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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A
Product : Nisc Activgel (nimesulide) gel for external use, 1 %, 50 g “j
(pomykr ¢ Haiis" AKTUBreéNs (numecynma) reb Ans HAPYKHOTo npumerchis, 1 %, 50 r o)
Batch No / : V230092 Batch Quantity / : 19157 units /
Cepus Ne O0nemM naprun 19157 camHuu
Analytical Report No / : 040001758796 Date of Analysis / ¢ 13.02.2023
Anannrauecknii oTder No Hara anansza
Date of Manufacture / : Feb-2023 Date of Expiry / : Jan-2025 ]
 laTa npon3Bo/ICTBA T'ogen go
Analysis performed according ND / Ananus nposegen no HH: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / u3m. Ne 2 ot 02.02.2022)

Pagel of 5/Ctp. 13 5

I;: 4 Test / Tloxasarens Result / PesysnTar Specification / Hopma I
1. Description / Onucatue Homogeneous, transparent, Homogeneous, transparent,
pale-yellow gel with colorless to pale-yellow gel with
charactenistic odor / characteristic odor / OgHopoaHbIit
OpHopoaHbI# MPO3payHbll reab | Mpo3payHbld reab OT OECUBETHOTO
OIeXHO->KENTOTO 1LIBETA C J0 OleIHO-XEeNTOoro LBETa C
XaPaKTePHBLIM 3a[1aX0OM XapaKTepHbIM 3aMaxoM
2. Identification / [logaunnocTs
a) By HPLC / Metoaom Complies as  prescribed /| The retention time of the main
BOXX CooTBeTCTBYCT TPEOOBAHMAM peak in the chromatogram of test
[ solution should correspond to the |
retention time of the main peak in
the chromatogram of nimesulide
reference  sltandard  solulion
(section Assay) / Bpewms
YAEpACHBAHHA OCHOBHOTO fHKa HA
XpOMATOrpaMMe  UCIIBITYEMOTO
pacteopa JOJKHO
COOTBETCTBOBATD BPEMEHH
yIep>KUBaHUs OCHOBHOIO TIHKa Ha
XpOMaTorpamMMe pacTBopa
CTAHAAPTHOrO obpasua
HUMECYINIa (pasmen
«KonuyecrrerHoe
onpenesieHHe»)
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
TIpumeuaune: Ilponykr cootsercTByeT Tpebosanuam HJL 3axunwuenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
MoaroTornero: Ramakant ITpoeepero: Pardeep Kumar OnobpeHo: Menemiep / PykosoanTesne
‘)Ar Manoj Kumar 5 4
Gulp 2 bl
Reprint Date / Reprint Date / Reprint Date /
Hara: 13.02.2023 Jara: 13.02.2023 Hara: 13.02.2023
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CEPTHOUKAT AHAJIU3A
Product : Nise Activgel (nimesulide) gel for external usc, 1 %, 50 g ]
Hpoaykr Haiiz" Aktusrenr (HUMecynua) renb JUIA HAPYXKHOTO npumeHeHHUs, 1 %, 50 r
Batch No / : V230092 Batch Quantity / : 19157 units / |
Cepna Ne O0bem mapTun 19157 eannanu
Analytical Report No / : 040001758796 Date of Analysis / : 13.02.2023
AHanuTH4ecKHil oTyeT Ne 1JlaTa anaau3a
Date of Manufacture / : Feb-2023 Date of Expiry/ : Jan-2025 ]
Jara npousBoacrea T'open no
Analysis performed according ND / Anaausz nposeaen mo HJI: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / n3m. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / u3m. Ne 2 ot 02.02.2022)

Page2 of 5/Crp.2 153 §

‘1;:) J Test / Ilokazarenn Result / PezyabTaT Specification / Hopma

T b) By UV spectro- Complies as  prescribed UV absorption spectrum of the i
photometry / MeTonom CootsetcTRyeT TpeGoBaRMSM test solution should have
Y®-cnekrpodoro absorption maximum at 397+5 nm
MCTPHH |/ VY®d-cmektp  normnolueHns

| McobITyeMoro pacTBopa HOJKEH
WMETh MaKCHMYM IOTJIOLLEHHUS
npu 397£5 nm

3. | Weight of package Sl1g/5lr According to Rus. Ph. (Not less
contents / Macca than 50.0 g) / B cooTBeTCTBHM C
COJEPAKHMOro YNaKOBKH TpeGOBaHHAMH

