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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IlpoaykT Haiiz® Axtusrens (HUMecynua) reib A Hapy>KHOro npumenenus, 1 %, 50 r
Batch No / : V230646 Batch Quantity / : 23157.0 units /
Cepus Ne O6beM mapTHH 23157.0 equnnn
Analytical Report No / : 890001691416 Date of Analysis / : 30.09.2023
AHaJTHTHYeCKHH 0TYeT Ne JlaTa ananu3a
Date of Manufacture / : Sep-2023 Date of Expiry / : Aug-2025
JlaTa npon3BoACTBA Toxen mo
Analysis performed according ND / Ananns nposegen no HJI: JIIT-Ne(001336)-(PI'-RU)-251022

Page 1 of4/Crp.1u34

No/

Ne Test / ITokasarenab 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 / OxHOpOAHEI
OnHOpoAHBIH NPO3paiHbIX MPO3payHbIi Ireb OT OecLBETHOro
reb GJIe{HO-KEATOro LBeTa ¢ | 10  ONeAHO-XKeNTOro  LUBeTa ¢
XapaKTePHBIM 3aMaxoM XapaKTepHBIM 3aaxoM

2. Identification / UnenTudpuxanns

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) / BpeMms ynepxuBaHuA
OCHOBHOI'O nuKa Ha
XpoMaTorpaMme MCIIBITYEMOTO
pacTBOpa I0JKHO COOTBETCTBOBATh
BpPEMEHHU YIEP)KMBAHUS OCHOBHOI'O
NMKa Ha XpoMarorpaMMme pacTBopa
CTaHJAPTHOIO o6pasua
HHMECYUAa (paznen
«KonuuecTBeHHOE OTpEe/IENeHHEY)

Complies as  prescribed /
CoOTBETCTBYET TPEOOBAHHAM

a) HPLC / BOXX

Conclusion : APPROVED /
3axmouenune: OJIOBPEHO

Remarks : The Product conforms to ND/
IMpumeuaunne: Ilpogyxt cootBeTcTBYeT Tpeboanusm HI

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroropneHo: I[Tporepeno: Himesh Kumar Onobpeno: Menemxep / Pykosonurens
Pardeep Kumar QL_ 7 | Abhishek Chauha;t \
Reprint Date / Reprint Date / Reprint Date / = \

Jara: 30.09.2023 Jlara: 30.09.2023 Jara: 30.09.2023

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: L85195AP1984PLCC04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IlpoaykT Haiiz® Axtusrens (HUMeCYJTHN) Telib AJis HapYXKHOro NprMeHeHHs, 1 %, 50 r
Batch No / : V230646 Batch Quantity / : 23157.0 units /
Cepust Ne O6beM napTuH 23157.0 enunui
Analytical Report No / : 890001691416 Date of Analysis / : 30.09.2023
AHaJHTHYECKHIA oTueT No JlaTa aHaan3a
Date of Manufacture / : Sep-2023 Date of Expiry / : Aug-2025
JlaTa npou3BoACTBA T'onen no
Analysis performed according ND / Auanu3 nposegen mo HJI: JITTI-Ne(001336)-(PI'-RU)-251022

Page 2 of 4/ Ctp. 2 u3 4

b) UV spectrophotometry /
Y®-cniekrpodoro
METpHS

&

Complies as  prescribed
CooTtBeTcTBYeET TpeOOBaHUAM

/| UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / V®-
CMEKTP MOTJIOLEHHs UCTIBITYEMOro
pacTBOpa HOJKEH UMETh MAKCUMYM
norjiommeHus npu 397+5 um

3. | Weight of package 51g/5lr According to Rus. Ph. /B
contents / Macca COOTBETCTBHH C TpeOOBAHMUAMH
COIEPIKHMOI0 YIIAKOBKH [®pPo

4. | pH 3.25 25t04.5/012,50104,5

5. | Viscosity / BazkocTb 1034 centipoise / 400 to 1,200 centipoise /

1034 canTumyas

Ot 400 go 1200 canTumyas

6. | Impurities / IIpumecn

Cymma npumecei

i. | Impurity C/ Not detected / e o6HapyxxeHa | Not more than 0.50 % /
Ipumecs C He 6onee 0,50 %

ii. | Impurity D/ Below LOD (LOD = 0.02 %) / Not more than 0.50 % /
ITpumecs D Hiike mperiena o6HapyKeHHs He 6onee 0,50 %

iii. | Any other impurity / (IT0=0.02 %) Not more than 0.50 % /
Jliobas apyras npumech 0.05% He 6onee 0,50 %

iv. | Total impurities / 0.1% Not more than 1.50 % /

He 6onee 1,50 %

Remarks : The Product conforms to ND/
Ilpameyanne: [IpogykT coorBeTcTBYET TpebopaHuaM HJI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toxrorosneno: IMposepeno: Himesh Kumar OnobpeHo: Meuemxkep / PykoBoaurens
Pardeep Kumar c;;f;—f <> | Abhishek Chauha?&‘_,/\
Reprint Date / Reprint Date / Reprint Date / v
Jata: 30.09.2023 Jata: 30.09.2023 [Hata: 30.09.2023 -

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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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A
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Formulation Unit-6

