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CERTIFICATE OF ANALYSIS eeiys.com
CEPTHOUKAT AHAJIN3A

Product Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IIpoayxT Haitz® AxtuBrens (HUMeCY/IMI) resib 1l Hapy>KHOro npuMenenus, 1 %, 50 r
Batch No / : V230746 Batch Quantity / : 23278.00 units /
Cepus Ne O6bem napTuu 23278.00 e gunmn
Analytical Report No / : 040002181478 Date of Analysis / : 14.10.2023
AHaJTuTHYECKHH oTyeT Ne JlaTa aHanmu3a
Date of Manufacture / : 09/2023 Date of Expiry / : 08/2025
Jara npoussojcTBa Togen g0

Analysis performed according ND / Ananuz nposeaen no HJI: JITT-Ne(001336)-(PI"-RU)-251022

Page 1 of4/Crp.1u3 4

No/
Ne

Test / Iloxa3zaTens

Result / Pesyabrar

Specification / Hopma

1. Description / Onucanue

Homogeneous, transparent,
pale-yellow gel with
characteristic odor /
OnHOPOHBIHN MPO3pauHbIi
resb 6JIeHO-KEJITOrO LBETA C
XapaKTEPHBIM 3aIaxoM

Homogeneous,transparent,colorless
to pale-yellow gel with
characteristic odor / OgHOpOIHBIH
Npo3payHbIii rejib 0T GECLBETHOrO
o OjegHO-KeNToro 1BETa C
XapaKTepHBIM 3araxoM

2. Identification / UnenTudnranus

a) HPLC / BDXKX

Complies as prescribed /
CootsetcTBYET TpeGOBaHUIM

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 yaepxuBaHus
OCHOBHOT'O KA Ha
XpomarorpaMmme HCTIBITYEMOrO
pacTBopa IOHKHO COOTBETCTBOBATH
BpEMEHH YIEepKHBAHUS OCHOBHOTO
MHKa Ha XpOMaTorpaMme pacTBopa
CTaHZAPTHOrO o6pasua
HUMecyNuaa (paszen
«KonuyecTBeHHOE OIpelIeICHHE))

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipnmeuanne: [IpoaykTt coorBeTcTBYET TpeboBanusam HJI 3akawouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoxarororneno: Anjali IIposepeno: Santosh Kumar OnobpeHo: Menemxkep / PykoBoanrens

ol aurya b anoj Kumar }m: ,J.-L-‘— i
Reprint Date /23.01.2024 Reprint Date /23.01.2024 Reprint Date / 23.01.2024
Jata: Jlara: Hara:

Registered Office: 8-2-327, Road Ne. 3, Banjara Hills, Hyderabad - 500024, Telangana, India

Tel: +01 40 4900 2900, Fax: +91 40 4900 2999, Email: ma@drreddys comm
Cifd. LR5135AP1984PLCO04A507

wiw.drrecdys.com
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CERTIFICATE OF ANALYSIS ‘
CEPTUOHUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IIpoaykT Hait3® AxTuBrens (HUMECYJIH) refib 1Jis HApYXXHOTO NprMeHeHHUs, 1 %, 50 r
Batch No / : V230746 Batch Quantity / : 23278.00 units /
Cepus Ne O6beM mapTHH 23278.00 enyuun
Analytical Report No / : 040002181478 Date of Analysis / : 14.10.2023
AHAJIHTHYECKHI oTueT No JlaTa anaam3za
Date of Manufacture / : 09/2023 Date of Expiry / : 08/2025
JaTa npou3BoaCTBA Tonen no
Analysis performed according ND / Auanus nposexen mo HJI: JIT1-Ne(001336)-(PI'-RU)-251022

Page2 of 4/ Ctp.2 3 4

b) UV spectrophotometry /
Y®-cniektpodoTo
MeTpuUs

Complies as  prescribed
CootBeTcTBYeT TpeGOBaHUAM

/

UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / Y-
CHEKTp MOTJIOMWEHHS HCTIBITYEMOTO
pacTBOpa JODKEH MMETh MAaKCHMYM
noryonieHus npu 39745 HM

