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ConennuKaums Ha HCXOABLIC MATEPHAILI CIIC-KO-14-0139/1-06
| Crp. 1 33
Jlata sBeaeHnsn ¢: BeoauTcs B3amen: Heiictayer a0: 6/0 [Mpuunna:
« 18 » 09 2018r, CITC-KO-14-0139/1-05 AKTYATH3AUHA
ot 16.02.2018 1.
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(AN Ka ~0OAO «B3MII»
CrennuKanns ua HCXOARbIE MATEPHATDI CI1C-KO-14-0139/1-06
R 238V | Crp. 2133
Ne IMapamerpbl KOUTPOIN Meronni Kpurepun npuemieMocTn
n/n
1 [Tpumenenne MerdopmuH, TabneTkn NOKpbIThie 0607104~
ko# 500 mr, 850 mr 1 1000 Mr
Merdopmun Jlour 500, rabreTkn ¢ MOIH-
¢uumposanabiM BhicBoGOKACHHEM 500 M
Merdopmun Jlour 750, TabneTku ¢ MOAR-
dummposannsiM BeicBoGORIEHHEM 750 MI
2 AHaIH3NpYEMbIC NT0Ka3aTETH
KavuecTsa:
2.1 Onucansne (cBoiicTpa) Buayansusiii, ['® PB [1, |Bensie nan noury Gejibie KpHCTalibl.
tom 1. 5.11 Jlerko pacTBopHM B BOJIE, MAJIO PACTBOPHM B

2.2 lMoumurocTs (HiaeHTH(#H-
Kaums):

A. Temneparypa niasjieHus
B. UK - cniexrp

C.TCX

D. KauecTpennas peaxkius
E. Peakuus () Ha XJ0pHibl

2.3 [Ipo3pauHocTh pacTBopa
2.4 l|geTHOCTL pacTsopa

2.5 Ipumecs F

2.6 ConyTcTBYIOUHE NPUMECH:
- npumech A

- HecrelH(pUIMpoBaHHbIe
[pPHUMECH

- CymMMa npumeceit

2.7 TMoTtepa B macce npu
BBICYUITHBaHHH

2.8 Cynbtharnas 301a

2.9 OcratoyHbIC KOJIHYECTBA
OpPraHHYecKHX pacTBOPHTEICH:

I®OPBIL,Tom 1,2.2.14
I'OPBIL Tom 1,2.2.24

o PBIL Tom 1,2.2.27

B coorsercreum ¢ HJL
PB
'®PBII tom 2, 2.3.1

F'OPBIL ToMm 1, 2.2.1
I'd PBIL tom 1,2.2.2,
smeton Il

['® PBII, tom 2, 2.2.29
I'® PBII, Tom 2, 2.2.29

I'® PBII, Tom 2,2.2.32
'OPBIL Tom 1,24.14

22.28

['®PBII, Tom 1,2.4.24,

96 % cnupre, NPaAKTHYECKH HEPACTBOPHUM B
AlETOHE W METHJICHXIIOPHJIC,

A. Or 222 °C no 226 °C

B. UK-cniexTp nporyckanus HClbiTyeMoro
obpasua coorsercrryer MK-cnexrpy npo-
nyckanng CO merdopmMuHa rHApOXIOpH/Ia
(EP CRS) umm cniekTpy, NpeACTaBIeHHOMY
Ha pucynke |

C. Ha xpoMaTorpamMme HCIBITYEMOIO pac-
TBOpA 0OHAPYKHUBACTCA OCHOBHOE NATHO,
COOTBETCTBYIOLIEE 110 PACNONOKCHHIO, IBE-
Ty ¥ pasMepy OCHOBHOMY [ATHY Ha XpoMa-
TOrpaMMe pacTBopa CpaBHEHUA

D. [NossiisieTcs po30Boe OKpalllHBAHHC

E. UcnbiTyemsiil obpaselt 1aeT peakiHio (a)
Ha XJIOPHJIbI

PactBop a0/mKeH OBITH NPO3PAYHBIM
PacTrop j10meH ObiTh GecuBeTHBIM

He 6onee 0,05 %

He Gonee 0,02 %
He Gonee 0,05 %

He 6osee 0,2 %
He 6onee 0.5 %

He 6onee 0,1 %
[©PBIIL oM 2,54

- KCHII01 He 6onee 2170 ppm

- MeTaHon He Gonee 3000 ppm

2.10 KonnuecrsenHoe I'd PRI oM 2,2.2.20 |He menee 98,5 % u ue Gonee 1010 % B
onpeiesieHHe NePeCcyeTe HAa CYX0E BEIICCTBO
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DAO «B3MII»

Crnenndnrkanus Ha HCXOARLIE MATEPHATLI

——

CIIC-KO-14-0139/1-06

Crp. 333

Ne
n/n

IMapamerpsl KOHTPOIS

MeTtoabl

Kpurepuu npHeMIeMocTH

* 2.11 Pasamep vacTnuL

- Gonee 300 MM

- 6onee 160 MM

- Gonee 125 MxMm

- MeHee 125 MKM

2.12 MukpoOuronoruyeckas
qHCTOTA:

- obmee KonuuecTso apobos

o PBIL tom 1,2.9.12,

2.9.38

re PBIL tom 1, 2.6.12,

2.6.13

He 6oaee 30 %

Or 30 % no 60 %

He 6onee 15 %

He Gonee 25 %
I'®PBIL,Tom 1,5.1.4

(OKA) 10° KOE/r
- ob1Iee KOJMHYECTBO rpHbOB
(OKTI) 10* KOE/r
- Escherichia coli Otcyrersue B 1 r
3 Or6op npob B cOOTBETCTBHH CO CTAHIAPTHOH OnepalH-
OHHO# POLIEYPO:
COI1-KO-14-057;
COI1-KO-12-024
A O6beM KOHTPOILHON NPoDk AJl: 80,0 r MBbJI: 20,0 r
5 V¢noBHs XpaHeHHs B BO31yXOHENIPOHHIIAEMOM KOHTelHepe
6 CpOK rojIHOCTH S5 ner
7 Yakoska [TonMITHIACHOBBIC MCIIKH, BJIOXKCHHBIC B
nonmaTHIeHOBBIE Oapabaubl, a Takxe Jpy-
rue BHB! YIIAKOBKH, obecneunBalonme co-
XPaHHOCTb ChIPbH B TEYEHHE CPOKA rOJAHO-
CTH
8 H3roroBuTesb Exemed Pharmaceuticals, Unaus
9 Koja 120175

* Jlononutensusie Tpebosanns OAO «B3MITy.




