Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

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

Vill. Kho!, Naiagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel 91 98166 56001-02

Product Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g www.drreddys.com
IMpoaykT Haii3" Aktusrens (HUMecynna) rene aas HapyxHoro npumenenns, 1 %, 100 r

Batch No / : V211341 Batch Quantity / : 9477 units /
Cepus Ne O0bem napTun 9477 envinny
Analytical Report No / : 890001561695 Date of Analysis / : 23.12.2021
AHaNHTHYECKHH oT4yeT No Jara ananunza

Date of Mapufacture / : Dec. 2021 Date of Expiry / : Nov. 2023
JlaTa npou3BoacTea I'omen no

Analysis performed according ND / Ananu3 nposegen o HJL: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / n3m. Ne 1 ot 19.03.2020)

Page 1 of4/Ctp.1n34

No /

B32XX

CooTBercTBYET TPEOOBAHUAM

Ne Test / IlokazaTesb Result / PesyabTar Specification / Hopma

1. Description / Onncanue Homogeneous, transparent, Homogeneous, transparent,
pale-yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OnHopoaHbIii
OnHopoHbI# TPO3paYHBIX NpO3pavHbIi renb OT OecUBETHOro
resib 6JIeIHO-KENTOro 1BeTa C | 10  ONeAHO-KenToro UBeTa C
XapaKTePHBIM 3aMaxoM XapaKTEPHEIM 3aaxoM

2. Identification / IToxiHHHOCTH

a) By HPLC / Metonom 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) / Bpemsa ynepxupBaHus
OCHOBHOT'O HKa Ha
XpOMaTorpamme HUCITBITYEMOTO
pacTBOpa JOMKHO COOTBETCTBOBATh
BpeMeHH YAep)KMBAaHUS OCHOBHOTO
IHKa Ha XpoMaTorpaMMe pacTBopa
CTaHJAPTHOTO obpazua
HUMecCyNuaa (pasnen
«KonudaecTBeHHOE ONPELENICHUE)

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpameuanne: IIpoaykt cooTBeTcTRYET Tpebopauusm HJI 3akmogenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloaroroBineHo: IIporepeHo: Onobpeno: Menemxkep / Pykogoourens
Ankit & Himesh Kty_marh_ ~— | Pawan Kumar %‘
Print Date / Print Date / Print Date /
Hara: 23.12.2021 Hara: 23.12.2021 Jara: 23.12.2021

Registerad Wimice: 5-24-33 /7, Hoad No. 3, Banjara Hills, Fyderabad - 500034 lglangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Naiagarh Road, Baddi,

CEPTHOUKAT AHATH3A

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

— TJel - +01 98166 5600102

Product  : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g www.drreddys.com j
Ipoayxr Haiiz"” AkruBrens (Humecyiitn) rens ans HapyskHoro npumenenis, 1 %, 100 r

Batch No / 1 V211341 Batch Quantity / : 9477 units /
Cepus No Ob6nem maptiiu 9477 ennnun
Analytical Report No / : 890001561695 Date of Analysis / ¢ 23.12.2021
AHanuTH4eckuii oryer Ne Jara ananusa

Date of Manufacture / : Dec. 2021 Date of Expiry / : Nov. 2023

Jara npoussocTsa Togen go

Analysis performed according ND / Ananns nposexen no HJI: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / uam. Ne 1 ot 19.03.2020)

——
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No /
Ne

Test / Ilokazarenn

Result / PesyapTar

Specification / Hopma

b)By UV spectro-

Y®-cnekrpodorto
METPHU

photometry / Metonom

Complies as  prescribed
CootseTcTBYeT TpebOBaHUAM

/| UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / V®-
CIIEKTP MOIJIOLIEHHS UCTBITYEMOTO
pacTBopa A0JDKEH HMETh MAKCHMYM
NOIJIOWIEHAS Tipu 39745 HMm

3. | Weight of package 101g/101r According to Rus. Ph. (Not less
contents / Macca than 100.0 g) / B cooTBeTcTBHH C
COEPXKHMOT0 YHAKOBKH TpebGoBaHUAMHU

I'® PO. (He menee 100,0 r)
4. | pH 3.14 From2.5t04.5/0t12,5 n0 4,5

5. | Viscosity / BaskoeTn

1050 centipoise /
1050 canTumyas

From 400 to 1200 centipoise /
Ot 400 o 1200 cantunyas

6. | Related impurities / Poxcreennsie npumecu

1. Impurity C /
Ilpumecs C

ii. | Impurity D/
Hpumecs D

ii. | Any other impurity /

iv. | Total impurities /
Cymma npumeceii

L

JIrobas apyras npuMecs

Not detected

Not detected

BDL%

BDL (Disregard Area 2411)

Not more than 0.50 % /
He 601ee 0,50 %

Not more than 0.50 % /
He 60nee 0,50 %

Not more than 0.50 % /
He 6omee 0,50 %

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

Remarks : The Product conforms to ND/
ITpumenanne: TIpoaykT cooTBeTCTBYET TPEGOBAHMAM HJI

Conclusion : APPROVED /
3akarovenue: OJJOGPEHO

Hara: 23.12.2021

Prepared by / Checked by / Approved by: Manager/Executive /
IoarororneHo: Ilpoeepeno: ___ | Onobpeno: Menemxep / PykoBoautens
Ankit Himesh KW Pawan Kumar %

I
Print Date / Print Date / Print Date / '

Jara: 23.12.2021

Hara: 23.12.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034 Telangana, Indi=
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

