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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

CERTIFICATE OF ANALYSIS ., .41 93166 56001-02
CEPTH®UKAT AHAJIU3A www.drreddys.com

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 20 g
IMpoaykT Haiiz® Akrusrens (HUMECYIMA) refib JUIsl HApY>KHOro mpuMeHeHus, 1 %, 20 r
Batch No / 1 V230527 Batch Quantity / : 57298 units /
Cepust Ne O61beM MapTHH 57298 enuHuL
Analytical Report No / : 040002005934 Date of Analysis / : 07.08.2023
AHanuTHYecKHii oTUeT No Jara ananusza
Date of Manufacture / : Jul.2023 Date of Expiry / : Jun.2025
JlaTa npon3BoacTBa T'open po

Analysis performed according ND / Ananu3 nposenen no HJI: JIII-Ne(001336)-(PI'-RU)-251022

Page10of4/Crp.1u3 4

i‘? d Test / Ilokazarein Result / PesyabTat Specification / Hopma
1. Description / Onucanune Homogeneous, transparent, Homogeneous, transparent,

pale-yellow gel with
characteristic odor /
OpHoponHbIH NpO3padyHbIi
resns OJeTHO-XKENITOrO L[BETA C
XapaKTEPHBIM 3aMfaXxoM

colorless to pale-yellow gel with
characteristic odor / OpHOpOIHEBIH
Mpo3pauHbIii re’as oT 6ecLBETHOro
no GreAHO-KeNTOro IBeTa C
XapaKTepHBIM 3aIlaxoM

23 Identification / UnenTudukanns

a) HPLC / BOXX

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 yaepXuBaHHA
OCHOBHOI'O TTHKa Ha
XpoMarorpamme HCTIBITYEMOI o
pacTBOpa JOKHO COOTBETCTBOBATH
BPEMEHHU YICPIKMBAHUS OCHOBHOTO
NHKa Ha XpoMaTorpaMMe pacTBopa
CTaHAApPTHOTO obpasia
HUMecCyuaa (pazmen
«KonuuecTBeHHOE onpeneNieHHe)

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Ipoagykr cootBercTByeT TpeboBanusm HJ| 3axkmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloxarorosnexo: IIpoBepeHo: Onobpeno: Menemxep / PykoBogurens
Pardeep Kumar i/ Himesh Kumar Manoj Kumar 23 1
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Reprint Date / Reprint Date / Reprint Date /
Ha1a. 10.10.2023 Hdira. 10.10.2023 Hara: 10.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2995, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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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
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Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 20 g

IIpoaykt : Haii3® AktuBresi (HUMECYJIMT) relib Ul HApY>KHOTO npuMeHeHus, 1 %, 20 r

Batch No / 1 V230527 Batch Quantity / : 57298 units /
Cepus Ne O6bemM napTHH 57298 enuHuI
Analytical Report No / : 040002005934 Date of Analysis / : 07.08.2023
AHATHTHYECKHI 0TYeT Ne JaTa ananusa

Date of Manufacture / : Jul.2023 Date of Expiry / : Jun.2025
Jara npousBoacTea T'onen a0

Analysis performed according ND / Anaans nposenen no HJL: JIT1-Ne(001336)-(PI'-RU)-251022
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b) UV spectrophotometry /
V®-cnexrpodoro
METpHUA

Complies as  prescribed /
CooTBeTCTBYET TPeOOBAaHUAM

UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / V®-
CIIEKTp MOIJIOIIEHUS UCTILITYEMOro
pacTBoOpa AOJKEH UMETh MaKCUMYM
nornommenus npy 397+5 M

3. | Weight of package 20g/20r According to Rus. Ph. /B
contents / Macca COOTBETCTBHH ¢ TpeOOBaHHAMHU
COePXKUMOr0 YHIAKOBKH e po

4. | pH 3.40 25t04.5/012,5104,5

5. | Viscosity / BazkocTb 1040 centipoise / 400 to 1,200 centipoise /

1040 canTunyas

Ot 400 o 1200 canTumyas

6. | Impurities / IIpumecn

i. Impurity C/
ITpumecs C

ii. | Impurity D/
IIpumecs D

Any other impurity /
Jlrobas apyras npumMecs

ii.

iv. | Total impurities /
Cymma npumeceit

Below LOD (LOD =0.02 %) /
Huxe npenena o6HapyKeHHs
(T10 =0.02 %)

Below LOD (LOD = 0.02 %) /
Hwxe npenena obHapyxeHHs
(I10 =0.02 %)

0.05%

02%

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

Not more than 0.50 % /
He 6onee 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/

Conclusion : APPROVED /

IMpumeuanue: [Ipoaykt coorBercTByeT TpeboBaHusM H]

3axkmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorormneHo: IIpoeepeno: Onobpeno: Menemxkep / Pykopogutens
Pardeep Kumar Qﬁ/ Himesh Kumar Manoj Kumar o — {
Reprint Date / Reprint Date / Reprint Date /

Hara: 10.10.2023 Hara: 10.10.2023 Hara: 10.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIN3A Tel : +92!..98166 56001-02
www.drreddys.com

