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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IIpoaykT Haii3® Axtusrens (HMMecCyun) refib 4jis Hapy:KHOTO TipuMeHenns, 1 %, 50 r
Batch No / : V230544 Batch Quantity / : 23129.0 units /
Cepusi Ne O6beM napTRa 23129.0 eamnni
Analytical Report No / : 040002051107 Date of Analysis / : 22.08.2023
AdajJuTHYecKHH oTyeT No Jara anausa
Date of Manufacture / : Aug-2023 Date of Expiry / : Jul-2025
JlaTa npou3BoACTBA T'ogen no

Analysis performed according ND / Anain3 nposenen mo HJI: JITT-Ne(001336)-(PT-RU)-251022

Page 1 of4/Crp.1u3 4

No/

CooTBeTcTBYeT TpeOOBAaHUAM

o Test / IlokazaTean Result / PesyabTar Specification / Hopma

1. Description / Onucanue Homogeneous, transparent, Homogeneous, transparent,
pale-yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OnHOpOAHBIH
OnHOpOAHBIH NTPO3payuHbIH NPO3pauHBIi reb OT OECHBETHOTO
renb 6J1eHO-KENTOro 1BeTa ¢ | 40  ONeHO-XKENToro LBeTa ¢
XapaKTepHBIM 3aaxoM XapaKTePHBIM 3aI1aXxoM

2. Identification / Unenrndukanus

a) HPLC / BOXX Complies as prescribed /| 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 yZaepxuBaHHA
OCHOBHOTO MHKa Ha
XpoMaTorpamme UCTIBITYEMOT0
pacTBOpa JAOIKHO COOTBETCTBOBATh
BPEMEHH YJIeDKHRAHUS OCHORHOTO
[IMKA Ha XpoMaTorpaMMe pacTBopa
CTaHJAPTHOTO obpasua
HUMecynuia (paznen
«KonuuecTBEHHOE OTIpEIeICHUEN)

Remarks : The Product conforms to ND/
Ilpumeuanue: [Iponykr cooTBeTCTBYET TpeboBanuam H/I

Conclusion : APPROVED /
Zakmouenne: OJJOBPEHO

Hara: 22.08.2023

£y

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: ITpoeepeno: Pardeep Kumar Ono6peno: Menemxep / PykoBoautens
Ramakant W f _ Manoj Kumar L j
Reprint Date / Reprint Date / Reprint Date /

Jlata: 22.08.2023
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoxyxr : Haiis® Akrusrens (HUMeCy/Iv) resib [Uls HAPYXKHOTO NpuMeHenus, 1 %, 50 r
Batch No / : V230544 Batch Quantity / : 23129.0 units /
Cepus Ne O0BbemM NapTHH 23129.0 enunuig
Analytical Report No / : 040002051107 Date of Analysis / : 22.08.2023
AHajuTHyecKkHii oTyeT Ne Jarta anaiuza
Date of Manufacture / : Aug-2023 Date of Expiry / : Jul-2025
JlaTa npoM3BOACTBA I'onen oo
Analysis performed according ND / Auanus nposenen mo HJI: JITI-Ne(001336)-(PT"-RU)-251022
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b) UV spectrophotometry / | Complies as  prescribed /| UV absorption spectrum of the test
V®-cnekrpodoto CootseTcTBYeT TPEGOBAHMIM solution should have absorption
MeTpus maximum at 397+5nm / VY-
CIIEKTP MOTIJIOLIEHHA UCTIBLITYEMOIO
pacTBOpa NOJDKEH UMETh MaKCHMYM
norsoieHus npu 397+5 um
3. | Weight of package 51g/Slr According to Rus. Ph. /B
contents / Macca COOTBETCTBHHM C TPeOOBaHUAMHU
COJEPSKHMOrC YIAKOBKH Ireo po
4. | pH 3.38 2.5t04.5/012,5 n0 4,5
5. | Viscosity / Ba3zkocTh 1033 centipoise / 400 to 1,200 centipoise /
1033 canrumyas Ot 400 no 1200 cantuiyas
6. | Impurities / IIpumecn
1. | Impurity C/ Not detected / He obHapyxena | Not more than 0.50 % /
ITpumecs C He 6onee 0,50 %
. . 0
ii. | Impurity D/ Below LOD (LOD = 0.02 %) / Not more than 0.50 % /
[Tpumecs D H He 6onee 0,50 %
voKe mpeziena oOHapyKeHus
iii. | Any other impurity / (10 =0.02 %) Not more than 0.50 % /
Jliobas npyras npumech 0.07% He 6onee 0,50 %
iv. | Total impurities / 0.2 % Not more than 1.50 % /
CymMa npumeceit He 6onee 1,50 %
7. | Microbial purity* / Mukpo6uonorudeckas Yucrora*
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpumeuanue: [TpoaykT coorBeTcTBYeT Tpebosanuam HJI 3akmouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneHo: ?\ [MpoeepeHo: Pardeep Kumar Ono6peno: Menemkep / PykoBoaurens
Ramakant . : t | Manoj Kumar M
Reprint Date / Reprint Date / Reprint Date /
Hara: 22.08.2023 Hara: 22.08.2023 JlaTta: 22.08.2023
RepTsIered UITICE: B-2-337, Roan No. 3, Banjara fis, Ayderanaa - T ngana, india
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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IIponykT Haii3z® Axtusrens (HUMeCyaua) reib s Hapy»XHoro npuMeHenus, 1 %, S0 r
Batch No / : V230544 Batch Quantity / : 23129.0 units /
Cepus No O6beM mapTun 23129.0 enunun
Analytical Report No / : 040002051107 Date of Analysis / : 22.08.2023
AHasaTHYeCKHH oTyeT Ne Jara ananusa
Date of Manufacture / : Aug-2023 Date of Expiry / : Jul-2025
JlaTa npou3BOACTBA TI'ogen go
Analysis performed according ND / Anasnus nposenen mo HJI: JIIT-Ne(001336)-(PT'-RU)-251022
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i. | Total Aerobic Microbial
Count / Obuiee urncio
a’pOOHBIX MUKPO-
OpraHU3MOB

