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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IIpoaykT Haiiz® AxTHBresis (HUMeCYJIM) relib 1J1 Hapy>KHOro npumeHenus, 1 %, 50 r
Batch No / : V230647 Batch Quantity / : 24000.0 units /
Cepusa Ne O6bemM NapTHH 24000.0 eaunun
Analytical Report No / : 890001691417 Date of Analysis / : 30.09.2023
AHanmuTHYecKHH oTUeT No Jlara anaanza
Date of Manufacture / : 09/2023 Date of Expiry / : 08/2025
Jata npou3BoacTBa I'ogen no

Analysis performed according ND / Ananu3 nposeaen nmo HJI: JITT-Ne(001336)-(PI'-RU)-251022
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pale-yellow gel with
characteristic odor /
OpHOpOAHBIH NPO3paYvHBIH
rejib OJeJHO-KeNTOro LBETa C
XapaKTePHBIM 3aaxoM

;{f ! Test / Iloka3aTeJb Result / PesynasTar Specification / Hopma
1. Description / Onucanue Homogeneous, transparent, Homogeneous, transparent,

colorless to pale-yellow gel with
characteristic odor / OpHopoaHbIH
NpO3pavHbIi Tefb OT OECLIBETHOrO
[0 OJNEIHO-KeNToro 1BeTra C
XapaKTEePHBIM 3aI1aXxoM

2. Identification / UneaTnduranus

a) HPLC / BDXKX

Complies as  prescribed /
CooTBeTCcTBYET TpeGOBAHUAM

The retention time of the main peak
in the chromatogram of test solution
should correspond to the retention
time of the main peak in the
chromatogram  of  nimesulide
reference standard solution (section
Assay) / Bpems ynepXuBaHHA
OCHOBHOT'O MUKa Ha
XpoMarorpamme UCIIBITYEMOT'0
pacTBOpa JOHKHO COOTBETCTBOBATh
BpPEMEHH YICP)KHBAHUA OCHOBHOTO
MKa Ha XpoMarorpaMMe pacTBopa
CTaHJAPTHOTO obpasua
HUMECYITUAA (paznen
«KomuuecTBeHHOE ONIpeieTIeHUe»)

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr cooTBeTcTByeT TpeboBaHusM HJ

Conclusion : APPROVED /
3axmouyenne: OJJOBPEHO

Prepared by /

IoarorosneHo: Rgmakant
[])
A‘JFD?’ (,.-f_-
e

Checked by /
IIpoBepeno: Pardeep Kumar

<l

Approved by: Manager/Executive /
Ono6peno: Menevkep / PykoBoputens
Manoj Kumar

j_]:“.n L

Reprint Date /
Jlara: 22.12.2023

Reprint Date /

Reprint Date /
o Hara: 22122023 . . o o Harai 22122023
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIN3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
poaykTt Haiiz® AxtuBrens (HMMeCyNM) rejib AJIsl HAPYXKHOTO nipuMeHenus, 1 %, 50 r
Batch No / 1 V230647 Batch Quantity / : 24000.0 units /
Cepns Ne O0neM napTHH 24000.0 equnuL
Analytical Report No / : 890001691417 Date of Analysis / : 30.09.2023
AHajuTHIECKHIT oT4eT Ne Jlara anannza
Date of Manufacture / : 09/2023 Date of Expiry / : 08/2025
JlaTa npou3BojAcTBa I'ogen o
Analysis performed according ND / Anaan3 nposegen mo HJI: JITI-Ne(001336)-(PI'-RU)-251022
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Y®-cnekrpodoro
MeTpHs

b) UV spectrophotometry /

Complies as  prescribed /
CooTBeTcTBYET TpeOOBaHUAM

UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / VO-
CMEKTp MOIJIOIEHHUS HCIBITYEMOro
pacTBOpa I0JDKEH HMETh MAaKCUMYM
noryiomenus mpu 39745 HM

3. | Weight of package S1g/Slr According to Rus. Ph. /B
contents / Macca COOTBETCTBHH C TPeOOBaHUAMH
COEPIKUMOro YIAKOBKH I'o PO

4. | pH 33 25t04.5/0t12,5 no 4,5

5. | Viscosity / Bazkocts

1033 centipoise /
1033 canTtunyas

400 to 1,200 centipoise /
Ot 400 o 1200 cantumnyas

6. | Impurities / [Ipumecn

i. | Impurity C/
IIpumecs C

ii. | Impurity D/
IIpumecs D

Any other impurity /
JIrobas apyras npumech

ii.

iv. | Total impurities /
CymMma npumeceit

Not detected / He oGHapy>keHa

Below LOD (LOD =0.02 %) /
Hiwxe npenena oOHapyxeHus
(I10=0.02 %)

Below LOQ (LOQ =0.05 %)/
Hwuxe npenena
KOJIHYECTBEHHOTO
onpenenenus (TTKO = 0.05 %)

0.1%

Not more than 0.50 % /
He 60iee 0,50 %

Not more than 0.50 % /
He 6o1ee 0,50 %

Not more than 0.50 % /
He 6onee 0,50 %

Not more than 1.50 %/
He 6onee 1,50 %

Remarks : The Product conforms to ND/
Ipumeuanue: Ilpoaykr cootsercTBYyeT TpeboBanusam HJJ

Conclusion : APPROVED /
3akmwuyenune: OJJOBPEHO

Prepared by /
IToaroroBieHo: Ramzll\anl

Checked by /
ITpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / Pyxoaoﬂmgnb

