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FANADC ot

CricundHKauMa Ha HEXOAHBIE MaTEpHaabt[ | YT T Tor TIC-KO-14-0154/1-03
AR
T‘“’ Crp. 23 4
No [MapameTpht Mertoasl Meroaukn Kpntepnu npueMiaeMocTH
n/m KOHTPOJIA HCIbITaHHi
1 [Ipumenenne [enTokCHUANUH, KOHUEHTPAT JUIA

NPHIOTOBJICHHA PACTBOPA IR HHpYIHi
20 mr/Ma

2

HaumeHoBauue no-
Kalare/ieH KaqecTna:
2.1 Onucanne
(¢BO#CTRA)

Busyansasiii;
['®PHIIL oM 1,
5.11

COII-KO-14-102

Bensili win noutu OGenbit KpucTALIH-
YECKHil MOPOIIOK.

PactBopuM B BOJE, IETKO PacTBOPHM B
METHIICHXJIOPHJIE, YMEPEHHO PpacTBo-
pum B 96 % cnupre

2.2 TloumHHOCTE
(naenTudukauns)

A. Temneparypa
NJ1aBJIeHHS

B. AGcopbunonnas
CHEKTPOPOTOMETPHA
B HHpaxpacHoh
001aCcTH

C. Toukocaoituas
xpomarorpadus

D. Peakius Ha KcaH-
THHbI

2.3 llpo3paynocTs
pacTBopa

2.4 lseTHocTs pac-
TBOpa

2.5 KuciioTHoCTh

2.6 ConyTcTByIOUMe
NPHMECH:

- pHMech A
- npumeck C
- npumeck F
- npuMecs J

- moboi  apyrof

NPHMECH
- cymMma npumece

I'd PEIL tom |,
2.2.14

I'd PEIL tom 1,
2.2.24

I'® PBIL tom 1,
2.2.27

I'd PB I, Tom 2,
2.3.1

['®d PBEIL 1om |,
2.2.1

[®PBII tom 1,
2.2.2, meton ll

B cOOTBETCTBHH

¢ HI

I'd PE I, tom 2,
2.2.29

Pasaen «llowmn-
HOCTH (HaeHTH -
Kaimus) A»

HJ1 PB 0391C-2020
Paszien «lloumn-
HOCTD (MIeHTH K-
Kanwms) B»

H1 PB 0391C-2020

Pazzien «llopnun-
HOCTB (HaeHTH(H-
xauus) C»

HJ1 Pb 0391C-2020

Pasnen «lTomun-
HocTs (HaeHTHgu-
Kauus) D»

HJ1 PB 0391C-2020
Paznen «[Ipospau-
HOCTb pacTBOpa»
HJ1 PB 0391C-2020
Paznen «llBeTHOCTH
pacrsopa»

HJ1 PB 0391C-2020
Pasnen «Kucnor-
HOCTBY

HJ1 P 0391C-2020
Pazgen «Conyrer-
BYIOLIHE [IPHMECH»
HJ1 P 0391C-2020

A. Ot 103°C 1o 107 °C

B. Undpakpacuslii CiekTp nmpornycka-
HUA HCITRITYEMOTO 0Opaiua JA0IAKeH Co-

OTBETCTBOBATL HH(PPAKPACHOMY CIICK-
Tpy nponyckanus CO neHTokcHpHIIH-
na (EP CRS) wiu cnexrpy, npeacras-
NICHHOMY Ha pucyHkel

C. Ha xpomarorpamMme HCIBITYEMOIo
pacTBopa OOHApYKHBAeTCS OCHOBHOC
IATHO, COOTBETCTBYIOLICE M0 Pacrono-
KEHUIO M PA3MEPY OCHOBHOMY IIATHY Ha
XPOMaTorpaMMe pacTsopa CpaBHeHHsA
D. Hcnermyempiit oOpaselt paeT peak-
IHIO HA KCAH THHBI

Pactsop S| A0sKeH ObITh NPO3PAYHbBIM
Oxkpacka pacTBopa S| J0/KHa ObITb He

HHTEHCHBHEE OKpacky tanona Y(K),

HOH)KCH BbUICPIKHBATE HCIILITAHNE

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

He 6onee 0,50 %

o




OA ORIV TTOTERLM
Crieundrkaius Hi HCXOANBIE MATEPHAIbI AMapke s anClE-KO-14-0154/1-03
1 Cp.3m4
Ne [TapameTphbi Metost Meroankn Kputepnu npueMieMocTi
n/n KOHTPOIIS HCIILITAHH

