Dr.Reddy’s €3¢

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

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

CERTIFICATE OF ANALYSIS Tel : 491 98166 56001-02
CEPTHO®UKAT AHAJIM3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IIpoaykr Hait3® Aktusrens (HUMECYIH) rellb A1 HapY/KHOro npumenenus, 1 %, 50 r
Batch No / : V230521 Batch Quantity / : 23125.0 units /
Cepun Ne O0BbeM NapTHH 23125.0 enHuL
Analytical Report No / : 040001984747 Date of Analysis / : 26.07.2023
AHANHTHYECKHIH oTyeT Ne Jara agaausza
Date of Manufacture / : Jul-2023 Date of Expiry / : Jun-2025
Jarta npousBoacTea Togen 1o

Analysis performed according ND / Anann3 nposefen no HJI: JI[1-005923-191119 (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)

Page1 of 6/ Crp.1u3 6

B2XX

No/ . .

Ao Test / IlokazaTeib Result / PesyasTaT Specification / Hopma

1. Description / Onucanue Homogeneous, transparent, Homogeneous, transparent,
pale-yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OgHOpPOIHBIH
OnHOPOHEBIA NPO3padHbIN MPO3PAYHEIA reib OT 6eCUBETHOIO
resib OJeHO-KeNToro 1Beta ¢ | 40  OnegHo-xenroro  LiBeTa C
XapakTepHBIM 3aNaxoM XapaKTepHbIM 3aI1axom

2. Identification / IlogaHHHOCTEH

a) By HPLC / Metonom Complies as prescribed / | The retention time of the main peak

CooTBeTCTBYET TPEOOBAHHAM

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) / Bpems ynepxuBaHus
OCHOBHOTO n1Ka Ha
XpoMarorpamme HCHBITYEMOTO
pacTBOpa JOJDKHO COOTBETCTBOBATh
BpEMEHU YACPKHUBAHUS OCHOBHOTO
nMKa Ha XpOMaTorpaMMe pacTBopa
CTaHAAPTHOTO obpasna
HHUMECYJIHA (pasnen
«KonuuecTBeHHOE OIpeAeIeHHEN)

Remarks : The Product conforms to ND/
Hpumeuanne: [Tpoaykr cooTBeTcTRYET Tpebopanusam HJT

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Lloarotosneno: Pardeep [ IMpopepeHy: Sanosh Kumar OuuGpeny. Meneurep / Dykusuaniuibs
Kumar — | Maurya S b Manoj Kumar l o f
Reprint Date / Reprint Date / Reprint Date / -
Jara:26.07.2023 Jara: 26.07.2023 Jara: 26.07.2023

Repgistered Office: 8-2-337, Road Nn. 3, Benjara Hiils, Hyderabz.
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: i1

CIN: L85195AP1934PLCO04507
www.drreddys.com

{ - 500034, Telangana, India
jatl@drreadys.com




Dr. Reddy's Laboratories Ltd.

@
Dr. Red dy,s ‘.... Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHOHKAT AHAJIM3A www.drreddys.com

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

Hpoaykr : Haiiz® AxruBrens (HUMECYIHA) renib Al HAPY/KHOTO NPHMEHEHHS, 1%,50r

Batch No / : V230521 Batch Quantity / : 23125.0 units /
Cepus Ne O6BeM napTHH 23125.0 enmrunn
Analytical Report No / : 040001984747 Date of Analysis / : 26.07.2023
AHaauTHYeCKHH oTueT Ne JarTa ananunsa

Date of Manufacture / : Jul-2023 Date of Expiry / : Jun-2025

JlaTa mponsBoaCcTBA I'ogen no

Analysis performed according ND / Ananus nposesen no HJI: JI[1-005923-191119 (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)

