Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

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

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

www. drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
Ipoaykr: Haii3® Axtusrenb (HUMECYIH) refib U1 HAapY)KHOTO NpuMeHeHus, 1 %, 20 T

Market / PbIHOK : Russia / Poccus

Batch No. / . V260596 Batch Quantity / . 58293.000 units /

Cepus Ne ) Paszmep cepun " 58293.000 enuuwmi
Analytical Repovrt No./ . 040003543590 Date of Analysis / . 29.08.2026
AHanuTHYecKuil oTyeT Ne JlaTa ananu3a

Date of Manufacture / . 08/2026 Date of Expiry / . 07/2028

JaTta npoussoacTea Togen no

Mfg. License No. /

ITIpon3BoacTBeHHas : MNNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
JHIeH3usa Ne

Analysis performed according ND / Ananu3 npoeeaex no HJI: JITI-Ne(001336)-(PT'-RU)-090625
Artworks of primary package approved: / MakeTsl NepBUYHOI YTaKOBKH yTBep:kaeHbl: 25.10.2022
Artworks of secondary package approved: / MakeTbl BTOpHYHOIi yIaKOBKH yTBepaxkaeHbl: 25.10.2022
PIL approved: / UMII yrBepaxaen: 25.10.2022

Page 1 of 7/ Crp.1mu37

No /

Test / ITloxa3arean
Ne

Result / PesyabTaT

Specification / Hopma

1. Description / Onucanne

Homogeneous, transparent, pale-
yellow gel with characteristic odor
/ OHOpPOAHBIH MPO3PAUHBIHA reNb
611eJHO-XKENTOrO LBETA C
XapaKTepHbIM 3aMaxom

Homogeneous, transparent, colorless to
pale-yellow gel with characteristic odor /
OpnHOpOAHBIH MpO3pauHblii resib  OT
GecuBeTHOro 10 OJIEIHO-XKENTOrO HBETA
C XapaKTePHBIM 3aMaxom

2, Identification / Unenrndpuxanus

HPLC / BoXXX

The retention time of the main peak
in the chromatogram of test solution
corresponds to the retention time of
the main peak in the chromatogram
of nimesulide reference standard
solution. / Bpems ynepxuBaHHs
OCHOBHOTO nuKa Ha
XpoMmarorpamme HCMBITYEMOIO
pacTBopa COOTBETCTBYET BpPEMEHH
YIACP>KHUBaHHUS OCHOBHOTO MHKa Ha

Xpomarorpamme pacTBOpa
CTaHJAPTHOIO obpazua
HUMECYyUaa.

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). / Bpems ynepxkuanus
OCHOBHOTO TNHKa Ha XpOMaTorpaMme

HCTIBITYEMOTO pacTBopa  JIOJIKHO
COOTBETCTBOBATH BpEMEHU
YIEp>KUBaHHA OCHOBHOTO IIMKa Ha
Xpomarorpamme pacTBopa
CTaHAapTHoro obpasua HuMecynuzaa
(pasnen «KonnuecTBeHHOE
OIpeJesIEHUEY).

Remarks : The Product confirms to ND/

IMpumeuanue: [Ipoayxt coorBercrayer TpedoBanmsm HJ[

Conclusion : APPROVED /
3akmoyenue: OJJOGPEHO

N

Prepared by / Checked by / Cheched by (AQA) / Approved by: Quality Assurance/Authorized
IToaroroneHo: ITpoBepeHo: Rama [Tposgpero (AOK): person / OnobpeHo: Obecneuenue
Vishal Sharm Kant \yq—- Abhishiek Chauhan kauecTBa/OTBETCTBEHHOE JIULIO:
@“b\ o j& SHIVF *S\’ )
Date / Date / Date / Date / ( \l /d:/
Jlara: 29.08.2026 Hara: 29.08.2026 Jara: 29.08.2026 MHara: 1% An‘p(o
= V4

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

Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIN3A

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

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

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

IMpoayxT: Haiiz® AxTuBrenb (HUMeCYAMI) refib AJIs HApYXKHOTO NpuMeHenus, 1 %, 20 r

Market / PbiHOK : Russia / Poccus

Batch No. / . V260596 Batch Quantity / . 58293.000 units /

Cepusi Ne ) Pazmep cepuu * 58293.000 exununy
Analytical RepOft No. / . 040003543590 Date of Analysis / . 99.08.2026
AHasinTHYecKHii oTueT No Jata aHaiu3a

