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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IIpooykT Haiis® AKkTHBrenb (HUMeCYNH/) refib 1Jisl Hapy»KHOro npumenenus, 1 %, 50 r
Batch No / : V230546 Batch Quantity / + 23090.0 units /
Cepusi Ne O0nem napTiy 23090.0 eamnuL
Analytical Report No / : 040002052538 Date of Analysis / : 23.08.2023
AHanuTHYEeCKHI oTyeT Ne JlaTa ananusa
Date of Manufacture / : Aug-2023 Date of Expiry / : Jun-2025
JlaTa npou3BOACTBA TI'onen no
Analysis performed according ND / Ananu3s npogeaen no HJL: JIT-Ne(001336)-(PT-RU)-251022

Page 1 of4/Crp.1n3 4

i.:) / Test / IlokazaTenn 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
OnHOPOIHBIA DPO3payuHbIH Npo3payHblil reib OT OECLBETHOrO
rels AICOHAKPTITATA TIRETA £ | 10 ANeFHO-KenTArn  1RETA €
XapaKTEPHBIM 3aI1axOM XapaKTEePHBIM 3aM1aXoM
2. Identification / UnenTudukamus
a) HPLC / BOXX Complies as prescribed / | The retention time of the main peak
CooTBeTCTBYET TpeGOBAHUAM 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) / BpeMms y#ep:KHBaHUA
OCHOBHOT'O muKa Ha
XpoMaTorpamme UCIIBITYEMOTO
pacTBOpa JA0/DKHO COOTBETCTBOBATE
BPEMEHH YIEPXKMBAaHHUS OCHOBHOTO
n¥Ka Ha XpoMaTrorpamMe pacTBopa
CTaHAAPTHOTO obpazua
HUMeCYyIuaa (pazmen
«KonuuecTBeHHOE OTIPEETICHUEN)
RemarKks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Ipoaykr cooTBeTcTBYET Tpebosanusam HJQ 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosineHo: ) [Nposepeno: Santosh Kumar Onobpeno: Menemxep / PykoBoaurens
Ankit A Maurya( Manoj Kumar u
\ :‘11_” Ty R
Reprint Date / Reprint Date / Reprint Date /
Jara: 23.08.2023 Hara: 23.08.2023 Jara: 23.08.2023
Regisiered UTIce: 5-2-337, Road 1Mo, 3, Banjara HIs, Hyderapad - SU0U34, Telangand, India

Tel: +91 40 4900 2200, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85135AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IIpoaykt Haitz® AkTyprens (HUMeCYan) resib Juis Hapy»kHoro npumenenns, 1 %, 50 r
Batch No / : V230546 Batch Quantity / : 23090.0 units /|
Cepus Ne O0BemM napTHH 23090.0 eaunnL
Analytical Report No / : 040002052538 Date of Analysis / : 23.08.2023
AHajuTHYeCKHi oTYeT Ne JlaTa aHasn3a
Date of Manufacture / : Aug-2023 Date of Expiry / : Jun-2025
Jara npon3BoacTBa Tonen 1o

Analysis performed according ND / Apanus nposegen no HJI: JITT-Ne(001336)-(PT'-RU)-251022

Page 2 of4/Crp. 2 u3 4

MeTpHs

b) UV spectrophotometry /
Y®-cnekrpodoro

Complies as  prescribed /
Co0TBETCTBYET TPEOOBAHUAM

UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / VY-
CMEKTp MOTJIOLIEHUS UCTIBITYEMOro
pacTBOpa JOJDKEH HMETh MAKCUMYM
NOrJIOLIEeHUs NIpH 397+5 HM

3. | Weight of package 50g/50r According to Rus. Ph. /B
contents / Macca COOTBETCTBHH C TPEOOBAHHAMHU
CONEPKEMOTO YIIaKOBKH I'd PO

4. | pH 3.39 2.5t04.5/012,5104,5

5. | Viscosity / BaskocTb

1017 centipoise /
1017 cantumyas

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

6. | Impurities / Ilpumecu

IIpumecs D

iv. | Total impurities /
Cymma npumecei

iii. | Any other impurity /
JIrobas npyras npumech

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

Below LOD (LOD =0.02 %) /
Hiwxe npenena obHapyxkeHHs
(TIO - 0.02 %)

0.05%

0.1 %

He 6onee 0,50 %

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

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

7. | Microbial purity* / Mukpo6unoiorndyeckast Y4HCTOT2®

Remarks :

The Product conforms to ND/
ITpumeuanue: IIponykr coorsercTByeT TpeboBanusam HJ

Conclusion : APPROVED /
3akarouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorosneno: [IpoBepeno: Santosh Kumar OnobpeHo: Menemkep / Pykoroaurens
Ankit /ﬁ Maurya Manoj Kumar L@ L!JJ‘
Reprint Date / Reprint Date / Reprint Date /