Page2 of 6/ Ctp. 213 6

i? / Test / Iloka3aTesb Result / PesyasTar Specification / Hopma
b)By UV spectro- Complies as prescribed / | UV absorption spectrum of the test
photometry / Metonom CooTBeTCTBYET TPEOOBAHUAM solution should have absorption
Yd-cnekrpodoro maximum at 39745nm / VYO-
METPHH CIIEKTP TMOTJIOLEHUS MCIBITYEMOTO
pacTBopa JOJDKEH UMETh MAKCUMYM
nornomenus mpu 397+5 HM
3. | Weight of package 51g/51r According to Rus. Ph. (Not less
contents / Macca than 50.0 g) / B cooTBeTCTBUH C
COIEPXKUMOr0 YIIAKOBKH TpeboBaHUAMH
I'® PO. (He menee 50,0 r)
4, | pH 3.25 From2.5t04.5/0t12,5 04,5
5. | Viscosity / Baskocts 1020 centipoise / From 400 to 1200 centipoise /
1020 canTunyas Ot 400 o 1200 canTHITya3
6. | Related impurities / PogcTBenHbIe NpHMECH
i. | Impurity C/ Not detected / He o6HapyxeHna | Not more than 0.50 % /
Ipumecs C He 6onee 0,50 %
ii. | Impurity D/ Below LOD (LOD = 0.02 %) / Not more than 0.50 % /
Ipumecsy D H He 6omnee 0,50 %
WOKe Tpejienia 06HapyKEHHs
(IT0 = 0.02 %)
iii. | Any other impurity / Not more than 0.50 % /
JIro6as gpyrad npuMech 0.06% He 6o1ee 0,50 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Hpameuanne: [TpoaykT coorseTcTBYET Tpebosarusm HJT Zakmwoyenne: OJJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IoaroTosneHo: Pardeepcf,,. IIpoeepero: Santosh Kumar Ono6peHo: Menemxep / PykosoauTens
Kumar ~ | Maurya -' Manoj Kumar dhj ; va
Reprint Date / Reprint Date / Reprint Date / —
Jarta:26.07.2023 Hara: 26.07.2023 Jara: 26.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 29C0, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

. @%
DI’. 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®UKAT AHAJIHU3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Hpoaykr : Haii3® Axtuprens (HUMeCy/na) refib 1 HApYKHOrO MPHMEHEHNA, 1%,50r

Batch No / : V230521 Batch Quantity / : 23125.0 units /
Cepust Ne O0neM NapTHH 23125.0 eanHuy
Analytical Report No / : 040001984747 Date of Analysis / : 26.07.2023
AHaJuTHYeCKH oTUeT Ne JlaTa anaau3za

Date of Manufacture / : Jul-2023 Date of Expiry / : Jun-2025

JlaTa npou3BoacTBA I'oaen no

Analysis performed according ND / Ananus nposenen no HJI: JI[1-005923-1911 19 (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)

Page3of 6/ Crp.3 136

No/

Ao Test / IlokazaTesn Result / PesyabTar Specification / Hopma
iv. | Total impurities / 0.2% Not more than 1.50 % /
CymMa npumMeceit He 6onee 1,50 %

7. | Microbial purity / Mukpobnoyioruyeckasi 4uCTOTa

i. | Total Aerobic Microbial NA Not more than 100 CFU/g /
Count / Ob1iee 41cio He 6onee 100 KOE/r
a3pOOHBIX MHKPO-

OpraHH3MOB

ii. | Total Combined Yeast and NA Not more than 10 CFU/g /
mould count / Obee uuco He 6onee 10 KOE/r
IPOMOKEBBIX H IUTIECHEBBIX
rpubos

iii. | Pseudomonas aeruginosa NA Should absentin 1 g/

OtcyterBUe B 1 T

iv. | Staphylococcus aureus NA Should absentin 1 g/
OtcytetBHe B I T

8 Assay / KosnuecTBeHHOE ONpeaesieHHe

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
pumeuanne: IIpoaykr coorsercTyet Tpebopanmsam HJI 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Managet/Executive /
[MoaroTtoeneno: Pardeep C:LA I[Mpoeepeng:Santosh Kumar Ono6peno: Menemkep / Pykosogurens
Kumar ~ | Maurya @' Manoj Kumar (has gyt
Reprint Date / Reprint Date / Reprint Date / T
Jlata:26.07.2023 Hara: 26.07.2023 Jara: 26.07.2023