Vill. Khol, Nzilagarn Road, Baddli,
Distt. Solan, H.P,, 173 205, INDIA
Tei: 493 28186 56001-02
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Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g

IlpoaykTr Haiiz® AxTusrens (HUMECYNIUA) Tefb [ HapyXHOro npumenenus, 1 %, 50 r

Batch No / : V230646 Batch Quantity / : 23157.0 units /
Cepus Ne O6bem napTHH 23157.0 envnumig
Analytical Report No / : 890001691416 Date of Analysis / : 30.09.2023
AHaJIUTHYECKHH 0T4eT No Jara ananusa

Date of Manufacture / : Sep-2023 Date of Expiry / ¢ Aug-2025

JlaTa npon3BojacTBa T'oxen o

Analysis performed according ND / Anann3s nposegen mo HJI: JIIT-Ne(001336)-(PI'-RU)-251022

Page3 of4/Ctp.3 u3 4

7. | Microbial purity* / Mukpo6unosoruyeckas 4acrora*

i. | Total Aerobic Microbial NA Not more than 100 CFU/g/
Count / Obiee umcno He 6onee 100 KOE/r
a’poOHBIX MHKPO-
OpraHU3MOB
ii. | Total Combined Yeast and NA Not more than 10CFU/g /
mould count / O61iiee yucio He 6onee 10 KOE/r
APOXOKEBBIX Y IJIECHEBBIX
rpubon
iii. | Pseudomonas aeruginosa NA Should absentin 1 g/
OtcyrctBUE B 1 T
iv. | Staphylococcus aureus NA Should absentin 1 g/
OrcyrctBUEe B I T
8. | Assay/KoanuyecTBeHHOE OnpeesieHHe
Nimesulide / Humecynug 9.90 mg/ 9.90 mMr 9.0 mg to 11.0 mg of C13H2N205S
(99.0 %) (nimesulide) (90.0% to 110.0% of

label claim) in 1 g of gel /

Or 9,0 MI" 10 11,0 mr C13H12N205S
(aumecymun) (ot 90,0 % no

110,0 % OT HOMMHAJILHOTO
conepxanus) B 1 r rens

Remarks : The Product conforms to ND/
IIpumeuanne: IIpoaykT coorBercTBYeT TpeboBanuam HJL

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Jara: 30.09.2023

JHata: 30.09.2023

Prepared by / Checked by / Approved by: Manager/Executive /
ITogrorosnexo: [Tpoeepeno: Himesh Kumar Onob6peno: Menemiep / Pykosoaurens
Pardeep Kumar o,g ==~ | Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date / \

Hata: 30.09.2023

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: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product  : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoayxr : Haiis® Axtusrens (Humecynun) rens s HapysxHoro npuMerenus, 1 %, 50 r
Batch No / : V230646 Batch Quantity / : 23157.0 units /
Cepus Neo O6bem napTuu 23157.0 enmnung
Analytical Report No / : 890001691416 Date of Analysis / : 30.09.2023
AHAJIHTHYECKHH oTyeT No Jlara ananu3a
Date of Manufacture / : Sep-2023 Date of Expiry / : Aug-2025
Jara npon3eoacrea I'ogen o
Analysis performed according ND / Anasaus nposenen no HJI: JIIT-Ne(001336)~(PT-RU)-251022

Page 4 of 4/ Crp. 4 u3 4
9. | Dimethyl sulfoxide / 101.8 % 90% to 110% of C2HsOS (dimethyl
JAumerHacyabdoreH sulfoxide) of label claim /

Ot 90 % no 110 % C,HeOS
(numetuncynpdokcu) ot
HOMHHAJIBHOTO COZEpIKaHHU

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 TYy0y M3 NAaMUHHPOBAHHOIO ATIOMHHHSA, CHA6XKEHHYIO
MeMOpaHO#i 11 KOHTPOJIS mepBoro Eckpeitvs. Kaxryio Ty6y BMecTe
€ MHCTPYKLIMEH 10 MEJUIMHCKOMY ITPUMEHEHHIO NOMEIAIOT B MayKy
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.

*IIokasaTeb MOXKET OTCYTCTBOBATH B CepPTHQHKATE aHATIH3A NPOH3BoaHTest. IIpon3BoaHTE L
TaPaHTHPYET KAYECTBO NPENAPATA M0 ITHM IOKA3ATEIsAM.

API name (INN) / HanmenoBanne A®C (MHH): Nimesulide / Humecynun

API manufacturer batch number / NMS/13070686

Homep cepun npoussoaurens ADPC:

FP Manufacturer API Batch number / FEQAO00379

Homep cepun cy6cranuuu npoussogurtens [JID:

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

Hpoussoaurens APC, crpana: Aaptu lparc JItn., Unpus
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanne: Ipoaykr cooTBeTcTBYET Tpebopanuam HJJ 3akarouyenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IoarorosneHo: ITposepeno: Himesh Kumar Onobpeno: Menemykep / PykoBonutens
Pardeep Kumar Qﬁ,/ @\‘_——\’—\, Abhishek Chauhan&g/\
Reprint Date / Reprint Date / Reprint Date / N
Hara: 30.09.2023 Hata: 30.09.2023 JHara: 30.09.2023

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: L85195AP1984PLC004507
www.drreddys.com