1036 canTumnyas

3. | Weight of package 51g/5lr According to Rus. Ph. /B
contents / Macca COOTBETCTBHUH C TpeOOBaHUAMH
COJEePKHMOTI0 YIAKOBKH I'd PO

4. | pH 3.31 25t04.5/012,5m04,5

5. | Viscosity / BsazkocTb 1036 centipoise / 400 to 1,200 centipoise /

Ot 400 mo 1200 canTunyas

6. | Impurities / Ilpumecn

JIrobas apyras npumecs

iv. | Total impurities /
Cymma npumeceii

0.03%

0.1 %

i. | Impurity C/ Not more than 0.50 % /
Ipumecs C Not detected / He o6HapyxeHa He 6omnee 0,50 %

ii. | Impurity D/ Not more than 0.50 % /
ITpumecs D Not detected / He 06HapyxeHa He 6onee 0,50 %

iii. | Any other impurity / Not more than 0.50 % /

He 6omnee 0,50 %

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

7. | Microbial purity* / Mukpoononorudeckas yucrora*®

Remarks : The Product conforms to ND/
IIpumeuanne: [TponykT cooTBeTcTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3axnwuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
]'Ionromsneuo:.tljali IIpoBepeno: Santgsh Kumar Ono6peno: Menemxep / PyxosiﬂnTena

e aurya Oy~ Manoj Kumar @U— o

=—
Reprint Date /23.01.2024 Reprint Date /23.01.2024 Reprint Date / 23.01.2024
Jlara: Jara: Jara:
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangang, India
Tel. +91 40 4200 2900, Fax: +91 40 4900 2999, Email. mail@drieddys.com

CIN: L85195AP1984PLCO04A507
www.drreddys.com




s e s | By o =y oy oo |t
D hedav's Laborawories Lic

@0 Unit-6
Dr. Reddy’s ‘... 1garh Road, Badd,
- CH P 73205, INDYA
i S5 160 5600102
CERTIFICATE OF ANALYSIS wew.drredeys.com
CEPTU®UKAT AHAJIU3A
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykr Haiiz® AxtuBrens (HUMeCysua) refb JUlsl HApY>KHOro npuMeHenus, 1 %, 50 r
Batch No / : V230746 Batch Quantity / : 23278.00 units /
Cepus Ne O6beM mapTHH 23278.00 enununy
Analytical Report No / : 040002181478 Date of Analysis / : 14.10.2023
AHaJMTHYECKHH oTueT Ne JlaTa anaianza
Date of Manufacture / : 09/2023 Date of Expiry / : 08/2025
JlaTa mpoH3BOACTBA T'ogen g0

Analysis performed according ND / Ananuns nposeaen no HJI: JITT-Ne(001336)-(PI'-RU)-251022

Page3 of4/Crp.3 u3 4

i. | Total Aerobic Microbial
Count / O01iee yucio

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

NA
a’pOOHBIX MHKPO-
OpPraHU3MOB
ii. | Total Combined Yeast and Not more than 10CFU/g /
mould count / Ob6iee yucio NA He 6onee 10 KOE/r
JPOACKEBBIX M TUIECHEBBIX
rpubor
iii. | Pseudomonas aeruginosa NA Should absentin 1 g/
OtcyrcTBHe B 1 T
iv. | Staphylococcus aureus NA Should absent in 1 g/

OtcytcTBUEe B 1 T

8. | Assay/KoanuecTBeHHOe onpeeieHHe

Nimesulide / Humecynun

9.82 mg/9.82 mMr
(98.2 %)

9.0 mg to 11.0 mg of C13H12N2058
(nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Or 9,0 MTI 40 11,0 MI C13H12N205S
(numecynun) (ot 90,0 % go

110,0 % ot HOMHHATBEHOTO
cofiepxxanus) B 1 r rens

Remarks :