CEPTH®HKAT AHAJII3A

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

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

Fals+01 03166 55001.02

Product Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g www.drreddys.com
Hpoaykr Haiis™ Axtusrens (Humecysun) renb ams HAPYKHOro npumenenus, 1 %, 100 r

Batch No / 1 V211341 Batch Quantity / : 9477 units /
Cepus Ne Oo0Bem maprin 9477 enuuuy
Analytical Report No / : 890001561695 Date of Analysis / 1 23.12.2021
AHanuTHueckuii oryer Ne Harta ananusa

Date of Manufacture / : Dec. 2021 Date of Expiry / : Nov. 2023
Jdara npou3ssojcrsa I"'ogen no

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

19.03.2020 / u3m. Ne 1 o1 19.03.2020)
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7. | Microbial purity / MukpoGuoJorudeckas 4ncTora

i. | Total Aerobic Microbial
Count / O611ee yucio
a3pobHBIX MUKpO-
OpraHU3MOB

ii. | Total Combined Yeast and
s mould count / Ob1wee ynciio
JPONCOKEBLIX U TUIECHEBBIX
rpuboB

iii. | Pseudomonas aeruginosa

iv. | Staphylococcus aureus

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

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

Absentinl g/
OtcytcTByerB 1 T

Absentinl g/
OrcytctByerB 1 1

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

Not more than 100 CFU/g

He 6onee 100 KOE/r

Should absentin 1 g/
OtcytcTBHE B 1 T

Should absentin 1 g/
OrcyrctBrHe B 1 T

/

8 | Assay/KojanuecTBennoe onpeneeHne

i. | Nimesulide /
Humecyun

ii. | Dimethyl sulfoxide /
Jdumeruncynsdokeun

9.89 mg/9.89 mr
(98.9 %)

98.1 %

9.0 mg to 11.0 mg of C;3H;2N,0sS
(nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Ot 9,0 Mr o 11,0 mr Ci3H2N>OsS
(aumecynun) (ot 90,0 % no

110,0 % oT HOMHHANBLHOTO
conepxanus) B 1 r rens

90% to 110% of C;HsOS (dimethyl
sulfoxide) of label claim /

Ot 90 % no 110 % C,HsOS
(aumetuncynsbokcua) ot
HOMHHJIBHOI'O COJIEpKaHus

Remarks : The Product conforms to ND/
Ipumeuanue: Iponykr cooTseTcTBYeT TpeboBaHusm HJ

Conclusion : APPROVED /
3axarouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneHo: IporepeHo: . _ | Onobpeno: Menemxep / Pykosoauress
Ankit /\[75 Himesh KW Pawan Kumar (0

(L~ i
Print Date / Print Date / Print Date / '
Jara: 23.12.2021 Hara: 23.12.2021 Jata: 23.12.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, =i

ana, Indi

Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L35195AP1984Pi.C004507

www . drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formuiation Unit-6
Vill. Khol, Naiagarh Road, Baddi,

CEPTUDPUKAT AHAJIN3A Distt. Solan, H.P.,, 173 205, INDIA
Tel:+91 98165 56001-02

Product  : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g www.drreddys.com
Ipoaykr : Haiiz" Axrusrens (HUMeECYNUA) reb A8 HAPYXKHOTO npuMenenns, 1 %, 100 r
Batch No / : V211341 Batch Quantity / : 9477 units /
Cepus Ne O6nemM napTuun 9477 epuHUL
Analytical Report No / : 890001561695 Date of Analysis / : 23.12.2021
Ananntndeckuit oryer Ne JlaTa anasausa
Date of Manufacture / : Dec. 2021 Date of Expiry / : Nov. 2023
JdaTta npousBoacTBa T'onen po
Analysis performed according ND / Ananus nposeaen o HJI: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / uzm. Ne 1 o1 19.03.2020)
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9 |Packaging / YnakoBka Package / Ynaxoska - 100 g in

a laminated aluminum tube
equipped with tamper-evident
membrane. Each tube and a
patient information leaflet in a
carton. / Ilo 100 r B TyOy u3
JIAMHUHHPOBAHHOTO

ATFOMHHUA, CHAOXEHHYIO
MeMOpaHO#l Ui KOHTPOJIs
nepBoro BCKpeiTUd. Kaxayro
Tyby BMecCTe ¢ HHCTpYKIHEH
10 MPUMEHEHHIO TIOMELIAIOT B
DayKy KapTOHHYO.

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. /

IlIo 20 r, 50 r unm 100 r B TYOy M3
JIAMHHMPOBaHHOI'O aJIIOMUHHS,
cHaDkeHHyl0O  MeMmOpaHoH  auis
KOHTPOJS  [I€PBOTO  BCKPBITHAL.
Kaxnayro TYOY BMECTE c
HHCTPYKLMEH 10 HpPHMEHEHUIO
MIOMEINAKOT B MaYKy KApTOHHYIO.

10 |Labeling / MapkupoBka

According to ND / B cootBetcTeun ¢ HJI

11 |Storage / Xpanenue

°C. He 3amopaxuBatsb.

Store below 25 °C. Do not freeze. / [Ipu Temneparype He Bbiie 25

12 | Shelf life / Cpok ronnocrn | 2 years / 2 roga

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpameuanne: [Iponykr cooTBercTByeT TpeboBanusam HJT 3axmwuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosnexo: IIpoBepeHo: OpnobpeHo: Menemxep / PykoBogurens
Ankit @/ Himesh W,D Pawan Kumar ,%2
Print Date / Print Date / Print Date / /
Hara: 23.12.2021 Jara: 23.12.2021 Jara: 23.12.2021

Hegistered Olfice: B-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indiz

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1384PLC0O04507
www.drreddys.com



