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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJTU3A
Product Nise gel
IpoayxT Haiiz®, renb a71s HapyxHoro npuMmeHeHns 1%
Batch No / : V220651 |Batch Quantity / : 11412.000 units /
Cepust Ne O0bem NapTun 11412.000 envHuL
Analytical Report No / : 040001626843 Date of Analysis / : 28.08.2022
AnajauTHueckuii oTuer No JlaTa anaansa
Date of Manufacture / : Aug.2022 Date of Expiry / : July.2024
JlaTa npou3BOACTBA Togen no
Analysis performed according ND / Anamnu3 nposenen o HJ: TIN012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. Ne 1 ot 16.09.2020, n3zm. Ne 2 ot 13.01.2022)

| Ne

Test / [Tokazarens
1 Description / Onucanue

Ir'eJib CBETJIO-XCIITOIO

YyacTull.

Result / PesynbTaThl
Homogenous transparent light
yellow gel, free from particulate
matter / OHOpOAHbL npo3paytbii /  OAHOPOAHBI  NpPO3pauHbIi

1BeTa,

cBOOOIHBIN OT MOCTOPOHHUX

Specification / Hopma B
Homogenous light yellow to yellow
transparent gel, free from particulate matter
renb OT
CBETJIO-KENTOTO /10  JKENTOro  1lBETa,
CBOOOHBIM OT MOCTOPOHHUX YACTHLL

[TopnuHH

2 |Identification by HPLC /

OCThb

Complies as prescribed /
CoOTBETCTBYET TpeOOBaHUAM

3 | Weight of package content 101 g/101r
Macca conep>xuMoro
yMaKOBKH

4 |pH 5.7

' The retention time of the major peak in the

%chmmalogmm of the sample preparation
corresponds to that in the standard
ipreparation under assay / Bpewms
yaepKUBaHMS ~ OCHOBHOIO — MHKa  Ha

XpoMarorpaMMe HUCIBITYEMOrO pacTBOpA

JIOJIKHO COOTBETCTBOBATh BpEMEeHH
yAEepKUBaHH TYKa Ha XpoMmaTorpamme
CTaHAapTHOTO  pacTBOpa  HHMECYNnaa
(paznen «KonuuecTBEHHOE OMpeeNeHHE»)

'In according to Rus. Ph..Not less than

100.0 g/ B cooTBeTCTBHM € TPEOOBAHHUAMHU
['® PD. He menee 100,01

"Between 4.6 and 6.0/ o1 4,6 50 6,0

Remarks : The Product conforms to ND/
IIpumeuanue: IIpogykT cooTBeTcTBYeT TpeboBanuam HJI

Conclusion : APPROVED /
3akawyenue: OJOBPEHO

Preparcd by /

IMoarorosneno: Manish
—

Sharma < +—=7~"
—

Checked by /
[Mposepeno; Himesh Kumar

Approved by: Manager/Exccutive /
Onobpeno: Meunemkep / Pykoroanteis
Manoj Kumar i

Reprint Date
Hara:

/28.08.2022 Reprint Date /28.08.2022

Hara:

Reprint Date /28.08.2022
JHara:
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANTU3A
Product : Nise gel
[IpoaykT Haiiz®, renp nis Hapy:kHOro npumMeneHis 1%
Batch No / 1 V220651 Batch Quantity / : 11412.000 units /
Cepust Ne Oo0bem mapruu 11412.000 eanHuUL
Analytical Report No / : 040001626843 Date of Analysis / : 28.08.2022
Aunanutnyecknii oryeT Ne JaTta anaausa
Date of Manufacture / : Aug.2022 Date of Expiry/ : July.2024
JlaTta npou3BoACTBa T'open no

Analysis performed according ND / Auanu3 nposegen mo HJ: [1 N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. Ne 1 ot 16.09.2020, u3m. Ne 2 ot 13.01.2022)

5 | Related substances /PoacTeenHble npuMecH

1) Impurity A / [Ipumecs A

2) Impurity B / ITpumecs B

3) Impurity C/ [Tpumecs C
4) Impurity D / Ilpumecs D
5) Impurity E / [Ipumecs E

6) Impurity F / [Ipumecs F

7) Highest individual
unknown impurity /
LCanduyHas
HeuJleHTU (UM pOBaHHAS
npuMech

8) Total impurities /
Cymma npumeceit

Not Detected
Hibke nipeaena oOHapyxKeHUs

Less than LOQ (LOQ = 0.04 %) /
Huxe npenena KonH4eCTBEHHOrO
omnpeaenenus ([1KO = 0.04 %)
Not detected / He oOHapyxeHa
Not detected / He oOHapyxeHa
Below LOD (LOD = 0.02 %) /
Huxe npenena obHapyxenus (110
=0.02 %)

Not detected / He oOHapyxeHa
Less than LOQ (LOQ = 0.1 %) /
Hibke nipefiesia KOJMUYECTBEHHOTO
onpenenenus (I[IKO = 0.1 %)

Less than LOQ / Huxe npenena
KONHUYECTBEHHOTO ONpPELENCHHs

1) Not more than 0.2 % / ne 6onee 0,2 %

2) Not more than 0.2 % / He 6onee 0,2 %

3) Not more than 0.2 % / He 6onee 0,2 %
}4) Not more than 0.2 % / He 6onee 0,2 %
5) Not more than 0.2 % / ve bonee 0,2 %

6) Not more than 0.2 % / ne 6onee 0,2 %
7) Not more than 0.2 % / nie Oonee 0,2 %

8) Not more than 1.5 % / xe Gonee 1,5 %

Remarks : The Product conforms to ND/

Ipnmeuanne: IIpoaykt coorBercTBYeT Tpebopadusm HJL

Conclusion : APPROVED /
3akaouenue: OJIOGPEHO

Prepared by /
[oarorosneno: Manish

Shmmﬂ-’;;%‘jf :

Checked by /
[poeepeno: Himesh Kumar

M

Approved by: Manager/Executive /
Onobpeno: Menemxep / PyxopoanTenb

Manoj Kumar bw sl .

