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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
[Product : Nise gel
Ipoaykr Haliz®, renp AJis HAPYKHOTO NpuMeHeHus 1%
Batch No / 1 V220275 Batch Quantity / : 11442.000 units /
Cepus Ne O6bemM napTuu 11442.000 eannun
Analytical Report No / : 890001587667 Date of Analysis / 1 27.04.2022
ARpanuTHyeckuii oTueT No JlaTa anannza
Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2024
JlaTa npou3BoacTBa TI'ogen 10
Analysis performed according ND / Anann3 nposenen no HJI: IT N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. Ne 1 ot 16.09.2020, usm. Ne 2 ot 13.01.2022)

No | Test / Tlokazarens | Result / Pe3ynbTathl | Specification / Hopma
1 | Description / Onucanue Homogenous transparent light 'Homogenous light yellow to yellow
yellow gel, free from particulate transparent gel, free from particulate matter
matter / OnHopoaHslil npo3paunblii / OOHOPOAHBIH MNPO3pauHblii  Iejib  OT
reib CBETIIO-KEITOrO LBETa, CBETNO-XKENTOTO [0 KENTOro  LBETa,
CBOOOJHBIN OT MOCTOPOHHUX CBOOOJHEIH OT MOCTOPOHHHUX YACTHLL.
[4aCTHLL. -
2 |Identification by HPLC / Complies as prescribed / The retention time of the major peak in the|
[lopnuHHOCTD CoOTBETCTBYET chromatogram of the sample preparationI
TpeboBaHUsAM corresponds to that in the standard
preparation under assay / Bpems
YAEpXKUBaHHWS  OCHOBHOTO  MHKAa  Ha
XpOMAaTOrpaMMe HCIBITYEMOrO pacTBopa
JIOJDKHO COOTBETCTBOBATh BpeMEHH
YACPXKUBaHHS TNHKa Ha XpOMATOIpamMMe
CTaHAApTHOTO  pPAcTBOpa  HHUMECYJIHAA
i (paszen «KoiM4ECTBEHHOE ONpEEeTICHHEN)
3 | Weight of package content 101 g/101r 'In according to Rus. Ph.Not less than
[Macca comepxumMoro 100.0 g/ B cooTBeTCcTBUU € TpeOOBAHUAMEU |
YIIaKOBKH ['® P®. He menee 100,0 r -
4 |pH 5.5 Between 4.6 and 6.0 / ot 4,6 10 6,0
|

Remarks : The Product conforms to ND/

Ipumeyanme: [IpoaykT cooreTcTBYET TpeGoBaHusM HJT

Conclusion : APPROVED /
3akmouenue: OJJOEPEHO

Prepared by / Ankit
MogroTosneHo:

@&

Checked by / Naresh Kumar

IIpoBepeHo:
&

Approved by: Manager/Executive /Pavan
Kumar Sharma A
OnobpeHo: Menemxep / PykoBoiiTens

Reprint Date /127.04.2022
HDara:

Reprint Date /27.04.2022
Jara:

Reprint Date /27.04.2022
JHara:
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAITU3A
Product : Nise gel
Hpoaykr Haiis®, renb A71s Hapy:HOro npuMeHeHus 1%
Batch No / 1 V220275 Batch Quantity / : 11442.000 units /
Cepus Ne O6bem naprun 11442.000 egunun
Analytical Report No / : 890001587667 Date of Analysis / 2 27.04.2022
AHajuTHYecKuii oTuer Ne JaTta ananuza
Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2024
JaTa npousBoacTBa T'onen no

Analysis performed according ND / Anasnu3 nposeaen mo HJI: ITN012824/02-100320 (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 /PonctBeHHbIE MpUMecH

7) Highest individual
unknown impurity /
EnunnyHas

IIPHMECH

8) Total impurities /
CymMa npumeceit

1) Impurity A / [Tpumecs A

2) Impurity B / [pumecs B

3) Impurity C/ [Tpumecs C
4) Impurity D / Tpumecs D
5) Impurity E / TTpnmect E
6) Impurity F / [1pumecs F

HCI/II[CHTI/I(I)I/ILIHpOBaHHaH

Below LOD (LOD = 0.02 %) /
Huxe npenena obHapyxenus (110
=0.02 %)

Below LOQ (LOQ = 0.04 %) /
Huxe npenena konu4ecTBEHHOTO
onpenenenus ([IKO = 0.04 %)
Not detected / He obHapyxeHa
Not detected / He 0OHapyxeHa
Not detected / He o6HapyxeHa
Not detected / He oOHapy»xeHa
Below LOQ (LOQ = 0.1 %)/
Hibxe npenena konM4ecTBEHHOTO
onpeznenenus (IIKO = 0.1 %)

Below LOQ / Huxe npenena
KOJIMYECTBEHHOFO ONpe/eNeHHs

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

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

3) Not more than 0.2 % / He Gonee 0,2 %
4) Not more than 0.2 % / He 6osee 0,2 %
5) Not more than 0.2 % / He 6o1nee 0,2 %
6) Not more than 0.2 % / ne 6onee 0,2 %
7) Not more than 0.2 % / He 60mee 0,2 %