Manwj Kuuuat e

Reprint Date /

Hara: 22.12.2023 _

Reprint Date /
| Z[aTa 22.12.2023 _

Reprint Date /
Hara: 22.12.2023
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IpogykT Haii3" AktuBrens (HUMeCYn) reib JJIs8 HAPYKHOTO npuMeHenus, 1 %, 50 r
Batch No / 1 V230647 Batch Quantity / : 24000.0 units /
Cepus Ne O6bemM napTun 24000.0 equnmuiy
Analytical Report No / : 890001691417 Date of Analysis / : 30.09.2023
AHanuTHYecKHH oT4eT No JlaTa ananuza
Date of Manufacture / : 0972023 Date of Expiry / : 08/2025
JlaTa npoH3BOACTBA I'onen o

Analysis performed according ND / Anasu3 npogenen mo HJI: JIIT-Ne(001336)-(PT-RU)-251022
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7. | Microbial purity* / Mukpo6Hosoruueckasi YucToTa*

i. | Total Aerobic Microbial NA Not more than 100 CFU/g /
Count / Obiiee urcio He 6onee 100 KOE/r
a’pOOHBIX MHKPO-

OpraHHU3MOB

ii. | Total Combined Yeast and NA Not more than 10CFU/g /
mould count / O61ee urco He 6onee 10 KOE/r
JPOMOKEBBIX U [UIECHEBBIX
rpubop

iii. | Pseudomonas aeruginosa NA Should absentin 1 g/
OtcyrcTBHEB 1 T

iv. | Staphylococcus aureus NA Should absent in 1 g/
OtcytctBUEe B 1 T

8. | Assay/KoJsn4yecTBeHHOE Ollpee/icHne

Nimesulide / Humecynun

9.91 mg/9.91 mr
(99.1 %)

9.0 mg to 11.0 mg of Ci13H12N20sS
(nimesulide) (90.0% to 110.0% of
label claim) in 1 gof gel /

Ot 9,0 mr go 11,0 mMr C;3HiN,0O5S
(mumecynun) (ot 90,0 % o

110,0 % oT HOMHHAJIBEHOTO
conepkanus) B 1 1 rens

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

IIpnmeyanue: Ilpoaykr cootBeTcTBYeT TpeboBaHuaM HJ 3axawuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

IToarororneno: Ramakant [Iposepeno: Pardeep Kumar Onobpeno: Menemxep / Pykosonutesns

) i , Manoj Kumar - daall |
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Reprint Date / ] Reprint Date / Reprint Date /

Harta: 22.12.2023 Hara; 22,12.2023 Hara 22,12.2023 ..
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIV3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IIpoaykr Haiiz" AkTuBrens (HUMECYJIHN) Ielib I HAPYKHOro npumMeneHust, 1 %, 50 r
Batch No / 1 V230647 Batch Quantity / : 24000.0 units /
Cepus Ne OobeM MapTHH 24000.0 eguumy
Analytical Report No / : 890001691417 Date of Analysis / : 30.09.2023
AHaHTHYIEeCKHH oTYeT Ne Jara anannza
Date of Manufacture / : 09/2023 Date of Expiry / : 08/2025
JlaTa mpoH3BOACTBA I'onen 1o

Analysis performed according ND / Ananu3 mposeaen mo HJI: JITI-Ne(001336)-(PI"-RU)-251022
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9. | Dimethyl sulfoxide /

JAnmernicynbdoxcun

101.4 %

90% to 110% of C2HeOS (dimethyl
sulfoxide) of label claim /

Ot 90 % nmo 110 % C,HsOS
(mumetuncynshoKcHI) OT
HOMHHAJIBHOTO COACPIKaHHS

10. |Package/ YnakoBka

KapTOHHYIO.

50 g in a laminated aluminum tube equipped with tamper-evident
membrane. Each tube and a patient information leaflet in a carton. / TTo
50 r B TyO0y M3 JIaMUHHPOBAaHHOTO AQJIIOMHHHUS, CHAaOXEHHYIO
MeMOpaHo# s KOHTpOJs nepBoro BekpelTHs. Kakayio Ty6y BmecTe
C HHCTPYKLIHeH M0 MEJULIMHCKOMY NPHUMEHEHHIO OMEIAIOT B Ma4Ky

*The parameter may not be included in the manufacturer's Certificate of Analysis. The
manufacturer guarantees the quality of the product for these parameters.

*IlokasaTelb MOXKET OTCYTCTBOBATh B cepTH(HKATe aHa/IH3a npousBoguTes. [Iponssoguresan
rapaHTHpPyeT KA4ecTBO MpenapaTa o 3THM NoKa3aTeJ M.

API name (INN) / HaumenoBanue AD®C (MHH):

Nimesulide / Humecynug

HomMmep cepuu cyocTanuun npoussoaurens LJID:

API manufacturer batch number / NMS/13070686
Homep cepun npoussoauteas ADPC:
FP Manufacturer API Batch number / FEQA00379

API Manufactured by & country /
Ilpoussoaurennr ADC, crpana:

Aarti Drugs Ltd., India /
Aaptu Jlparc JItn., Uagus

Remarks : The Product conforms to ND/
IIpumeganne: [Iponykr coorBercTByeT Tpeboanuam HJI

Conclusion : APPROVED /
3akmwuenue: OJOBPEHO

Prepared by /
IToaroroBneHo: Ramakant

Checked by /
IIposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Omnobpeno: Menemiep / Pykosoayrens

Manoj Kumar

Reprint Date /
Jara: 22.12.2023

Reprint Date /
4 Hara: 22,12 2023

Reprint Date /

)\ Jara:22,12,2023 ...
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