Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

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

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

CEPTHUPUKAT AHAJIU3A

Tel : +91 98166 56001-02

www.drreddys.com

Product Nise Activgel (nimesulide) gel for external use, 1 %, 20 g

Hpoayxt Haifz" AkTusrenn (HUMeCyaua) refib ans Hapy »kKHOro npumerenns, 1 %, 20

Batch No / 1 V220709 Batch Quantity / : 46654 units /
Cepus Ne O6beM mapTuu 46654 enuHnu
Analytical Report No / : 040001637366 Date of Analysis / : 10.09.2022
AHaauTHYecKHi oTuer Ne JlaTa anaygu3a

Date of Manufacture / 1 Aug-2022 Date of Expiry / : Jul-2024
JlaTa npon3BoacTBa I'open go

Analysis performed according ND / Ananus nposeaen no HJI: JITT-005923-191119 (amend Ne 1 from
19.03.2020 / m3M. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / u3m. Ne 2 or 02.02.2022)

Page 1 of 5/ Ctp.1m35

BOXX

CooTBeTCTBYET TpeOOBAHUAM

No/ . .

Ne Test / IlokazaTeJb Result / PesyabraT Specification / Hopma

1. Description / Onucanne Homogeneous, transparent, Homogeneous, transparent,
colorless gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OgHOpOAHBIH
OAHOpPOJHEI MPO3payHbIH npo3payHplii renb 0T 6eCUBETHOrO
rejb GJI€AHO-KENTOro IBeTa C | A0  ONeAHO-KENTOro  LseTa ¢
XapaKTepHBIM 3a11aXxoM XapaKTepHbIM 3aI1aXOM

2. Identification / IloxmmaHOCTH

a) By HPLC / Metoaom Complies as prescribed / | 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) / Bpema ynep)kuBaHUS
OCHOBHOT'O nH1Ka Ha
XpoMaTorpaMmme HCIIBITYEMOrO
pacTBOpa IOMKHO COOTBETCTBOBATH
BPEMEHH YAEPKHBAHUS OCHOBHOIO
NMKa Ha XpOMAaTOrpaMMe pacTBOpa
CTaHAAPTHOIO obpasua
HHMECYUAA (pasmen
«KonuuecTBeHHOE OTIpeNeICHHEY)

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipogykr cootBeTcTBYeT Tpebopanusam HJI

Conclusion : APPROVED /
Zakawuenne: OJOBPEHO

Prepared by /
Ioarorosneno: Ramakant

Checked by /
[Tposepeno: Pardeep Kumar

~f—

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBoautens
Manoj Kumar il

1

Reprint Date /
Jara: 04.11.2022

Reprint Date/
Jlata: 04.11.2022

Reprint Date /
Jara: 04.11.2022

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



Dr. Reddy's Laboratories Ltd.

@
Dr. Reddy,s ‘.... Formulation Unit-6

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTH®HKAT AHAJII3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
IlpomykT : Haiiz" AkTusrens (HUMeCyann) renb AJis HAPY/KHOTO NPUMEHCHNA, 1%,20r
Batch No / 1 V220709 Batch Quantity / : 46654 units /
Cepus Ne O6bemM naprTun 46654 eauHUL
Analytical Report No / : 040001637366 Date of Analysis / : 10.09.2022
AHAJIHTUYECKHI oTUeT Ne Jara ananusa
Date of Manufacture / : Aug-2022 Date of Expiry / : Jul-2024
Jlara mpou3BoACTBA T'oxen no
Analysis performed according ND / Aranns nposenen no HJI: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / w3m. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / uzm. Ne 2 ot 02.02.2022)
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No/