Registored Giice: 8-2-237, Road tlo. 3, Banjara Hills, Hyderihod - 500034, Telangana, india

Tel 192 40 4900 2460, Fox: 191 40 4900 2999, Email. mail@drreddys.com
CIN: L85195AP1924PLCO0450Y
www.drreddys.com



Dr. Reddy's Laboratories Ltd.

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS  Tel:+9198166 56001-02
CEPTU®UKAT AHAJIM3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Hpoayxt : Haiiz® Axruprens (HUMECYNN) reib A HAPY)KHOTO NPHMEHEHHS, 1%,50r

Batch No / : V230521 Batch Quantity / : 23125.0 units /
Cepus Ne O0bem mapTHH 23125.0 enyHuLg
Analytical Report No / : 040001984747 Date of Analysis / : 26.07.2023
AHanuTHUecKuil oTyeT Ne Jara anaan3za

Date of Manufacture / : Jul-2023 Date of Expiry / : Jun-2025

JaTa npou3BoACTBA T'open g0

Analysis performed according ND / Ananu3 nposenen mo HJT: JI1-005923-1911 19 (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)

Page4 of 6/ Ctp. 4 13 6

l;.‘? / Test / IlokazaTean Result / Pe3yabTar Specification / Hopma
i. | Nimesulide/ 9.91 mg/9.91 mr 9.0 mg to 11.0 mg of C13H12N2058
Humecynnn (99.1 %) (nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /
Ot 9,0 mr go 11,0 mr Ci3H2N2OsS
(numecynun) (ot 90,0 % mo
110,0 % oT HOMUHAIBHOTO
comepkaHus) B 1 r resis
ii. |Dimethyl sulfoxide / 100.4 % 90% to 110% of C,HeOS (dimethyl
JumetuncynbgokcHn sulfoxide) of label claim /
Ot 90 % mo 110 % C2HsOS
(nuMeTuncyabGoKkcua) ot
HOMHHAJIBHOIO COEPKAHHS
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: Ipoaykr coorsercTByeT Tpedopannam HJ Zaxkmouenne: OJJOBPEHO
Prepared by / | Checked by / Approved by: Manager/Executive /
IMoaroroeneHo: Pardeep HposepeHO:WKumar Onobpeno: Menemxep / Pykosoagurerns
Kumar - | Maurya Manoj Kumar L. ,m,ﬁ
Reprint Date / Reprint Date / Reprint Date / -
JHata:26.07.2023 Hara: 26.07.2023 Hara: 26.07.2023

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 Q!‘

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

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

_(_:E_RT]FICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTHOUKAT AHAJIM3A www.drreddys.com
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykr : Haiiz® AkTuBrens (HUMECYIH]L) resb [T HAPY/KHOTO NPHMEHCHHA, 1%,50r
Batch No / : V230521 Batch Quantity / : 23125.0 units /
Cepusi Ne O0BeM NapTHH 23125.0 eamrHuig
Analytical Report No / : 040001984747 Date of Analysis / : 26.07.2023
AHanuTHYeCKHH oTueT Ne JlaTa aHaJu3a
Date of Manufacture / : Jul-2023 Date of Expiry / : Jun-2025
Jarta npoH3BOACTBA T'ogen ao
Analysis performed according ND / Ananun3 nposenen no 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)

Page5of 6/ Ctp. 513 6

No/

Test / Iloka3aTreab
Ne

Result / Pe3yabTaT

Specification / Hopma

10 | Packaging / YmakoBka

Package / YnakoBka - 50 gina
laminated aluminum tube
equipped with tamper-evident
membrane. Each tube and a
patient information leaflet in a
carton. / ITo 50 r B Ty6y M3
JIAMHUHHUPOBAHHOTO

