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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIN3A

Product Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g
Ipoaykr Haiiz® Axtusrens (HUMeCYJIM) relib I Hapy:KHOro npuMeHenus, 1 %, 50 r
Batch No / : V230523 Batch Quantity / : 23098.0 units /
Cepus Ne O0beM napTHH 23098.0 enunu
Analytical Report No / : 040001988543 Date of Analysis / : 26.07.2023
AnaguTHuyeckuii oTueT No JMaTta anajmsa
Date of Manufacture / : Jul-2023 Date of Expiry / : Jun-2025
JlaTa npou3BoACTBA Topen no

Analysis performed according ND / Anajus nposexen mo HJI: JITT-Ne(001336)-(PI"™-RU)-251022
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pale-yellow gel with
characteristic odor /
OnHOpoHBIHA ITpO3pauHbIT
resib 6JIeIHO-KENTOro LBETA C
XapaKTepHBIM 3aIaxXOM

Jlj.‘? d Test / Iloka3zaTein Result / PesyabTaT Specification / Hopma
1. Description / Onucanue Homogeneous, transparent, Homogeneous, transparent,

colorless to pale-yellow gel with
characteristic odor / OaHopoaHbI
[po3padHbIi rejib OT 6ECLBETHOTO
o0 OJIeIHO-KENTOro IB€Ta C
XapaKTepHBIM 3aI1aXoM

2. Identification / MnenTudHKxanus

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) / Bpemsa yaep)xuBaHus
OCHOBHOTO nHKa Ha
XpomarorpaMme UCMBITYEMOTO
pacTBOpa IOKHO COOTBETCTBOBATh
BPEMEHH YICP>KUBAHUA OCHOBHOTO
MHKa Ha XpoMaTorpaMMe pacTBOpa
CTaHOapTHOTO obpasia
HUMECYTUAA (paznen
«KonuyecTBeHHOE OnpeesieHHe»)

Remarks :

The Product conforms to ND/

Conclusion : APPROVED /

Pardeep Kumar

IIpameuanne: IIponykT cooTBeTcTBYET Tpebobanuam HJI 3akarwyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: ITpoeepeno: Himesh Kumar

C\—A"’;

Onobpeto: Menemxep / PYKOBOJHTENE
Manoj Kumar M_)

Reprint Date /
JHara: 10.10.2023

Reprint Date /
Hara: 10.10.2023

Reprint Date /
Jarta: 10.10.2023
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CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIN3A

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g
Hponykr : Haiis® Aktusrens (HHMECYITHA) relb I HApYXKHOTO pumenenus, 1 %, 50 r
Batch No / 1 V230523 Batch Quantity / : 23098.0 units /
Cepus Ne O0beM napTHH 23098.0 equnun
Analytical Report No / : 040001988543 Date of Analysis / 1 26.07.2023
AHaJIHTHYeCKHH oT4yeT No JaTa aHaJH3a
Date of Manufacture / : Jul-2023 Date of Expiry / : Jun-2025
JlaTa npou3BoACTBa I'ogen a0
Analysis performed according ND / Anann3 nposesen no HJI; JII-Ne(001336)-(PT-RU)-251022
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b) UV spectrophotometry /
Y®-cnextpodoTo
METpHS

Complies as  prescribed
CoorBeTcTBYET TpeOOBAHUIM

/

UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / V-
CIIEKTP TOTTIOLEHHUS HCIBITYEMOro
pacTBOpa I0JDKEH HMETh MAKCHUMYM
rorjoLeHust npu 397+5 HM

4. | pH

3. | Weight of package 51g/51r According to Rus. Ph. /B
contents / Macca COOTBETCTBHM C TpeOOBAHUAMHU
COJEpPAKHMOT0 YIAKOBKK I'd pod

3.29 2.5t04.5/0t12,5104,5

5. | Viscosity / Baskocts

1031 centipoise /
1031 canrtumyas

400 to 1,200 centipoise /
Ot 400 mo 1200 canTHmyas

6. | Impurities / llpamecn

Cymma npumeceit

i. | Impurity C/ Not detected / He oBHapyxeHa | Not more than 0.50 % /
Ipumecs C He 6omnee 0,50 %

ii. | Impurity D/ low L _ o Not more than 0.50 % /
[Mpumecs D B ODONE 1002y He 6onee 0,50 %

Hike nipegena obHapyKeHHs

iii. | Any other impurity / (I10 =0.02 %) Not more than 0.50 % /
JIrobas npyras nprmech 0.05% He 6onee 0,50 %

iv. | Total impurities / 0.2% Not more than 1.50 % /

He 6onee 1,50 %

Remarks : The Product conforms to ND/
Ipumeuanue: [IpoaykT coorBeTcTBYET Tpebosanuam HJI

Conclusion : APPROVED /
Zaxarouenne: OJOBPEHO

Prepared by /
IToprorosneHo:
Pardeep Kumar

-

Checked by /
[Nporepeno: Himesh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykooautens

Manoj K !
anoj Kumar M)

Reprint Date /
Jata: 10.10.2023

Reprint Date /
Jata: 10.10.2023

Reprint Date /
Hata: 10.10.2023
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g
Iponyxr : Haii3® AkTuBrens (HUMeCY/IHA) reb I HAPYKHOTO IIpuMeHenHs, 1 %, 50 r
Batch No / : V230523 Batch Quantity / : 23098.0 units /
Cepus Ne O06BbeM NapTHH 23098.0 equnumIL
Analytical Report No / : 040001988543 Date of Analysis / : 26.07.2023
AHanuTHYecKHi oTyer No Jara anaaunza
Date of Manufacture / : Jul-2023 Date of Expiry / : Jun-2025
Jara npon3BoacTea Tonen no