Reprint Date /28.08.2022
JlaTa:

Reprint Date /28.08.2022
JHara:

Reprint Date /28.08.2022
Jara:
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CERTIFICATE OF ANALYSIS

JaTa npou3BoACTBA

CEPTUDPUKAT AHATTU3A
Product  : Nise gel
IIpopykT Haiiz®, renb Ayis Hapy)»KHOTO MpliMeHerns 1%
Batch No / 1 V220651 Batch Quantity / : 11412.000 units /
Cepus Ne Oobem naprin 11412.000 eanuuy
Analytical Report No / : 040001626843 Date of Analysis / : 28.08.2022
Aunanutnyecknii oryet No | laTa anaau3za
Date of Manufacture / : Aug.2022 Date of Expiry / : July.2024

|F0£16H 0

Analysis performed according ND / Anamu3 nposeaen no HJ: TIN012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / uzm. Ne 1 ot 16.09.2020, n3m. Ne 2 ot 13.01.2022)

6 |[Microbial limits /

Mukpobuonoruyeckast
YMCTOTA

MHUKpPOOPraHnu3MoOB

rpubos
S.aureus

P.aeruginosa

7 | Assay / KonudectseHHoe

lonpeneneﬂue

Total aerobic microbial count
/ Oblee 4ucno a3podHbIX

Total combined yeast and
molds count / O6Lee yucno
IIPOAOKEBBIX H MIECHEBBIX

Less than 10 CFU/g/
Menee 10 KOE/r

Less than 10 CFU/g/
Memnee 10 KOE/r

Absent / OTcyTCTBYET

Absent / OtcyTcTBYET
10.10mg /10.10mr

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Not more than 10 CFU/g /
He 6onee 10 KOE/r

Should absent in 1 g/ OtcytcTsue B Ir

Should absent in 1 g/ OtcyTcTBHE B 1T

R Not less than 9.0 mg and not more than

11.0 mg of C3H2N20sS Nimesulide in
one gram of gel. /

oT 9,0 a0 11,0 MI C13H12N2058
(uumMecynuza) B 1 r mpenapara

Remarks : The Product conforms to ND/
ITpumeuanne: [Iponykt coorBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3aknwuenue: OJOBPEHO

Prepared by /
[Toarorosneno: Manish

Sharma «—FP——=At~" .
—,..d’«-/'pf’*’“

Checked by /
[Tposepeno: Himesh Kumar

L s

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoanTenb

Manoj Kumar })::LLU-_/:,C,

Reprint Date /28.08.2022
Jarta:

Reprint Date /28.08.2022
JlaTa:

Reprint Date /28.08.2022
Jlara:
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHATNTU3A
Product : Nise gel
Hpoaykr : Haii3®, reab ans HapyxkHoro npimeneHtis 1%
Batch No / : V220651 Batch Quantity / : 11412.000 units /
Cepusi Ne OdbeM napTum 11412.000 eqiuiny
Analytical Report No / : 040001626843 Date of Analysis / : 28.08.2022
AHaJuTHYecKHii oTueT Ne JlaTa anaau3a
Date of Manufacture / : Aug.2022 Date of Expiry / : July.2024
JlaTa mpou3BoACTBA I'open 1o
Analysis performed according ND / Ananu3 nposeaes mo H/: [1N012824/02-100320 (amend No 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. Ne 1 ot 16.09.2020, u3m. Ne 2 ot 13.01.2022)

8  |Package / Ynakoska 100 g in a laminated aluminum 20 g, 50 g or 100 g in a laminated
tube equipped with tamper-evident  aluminum tube equipped with
imembrane. 1 tube and patient tamper-evident membrane. 1 tube and
information leaflet in a carton. / patient information leaflet in a carton. /

1o 100 r B TYOY 13 Mo 20 r, 50 r win 100 r B TYOY 13

TAMIHIPOBAHHOIO aNtOMHHHA, TaMHHHPOBAHHOPO ATIOMHHNS,
lcHabeHHYI0 MeMOpaHoit ans CcHAOKEHHYIO MEMOPaHOIT 151 KOHTPOJIS
IKOHTpOIS nepBoro BekpeiTis. [To 1 nepsoro sekpsitis. [To 1 TyGe B nadky
Tyde B nauky KapTOHHYIO C KAPTOHHYIO ¢ HHCTPYKLIKEH 10
[HHCTPYKUHEH M0 NPHMEHEHHIO pHMEHEHHIO

9 |Labeling / MapknpoBka \According to ND / B cootBercTBuH ¢ HJI

10 Storage conditions / At temperature below 25 °C. Do not freeze. / IIpn Temnepatype He Bbliie 25 °C.
[Xpanenue He 3aMopaxuBats.

11 | Shelflife / Cpok roasoct 2 years /2 rofa

Remarks : The Product conforms to ND/ Conclusion ;: APPROVED /

IIpumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBanusm HI 3akmouenue: OJOBPEHO

Prepared by / Checked by / Appraved hy: Manager/Execntive /

[Toarorosneno: Manish ITpoBepeno: Himesh Kumar Onobpeno: Menenxep / Pykosonurens
e - T - 9 1

Sharma ’:_:41‘:_7'[’;_‘_' - QA// /\ ~ | Manoj Kumar Jﬁ’éﬁb,‘&é—

Reprint Date /28.08.2022 Reprint Date /28.08.2022 Reprint Date /28.08.2022

Hara; Hara: Hara:
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