N Test / Iloka3zaTeJn Result / PesyabTat Specification / Hopma
b)By UV spectro- Complies as prescribed / | UV absorption spectrum of the test
photometry / MeTonom CooTBeTCTBYET TPEOOBAHMAM solution should have absorption
Y®-cnektpodoTo maximum at 397#5nm / YO-
METpUU CIEKTP TOINOLIEHHS HUCTIBITYEMOrO
pacTBopa A0JKEH HMETh MaKCUMYM
nornotiieHus npu 39745 um
3. | Weight of package 20g/20T According to Rus. Ph. (Not less
contents / Macca than 20.0 g) / B cOOTBETCTBHH €
COAEepPKUMOr0 YHAKOBKH TpeOOoBaHUIMHU
I'® PD. (He menee 20,0 r)
4. | pH 323 From2.5t04.5/0t12,5104,5
5. | Viscosity / BazkocTs 962.5 centipoise / From 400 to 1200 centipoise /
962.5 caHTunyas Ot 400 go 1200 canTumnyas
6. | Related impurities / PoacTBeHHEBIe IpUMeCH
i. | Impurity C/ Not more than 0.50 % /
Ipumech © Not detected / He oGHapyxeHA He 6onee 0,50 %
ii. | Impurity D/ Not more than 0.50 % /
Tpumecs D Below LOD (LOD = 0.02 %) / Hixe He 6oee 0.50 %
npezena o6uapyxenus (10 = i
iii. | Any other impurity / 0.02 %) Not more than 0.50 % /
Jlrobas npyras npumech 0.04 % He 6onee 0,50 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
INpumeuanue: [Iponykr coorBeTcTByeT TpeboBanusim HJ Zaxawuenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IMoarorosneno: Ramakant Ipoeepeno: Pardeep Kumar Ono6peHo: Menemxkep / Pjiozlimenb

w‘d/ \;‘ﬁ_., Manoj Kumar @l{_LLLL

Reprint Date / Reprint Date / Reprint Date /
Hara: 04.11.2022 Hara: 04.11.2022 Hara: 04.11.2022

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

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel: 491 98166 56001-02

CEPTUO®UKAT AHAJIM3A www.drreddys.com
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
Mpoaykt Haiiz™ AkTuBrenb (HuMecymia) reib Ans Hapysioro npiuMenenus, 1 %, 20 r
Batch No / : V220709 Batch Quantity / : 46654 units /
Cepns Ne O6bem mapTun 46654 eanHuLL
Analytical Report No / : 040001637366 Date of Analysis / : 10.09.2022
AHAINTHYECKHI oTyeT No JlaTa anaamnza
Date of Manufacture / : Aug-2022 Date of Expiry / : Jul-2024
Jlara npon3BoacTBa T'oaen g0
Analysis performed according ND / Ananus nposeaen mo HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020, amend No 2 from 02.02.2022 / uzm. Ne 2 ot 02.02.2022)

rpuboB

1il.

iv. | Staphylococcus aureus

mould count / Obuiee uncio
JPOMOKEBBIX U TIIECHEBBIX

Pseudomonas aeruginosa

Menee 10 KOE/r

Absentinl g/
OtcyrctByeTB 1 T

Absentinl g/
OtcytcTByerB 1 T

He 6onee 100 KOE/r

Should absent in 1 g/
OtcyretBUe B 1 1

Should absentin 1 g/
OtcytetBre B I T
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i? 4 Test / IlokasaTeib Result / PesyabTat Specification / Hopma
iv. | Total impurities / 0.1 % Not more than 1.50 % /
Cymma npumecei He 6onee 1,50 %
7. Microbial purity / Muxpo0uosoru4eckas 44CTOTa
i. | Total Aerobic Microbial Less than 10 CFU/g/ Not more than 1000 CFU/g/
Count / O01uee unciao Menee 10 KOE/r He 60nee 1000 KOE/r
a’pOOHBIX MUKPO-
OpraHu3MOB
ii. | Total Combined Yeast and Less than 10 CFU/g / Not more than 100CFU/g /

Remarks : The Product conforms to ND/
Npumeuanne: [poaykr coorBercTBYeT Tpebopanusam HJL

Conclusion : APPROVED /
Zakaouenue: OJJOBPEHO

Prepared by /
IToarotosneHo: Ramakant

Bt

Checked by /
IIposepeno: Pardeep Kumar

| :'

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykooauTens

Manoj Kumar &}/J
Wg_w i {

Reprint Date /
Iara: 04.11.2022

Reprint Date /
Jara: 04.11.2022

Reprint Date /
Hara: 04.11.2022

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




Dr. Reddy's Laboratories Ltd.

@0
Dr. Reddy’s ‘.... Formulation Unit-6

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHU®HKAT AHAJIN3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
Mpomyxr : Haiis" AkTrBrens (HUMECYIMA) resib s HAPY/KHONO NPHMEHCHHS, 1%,20r
Batch No / : V220709 Batch Quantity / : 46654 units /
Cepus Ne O6bem napruu 46654 eqyHuLL
Analytical Report No / : 040001637366 Date of Analysis / : 10.09.2022
AHAJINTHYECKHUI oTueT Ne JlaTa aHaJiu3a
Date of Manufacture / : Aug-2022 Date of Expiry / : Jul-2024
JaTta npousBojcrsa T'onen no
Analysis performed according ND / Anaau3s nposenen nmo HJI: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / m3m. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / uzm. Ne 2 ot 02.02.2022)
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8 Assay / KontnuecTBeHHOE onpegeieHHe
i. | Nimesulide / 10.17 mg/ 10.17 mr 9.0 mg to 11.0 mg of C13H12N2058
Humecynnn (101.7 %) (nimesulide) (90.0% to 110.0% of

label claim) in 1 g of gel /
Ot 9,0 MI" 1O 11,0 Mmr C13H12N2058
(numecynun) (ot 90,0 % no