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 20 g
Opoayxr : Haiiz® Akrusrens (HUMeCynn/) redib AJis HAPY)KHOTO npuMeHeHus, 1 %, 20 r
Batch No / 1 V230527 Batch Quantity / : 57298 units /
Cepusa Ne O6nem mapTHH 57298 enuunn
Analytical Report No / : 040002005934 Date of Analysis / : 07.08.2023
AnagaTudecknii oTyer No Jlara anaanza
Date of Manufacture / : Jul.2023 Date of Expiry / : Jun.2025
JaTa npou3BoACTBA I'ogen xo
Analysis performed according ND / Ananu3s nposeaen mo HJI: JITT-Ne(001336)-(PI"'-RU)-251022
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7. | Microbial purity* / MukpodunoJiornyeckas yncrora*®

1. | Total Aerobic Microbial NA
Count / Ob1mee yucio
a’poOHBIX MHKPO-
OpraHu3MOB

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

1. | Total Combined Yeast and NA
mould count / O61ee uncio
TIPONOKEBBIX U TIIIECHEBBIX

rpubos
iii. | Pseudomonas aeruginosa NA
iv. | Staphylococcus aureus NA

Not more than 10CFU/g /
He 6onee 10 KOE/r

Should absent in 1 g/
OrcyrctBUe B I T

Should absent in 1 g/
OtcyrctBue B I 1

8. | Assay/KoanuecTBeHHOE onpeaeeHHe

Nimesulide / 10.06 mg/ 10.06 mr
Humecynun (100.6 %)

9.0 mg to 11.0 mg of C13H12N205S
(nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Or 9,0 MI" OO 11,0 Mr C13H12N205$
(numecynun) (ot 90,0 % no

110,0 % oT HOMHHAJILHOrO
conepxanus) B 1 r rens

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: [IponykTt cooTBeTcTBYET TpeboBanusam HJI 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorosneno: [Tporepeno: Onobpeno: Menemxep / PykoBonutens
Pardeep Kumar Qf/ Himesh Kumar Manoj Kumar : 1
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Reprint Date / Reprint Date / Reprint Date /
Hara: 10.10.2023 Hata: 10.10.2023 Hara; 10.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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www.drreddys.com




(X3
Dr.Reddy’s ‘,‘.‘

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS
Tel : +91 98166 56001-02
CEPTUOUKAT AHAJTU3A www.drreddys.com

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 20 g
Hpoayxr : Haiiz® Aktusrens (HUMeCyIua) redb A1 HapY>KHOTO NpuMeHeHud, 1 %, 20 r
Batch No / 1 V230527 Batch Quantity / : 57298 units /
Cepus Ne O61em mapTuu 57298 enunuiy
Analytical Report No / : 040002005934 Date of Analysis / : 07.08.2023
AHaJMTHYeCKHH oTueT Ne JlaTa anannza
Date of Manufacture / : Jul.2023 Date of Expiry / : Jun.2025
JlaTa npon3BoACTBA T'onen oo
Analysis performed according ND / Anasus nposenen no HJI: JITT-Ne(001336)-(PI'-RU)-251022

Page4 of4/Crp. 4 uz 4

KapTOHHYIO.

9. | Dimethyl sulfoxide / 98.6 % 90% to 110% of C;HsOS (dimethyl
Jumernacyabpoxcu sulfoxide) of label claim /
Ot 90 % no 110 % C;HsOS
(mumeTHICYNB(GOKCHI) OT
HOMHHA&IBHOTO COJEepIKaHUA
10. | Package / YnakoBka 20 g in a laminated aluminum tube equipped with tamper-evident

membrane. Each tube and a patient information leaflet in a carton. /
IMo 20 r B Ty0y W3 JaMHHHPOBAHHOTO ANTIOMHHHSA, CHaOXECHHYIO
MeMOpaHo#t A1 KOHTpoJs nepeoro BekphiTus. Kaxayro TyOy BmecTe
C HHCTPYKLKEH 110 MEAULMHCKOMY MPHUMEHEHHIO [IOMELIAIOT B N1aUKy

*The parameter may not be included in the manufacturer's Certificate of Analysis. The
manufacturer guarantees the quality of the product for these parameters.
*[loxa3zaTe b MOMKET OTCYTCTBOBATH B CePTH(HKATe aHATIH3a npou3BoauTes. Ilpoussoaurenan

rapagTHpyeT KA4ecTBO Npenapara Mo 3THM I0Ka3aTe M.

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

Nimesulide / Humecynun

Homep cepuu cyocrannuu nponssoanTess I'JID:

API manufacturer batch number / NMS/13050479
Homep cepun nponspoautess ADC:
FP Manufacturer API Batch number / FEQA00262

API Manufactured by & country/
IIponspogntens ADC, crpana:

Aarti Drugs Ltd., India /
Aaptu Hparc JItn., Uaaus

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuyanue: [Iponykt cootBeTcTBYET TpeboBanusim HJI 3axnouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroenexo: IIpoBepeHo: OnobpeHo: Menemxkep / Pykoronutens
Pardeep Kumar QL,’ Himm’—:‘ Manoj Kumar — (1
Reprint Date / Reprint Date / Reprint Date /

Jlara: 10.10.2023 Jara: 10.10.2023 Mara: 10.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel- +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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