Analysis performed according ND / Auanus nposeen mo HJI: JITT-Ne(001336)-(PI'-RU)-251022
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7. | Microbial purity* / MukpoGuoorayeckasi Y4HCTOTA*

1. | Total Aerobic Microbial NA Not more than 100 CFU/g /
Count / Obmiee yucno He 6onee 100 KOE/r
a’pOOHBIX MHKPO-

OpraHHu3MOB

ii. | Total Combined Yeast and NA Not more than 10CFU/g /
mould count / Obmee uncio He 6onee 10 KOE/r
JPOMOKEBBIX M IUIECHEBBIX
rpuboB

iii. | Pseudomonas aeruginosa NA Should absent in 1 g/
OtcyrctBue B 1 T

iv. | Staphylococcus aureus NA Should absent in 1 g/
OtcyrcrBHe B 1 T

8. | Assay/Konau4yecTBeHHOE Onpee/ieHUE

Nimesulide / Humecynun

9.83 mg/9.83 mr
(98.3 %)

9.0 mg to 11.0 mg of C13H12N20sS
(nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Ot 9,0 mr o 11,0 mr CisHi2N2OsS
(aumecymun) (ot 90,0 % no

110,0 % oT HOMMHAJILHOTO
cofiepkadus) B 1 r ress

Remarks : The Product conforms to ND/
Ilpumeuanne: [Iponykr cooreTcTBYeT Tpebopanuam H/I

Conclusion : APPROVED /
3axmwouenne: OJJOBPEHO

Prepared by /
IloaroroBneHo:
Pardeep Kumar

ol

Checked by /
Ipoeepeno: Himesh Kumar

—
"~

Approved by: Manager/Executive /
Onobpeno: Menemwxkep / PykoBoaHTe b
Manoj Kumar ;

A’.’_"" ek

Reprinl Date /
Hara: 10.10.2023

Reprinl Date /
Hara: 10.10.2023

Repiiul Date /
Jarta: 10.10.2023
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIWU3A

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g
IIpoaykT Haiiz® AxTuBresns (HUMECYJIUT) Telib /il HAPYXKHOTO npuMeHenus, 1 %, 50 r
Batch No / 1 V230523 Batch Quantity / : 23098.0 units /
Cepus Ne O6BbeM napTHR 23098.0 eguumy
Analytical Report No / : 040001988543 Date of Analysis / : 26.07.2023
AnajHTHYEeCKHH oTueT No JlaTa aHan3a
Date of Manufacture / : Jul-2023 Date of Expiry / : Jun-2025
JlaTa npon3BoAcCTBA T'ogen go

Analysis performed according ND / Ananus nposeaen mo HJI: JIIT-Ne(001336)-(PI'-RU)-251022
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9. | Dimethyl sulfoxide /
JAumernncynabpoxrcna

100.4 %

90% to 110% of C:HgOS (dimethyl
sulfoxide) of label claim /

0190 % mo 110 % C;HsOS
(mumeTHncynbPOKCUI) OT
HOMHUHAJIBLHOTO COJIEPIKaHHUA

10. | Package / YnaxoBka

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 TyOy H3 JaMHHHPOBAHHOIO ATIOMHHMA, CHAaOXEHHYIO
MeMOpaHOM 1 KOHTPOJI nepBoro BCkpbIThsi. Kaxnyro Ty6y BMecTe
C MHCTPYKIIHEH 110 MEJULMHCKOMY NPHUMEHEHHIO MOMEINAIOT B Ma4Ky

*The parameter may not be included in the manufacturer's Certificate of Analysis. The manufacturer
guarantees the quality of the product for these parameters.
*IIokasarelb MOMXKET OTCYTCTBOBATH B ceprHdmnKaTe aHaan3a npousBoiuTens. lIpoumssoamrenn
rapasTHpPYeT KaYecTBO NpenapaTta 1o 3THM M0Ka3aTeJIsaM.

API name (INN) / HaumenoBanne AO®C (MHH):

Nimesulide / Humecynun

Homep cepun cyocTanuuu npouspoguteasa I'JIPD:

API manufacturer batch number / NMS/13050479
Homep cepun nponssoauTens APC:
FP Manufacturer API Batch number / FEQA00262

API Manufactured by & country/
IIpousepogureanr A®C, crpana:

Aarti Drugs Ltd., India /
Aaptu lparc JIta., Uaaus

Remarks : The Product conforms to ND/
IIpameuanue: Ilpoaykrt cootBeTcTBYeT Tpebopanuam HJI

Conclusion : APPROVED /
3akmwuenne: OJJOBPEHO

Prepared by /
IloarorosieHo:
Pardeep Kumar

-

Checked by /
Ipoeepeno: Himesh Kumar

Approved by: Manager/Executive /

Onobpeno: Menemxep / PykoBogurens

Manoj Kumar % f’
e

Reprint Date /
Hara: 10.10.2023

Reprint Date /
Jlara: 10.10.2023

Reprint Date /
Jarta: 10.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

www.drreddys.com

Jel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507



