0AO «B3MI»

CrneundHKaLMa HA HCXOAHBIE MATEPHAIILI

CMC-KO-14-0057-13

Crp. | w33

Jlata BeeacHNSA C; BeoauTcs B3aMeH: Heicrsyer po: [MpuynHa: akTyasnsauus
84 Q2030 r. | CMIC-KO-14-0057-12 | Gececpouno
ot 05.08.2019 r.
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OAO «B3MIT»

Cncmu;mxauun H3 HCXOIHLIC MATCPHANBI

CI1C-KO-14-0057-13

D. KayecTeenHas
peaKIms

E. KauccrsenHas
peaxums

2.3 ConyrcTBylonmne
NPHUMECH:

- Hecnetnduurpo-
BaHHBIC TPAMECH

- CyMMa npumecei
2.4 Takenble MeTad-
bl

2.5 lNoreps B macce
IPH BLICYUIHBAHHH

B coorBercT-
sun ¢ HJ1

B coorsercr-

Ban ¢ HJ1

'd PBII,
ToM 2, 2.2.29

I'd PHII,
Tom 1,248,
metona C

['® PHII,
ToM 2, 2.2.32

HJ1 P 0844C-2019

Paznen «llominn-
Hocth  (MiaeHTHhH-
Kauus) D»

HJ1 Pb 0844C-2019
Paznen «llompimn-
Hocts (HaeHTHpyU-
kauus) E»

HJ1 PB 0844C-2019
Pasnen «Conyrer-
BYIOIIHE TPHMECH»
HJ1 PB 0844C-2019

Paszgen «Tsxennie
METALIbI)

HJ1 Pb 0844C-2019
Pasnen «lloreps B
Macce IIpH  BhICY-

IIHBAHHA Y
HJ1 Pb 0844C-2019

. Crp.2mns3
Ne [Napamerphl Mertons! Metoauku Kpurepun npuemieMocTit
n/n KOHTPOJIA MCIIBITAHHH
| [Tpumenenne UnaoMeTaInH, Ma3b Ui HAPYKHOTO
npamenenns 100 mr/r
Tpokcutaumn, reib UIS HAPYAHOIO MPH-
MeHeHust B TyOax 40 r
2 Haumenosanue no-
Kaszateneil KavecTsa:
2.1 Onucanne Buayanessit | COI-KO-14-102 Benntit wan KenTwlil KPUCTALIHYECKHA
(cBoiicTna) I'®PhII, nopowmok. [lpakTHyeckn HepacTBOpHM B
Tom 1, 5.11 BOJIC, YMepeHHO pacTBopuM B 96 %
Crnupre.
I'® P, Obnanaer nonuMophuimMom
Tom 1,5.9
2.2 TlojuimHHOCTD
(naeHTHpHKANNSR)
A. Temneparypa I'® Ph I, Paznen «llommu- | A. Or 158 °C no 162 °C
nIasjneHus Tom 1,2.2.14 | Hocts  (MaentHdu-
Kaumg) A»
HJ1 PB 0844C-2019
B. Y- I'd PEIL, Painen «llommn- | B. Y®-cnexktp 8 obnactu or 300 uM a0
cnektpodoromerpus | Tom 1,2.2.25 | woers  (maeHTHu- | 350 HM JIO/KEH HMETH MAKCHMYM 110-
Kaumus) B» raowenus npu 318 am. Yaensusii noka-
HJ1 Pb 0844C-2019 | 3aTtens noOrioieHus B MakCHMyMe: OT
170 no 190
C. UK-cnexrp I'd PB I, Paznen «llomn- | C. UK-cnexrp nponyckasus HCIbITYEMO-
tom 1,2.2.24 | voers (uaentudu- | ro ofpasua J0mKeH COOTBETCTBOBATH
kauus) C» UK-cnektpy nponyckanus CO unaome-

rauuna (EP CRS) wan cnexrpy, npei-
CTABJICHHOMY Ha pHcyHKe |

D. lNossasercs (HONCTOBO-PO3OBOE OK-
paiHBanue

E. PacTBOp CTAHOBHTCH NIPO3PAYHBIM H
NOSBIAETCH PHONETOBO-PO30BOEC OKpa-
INHBAHHE

He Gonee 0,10 % i kaxiao# npuMecH

He 6onee 0.3 %
He 6oaee 0,002 % (20 ppm)

He 6onee 0.5 %




0AO «B3MI»
CrietunHKaUHM] Ha HCXO/IHBIE MATEPHAbI CI1C-KO-14-0057-13
Ctp. 3 n3 3
Ne [MapameTpst Merosl Meroamkn Kpurepun npuemjieMocTs
n/n KOHTPOJIs HCIBITAHKI
2.6 Cynpdarnas 30- | O PB L, Paigen «Cynwart- | He Gonee 0,1 %
na tom 1, 2.4.14 | Han 301a»
HJ1 PB 0844C-2019
2.7 Konuvecrsennoe | Turpumer- Pasnen «Konnue- | He menee 98,0 % u ne Gonee 102,0 % 8
onpejeneHne pus CTBEHHOE ONpeie- | NepecyeTe Ha CyX0e BEIIECTBO
JICHHE»
HJ1 Pb 0844C-2019
2.8 Mukpobuonoru- | I'd PB I, AM-12-0057 'O PBIL Tom 1,5.1.4
qecKas YHCTOTa: tom 1, 2.6.12, | MMV-MH-12-060
2.6.13
- obulee KOJIHYECTBO
aspobos (OKA)
obumee  KOJIMYECTBO
rpubor (OKI') cym-
MapHo He Gonee 10° KOE/r
- FpaMOTPHLATE b~
ubix Gaxrepuit, To-
JICPAHTHBLIX K HKEI4H,
aubo Haxrepuit ce-
meiicrsa Enterobac-
teriaceae Orcyrcreue 8 1 1
- Pseudomonas aeru-
ginosa Orcyrersue B | 1
- Staphylococcus
aureus Otcyrersue 8 | 1
3 Orbop npob - B coorsercraun co -
CTAHJAPTHON one-
PAIHOHHON 1poLe-
Jypo#:
COI1-KO-12-024,
COIl-KO-14-057
-+ OGbeM KOHTPOIIb- ~ - All: 270~
HO#H NpoObI MBJI: 10,0 r
5 Yenosus XpaHeHus - - B nnotHO 3akpbiToM KOHTelHepe B 3a-
IMHIIEHHOM OT CBETA MECTE MPU TeMIle-
patype He ssie 25 °C
6 | Cpok roasocTu - - 4 roaa
7 VYnakoska - - JIBOHHBIE  MNOJIMATHACHOBLIC  MAKeTHl,
BIOWEHHBIC B KapToHuble Oapabanbi, a
TAKXKE JpyrHe BH/bl YMAKoBKH, obecre-
YHBAIOLIHE COXPAHHOCTL ChIPhS B Teue-
HHE CPOKA FOJHOCTH
8 Harorosurens - - CSPC Ouyi Pharmaceutical Co., Ltd.,
Kurai
9 Kox - - 120061