8) Not more than 1.5 % / e 6omnee 1,5 %

Remarks : The Product conforms to ND/
ITpumeuanne: [Ipoaykt coorBercTByeT TpeGoBanmsaM HJL

Conclusion : APPROVED /
3akmwouenune: OJJOBPEHO

Prepared by / Ankit
logroToBneHo:

Checked by / Naresh Kumar

IIposepeHo: @

Approved by: Manager/Executive /Pavan
Kumar Sharma P -.f/;_'_..#-—
Onobpeno: Menemxep ~PykosoanTens

Reprint Date /27.04.2022
Hara:

Reprint Date /27.04.2022
Jara:

Reprint Date /27.04.2022
Hara:
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CEPTU®UKAT AHANTU3A
Product : Nise gel
Ipoaykr : Haii3®, rens ans HapyxHOro npumeHenus 1%
Batch No / 1 V220275 Batch Quantity / : 11442.000 units /
Cepus No O6bem naprun 11442.000 egunun
Analytical Report No / : 890001587667 Date of Analysis / : 27.04.2022
AHanuTH4Yeckuii oTuer Ne JarTa anHaiau3a
Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2024
JaTa npousBoacTBa I'ogen no

Analysis performed ac_cording ND / Ananu3 nposeaen mo HJ/I: IT1 N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. Ne 1 ot 16.09.2020, usm. Ne 2 ot 13.01.2022)

6 |Microbial limits /

' Mukpobuonoruyeckas
UHCTOTa

/ Ob1mee yncio aspobHBIX
MHKpPOOPraHH3MOB
Total combined yeast and

JIPOMOKEBBIX U MJIECHEBBIX
rpuboB
S.aureus

P.aeruginosa

Total aerobic microbial count

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

molds count / O6iuee uucno [Less than 10 CFU/g/

Menee 10 KOE/r

Absent / OTcyTcTBYET

Absent / OTcyTCTBYyeT

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/ OtcytcTBue B 1T

Should absent in 1 g/ OTcyTcTBHE B I

7 | Assay/ KonuuectBeHHoOe
fonpesieneHue

10.11 mg /10.11mr

Not less than 9.0 mg and not more than
11.0 mg of C13H12N205S Nimesulide in
one gram of gel. /

ot 9,0 1o 11,0 Mr C;3H;3N205S
(Humecynuzaa) B 1 T npemnapara

Remarks : The Product conforms to ND/
Hpumevanne: ITpoaykt coorBercTByeT TpedoBanusM HJT

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Ankit
MopgrotoBneHo:

<

Checked by / Naresh Kumar

[Tposepeno: @
/

Approved by: Manager/Executive /Pavan
Kumar Sharma S
Opobpeno: Menemwkep /-PYROBOANTEND

Reprint Date /27.04.2022
Hara:

Reprint Date /27.04.2022
Hara:

Reprint Date /27.04.2022
JHara:
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Product : Nise gel
Ilpogykr : Haiia®, rens nns HapyxHoro npumesenus 1%

Batch No / : V220275 Batch Quantity / : 11442.000 units /
Cepus Ne O0beM napTuu 11442.000 epunun
Analytical Report No / : 890001587667 Date of Analysis / 1 27.04.2022
AHanUTHYECKHI oTUueT No Jata ananuza

Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2024

Jata npousBogcTBa T'onen o

Analysis performed according ND / Ananu3 nposenen no HJ[: ITN012824/02-100320 (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)

8  |Package / YrakoBka 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
membrane. 1 tube and patient tamper-evident membrane. 1 tube and
information leaflet in a carton. / patient information leaflet in a carton. /
Ilo 100 r B TGy u3 [To 20 1, 50 r umu 100 r B TYOY U3
JIaMUHUPOBAHHOTO AMFOMHHHS, NaMITHIPOBAHHOTO AJIFOMUHMS,
cHab>keHHYI0 MeMOpaHoi A1 cHabXEeHHYI0 MeMOPaHOi 15 KOHTPOIIS
KOHTpOJist mepBoro BCKphITHs. I1o 1 neporo BekpbiTus. [To 1 Ty6e B mauky
TyOe B auKy KapTOHHYIO C KapTOHHYIO C HHCTPYKIHeH 1o
MHCTPYKIHUEH MO IPHMEHEHHIO NpHMEHEHHIO
9 |Labeling / MapkupoBka According to ND / B cootBetctBuHM ¢ H]I
10 |Storage conditions / At temperature below 25 °C. Do not freeze. / [Ipu Temmeparype He Bbie 25 °C.
XpaHeHHe He 3amopaxuBarts.
Ill i Shelf life / Cpok roggocT 2 years / 2 rona N - J
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpumeuanmne: IpoayxT coorseTcTBYeET TpeboBaHusM HJT 3axawvyenue: OJOBPEHO
Prepared by / Ankit Checked by / Naresh Kumar Approved by: Manager/Executive /Pavan
MoproToBneHo: IIpoBepeno: Kumar Sharma St
& @’/ Onobpeno: Menemxkep / P}m
Reprint Date /27.04.2022 | Reprint Date /27.04.2022 Reprint Date /27.04.2022
Harta: Hata: Hara:
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