110,0 % OT HOMHUHAJIBHOIO
codepxxaHus) B 1 r rens

ii. | Dimethyl sulfoxide / 100.5 % 90% to 110% of C;HsOS (dimethyl
Jumetnncynbdoxcun sulfoxide) of label claim /

Ot 90 % nmo 110 % C,HesOS
(mumeTHICYNBGOKCHN) OT
HOMMHAJIBHOT'O COAECPXKaHH

10 |Packaging / Ynakoeka Package / Ynaxoeka - 20 gina | package / Ynakoska - 20 g, SO g or

la@nated .aluminum .tube 100 g in a laminated aluminum tube
equipped with tamper-evident | gquipped  with  tamper-evident
membrane. Each tube and a | membrane. Each tube and a patient

patient information leaflet in a | jjformation leaflet in a carton. /
carton. / ITo 20 r B TY6y u3

JaMUHUPOBAHHOIO
AFOMHUHMA, cHab>KeHHYIO
MeMOpaHOil [ KOHTpPOJIA

[To 20 r, 50 r wnu 100 r B TYOY M3
JIAMUHHPOBAHHOTO AJIFOMHHHUS,
cHabxeHHyr0o  MeMOpaHOHM  [id

nepBoro Bekphrtia. Kaxmyio | KOHTPONA  MEPBOrO  BCKPELITHA.
Ty6y BMecTe C MHCTpYKLMeit Kaxmyio  Ty6y — Bmecre  c
Mo NpHMeHeHHEo oMellator B | MHCTPYKIUKEH 10 NpUMEHEHHIo
NauKy KapTOHHYIO. MOMEIIAIOT B MaYKy KapTOHHYIO.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Hpumeuanne: [Ipoaykr cootBercryer Tpebopannam HJL 3axmwogenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

TloaroToBneHo: Rarﬁikant [NposepeHo: Pardeep Kumar Onobpeno: Menemxep ‘/wkﬁenb

%Wkg/ f Ma}n‘oj Kumar Pl

Reprint Date / Reprint Date / Reprint Date /
Hara: 04.11.2022 Jara: 04.11.2022 Hara: 04.11.2022

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: L85195AP1984PLCO04507
www.drreddys.com




D , ‘...0 Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
r. Reddy s ". Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUDPUKAT AHAJIM3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
Mpoayxr : Haiis" AkruBrenn (Humecysini) resib Ans HApYAHOro NPUMEHEHUS, 1%.,20r
Batch No/ : V220709 Batch Quantity / : 46654 units /
Cepus Ne O0bem napTuu 46654 ennHuy,
Analytical Report No / : 040001637366 Date of Analysis / : 10.09.2022
AnanuTudeckuii oTuer Ne Jara ananusza
Date of Manufacture / : Aug-2022 Date of Expiry / : Jul-2024
Harta npou3BoacTBa T'open g0
Analysis performed according ND / Ananu3s nposenen no HJI: JI1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / uzm. Ne 2 ot 02.02.2022)
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11 |Labeling / MapxupoBka According to ND / B coorsetrcTBuu ¢ HJI

12 |Storage / Xpanenue Store below 25 °C. Do not freeze./ Ilpu Temnepatype He BbILIE
25 °C. He 3amopa>xuBarth.

13 | Shelf life / Cpox romgnocru | 2 years /2 roma

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

*ITokazaTellb MOXKET OTCYTCTBOBATH B cepTHUKATE aHAIN3A Npou3soauTes. [Iponssoaurenn
rapanTHpyeT KadecTBO NpenapaTa no 3THM II0Ka3aTe/fAM.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

IIpumeuanne: [Ipoxykr cooteeTcTBYeT Tpebopanunam HJI 3axmouenne: OJIOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

IMoarorosneHo: Ramakant [posepeno: Pardeep Kumar Ono6peno: Menemxkep / Pyxosoaurenb
W ’ 3,(—1-—' Manoj Kumar @@*L

Reprint Date / i Reprint Date / Reprint Date /

Hara: 04.11.2022 Hara: 04.11.2022 Hara: 04.11.2022

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