10 CFU/g/
10 KOE/r

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

Total Combined Yeast and
mould count / Obiree YucIO
JPOMOKEBBIX M IIECHEBBIX
rpubor

ii.
iii. | Pseudomonas aeruginosa

iv. | Staphylococcus aureus

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

Absentin 1 g/
OtcyrcreyerB 1 T

Absentinl g/
OtcyterByerB 1l 1

Not more than
He 6onee 10 KOE/r

10CFU/g /

Should absentin 1 g/
OrcyrctBue B 1 1

Should absentin 1 g/
OtcyrcTBHE B 1 T

REESIETE0 OTCE. 0-2-3 37, ROa0 190. 3, Banjara fis, HyeTanad - Su0is s, Terangand, mona

8. | Assay/KoanyecTBeHHOE Onpege/ieHHe
Nimesulide / Humecynun 10.15mg/ 10.15 mr 9.0 mg to 11.0 mg of Ci3H12N20sS
(101.5 %) (nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /
Ot 9,0 mr g0 11,0 mr Ci3H2N2OsS
(ammecynun) (ot 90,0 % no
110,0 % oT HOMHUHAJIBHOTO
copepxkaHus) B 1 r rens
9. | Dimethyl sulfoxide / 100.9 % 90% to 110% of C;HeOS (dimethyl
JumeTuiicyibHpoxcux sulfoxide) of label claim /
Ot 90 % nmo 110 % C.HsOS
(muMmeTHICynbHOKCHI) OT
HOMHMHAJILHOT'O COAEePIKaHHsA
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeyanne: [IpoaykT cootBercTByeT TpeboBanuam HJI 3axawyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
oarorosneHo: ITporepeno: Pardeep Kumar OnobpeHo: Menemxkep / PykoBonuress
Ramakant @Wt E _ Manoj Kumar ( W
Reprint Date / Reprint Date / Reprint Date /
[Hara: 22.08.2023 Jara: 22.08.2023 Iara: 22.08.2023

Tel: +91 40 4900 2900, Fax: +91 40 4200 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507

www.drreddys.com



Dr. Reddy's Laboratories Ltd.

@
Y ‘.. Formulation Unit-6
Dr. Reddy s '. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykr : Haiis® AkTuBrens (HUMeCyUMN) refb MUl HAPYXKHOrO NPUMEHECHHUH, 1%,50r
Batch No / : V230544 Batch Quantity / : 23129.0 units /
Cepns Ne O6bem mapTHH 23129.0 eanHuLL
Analytical Report No / : 040002051107 Date of Analysis / : 22.08.2023
Ananutuyeckuii oryer Ne Jlara anau3a
Date of Manufacture / : Aug-2023 Date of Expiry / : Jul-2025
JlaTa npou3BoACTBa I'oaen no
Analysis performed according ND / Ananus nposexen mo HJI: JIIT-Ne(001336)-(PI'-RU)-25 1022
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10. |Package / YmaxoBka 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 Ty6y M3 JaMMHMPOBaHHOrO ATIOMMHHS, CHAGXEHHYIO
MeM6paHoO# /7 KOHTPOIIs lepBoro BeKphiTui. Kaxayio TyOy BmMecTe
C UHCTPYKUKEH 110 MEAMULIMHCKOMY NPUMEHEHHIO ITOMELIAtOT B MavKy

KapTOHHYIO.

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

*[loka3aTe]b MOKET OTCYTCTBOBATD B CEPTH{PHKATE aHa/in3a npoussoanTess. IIpoussoanTens
rapaHTHPYET Ka4yecTBO Npenapara no 3THM NoKa3aTe/ M.

API name (INN) / Haumenosanue APC (MHH): Nimesulide / Humecynuz

API manufacturer batch number / NMS/13050481

Homep cepuu npoussoaurens A®C:

FP Manufacturer API Batch number / FEQA00263

Homep cepuu cyGeranuun nponzeoautens [JIdD:

API Manufactured by & country / Aarti Drugs Ltd., India /

Ipoussoaurenap ADC, crpana: Aaptu Jparc Jitn., Uugus
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Hpumeaanue: [Ipoaykr coorBercTByeT TpeboBanuam HJI 3axmouenne: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

[NoaroToBneHo: QJ' w IMposepeHo: Pardeep Kumar OpobpeHo: Menemxkep / Pykosoauresns
) :

Ramakant f Manoj Kumar @L’-L‘C

Reprint Date / Reprint Date / Reprint Date /

Jara: 22.08.2023 Hara: 22.08.2023 Jara: 22.08.2023
RepBIeTEn OHILE, 8-2-337, n0a0 N0, 3, Banjaid rints, Hydelaban - U004, 1eangana, nas
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