Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

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

ITpoaykr Haii3" Aktusrenb (HUMeCYNIna) refb Ajis HApYXKHOro npuMeHeHus, 1 %, 50 r

Batch No / : V210589 Batch Quantity / : 18,855 units /
Cepus Ne O0BbemM napTHu 18,855 ennnun
Analytical Report No / : 890001528066 Date of Analysis / : 12.06.2021
AHanuTH4ecKuii oTuer Ne JlaTa ananusa

Date of Manufacture / : Jun.2021 Date of Expiry/ : May.2023
JarTa npon3BojacTBa T'onen a0

Analysis performed according ND / Ananns nposeaen no HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Pagelof 5/Crp.1u35

No /

0) By HPLC / Moromom
BOXX

Ne Test / Iloka3zarenn Result / PesyabTar Specification / Hopma

1. Description / Onucanne Homogeneous, transparent, Homogeneous, transparent,
pale-yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OnHOpoaHbIH
OnmopoanLiii npo3paruiLlii NpO3PATIIEIT resik OT AeCUBETHOrN
reb OuleaHO-Keroro useta ¢ | qu OIEQHO-KSNTOrO  UBera ¢
XapaKTepHBIM 3aaxoM XapaKTepHBIM 3aMaxom

2. Identification / IloxnnaHOCTB

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) / Rpems ynepxuBaHus
OCHOBHOTO nHKa Ha
XpOMaTorpaMme HCTIBITYEMOTO

PacTBOpPa NOJDKHO COUTBETCIBOBAT
BPEMEHH YIS KUBAHUS OCHOBHOTO
ny¥Ka Ha XpomaTorpaMme pacTsopa
CTaHAAPTHOTO obpasua
HUMeCYNTUAA (paznen
«KonnyecTBeHHOE ONpeIeNIeHHEN)

Remarks : 'L'he Product contorms to NLV/
Ipumeuanne: [Ipoaykr cootBeTcTBYET TpebGoanusam HJL

Conclusion : APPROVED /
Zaxmwuenue: OJJOBPEHO

Prepared by / Cliccked Ly / Approved by: Managcr/Exccutive /
[MoaroTtoBneHo: IIpoeepeHo: Ono6peno: Menemxkep / PykoBoaurens
Pardeep Kumar f—j Himesh{I:(:;um_'_a_L:;’, z * Manoj Kumar

Print Date / Print Date / Print Date /

Hara: 12.06.2021 Hara: 12.06.2021 Jara: 12.06.2021

Registered Office: 8-2-337, Road No. 3, Banjara Ilills, ITyderabad - 500034, A.D, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A
Product Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g
IlpoaykT Haiiz® AkTUBrenb (HUMECY L) redb [is HapysKHoro npumerenus, 1 %, 50
Batch No / : V210589 Batch Quantity / : 18,855 units /
Cepus Ne O06beM MapTHH 18,855 equnun
Analytical Report No / : 890001528066 Date of Analysis / : 12.06.2021
AHajJuTHYeCKHIi oTueT No Jarta apanmsa
Date of Manufacture / : Jun.2021 Date of Expiry / : May.2023
JlaTa npou3BOACTBA I'oneH 10
Analysis performed according ND / Ananu3 nposenen mo HJL: JI1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 o1 19.03.2020)

Page 2 of 5/ Crp. 2 m35

/ . .
i,:) Test / IloxasaTean Result / PesyabTar Specification / Hopma
b) By UV spectro- Complies as prescribed / | UV absorption spectrum of the test
photometry / Metonom CoOTBETCTBYET TPEOOBAHMAM solution should have absorption
Y®-criekTpodoTo maximum al 397+50m / YO-
MeTpUH CIIEKTP MOTJIOEGHHS HCTIBITYEMOTO

pacTBOpa A0DKEH MMETh MAKCUMYM
NOrJIOWCHHA TP 397+5 AM

3. | Weight of package 51g/5lr According to Rus, Ph. (Not less
contents / Macca than 50.0 g) / B cooTBETCTBUHU C
COAEP/KAMOT0 YNIAKOBKH TpebGoBaHUIMU

I'® PO. (He menee 50,0 r)
4. | plI 3.11 From? 51045/ 012,500 4,5
5. | Viscosity / BaskocTb 999.8 centipoise / From 400 to 1200 centipoise /
999.8 caHTHya3 Ot 400 no 1200 canTHmyas