Date of Manufacture / . 08/2026 Date of Expiry / . 07/2028

JaTta nponsBoacTBa T'opeH oo

Mfg. License No. /

IlpousBoacTBeHHAs : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JIHUeH3us Ne

Analysis performed according ND / Ananus nposegen no HJI: JIIT-Ne(001336)-(PI'-RU)-090625
Artworks of primary package approved: / MakeTb! nepBM4HO# YIaKOBKH yTBepxKAeHb1: 25.10.2022
Artworks of secondary package approved: / MakeTbl BTOpUYHOH YIaKOBKH YTBepaxaeHbl: 25.10.2022

PIL approved: / UMII yrBepxkaen: 25.10.2022

Page2 of 7/ Ctp. 2 u3 7
UV spectrophotometry / Y @- UV absorption spectrum of the test | UV absorption spectrum of the test
cnekmpogomomempus solution has absorption maximum at | solution should have absorption
397£5 nm. / V®-cnektp | maximum at 397+5 nm. / Y®-cnektp
NOTJIOLIEHHUA HCIIBITYEMOrO | MOIVIOLEHUS! HCIBITYEMOTO pacTBOpa
pacTBOpa  MMeeT  MAaKCHMYM | JO/DKEH MUMeTb MaKCHMYM IOMJIOLIEHHS
NOrJIoLeHus npu 397+5 HM, npu 397£5 Hm.
3. | Weight of package contents / 20g/20r According to Rus. Ph. / B cooTBeTcTBHM
Macca cogepxumMoro ¢ TpeboBanusmMu ['® PD
YHAKOBKH
4. | pH 3.18 2.5t04.5/0t12,5104,5
5. | Viscosity / Bazkoctn 901.5 centipoise / 400 to 1,200 centipoise /
901,5 cantumyas Ot 400 no 1200 cantumnyazs
6. | Impurities / IlpumMecu
i. | Impurity C/ Not more than 0.50 % /
[Mpumece C Not detected / He obHapyxeHa He 6onee 0,50 %
ii. | Impurity D/ Not detected / ne o6HapysxeHa Not more than 0.50 % /
IIpumecs D He 6onee 0,50 %

Remarks : The Product confirms to ND/
Ipumeuanue: ITpoaykT coorBeTcTBYET TpeboBanuiam HJ{

Conclusion : APPROVED /
3akawyenue: OJJOBPEHO

Prepared by / Checked by / Checkkd by (AQA) / Approved by: Quality Assurance/Authorized
[ToaroTosneno: [TpoBepeno: Rama [Mposepeno (AOK): person / Onobpeno: ObecneueHue
Vishal Sharma @ Kant J/d» Abhishek Chauhan kayecTBa/OTBETCTBEHHOE JIULO:
-
£ v ()
3 ~b
D
ate./ Date/ Date./ Dat?./ /w (O%
JHara: 29.08.2026 Jlara: 29.08.2026 Hara: 29.08.2026 Jara: p (%)—9’\ Al
2 L
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India I (v

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTHUPHNKAT AHAJIN3A

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

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

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
IpoaykT: Haii3® AkTuBrenb (HUMECYIH]) Tefib AJis HapyKHOro npumesenns, 1 %, 20 r

Market / PoiHOK : Russia / Poccus

Batch No. / . V260596 Batch Quantity / . 58293.000 units /

Cepusi Ne ) Pa3mep cepun * 58293.000 envHuL
Analytical Repourt No. / . 040003543590 Date of Analysis / . 29.08.2026
AHanuTHYecKuii oT4yeT Ne JaTta ananusa

Date of Manufacture / . 08/2026 Date of Expiry / . 07/2028

JlaTa npou3BoAcTBa I'ogeH no

Mfg. License No. /

IIpousBoacTBeHHas : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT'-RU)
JIHLEeH3Us Ne

Analysis performed according ND / Ananu3 nposenen no H/: JIIT-Ne(001336)-(PT'-RU)-090625
Artworks of primary package approved: / MakeTs! nepBuuHOil ynakoBkH yTBepskaeHbl: 25.10.2022
Artworks of secondary package approved: / MakeTbl BTOpHYHO# YIAKOBKH yTBepxaeHbl: 25.10.2022
PIL approved: / UMII yrBepsaen: 25.10.2022