2.7 Xnopns!
2.8 Cynmbdarst

2.9 Taxenple MeTan-
JIkl

2.10 Tloreps B macce
[1PH BLICYITHBAHHH

2.11 CyaupaThas
3ona

2.12 OcraTounble
KOJIHHECTBA OPraiu-
YEeCKHX pacTBOpPHTE-
nei:

- METaHO
~ METHJICHXJIOPHA
- ToAYOI

- anmeTHadopma-
ML

2.13 Konuyecrsen-
HOE OMpeae/ieHHE

2.14 baxkTtepuaib-
HBIC IHAOTOKCHHBI

2.15 Mukpobuono-
rHYCCKas YHCTOTA:

- ob1iee KOJIHUCCTRO
aspobos (OKA) n
ofuiee KOIHHECTBO
rpubos (OKT') cym-
MApHO

- FPaMOTPUIATE b=
HBIX DakTepuil, To-
NEPaHTHBIX K KM,
aubo GaxTepuii ce-
meiictsa Enterobac-
leriaceae

- Pseudomonas aeru-
ginosa

- Staphylococcus
aureus

I'® PBII, Tom |,
244

I'd PHII tom 1,
24.13

I'® PBIL Tom 1,
24.8

['® PB 1L Tom 2,
2.2.32
I'd PEIL tom 1,

24.14

O PBIIL tom 1,
24.24,22.28

I'd PB I, Tom 2,
2.2.20

' PBIL, Tom 1,
2.6.14

I'®PBEIL tom 1,
2.6.12,2.6.13

Pazpen «Xaopuiasn
HJ1 P 0391C-2020
Pasnien «Cynbdarsn
HJ1 Pb 0391C-2020
Pasnen «Taxensie
MCTAILIBI»

HJ1 PB 0391C-2020
Pasznen «[loreps 8
Macce MpH BhICYIIH-
BAHHH»

HJ1 PB 0391C-2020
Pasnen «Cyanhar-
Has 307a»

HJ1 PB 0391C-2020
Pasnen «Ocrarou-
HbIC KOJIHYECTBA Op-
raHHYCCKHX PacTBO-
pHTEneH»

HJ1 Pb 0391C-2020

Paznen «Koanuect-
BeHHOE Onpesene-
HHEN

HJ1 PB 0391C-2020
Mertonuka npuroj-
HOCTH
AMBE-12-0154/1
ITporokon sBaiKaa-
IHH
MMV-MH-12-533/1
Meroanka npuro-
HOCTH
AM-12-0154/1
[Tporokon sannja-
UK
MMV-MH-12-032

He Gonee 0,0100 % (100 ppm)
He 6onee 0,0200 % (200 ppm)

He 6onee 0,0010% (10 ppm)

He 6oaee 0.5 %

He 6oxee 0,1 %

['® PB, tom 2, 5.4

He Gonee 1000 ppm

He Gonee 500 ppm

He Gonee 890 ppm

He Goniee 880 ppm

He menee 99,0 % u ne Gonee 101,0 %
B NIEPECUETE HA CYXOE BEIICCTBO

He 6onee 1.16 ED na | Mr neHToKcH-
duHHa

I'®oPBILtom1,5.1.4

He 6oxnee 10° KOE/r

Oteyrereue 8 1 r
Orcyrcreue B 1 1

Orcyrcreue B | 1
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Ne [TapameTpsi Meroasl Meroauku Kpurepin npHeMiaeMocTH

n/n KOHTPOA HCNLITAHRH

3 | OrGop npod - B coorsercTBHH CO -
CTaHAApPTHOMN onepa-
[IHOHHOH TTPOLIC/LY-
poit:
COI1-KO-14-057.
COI1-KO-12-024

4 OB6beM KOHTPOJTb- - - AJl: 55,0 r

HOW npoOst MBJI: 11,01

VCI0BHA XpAHCHHS -

B n10THO 3aKpLITOM KOHTERHEpPE, B 3a-
UIHILEHHOM OT CBETA MECTE IIPH TeMIle-
parype He Boine 25 °C

CpoK rojiHoCTH B

S ner

Ynakoska =

[ToMHATHACHOBBIC NAKETHI, BAOKCHHBIC
B KapToHHble Dapabanbl, a TaKke apy-
rHe BHIb! YNAKOBKH, oDecneunBaloune
COXPAHHOCTL ChIpbd B TEHYEHHE CPOKa
IOJIHOCTH.

HarotoBHTeNb -

Sun Pharmaceutical Industries Ltd, Un-
JHA

Kox =

120092

Z