6. | Related impurities / PogcTBennble npumMecH

i. | Impurity C/ Not detected / e oGHapyxena | Not more than 0.50 % /
[Tpumecs C He 6onee 0,50 %

ii. | Impurity D/ Not detected / He oGuapyxena | Not more than 0.50 % /
Ipumecs D He 6osnee 0,50 %

Remarks : The Product conforms to ND/
Hpumernanne: [Tpogykt cootsorerryet Tpefonatmam HIT

Conclusion : APPROVED /
Zaxawuenue;: OJOBPEHO

Piepared by /
[ToaroToBneHO:
Pardeep Kurar

o

Cheeked by /
IIporepenn

IThuesh M"-’, N

Approved by: Manager/Executive /
Onobpeno; Menekep / PykoBogurens
Munoj Kuinw e,

Print Date /
Jara: 12.06.2021

Print Date /
Jara: 12.06.2021

Print Date /
Jata: 12.06.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad ~ 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004307
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Dr. Red dY S ‘.’ CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIM3A

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

ITpoaykT Haiiz® AkTHBresb (HUMECYIINI) ellb J1Jisl HAPY/KHOrO NPUMEHCHHA, 1%,50r

Batch No / : V210589 Batch Quantity / : 18,855 units /
Cepua Ne O6bem napTun 18,855 epqunun
Analytical Report No / : 890001528066 Date of Analysis / : 12.06.2021
AHAJTATHYECKMH oTYeT No JlaTa aHanu3a

Date of Manufacture / : Jun.2021 Date of Expiry / : May.2023
JlaTa npoH3BOACTBA I'ogen no

Analysis performed according ND / Anaiu3 npoBeae 1o HJ: JI11-005923-191119 (amend Ne 1 from
119.03.2020 / mzm. Ne 1 o1 19.03.2020)

Page 3 of 5/ Crp.3 u35

=

iv. | Total impurities /
Cynma TPUMeCAA

1;.3 / Test / Ilokazareab Result / Pesyabrar Specification / Hopma
iii. | Any other impurity / _ Not more than 0.50 % /
JIrobas apyras TpUMeCh BDL (Distegard Area 2457) He Gonee 0,50 %
BDL Not more than 1.50 %/

He 6osee 1,50 %

7. | Mictobial purity / Mukpo0uoiornieckas YJucrora

i. | Total Aerobic Microbial
Ciomnt / OfmIce uHeo
a’pOOHBIX MUKPO-
OpraHu3MOB

ii. | Total Combined Yeast and
ould count S USILLLE L
APOMOKCBBIX H TUIECTICBBIX
1puGoB

iii. | Pseudomonas aeruginosa

iv. | Staphylococcus aureus

Less than 10 CFU/g/
Memnce 10 KOE/r

Less than 10 CFU/g/
hc{n_ nev NN/

Absentin 1 g/
OrcytcTtByeT B 1 T

Absentin 1 g/
OrcyrctByeT B 1 T

Not more than 1000 CFU/g /
He Gonee 1000 KOE/r

Not more than
Hge foaee 100 KOF/r

Should absentin 1 g/
OtcyrcTBUE B 1 T

Should absentin 1 g/
OrcytctBUEe B 1 T

100 CFU/g

/

Remarks : The Product conforms to ND/
Tpumeuanue: [1poJyKT COOTBETCTBYET tpebosanuaM HJL

Conclusion : APPROVED /
Baxmouenue: OJOBPEHO

Jarta: 12.06.2021

Jara: 12.06.2021

Prepared by / Checked by / Approved by: Manager/Executive /
IToAroTOBNEHO: IpoBepeHo: Opobpeno: Meremxkep / PyKOBOAKTEINb
Pardeep Kumar Himesh W Manoj Kumar

Print Date / Print Date / Print Date /

Jara: 12.06.2021

Repistered Office:
Tel: 91 40 4900 2900, Fax:

8-7-337, Road No. 3, Banjara Hills, Hyderabad - 500034, AP, India
91 40 4900 2999, Email: mail(@drreddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com



Dr.Reddy’s Q§°

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A
Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g
IIpoaykr : Haiiz"™ AkTusrens (HUMeCYNNA) resib AJ1s1 HAPYIKHOO NPUMEHEHNUA, 1%,50r
Batch No / : V210589 Batch Quantity / : 18,855 units /
Cepus Ne O6bem napTui 18,855 equunn
Analytical Report No / : 890001528066 Date of Analysis / : 12.06.2021
AnaautHyecknii oTueT Ne Jara anajansa
Date of Manufacture / : Jun.2021 Date of Expiry / : May.2023
JlaTa npou3BoACTEBA I'open oo
Analysis performed according ND / Auanu3 npogenen no HJI: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / w3m. Ne 1 ot 19.03.2020)