Page3 of 7/ Ctp.3 n3 7

iii. | Any other impurity /

JIro6as npyras npumech

Below LOQ (LOQ =0.03 %) /
Huke npeena KOJTHUECTBEHHOTO
onpenenenus (1TKO = 0.03 %)

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

iv. | Total impurities /

Cymma npumeceii

Below LOQ / Huxe nipenena
KOJIMYECTBEHHOI'O OIIpeIETIEHUS

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

7. | Microbial purity* / Mukpo6uosorayeckasi 4HcTOTa*

1. | Total Aerobic Microbial Count / NA Not more than 10> CFU/g /

Ob6uee uncno aspobHbIX MUKPO- He Gonee 10 KOE/r

OpraH13MOB
ii. | Total Combined Yeast and NA Not more than 10'CFU/g /

mould count / O6ee uncno He Gonee 10" KOE/r

JIPOACKEBBLIX U TJIECHEBBIX

rpuboB
ill. | Pseudomonas aeruginosa NA Should absentin 1 g/

OtcyrctBHe B 1 1
iv. | Staphylococcus aureus NA Should absentin 1 g/
OtcyrctBue B 1 r
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeyanue: [IpoayKT coOTBETCTBYET TpeboBanusaM HJL A 3akmouenune: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IToarorosineHo: IIposepeno: Rama [Mposepego (AOK): person / Opobpeno: Obecnieuerue
Vishal Sharma NP Kant M@ Abhishe Chauhan/g kauecTBa/OTBETCTBEHHOE JIHILIO:
3
Date / Date / Date / Date / & Q/k___/\./i %r
Jara: 29.08.2026 Jlata: 29.08.2026 Jlata: 29.08.2026 Jlata; N —a D0 9
S
/
£

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana,W
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

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

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

Product ; Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
IpoaykTt: Haii3® AkTHBresb (HUMECYIH) reib Ul Hapy»KHOTro mpuMeHenns, 1 %, 20 r

Market / PoiHok : Russia / Poccus

Batch No./ . V260596 Batch Quantity / . 58293.000 units /

Cepusi No ) Pasmep cepuu * 58293.000 exunuiy
Analytical Repovrt No. / . 040003543590 Date of Analysis / . 29.08.2026
AHaJIMTUYECKHIT 0TUeT No JlaTa aHanu3a

Date of Manufacture / . 08/2026 Date of Expiry / . 07/2028

JlaTa npou3BoAcTBA Tonel go

Mfg. License No. /

IlpousBogcTBeHHAA : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
nuueH3ust Ne

Analysis performed according ND / Ananu3 nposeaen mo HJ: JIIT-Ne(001336)-(PT-RU)-090625
Artworks of primary package approved: / MakeTbl nepBHYHOH yNaKOBKH yTBepKAeHbl: 25.10.2022
Artworks of secondary package approved: / MakeTbl BTOpH4HOIl yNTaKOBKH yTBep:KAeHbl: 25.10.2022

PIL approved: / UMII yrBep:xkaen: 25.10.2022

Paged4 of 7/ Ctp. 4 u3 7

8. | Assay/KoaudecTBeHHOe Onpe/ieieHue

Nimesulide /
Humecynun

9.0 mg to 11.0 mg of Ci3H2N>05S
(nimesulide) (90.0% to 110.0% of label

9.89 mg/ 9,89 mr claim) in 1 gof gel /
(989 %) OT 9,0 MI' 1O 1 1,0 MI* C13H12N205S
(numecynun) (ot 90,0 % mo 110,0 % ot
HOMHUHJIBHOTO cofiep:kanns) B 1 r rens
9. | Dimethyl sulfoxide / 90% to 110% of C;HeOS (dimethyl
Jumernicyibdoxcun sulfoxide) of label claim /
100.3 %

Ot 90 % 1o 110 % C,HesOS
(numeTtuncynedokcum) ot
HOMMHAJILHOT'O COJIePKaHHUs

Remarks : The Product confirms to ND/

IMpumeuanue: [Mponykr coorsercTeyer TpeGopannsam HJI

Conclusion : APPROVED /
3akmwuenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[ToAroToBneHo: ITpoBepeno: Rama ITposepefo (AOK): person / Opobpeno: Obecnieuenue
Vishal Sharma Kant d—- Abhishek|Chauhan kayecTBa/OTBETCTBEHHOE JIULO:
e M‘L/ 73
Date / Date / . Date / Date / Q\/
Jlara: 29.08.2026 Jara: 29.08.2026 Hara: 29.08.2026 Jata: (\& Lk—;@g\ﬂ ?/LJ

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

S

r <

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":‘.

