Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTHOPUKAT AHAJIN3A

Product Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IIpoaykr Haiiz® AxtuBrens (HMMeCyua) resis AJ1s HApY>KHOro npumeHenus, 1 %, 50 r
Batch No / : V230648 Batch Quantity / : 24000.0 units /
Ceplis Ne O6bem naprum 24000.0 eqyrHuLL
Analytical Report No / : 890001691418 Date of Analysis / : 30.09.2023
AHJIUTHYECKHH oTyeT No JlaTa anajaun3a
Date of Manufacture / : Sep-2023 Date of Expiry / : Aug-2025
JlaTa npou3BocTBA I'oxen o
Analysis performed according ND / Anann3 nposeaen no HJI: JIII-Ne(001336)-(PI'-RU)-251022

Pagel of4/Crp. 1u3 4

JI;I.'?/ Test / Ilokazarean Result / PezyabTar Specification / Hopma
1. Description / Onucanuc Homogeneous, transparent, Homogeneous, transparent,

pale-yellow gel with
characteristic odor /
OnHOpOAHBIH NPO3payuHbIi

XapaKTepHBIM 3aNaxoM

rejib GHCZIHO-)KCJITOFO LBCTAa C

colorless to pale-yellow gel with
characteristic odor / OaHOpO/IHbI#
NpO3pavHBbIi refib OT 6ECBETHOTO
oo  OGnegHO-KeNToro ILBera ¢
XapaKTepHBIM 3aI1aXoM

2. Identification / Unentuduxanus

a) HPLC / BOXKX

Complies as  prescribed
CooTBeTcTBYET TPEOOBAHUAM

/| 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 ynepxuBaHus
OCHOBHOT'O n1Ka Ha
XpoMmaTorpaMme HCHBITYEMOI0
PacTBOpa JOKHO COOTBETCTBOBATH
BpPEMEHU YICP)KHBaHHS OCHOBHOTO
MMKa Ha XpOMaTorpaMMe pacTBopa
CTaHAAPTHOIO obpasua
HUMECYNHAa (pasnen
«KonuuecTBeHHOE OIpe/Ie/ieHHE )

Remarks : The Product conforms to ND/
Ilpumeuanne: [Iponykr coorseTcTBYeT Tpebopanuam HJL

Conclusion : APPROVED /
3axmwuenne: OJOBPEHO

Piepated by /
[ToarorosneHo:
Pardeep Kumar

{ —

P

Cliccked by /
ITposepeno: Himesh Kumar

Approved by. Mauager/Execulive /

Onobpeno: Menengep / PykoBoauTtens
Abhishek Chauhafl&_/\

Reprint Date /
Jlatra: 30.09.2023

Reprint Date /
MHara: 30.09.2023

Reprint Date / N\
JHara: 30.09.2023
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Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Hpoxykr Haiis® AkTHBres (HUMecyua) reib Ul Hapy’KHOTo npumenenus, 1 %, 50 r
Batch No / : V230648 Batch Quantity / : 24000.0 units /
| Cepust Ne O6bem napTHH 24000.0 exnnL
Analytical Report No / : 890001691418 Date of Analysis / : 30.09.2023
AHAIMTHYECKHH oTyeT Ne JaTta ananusa
Date of Manufacture / : Sep-2023 Date of Expiry / : Aug-2025
JlaTa npoH3BOACTBA T'open no
Analysis performed according ND / Auanns nposegen no HJI: JIT1-Ne(001336)-(PI'-RU)-251022
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b) UV spectrophotometry /
Y®-cnexkrpodoro
MeTpHs

Complies as  prescribed  /
CooTBeTcTBYET TpeOOBAHHUAM

UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / VY-
CIIEKTP MOTMOLICHHS HCTIHITYEMOrO
pacTBopa JOJDKEH UMETh MAKCHMYyM
nornoteHus npu 397+5 M

1037 canrtumyas

3. | Weight of package 51g/51r According to Rus. Ph./ B
contents / Macca COOTBETCTBUHM C TPeOOBaHUAMH
COAEPIKUMOTO YHIAKOBKH e po

4. | pH 3.34 2.5t04.5/012,5004,5

Viscosity / BsizkocTb 1037 centipoise / 400 to 1,200 centipoise /

Ot 400 go 1200 canTumnyas

6. | Impurities / IIpumecn

CymMma npumecei

i. | Impurity C/ Not detected / He o6Hapy»xena | Not more than 0.50 % /
[Tpumecs C He 6onee 0,50 %

ii. | ImpurityD/ Below LOD (LOD = 0.02 %)/ | Not more than 0.50 % /
ITpumecs D Hwxe npenena obHapyxenus | He 6onee 0,50 %

(TTO = 0.02 %)

iii. | Any other impurity / Below LOQ (LOQ =0.05 %) / | Not more than 0.50 %/

JlroGas npyras npumech Hinke npenena He 6onee 0,50 %
KOJMYECTBEHHOIO
onpenenenus (ITKO = 0.05 %)
iv. | Total impurities / 0.1 % Not more than 1.50 % /

He 6ouee 1,50 %

Remarks : The Product conforms to ND/
M pumeuanue: Ipoaykr cootBercTByeT Tpebosanuam HJI

Conclusion : APPROVED /
3aximrouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: i [Tposepenq: Himesh Kumar Ono6peno: Menezykep / Pykosonutens
Pardeep Kumar — Qi/—/ Abhishek Chauha

