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OAQ\GB3NHIY N0 L HeLL

Creundukaimia Ha HCXOIHBIE MATEPHATbI

C-KO-14-0073-04

Crp. 2 34

(cBOMicTBA)

2.2 Mo TMHAOCTD
(naeHTH(UKaLMS)
A. UK — cnextp

2.3 ConyTtcrByiouue
NpUMecH:

- IpUMech A

- npumecs B

- npumecs C

- npumecs D

- moboit HenIeHTH-
(hnunpoBanHO
MpUMECH

- CymMMma rpumecei
2.4 Tsoxensle Metan-
bl

2.5 lNoreps B Macce
MPH BBICYUTHBAHHH

2.6 Cynbdarnas 30-
na

2.7 OcraTouHoe KO-
JIHYECTBO OpraHHye-
CKHX pPacTBOpHTE-
neit:

- METAHOJI

- 0-KCHJI011

I'®PBII Tom 1,
5.11

I'® PBII, Tom 1,
5.9

'®PBII 2.2.24

I'd PBII, Tom 2,
2.2.29

' PB L, tom 1,
248 meron F

I'® PB 11, Tom 2,
2.2.32

[®PBII Tom 1,
24.14

I'd PEII, Tom 1,
24242228

Pasnen «ITopmu-
HOCTH (MIeHTHHKA-
M) A»

HJL Pb 1022C-2015

Paznen «ConyrcT-
BYIOLLINE [TPUMECHY
HJL PB 1022C-2015

Pasnen «Tsxensie Me-
TAUIBI»

HJ1 P 1022C-2015
Paznien «Iloteps B
Macce MpH BbICYIITH-
BaHHH»

HJ1 PB 1022C-2015
Pasnen «Cyneparnas
30714

HJ1 PB 1022C-2015
Pa3znen «Ocrarounoe
KOJIMYECTBO Opra1u-
HECKMX pacTBOpHTE-
JIeH»

HJIPb 1022C-2015

Ne [TapameTpst Meroas Meroauku KpHTepHn npueMIeMocTH
n/n KOHTPO.Is UCIIBLITAHHH
1 [MTpumenenne MenokcHkam, pacTsop JUls
BHYTPHMBILLICYHOTO BBE/ICHHA
15 mr/ 1,5 ma
Menokcnkam, TabneTku 7,5 Mr u
15 Mr
2 Haumenosanne no-
KasaTesieH KauecTpa:
2.1 Onucanne Busyansueiii; COI1-KO-14-102 breaHo-xKenTslit NOpOLLOK.

[TpakTHyeckH HE pacTBOPHM B
BOJC, PACTBOPHM B JIHMETHI-
dopmamusie, OYCHB Malo pac-
TBOpHM B 96 % cniupre.
O6nanaet noaumMophu3MoM

A. UK-cnexrp nponyckanus ue-
neiTyemoro  ofpasua  JI0JKeH
COOTBETCTBOBATHL CHEKTPY Mpo-
nyckauna CO menokcuxama (EP
CRS)

He 6onee 0,1 %
He 6onee 0,1 %
He Gonee 0,05 %
He Gonee 0,05 %
He 6onee 0,10 %

He Gonee 0,3 %
He Gonee 0,002 % (20 ppm)

He Gonee 0,5 %

He Gonee 0,1 %

'OPBILTom2, 54

He 6onee 500 ppm
He 6onee 1000 ppm




PONEHEIN

Cneunpukams Ha HCXOAHBIE MATEPHAIbI a . AIC-KO-14-0073-04
o v Crp. 3 u3d
Ne [NapameTpsi Metonas! MeTtoankn Kputepun npueMieMocTH
n/n KOHTPONS HCNBITAHKi
2.8 * Pazmep uac- I'dPHIL tom 1, -
THIL: 2.9.31
dio He Gosee 5 MxMm
dso He Gonee 10 MM
doo He 6onee 20 Mxm
2.9 Konmuuectsennoe | I'd PB 11, Tom 2, Pasnen «Konuuecr- He menee 99.0 % u ne donee
onpeaeneHne 2.2.20 Benuoe onpeaencune» | 101,0 % B nepecuere Ha cyxoe
HJ1 PB 1022C-2015 BELICCTRO
2.10 bakrepnansueie | [ PBII, 2.6.14 Meroauka npurojano- | He Gonee 23 ED na
IHOTOKCHHBI ctu AMBE-12-0073 | Mr MenoKCHKaMa
[Tporoxon sanuaaunn
MMV-MH-12-544
2.11 Mukpobuono- |[T®PBEII, 2.6.12, Meroauka npuroano- | '@ PBIL5.1.4
rudeckas HHCToTa: 2.6.13 ctH AM-12-0073
JUIS CTEPHITBHBIX [TpoTokon panuaaumm
JITT: MMV-MH-12-1552
- ofuiee KoIM4ecTBo
aspobos (OKA)
o0uiee KOnMHYecTBo
rpubos (OKI') cym-
MapHO He Gonee 10° KOE/r
- rpaMOTpHIIATE b=
HbIX GakTepuit, To-
NACPAHTHBIX K JKEIT4H,
nubo Gakrepuii ce-
meiictsa Enterobac-
teriaceae Orcyrcreue B | r
- Pseudomonas aeru-
ginosa OrcyrerBue B | 1
- Staphylococcus
aureus OrcyrcrBue B 1 1
JUIR  HECTEPHIIBHBIX
JIT:
- o0uiee KOHYeCTBo
aspobos (OKA) 10° KOE/r
- ofLee KOJIMYeCTBO
rpubor (OKI') 10° KOE/r
- Esherichia coli OtcyrcrBue B 1 1
3 Ot16op npob - B cooTtBercTBHH CO -
CTanaapTHOH orepa-
[IHOHHOH Tpote/y-
poii:
COIT-KO-14-057,
COIT-KO-12-024
4 | OBveM KOHTPOIIb- - - AJl: 300 r
HO# 11pobbI MBbJI:
31,0 r - s crepunbbix JI
20,0 r — s necrepuibHbx JII
5 Yenosust XpaneHus - - B 3ammimeHHoM 0T cBeTa MecTe
6 CpoK rogHocTs ~ - 3 rosa
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CrieundHKaLHs Ha HCXOHBIE MATEPHATHI

CIIC-KO-14-0073-04

o
- WmITHP Crp. 4 u314
Ne [TapameTphi Meroabl MeTonku Kpurepuu npHemMjaeMocT
n/n KOHTPOIs HCIBLITAHM
7 Ynakoska - - [ToAnATHICHOBBIC MELIIKH, B0~
AKEHHBIE B MOJIHATHICHOBBIE Da-
pabanbl, 8 TAKKE JAPYTHE BHIbI
VIIAKOBKH, oDecneunsaronme
COXPAaHHOCTH ChIPbi B TEYEHHE
CpOKa roIHOCTH
8 Harorosurenn - - Aurobindo Pharma Ltd.. Unaus
9 | Koa - - 120207

* Nononuutensnoe tpebosanne OAO «b3MITy.




