Dr.Reddy’s ":'.

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIM3A

Product Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g
HpoaykT Haii3® AxtuBrens (HUMeCYJIMA) reJib Ui HAPY)XKHOrO puMeHeHus, 1 %, 50 r
Batch No / : V230524 Batch Quantity / : 23114.0 units /
Cepna Ne O6beM napTHH 23114.0 equnun
Analytical Report No / : 040001988859 Date of Analysis / : 26.07.2023
AHAJIHTHYECKHH oTYeT No JlaTa anaausa
Date of Manufacture / : Jul-2023 Date of Expiry / : Jun-2025
Jata npousBoaCcTBA Tomen a0

Analysis performed according ND / Ananus nposexen mo HJI: JITI-Ne(001336)-(PI"-RU)-251022
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No/ i :

Ne Test / oka3aTenn Result / PesyabTat Specification / Hopma

1. Description / Onucanne Homogeneous, transparent, Homogeneous, transparent,
pale-yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OngHOpOAHBIH
OnHOpPOIHEIA Mpo3payuHbIf MpO3payHblii rejab oT 6eCBETHOTO
reip O1eHO-XKENTOro BeTa ¢ | 10  ONEeHHO-KENTOro LBeTa C
XapaKTEPHBIM 3araxoM XapaKTepHBIM 3aMlaXoM

2. Identification / MnesTgUKanus

a) HPLC / BOXX

Complies as  prescribed /
CootBeTcTByeT 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 yaepKHBaHHS
OCHOBHOT'O MKa Ha
XpOMaTorpamMme HCTIBITYEMOTO
PacTBOpa IOMKHO COOTBETCTBOBATh
BpEMEHH YAEP>KHBAHUS OCHOBHOTIO
nMKa Ha XpoMaTorpaMMe pacTBopa
CTaH[apTHOrO obpazua
HHMeCyIuaa (paznen
«KomuuecTBeHHOE OINPEAeICHUEN)

Remarks : The Product conforms to ND/
ITpumeuannue: Ilponykr cooTBeTcTBYeT TpeboBaHusam HJI

Conclusion : APPROVED /
Zaxmouenne: OJJOGPEHO

Prepared by /
[ToaroroBneHo:
Pardeep Kumar

e

Checked by /
Iporepeno: Himesh Kumar

- Manoj Kumar

AN

Approved by: Manager/Executive /
Omo6peno: Menemxkep / Pykosoaurens

2 1

Reprint Date /
Hara: 10.10.2023

Reprint Date /
Jarta: 10.10.2023

Reprint Dale /
Jara: 10.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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CEPTUPUKAT AHAJIM3A
Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g
Ipoaykt Haijiz® AxTuBrens (HUMeCYJIUN) relib IJ1s Hapy>kHoro npumeHenus, 1 %, 50 r
Batch No / : V230524 Batch Quantity / : 23114.0 units /
Cepust Ne O0BeM napTHH 23114.0 equnmiy
Analytical Report No / : 040001988859 Date of Analysis / : 26.07.2023
AHaaHuTHYECKHI oTyeT No JlaTa anajm3a
Date of Manufacture / : Jul-2023 Date of Expiry / : Jun-2025
JlaTa npou3BOACTBA I'onen 1o

Analysis performed according ND / Ananus nposexen no HI: JITI-Ne(001336)-(PI'-RU)-251022
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b) UV spectrophotometry /
Y®-cnekrpodoto
MeTpHs

Complies as  prescribed /
CoorBeTcTBYET TPeOOBAHUSIM

UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / YO-
CIIEKTP MOTJIOIIEHUs HCIBITYeMOro
pacTBOpa A0JDKEH UMETh MAKCHMYM
norjionieHus npu 397+5 uM

3. | Weight of package 51g/51r According to Rus. Ph. /B
contents / Macca COOTBETCTBHH C TpeOOBaHUAMHU
COdEPKHMOI0 YNAKOBKH I'o po

4. | pH 3.25 2.5t04.5/0t12,5 no4,5

5. | Viscosity / BaskocThb

1028 centipoise /
1028 canTHnyas

400 to 1,200 centipoise /
Ot 400 no 1200 cantHyas

6. | Impurities / Ipumecu

CymMa npumeceit

i. | Impurity C/ Not detected / He obHapyxena | Not more than 0.50 % /
ITpumecs C He 6onee 0,50 %

ii. | Impurity D/ Below LOD (LOD = 0.02 %) / Not more than 0.50 % /
[Ipumecs D Hinke mpeena o6HapyseHHs He 6onee 0,50 %

iii. | Any other impurity / (IT0 =0.02 %) Not more than 0.50 % /
Jlrobas apyras mpumech 0.07% He 6onee 0,50 %

iv. | Total impurities / 0.3% Not more than 1.50 % /

He 6omee 1,50 %

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO
Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykoson?.}"enb

Manoj Kumar Y
(et

Remarks : The Product conforms to ND/
Hpumeuanne: [Tpogykt cooTseTcTBYeT TpeboBanmsM HJL