I'®d PD. (He menee 50,0 r)
4, pH 3.30 From 2.5t04.5/012,5 npo 4,5

5. | Viscosity / Bazkocth

962.5 centipoise /
962.5 cauTumnyas

6. | Related impurities / Poacreennsie npumecu

From 400 to 1200 centipoise /
Ot 400 g0 1200 cantunyas

Ipumeuanne: [Tpoaykt cooTsercTYeT TpeboBanusam HJI

L | Impurity C/ Below LOD (LOD =0.02%) / lwke | Not more than 0.50 %/
INpumecs C npeacna odHapyxera (I10 = 0.02 %) He 6onee 0,50 %
ii. | Impurity D/ S T TS, e Not more than 0.50 % /
elow =0.02 %) / Huxe 0
Mpumecs D npenena obuapyxehus (110 = 0.02 %) ! He 6onee 0,50 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

3akarwuenue: OJOBPEHO

Prepared by /
TlogroroeneHo: Ramakant

ok

Checked by /
ITposepeno: Pardeep Kumar

& Manoj Kumar

-

Approved by: Manager/Executive /
OnobpeHo: MeHenxep / PykoBoanTens

Reprint Date /
Jara: 13.02.2023

Reprint Date /
Jlara: 13.02.2023

Reprint Date /
Hata: 13.02.2023
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIM3A

AHannTHYecKlii oTyer No

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g

ITpoaykr Haii3™ Akruprens (HUMeeyan/) reib Ans HapyskHoro npumeHenns, 1 %, 50 r

Batch No / 1 V230092 Batch Quantity / ; 19157 units /
Cepus Ne O0beM napTun 19157 eavumu_
Analytical Report No / : 040001758796 Date of Analysis / 13.02.2023

JlaTa anann3a

Date of Manufacture /
Jara npou3BORCTBA

: Feb-2023

Date of Expiry / : Jan-2025

Tonen oo

Analysis performed according ND / Auaans nposegen no H: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. No 1 ot 19.03.2020. amend Ne 2 {from 02.02.2022 / uzm. Ne 2 ot 02.02.2022)

Page3 of 5/ Crp. 3 u3 5

|
2}? / Test / llokazatenn Result / PesyabTar Specification / Hopma
iii. | Any other impurity/ Not more than 0.50 % / i
JIrobas npyras npumecs o He 6onee 0,50 %
iv. | Total impurities / 0.1 % Not more than 1.50 % /
Cymma npumeceii He 6onee 1,50 %

Count / O611ee 9ucio
a3po0HLIX MUKPO-
OpraHW3MOB

rpubos

iv. | Staplylococcus aureus

i. | Total Aerobic Microbial

ii. | Total Combined Yeast and
mould count / O8ulee yucno
JPONOKEBbIX H [JIECHEBBIX

iii. | Pseudomonas acruginosa

] Less than 10 CFU/g /
Menee 10 KOE/r

Absent /
OtcyTereyet

Absent /
OtcyTcrByer

Less than 10 CFU/g / Not more than
Mewnee 10 KUE/T

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

100 CFU/g [/
He Oonee UV KUE/T

Should absentin 1 g/
OtcytctBue B 1 r

Should absentin 1 g/
OtcytctBHEe B | T

Remarks : The Product conforms to ND/
ITpumeuanne: [Iponykr cootsercreyer TpeboBannam HII

Conclusion : APPROVED /
3axmoyenune: OJOBPEHO

Prepared by /
[Toarotoenero: Ramakant

bt

Checked by /
TIpogepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobperio: MeHemkep / PykoBogurensb

Manoj Kumar
Kol

Reprint Date /
Jara: 13.02.2023

Reprint Date /

Reprint Date /

Jata: 13.02.2023

208, Fois =

JHara: 13.02.2023

CIN: LS5195AP188APLLCOISCT
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltg
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTHOHUKAT AHATU3A
[Product : Nise Activgel (nime;ulidchel for extemal use, 1 %, 50 g T
HNpoaykr : Haits" AKTHBIenl (HUMCCYTHR) resib ANs HAPY)KHOTO mpuMeHenns, | %, S0 r
Batch No/ : V230092 Batch Quantity / : 19157 units /
Cepuga Ne Obbem napTun 19157 enuuuy
Analytical Report No / : 040001758796 Date of Analysis / 13.02.2023
AxnanuTHYecKHi oTyeTr Ne JlaTa aHanusa
Date of Manufacture / : Feb-2023 Date of Expiry / : Jan-2025
Jdara npoussoacTBa I"oj1cH A0
Analysis performed according ND / Auaanz npogenen no FJL: JI1-005923-191119 (amend Ne [ from
19.03.2020 / n3m. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / n3m. Ne 2 ot 02.02.2022)

Page4 of 5/Crp.4mu3 S

Assay / KoanyecTBeHHOC onpeaeieHHe

1. | Nimesulide/
Humecynug

il. | Dimethyl sulfoxide /
Anmetuncynsbokcun

9.96 mg/ 9.96Mr
(99.6 %)

