacTHIIB! pasMepoM MeHee 63 MM — He Gonee 50 %
e PBILTOM 1, 5.1.4

10° KOE/r

10° KOE/r
OtcyrcrBue B | r
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Crnennduranus Ha HCXoAHbIe naxepna:lu : CI1C-KO-14-0277-07
O i P Crp. 3 u3 3
Ne [Mapamerps KOHTPOAS Meroast Kpurepnn npuemaemoctn
n/n
3 Or6op npob B cooteTcTBHM CO CTAHAAPTHON ONEPAIIMOHHOM
npoLeaypoii:
COI1-KO-12-024;
COI1-KO-14-057
4 O6beM KOHTPOJIBHOH n1poOLI AJl: 450 r MBEJI: 20,0 ¢
5 Yenosus XpaHeHus B 3aimmimeHHOM OT CBETA W BIAIH MECTE NTPH TeMIle-
parype He sbiue 25 °C
6 | Cpok rognoctu 5 ner
7 Y nakoska [TonHAITHICHOBBIE MEILKH, BIOKEHHBIC B KAPTOH-
Hule Dapabansl, 8 TAKHKE APYIHE BH/IbI YITAKOBKH,
ofecneqnBalolIHe Ka4eCTBO ChIPbi HA NPOTAKCHHH
CPOKa FOJAHOCTH.
8 HarotosuTens Zhejiang Jiuzhou Pharmaceutical Co. Ltd., Kurait
9 Kon 120197 — nns Umaxnasaa MR, tabnerkn ¢ moan-

(HIMPOBAHHBIM BBICBOOOKAeHNEM 30 MI 1
["muknaszun, Tabneren 80 mr

120334 — s Nnukaasua MR, taGaerkn ¢ Moau-
(hHIMPOBAHHLIM BeICBOOOKIeHHEM 60 MI

* Nlonoauurensioe tpebosanne OAO «b3MI Ty,