Reprint Date / Reprint Date / Reprint Date / L

Jara: 30.09.2023 Hata: 30.09.2023 Jara: 30.09.2023
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Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IIpoaykr Hait3® AxTusrens (HUMECYUA) reilb A8 Hapy>KHOro nmpuMeHeHHs, 1 %, 50 r
Batch No / : V230648 Batch Quantity / : 24000.0 units /
Cepust Ne O6beM napTHH 24000.0 equHuL]
Analytical Report No / : 890001691418 Date of Analysis / : 30.09.2023
AHAIMTHYECKHH oT4eT No Jlara anaiusza
Date of Manufacture / : Sep-2023 Date of Expiry / 1 Aug-2025
Jlara npon3BoacTBaA I'oxen no
Analysis performed according ND / Anann3s nposenen no HJI: JITT-Ne(001336)-(PI'-RU)-251022
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7. | Microbial purity* / Muxpo6uosioruyeckast 4HcToTa*

i. | Total Aerobic Microbial NA Not more than 100 CFU/g /
Count / Obuice yueso He Gonee 100 KOE/r
a3pO6HBIX MUKPO-

OpraHu3MOB

ii. | Total Combined Yeast and NA Not more than 10CFU/g /
mould count / Obiee uucno He 6onee 10 KOE/r
JPOMOKEBBIX H IJIECHEBBIX
rprboB

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

iv. | Staphylococcus aureus NA Should absentin 1 g/
OrcyrcTBHE B 1 T

8. | Assay/KoJsmnuecTBeHHOE OnIpefeieHHE

10.10 mg/ 10.10 mr
(101.0 %)

9.0 mg to 11.0 mg of Ci3H1oN>OsS
(nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Ot 9,0 MrI 10 11,0 Mr C13H12N205S
(aumecynun) (ot 90,0 % mo

110,0 % oT HOMHHAJIBHOTO
coliep>kaHusi) B 1 T rens

Nimesulide / Humecynuz

Conclusion : APPROVED /
3axmouenne: OJIOGPEHO
Approved by: Manager/Executive /

Remarks : The Product conforms to ND/

IIpumeuyanne: [Ipoaykr cooTBeTcTBYeT TpeboBaHusm HJL
Prepared by / Checked by /
ITonrorosneHo: [Tpoeepeno: Himesh Kumar
Pardeep Kumar

4

Onob6peHo: Menejaxep / PykoBoaureinns
( QA/_Q Abhishek Chauha \

Reprint Date /
Jara: 30.09.2023

Reprint Date /
Jara: 30.09.2023

Reprint Date /
Jlara: 30.09.2023
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Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g ]
Hpoaykr : Haiiz® AxtuBrens (HUMeCYIHA) relib [l HAPYXKHOTrO npumeHeHus, 1 %, 50 r
Batch No / : V230648 Batch Quantity / : 24000.0 units /
Cepus Ne O6bem napTun 24000.0 enuHuI
Analytical Report No / : 890001691418 Date of Analysis / : 30.09.2023
AHAIHTHYeCKHI oTyeT Ne JlaTa aHayM3a
Date of Manufacture / : Sep-2023 Date of Expiry / : Aug-2025
Jlara npon3BoacTBa I'ogen no
Analysis performed according ND / Anaan3s nposenen no HJI: JIIT-Ne(001336)-(PI'-RU)-251022

Page4 of 4/ Ctp. 4u3z 4

KapTOHHYIO.

9. | Dimethyl sulfoxide / 103.5 % 90% to 110% of C;HeOS (dimethyl
Jdumeruncynabpokceny sulfoxide) of label claim /
0190 % no 110 % C2HsOS
(mumeTHnCYNBEGOKCHN) OT
HOMMHAJIBHOT'O COJIePIKaHUS
10. | Package/ YmakoBka 50 g in a laminated aluminum tube equipped with tamper-evident

membrane. Each tube and a patient information leaflet in a carton. / ITo
50 r B 1y0y H3 JaMHHMPOBAHHOTO AIOMHHHS, CHAGXKEHHYIO
MeMOpaHOMH 1711 KOHTpOJIs epBoro BekphlTH. Kaxayro Ty6y BmecTe
C MHCTPYKIHEH 10 MEAUUMHCKOMY MPHMEHEHHUIO MOMEIIAIOT B MauKy

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

*[IokasaTesb MOKET OTCYTCTBOBATH B cepTHHKATEe aHAMN3a npou3BoauTens. IIpouzBoguTenn
rAPAHTHPYET KA4eCTBO NPENnapaTa no 3THM NOKa3aTeJIsIM.

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

Nimesulide / Humecynun

Homep cepHH cyocTaHnuu npoussoaurens I'JIP:

API manufacturer batch number / NMS/13070686
Homep cepnn npouspoauress ADC:
FP Manufacturer API Batch number / FEQAO00379

API Manufactured by & country /
IMpouszsoaurens APC, crpana:

Aarti Drugs Ltd., India /
Aaptu JIparc Jita., Maaus

Remarks : The Product conforms to ND/

IIpumeuanne: IlpoaykT cooTBeTcTBYET TpeboBanuam HJL

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by /

IToarororneHo: IIposepeno: Himesh Kumar
Pardeep Kumar — CLJ—’—’:’

Approved by: Manager/Executive /

Onobpeno: Menemkep / PykoBonurens
Abhishek Chauhan \

Reprint Date / Reprint Date /
Jlara: 30.09.2023 Jata: 30.09.2023

Reprint Date / ‘

Jara: 30.09.2023
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