Prepared by / Checked by /

IloaroroeneHo: IIposepeno; Himesh Kumar
Pardeep Kumar ==

Reprint Date / Reprint Date /
Jara: 10.10.2023 Iata: 10.10.2023
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Reprint Date /
Hara: 10.10.2023
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g
Hponykr : Haiis® Aktuprens (HuMecysua) refib Ui Hapy>kKHOro npumeHeHus, 1 %, 50
Batch No / : V230524 Batch Quantity / : 23114.0 units /
Cepus Ne O6bem mapTuu 23114.0 egununy
Analytical Report No / : 040001988859 Date of Analysis / : 26.07.2023
AHaIHTHYeCKHH oTyeT No JlaTa ananu3za
Date of Manufacture / : Jul-2023 Date of Expiry / : Jun-2025
JlaTa npon3BoacTBa T'ogen no
Analysis performed according ND / Ananun3 nposeaen no HJI: JITT-Ne(001336)-(PI'-RU)-251022
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7. | Microbial purity* / Mukpo6uoJjioruueckast YucToTa*
i. | Total Aerobic Microbial NA Not more than 100 CFU/g /
Count / Obiiee uucno He 6onee 100 KOE/r
a’pOOHBIX MHKPO-
OpraHH3MOB
ii. | Total Combined Yeast and NA Not more than 10CFU/g /
mould count / O61ee 4ucIo He 6omnee 10 KOE/r
JIPOSKKEBBIX U MIECHEBBIX
rpubos
iii. | Pseudomonas aeruginosa NA Should absent in 1 g/
OtcyrctBUe B 1 1
iv. | Staphylococcus aureus NA Should absent in 1 g/
OrcytctBUe B 1 1
8. | Assay/KosndecTBeHHOE onpe/Je/ieHHe
Nimesulide / Humecymnu 9.90 mg/ 9.90 mr 9.0 mg to 11.0 mg of C13H12N20sS
(99.0 %) (nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /
Ot 9,0 mr go 11,0 mr Ci3sH2N2O5S
(uumecynun) (ot 90,0 % ao
110,0 % oT HOMHHAIBLHOTO
cofiepkanus) B 1 1 resis

Remarks : The Product conforms to ND/
Ipumeuanne: ITponykT cooTBeTcTBYeT TpeboBanuam HJI

Conclusion : APPROVED /
3akmouenne: ONOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: f [Mposepeno: Himesh Kumar OpobpeHo: Menemkep / PykoBonurens
Pardeep Kumar S - & Manoj Kumar % /1t ?’F .
Reprint Date / Reprint Date / Reprint Date /

Jara: 10.10.2023 Hara: 10.10.2023 Hara: 10.10.2023
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CERTIFICATE OF ANALYSIS
CEPTUOPHUKAT AHAJIN3A

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g
IIpoaykr Haiiz® Aktusrens (HUMECYJIUA) Teib 415 HAPYKHOro puMeHenus, 1 %, 50
Batch No / 1 V230524 Batch Quantity / : 23114.0 units /
Cepus Ne O0beM napTHH 23114.0 eguuHuig
Analytical Report No / : 040001988859 Date of Analysis / : 26.07.2023
AnajguTH4eckuii oTuer Ne JlaTa anayusa
Date of Manufacture / : Jul-2023 Date of Expiry / : Jun-2025
JlaTa npon3BoacTBa Toxen 1o

Analysis performed according ND / Auann3 nposegen mo HJI: JITT-Ne(001336)-(PT-RU)-251022
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9. |Dimethyl sulfoxide /
JdumeTnincynabporcu

99.6 %

90% to 110% of C;HeOS (dimethyl
sulfoxide) of label claim /

Ot 90 % mo 110 % C;HsOS
(mumeTHnCYNBGHOKCHI) OT
HOMMHAJIBHOTO COEPHKAaHUA

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. / ITo
50 r B Tyy M3 JIaMMHMPOBAHHOTO ANIOMMHH:A, CHaGXKEHHYIO
MeMOpaHOM I KOHTPOJIs epBoro BekpsITHi. Kaxayro Tyby Bmecte
C MHCTPYKUHMeH 0 METUIHMHCKOMY NMPUMEHEHHUIO NOMELIAIOT 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.
*TlokazaTesib MOKET OTCYTCTBOBATh B ceprudukaTe aHanuza npousBoautens. Ilpoussoaurenn

FApaHTHPYET KAaYeCTBO NpenapaTa no 3THM MoKa3aTe/ M.

API name (INN) / Haumenosaune A©@C (MHH):

Nimesulide / Humecynun

Homep cepnu cyocrannnn npoussoautead I'JID:

API manufacturer batch number / NMS/13050479
Homep cepuu nponseoautesa APC:
FP Manufacturer API Batch number / FEQA00262

API Manufactured by & country /
IIponsogutean APC, crpana:

Aarti Drugs Ltd., India /
Aaptu Hparc JIta., Uugua

Remarks : The Product conforms to ND/
Hpumeuanue: [Ipoaykr cooTBeTcTBYeT Tpeboranuam HJI

Conclusion : APPROVED /
3axkimouenne: OJOBPEHO

Prepared by /
IToarorosneHo:
Pardeep Kumar

-

-

Checked by /
IMposepeno: Himesh Kumar

—

Approved by: Manager/Executive /
OnoGpeno: Menemxkep / Pykoroaurens

Manoj Kumar f
gL

Reprint Date /
Jara: 10.10.2023

Reprint Date /
Jara: 10.10.2023

Reprint Date /
Hara: 10.10.2023
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