The Product conforms to ND/
IMpumeyanue: [Ipoaykt coorBeTcTBYeT Tpebopanusm HJI

Conclusion : APPROVED /
3akawuenne: OJJOBPEHO

Prepared by /

[loarotos cno(\njali
I‘
G

Checked by /
Iposepeno: Santosh Kumar
Maurya

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PyKono
Manoj Kumar r\‘h ok

€ilb

Reprint Date /23.01.2024
JlaTa:

Reprint Date /23.01.2024
Jara:

Reprint Date / 23.01.2024
Jlara:

Rezistered Office: 8-2-3

37, Road No, 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 20 400 2900, Fax: +91 10 4900 2999, Email: mail@direddys.com

CIN. L85195AP1984PLCON4507

www.drreddys.com
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CEPTH®UKAT AHAJIU3A
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Hpoaykr : Haiiz® Axrusress (HUMeCy/Ii) resb A1 HApYXKHOTO MpuMeHeHus, 1 %, 50 r
Batch No / : V230746 Batch Quantity / : 23278.00 units /
Cepus Ne O6bemM napTum 23278.00 e quHuL
Analytical Report No / : 040002181478 Date of Analysis / : 14.10.2023
AHanuTHYeCKHH oTyeT Ne JlaTa anaim3za
Date of Manufacture / : 09/2023 Date of Expiry / : 08/2025
JdaTta npon3BoacTBa I'ogen no
Analysis performed according ND / Ananu3 nposenen no HJI: JITT-Ne(001336)-(PI'-RU)-251022
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9. | Dimethyl sulfoxide /
JAuMeTnacyabgoxcHi 98.8%

90% to 110% of CzHsOS (dimethyl
sulfoxide) of label claim /

Ot 90 % no 110 % C,HsOS
(mumeTuncynbHoKcHI) OT
HOMHHAIBHOTO COMIECPKAHUS

KapTOHHY1O.

10. |Package/ YmakoBka 50 g in a laminated aluminum tube equipped with tamper-evident
membrane. Each tube and a patient information leaflet in a carton. / To
50 r B TYOy U3 NaMHHHPOBAHHOTO ANIOMHHHS, CHAO0XEHHYIO
MeMOpaHO# U1 KOHTPOJIS MepBoro BCKpbITUs. Kaxmyio Ty6y BMecTe
C MHCTPYKLHEH [0 MEMLIUHCKOMY IIPUMEHEHHIO MOMEINAIOT B MauKy

*The parameter may not be included in the manufacturer's Certificate of Analysis. The
manufacturer guarantees the quality of the product for these parameters.
*]IoxazaTeap MOXKeT OTCYTCTBOBATE B cepTHhUKATe anaau3a nponssogures. Ilponssoaurens

rapanTHPYeT Ka4YeCTBO NpenapaTa o 39THM NoKasaTeJ/JisiM.

API name (INN) / HanmmenoBanue A®C (MHH):

Nimesulide / Humecynun

Homep cepuu cyocTanuun npoussoguress I'JID:

API manufacturer batch number / NMS/13070717
Homep cepun npoussoauteas ADC:
FP Manufacturer API Batch number / FEQAO00399

API Manufactured by & country /
IIponssoantens ADC, cTpana:

Aarti Drugs Ltd., India /
Aaptu [lparc JItn., MUuaus

Remarks : The Product conforms to ND/
Ilpumeuanne: IIpoaykTt cooTBeTcTBYET TpeGoBanusM HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by /
[ToaroToeneno: Anjali ITpoeepeHo: Santosh Kumar

J\ '&/ Maurya (fg,

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pyxoson{m&nb
= |

Manoj Kumar hlh'v
I. 7 l AL

Reprint Date /23.01.2024 Reprint Date /23.01.2024
Jlara: Jara:

Reprint Date / 23.01.2024
Jlara:

Registered Office: 8-2-337, Road Nao. 3, Banjara Hills, Hyderabad - 500024, Telangana, Indiz
Tel: +91 40 4800 2900, Fax: +51 20 1900 2999, Email: inail@drreddyr.com
CIN: L85195AP1984PLCO0AS07

ww.drreddys.cam