99.4 %

9.0 mg to 11.0 mg of Ci3H2N205S
(nimesulide) (90.0% to 110.0% of
label claim} in 1 g of gel /

Ot 9,0 Mr oo 11,0 mr C13H;2N2OsS
{Humecynun) (ot 90,0 % oo

110,0 % oT HOMUHANBHOTO
coaepxaHua) B 1 T rens

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

Ot 90 % no 110 % C2HsOS
(nnmetuncynbdokcHn) oT
HOMHHAJIBHOTO COAEPIKAHNA

Remarks : The Product conforms to ND/
IMpuweganne: Iponykr coorsercTayetr TpebosanmsM H

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO

Prepared by /
INloxrorosneno: Ramakant

dulpt

Checked by /
Ipoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Opnobpeno: Menemxep / Pykosoautens
Manoj Kumar

s

Reprint Date /
Jara: 13.02.2023

Reprint Date /

Jara: 13.02.2023

Reprint Date /
Jara: 13.02.2023

ol 485 G0 4600 2900, Fay: +£1 430 41900 2008, Email migi: Mdrreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUDPHKAT AHAJIM3A
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
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Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g

Mpoxysr Haiis™ Axtuerens (HUMECYAR/) redb /is HAPYKHOTO npumeHenus. 1 %, 50 1 = .
Batch No / : V230092 Batch Quantity / : 19157 units /
|Cepus Ne O6bem napTHH 19157 eanHuy
Analytical Report No / : 040001758796 Date of Analysis / 13.02.2023
AHanuTHYecKHi oruer Ne Jara ananusa

Date of Manufacture / : Feb-2023 Date of Expiry / : Jan-2025

Jara nponssoacTea ) Tloaen no .

Analysis performed according ND / Ananus nposeaes no HJI[: JITT-005923-191119 (amend Ne 1 from
19.03.2020 / n3m. Neo 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / u3m. Ne 2 ot 02.02.2022) L'

Page S of 5/ Ctp. Sn3 _5

| 10 |Packaging / Ynakoeka

Package / Ynakoska - 50 gin a
laminated aluminum tube
equipped with tamper-evident
membrane. Each tube and a
patient information leaflet in a
carton. / Mo 50 r B Tyby H3
NaMHHUPOBAHHOTO

aNnOMHUHNA, CHab>XEeHHY1O
MeMOpaHOH [UIA  KOHTpOJA
nepeoro BckphiTUA. Kaxnyro
TyOy BMecTe C HHCTPYKLHEH
10 NIPHMEHEHHIO MOMELLAIOT B
MAYKy KapTOHHYIO.

Package / Ynakoska - 20 g, 50 g or
100 g in a laminated aluminum tube
equipped with tamper-evident
membrane. Each tube and a patient
information leaflet in a carton. /

o 20 r, 50 r umm 100 v B TY6y 13
NaMUHHPOBAHHOTO AMFOMHUHHS,
cHabxeHHylo  MeMOpaHOM  [Uis
KOHTpOJIA ~ NEPBOFO  BCKPBITHS.
Kaxayro TYOYy BMeECTE c
MHCTpYKLMEA 10 TIPHMEHEHHIO
MOMENIALOT B Ma4Ky KAPTOHHYIO. i

11 |Labeling / MapkupoBka According to ND / B cootBetctauu ¢ HJ 2

12 | Storage / Xpanenne Store below 25 °C. Do not freeze./ [Ipy TeMnepaType He Bbille
25 °C. He 3aMOpaXHBaTb.

13 | Shelflife / Cpox roguocrn | 2 years/2 rona .

*The parameter may not be included in the manufacturer's Certificate of Analysis. The
manufacturer guarantees the quality of the product for these parameters.

*Jloka3aTeJib MOMKeET OTCYTCTEOBATE B cepTHHKATE aHAJIH3A NPon3BogHTens. [IpousBoanTeib
rapaHTHPYeT KaYyecTBO NpenapaTa no 3THM IoKa3aTe M.

Remarks : The Product conforms to ND/
IIpumeuanue: [Iponykr cooTBeTcTBYeT Tpebosanmam HJI

Conclusion : APPROVED /
Zaknouenue: OJOBPEHO

Prepared by / - Checked by /
IMoaroroeneno: Ramakant ITposepeno: Pardeep Kumar

Approved by: Manager/Executive /

Onobpeno: Menemxep / PykoBogutenp

Manoj Kumar

Reprint Date /
MHara: 13.02.2023

Reprint Date /
Jara: 13.02.2023

Reprint Date /
Jara: 13.02.2023

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail-2drraddys.com
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