Jara: 23.08.2023 Z[aTa 23.08. 2023 I[aTa 23 08 2023

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Hpoaykr : Haiiz® AxTusrens (HUMeCyIM) reib A Hapy»XKHOro npuMeHeHus, 1 %, 50 r
Batch No / : V230546 Batch Quantity / : 23090.0 units /
Cepus Ne O0beM napTHu 23090.0 enpnmu
Analytical Report No / : 040002052538 Date of Analysis / : 23.08.2023
AnanuTHdeckuii oruer No Jara aHaym3a
Date of Manufacture / : Aug-2023 Date of Expiry / : Jun-2025
JlaTa npou3BOACTBA T'ogen no

Analysis performed according ND / Auanu3 nposegen no HJI: JIII-Ne(001336)-(PT-RU)-251022

Page3 of 4/ Ctp.3n3 4

i. | Total Aerobic Microbial <10 CFU/G Not more than 100 CFU/g /
Count / Obiee umcio He 6onee 100 KOE/r
a’poOHBIX MUKpO-
OpraHu3MoB
ii. | Total Combined Yeast and <10 CFU/G Not more than 10CFU/g /
mould count / Ob1iee uucio He 6onee 10 KOE/r
APOAACBBIA ¥ LUICCHUBBIX
rpuboB
iii. | Pseudomonas aeruginosa Absent Should absentin 1 g/
OtcyrctBUe B 1 T
iv. | Staphylococcus aureus Absent Should absent in 1 g/
OtcyrctBUe B 1 T
8. | Assay/KoandyecTBeHHoOe onpeJesieHue
Nimesulide / Humecynuna 10.14 mg/ 10.14 mr 9.0 mg to 11.0 mg of C13H12N20sS
(101.4 %) (nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /
Ot 9,0 mr o 11,0 mr Ci3H12N205S
(anmecynun) (ot 90,0 % no
110,0 % oT HOMHHAJIBEHOTO
comepxanus) B 1 T ress
9. |Dimethyl sulfoxide / 101.0 % 90% to 110% of C;HsOS (dimethyl
Jumetnicynbdorcus sulfoxide) of label claim /
Ot 90 % no 110 % C2HeOS
(mumeTuncynbGOKCUa) OT
HOMHHAJILHOTO COIePIKaHHA
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpumeuyanne: [IpoaykT cooTBeTcTRyeT Tpeboranusm HJL Zakmouenane: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneHo: A' ITposepeno: Santosh Kumar Onobpeno: Menemxkep / Pquaonwrenh
Ankit ~~ | Maurya Manoj Kumar ; i /
o e
Reprint Date / Reprint Date / Reprint Date /
Jlata: 23.08.2023 Hara: 23.08.2023 Hara: 23.08.2023
Regiteran OTice: 8-2-337, Road No. 3, Ganjara HMs, Hyderapad - 500034, Telangana, maia

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

CIN: L85195AP1384PLCO04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIN3A
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
ITpoaykr : Haiiz™ Akrusrens (HUMeCyHiL) refib JJis HAPYKHOTO ipuMenenus, 1 %, 50 r
Batch No / : V230546 Batch Quantity / : 23090.0 units /
Cepus Ne O0bemM napTuu 23090.0 equumi
Analytical Report No / : 040002052538 Date of Analysis/ * : 23.08.2023
AHaJInTHYECKHI oTueT No JlaTa anasiausa
Date of Manufacture / : Aug-2023 Date of Expiry / : Jun-2025
Jdarta npouseoacTea I'open xo
Analysis performed according ND / Anaun3 nposenen no HJI: JITT-Ne(001336)-(PT - RU) -251022
_ Page 4 of 4/ Ctp. 4 u3 4
10. | Package / Ynakoska 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 TY0y M3 JNaMHHHPOBAHHOrO AIOMHHHUSA, CHAOKEHHYIO
MeMOpaHO# U1 KOHTpOIIS epBoro Bekphiths. Kaxayro Ty6y BMecTe
C MHCTPYKIKEH 10 MEAULMHCKOMY TIPUMEHEHHIO MOMEILAIOT B [aYKy
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.

*Iloxaszarenh MOXKET OTCYTCTBOBATD B CePTHPHKATE AHAJN3A NPOH3BOAKRTEN. IIPON3BOANHTE b
rapaHTHPYeT KaYyeCcTBO HPenapaTa o 3THM M0KA3aTeIAM.

API name (INN) / Haumenosauue ADC (MHH): Nimesulide / Humecynun

API manufacturer batch number / NMS/13050481

Homep cepuu nponssoautens ADC:

FP Manufacturer API Batch number / FEQA00263

Homep cepun cyberanunn nponssogurens IJI®:

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

IIpoussoauresnr APC, crpana: Aaptu Hdparc JIta., Uaaus
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: Ilponykr cootBeTcTBYET TpeboBaHuaM HJJ 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorosnexo: IIposepeno: Santosh Kumar Onobpeno: Menemxep / PyKOBO,ZlHTGJ'[h
Ankit Maurya (E_’ Manoj Kumar "'Mﬂ
Reprint Date / Reprint Date / Reprint Date /
Hara: 23.08.2023 Jara: 23.08.2023 Jara: 23.08.2023
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