ATIOMHHUS, CHabKEHHYIO
MeMOpaHOH Ui KOHTpOJIS
nepsoro BCkpbITHs. Kaxayio
Ty0y BMeCTe C HHCTPYKLIMEH
MO TPUMEHEHHIO TIOMELIAIOT 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. /

ITo 20 r, 50 r wu 100 r B TYOY U3
JTaMUHMPOBAHHOTO ATTFOMUHUSA,
cHaOXeHHyl0  MeMOpaHOK s
KOHTpOJIL ~ NEPBOrO  BCKPBITHSL.
Kaxnyto TYOy BMeECTE c
MHCTPYKIMEH [0 IPMMEHEHHIO
MOMEIIAIOT B IIaYKy KAPTOHHYIO.

11 |[Labeling / MapxupoBka

According to ND / B cootercTeun ¢ HJ[

12 ([Storage / Xpanenune

25 °C. He 3aMopaXHBath.

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

13 | Shelf life / Cpox roanocTu

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.

*TlokasaTeJb MOXKET OTCYTCTBOBATH B cepTHdHKATe aHAIN3A npousBoAuTesl. IIponsBoauTeH
rapasTHpPyer KayecTBO HPenapara no 3THM H0Ka3aTesIM.

| API name (INN) / Haumenoanue A®C (MHH): I

Nimesulide / Humecynun

Remarks : The Product conforms to ND/
Ipumeuanne: [Ipoxykr cooTBeTcTByeT TpeboBanusM HJI

Conclusion : APPROVED /
Zakmwuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneHo: Pardeep f [Tposepeno: Santosh Kumar Ono6peno: Menemxkep / PyKoBoguTensb
Kumar "Maurya @_ﬁlﬂ-— Manoj Kumar kL 2! ,le
Reprint Date / Reprint Date / Reprint Date / T
Jarta:26.07.2023 Hara: 26.07.2023 Jara: 26.07.2023

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: LESLIYSAP LY84PLLLUASY

www.drreddys.com




Dr.Reddy’s ":‘

Dr. Reddy's Laboratories Ltd.
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 AHAJIM3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Iponykr Haitz® AkTHerenb (HUMECYTH) Tellb Ui HApYXKHOro NpuMeHeHus, 1 %, 50 r
Batch No / : V230521 Batch Quantity / :+ 23125.0 units /
Cepus Ne O06beM NapTHH 23125.0 ennnHml
Analytical Report No / : 040001984747 Date of Analysis / : 26.07.2023
AHanuTHdecKHii oTyeT Ne JlaTa anaausa
Date of Manufacture / : Jul-2023 Date of Expiry / : Jun-2025
JlaTa npon3BOACTBA T'ogen oo

Analysis performed according ND / Anamms nposeaen no HJI: JII1-005923-191119 (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)

Page 6 of 6 / CTp. 6 M3 6

Howmep cepun cy6cTanuun nponspogutens I'JID:

API manufacturer batch number / NMS/13050479
Homep cepun npoussoautea ADC:
FP Manufacturer API Batch number / FEQAQ0262

API Manufactured by & country /
IlpousBoautens ADC, crpana:

Aarti Drugs Ltd., India /
Aaptu parc JIta., Usaus

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
TIpumeuanne: [Tpoaykr cooTBeTcTBYET TpeboBanrsam HJ 3axmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarorosneHo: Pardeep ITpoBepeHo:Sa Kumar Onobpeno: Menemxep / Pykosogurens
Kumar Maurya : Manoj Kumar ?).',:‘]u,,j
Reprint Date / Reprint Date / Reprint Date / —
Harta:26.07.2023 Hara: 26.07.2023 Hara: 26.07.2023

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