Page4 of 5/ Ctp.4u3 5

i:’ / Test / Iloka3zarenn Result / PesyabTat Specification / Hopma
8 Assay / KoinuecTBeHHOE OllpeneeHHe
i. | Nimesulide/ 10.07 mg/ 10.07 mr 9.0 mg to 11.0 mg of C13H12N>O5S
Humecynug (100.7 %) (nimesulide) (90.0% to 110.0% of

label claim) in 1 g of gel /

Ot 9,0 mr go 11,0 mr C3HM>0s8
(mmmccymum) (ot 90,0 % no

110,0 % oT HOMUHAJIBHOI'O
comepxanus) B 1 1 rens

ii. | Dimethyl sulfoxide / 100.5 % 90% to 110% of C:HeOS (dimethyl
JTumetuncynbdoxenn sulfoxide) of label claim /

Ot1 90 % 1o 110 % C:HsOS
(numetrncynsdokcua) ot
HOMHHAJIBHOTO COACPIKaHHA

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Iponykr coorsercTByeT Tpebopanusm HIJ 3axawuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: IposepeHo: Opnobpeno: Menemkep / Pykosoauresb
Pardeep Kumar Bﬁ_/ Himesh W’ Manoj Kumar

Print Date / Print Date / Print Date /

Hara: 12.06.2021 Hara: 12.06.2021 Hara: 12.06.2021

Kegistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, AT, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.coi
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Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A
Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g
IpoaykT Haiiz® AkTuBrenb (HUMeCYIna) refib /s Hapy)KHOro npumeteHns, 1 %, 50 r
Batch No / : V210589 Batch Quantity / : 18,855 units /
Cepns Ne O0bem napruu 18,855 eqmuui
Analytical Report No / : 890001528066 Date of Analysis / : 12.06.2021
AHaJuTHUECKH# 0oTueT Ne JlaTa ananm3za
Date of Manufacture / : Jun.2021 Date of Expiry / : May.2023
Jara npon3BoacTBa T'onen oo

Analysis performed according ND / Anasu3s nposenen mo HJI: JIT1-005923-191119 (amend Ne 1 from

19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Page S of 5/Crp. S5u3 5

No /

Test / IlokazaTenn
Ne

Result / PesyabTaT

Specification / Hopma

9 | Packaging / YnakoBka

Package / VnakoBka - 50 gin a
laminated  aluminum tube
equipped with tamper-evident
wembrane. Bacll lube ad 4
patient information leaflet in a
carton. / ITo 50 r B TyOy u3

JAMUHHPOBAHHOTO
ATHIMUHUS, CHAMKEHHY
MeMOpaHOH J7s  KOHTPOJIA

nepBoro BCKpbITHA. Kaxmyro
1y0y BMecte ¢ MHCTPYKLMEH
0 MPUMEHEHHI TIOMETTIAKT R
Ma4yKy KapTOHHYIO.

Package / Ynaxogka - 20 g, 50 g or
100 g in a laminated aluminum tube
equipped with tamper-evident
meimbrane. Each lube and a patient
inforeation leaflet i a vacon

Mo 20 r, 50 r mnu 100 r B TYOY M3
JAMHITHPOBAHHOL'O AIOMMHIS,
CHabKEeHHYI0 ~ MeMOpaHoW  JUId
KOHTPOJIE ~ TEPBOTO  BCKPBITHS.
Kaxnyro TyOyY RMECTe c
UHCTPYKIME 10  TMPHUMCHCHHIO
MIOMELIAIOT B NAUKy KAPTOHHYIO.

10 |Labeling / MapkupoBka According to ND / B cootsetcTBuu ¢ HJJ

11 | Storage / Xpanenmue Store below 25 °C. Do not freeze./ Ilpu TeMIIepaType He BhIIlE 25
°C. He 3amopa)kuBaTh.

12 | Shelf life / Cpox roauocTn | 2 years /2 rona

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoaykt cooTBeTcTBYET Tpebopanrsam HJT

Conclusion : APPROVED /
Zaxmwouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotosneHo: ; IIposepeno: _——|, Onobpero: Menemxep / PykoBonuTens
Pardeep Kumar (_2\['/ Himesh W Manoj Kumar @:! ! f

Print Date / Print Date / Print Date /

Jara: 12.06.2021 Jara: 12.06.2021 Jara: 12.06.2021

Registered Office: 8-2-337, Road No. 3, Banjara ITills, ITyderabad - 500034, AP, India
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