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIU3A

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

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
INpoaykr: Haii3® Axtusresb (HUIMeCYIUA) reflb s HAPYXKHOTO NpuMeHenust, 1 %, 20 r

Market / Puinok

: Russia / Poccus

Batch No. / © V260596 Batch Quantity / . 58293.000 units /

Cepusi Ne ) Pa3mep cepun * 58293.000 equuun
Analytical Repovrt No./ . 040003543590 Date of Analysis / . 29.08.2026
AHaJIMTHYeCKHii oTyeT Ne Jarta ananu3sa

Date of Manufacture / Date of Expiry / . 07/2028

JlaTa npou3BoaCTBA Topen o

Mfg. License No. /

IIpon3BoacTBEHHAS : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JuueH3us Ne

Analysis performed according ND / Ananus nposeagen no H/: JIII-Ne(001336)-(PI'-RU)-090625
Artworks of primary package approved: / MakeTbl nepBHYHOIf yIaKOBKH yTBepxaeHbl: 25.10.2022
Artworks of secondary package approved: / MakeTbl BTOpUYHOH YNaKOBKH yTBep:kaAeHbl: 25.10.2022
PIL approved: / UMII yrBep:kaeH: 25.10.2022

PageSof 7/ Crtp.5u3 7
10. | Package / YmakoBka 20 g in a laminated aluminum tube | 20 g, 50 g or 100 g in a laminated
equipped with tamper-evident | aluminum tube equipped with tamper-
membrane. Each tube and a patient | evident membrane. Each tube and a
information leaflet in a carton. / [To | patient information leaflet in a carton. /
20 r B TyOy u3 namunuposanHoro | ITo 20 r, 50 r wiu 100 r B TYOy u3
AJIFOMHUHUS, CHaOXXEHHYIO | JJaMHHUPOBAHHOIO ATIOMUHUS,
MeMOpaHoii AJisi KOHTPOJIS IIEPBOTO | CHAOXKEHHYHO MEMOpaHO# A7 KOHTPOIS
BekpeiTHs. Kaxknyio TyOy BMecTe ¢ | mepBoro BekpeiTus. Kaxnyw TyOy
UHCTPYKIIMEH MO MEIULIMHCKOMY | BMecTe c HUHCTPYKLIHEH no
NPUMEHEHUIO MOMEWAIOT B MaYKy | MEOULIHUHCKOMY MPUMEHEHHUIO
KapTOHHYIO. MOMELL@AIOT B MaYKy KapTOHHYO.
11 |Labeling / MapkupoBka Complies / CooTBeTCTBYET In accordance with the approved artwork
(see Section 1.3.2 of Module 1 of DMF).
/ B COOTBETCTBMM C YTBEP>KIEHHBIM
MakeToM (cM. pasmen 1.3.2 moayns 1
PEruCTPALIMOHHOTO OCHE).
12 |Storage / Xpanenue Store below 25 °C. Do not freeze. / Ilpu Temnepatype He Bbie 25 °C. He
3aMOpaXXKMBaTh.
13 | Shelf-life (storage period) / 2 years. / 2 roaa.
Cpox roagsocTu (XpaHeHus)

Remarks : The Product confirms to ND/
JMpumeyanue: [IponykT cooTBeTCTBYET TpeboBaHUAM HJI

Conclusion : APPROVED /
3akmouenue: OJOGPEHO

Prepared by / Checked by / Checked,by (AQA) / Approved by: Quality Assurance/Authorized
IToaroToBneHo: [Tpoepeno: Rama IMposepepio (AOK): person / Opobpeno: ObecneueHue

Vishal Sharma .| Kant 3 ! % Abhishe Chauha% kauecTBa/OTBETCTBEHHOE JIUIIO:

Date / Date / ' Date / Date / %

Hara: 29.08.2026 Hara: 29.08.2026 Hara: 29.08.2026 Hara: @ Q

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana Indla
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PL.CO04507
www.drreddys.com




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

CEPTUOUKAT AHAJIN3A

Tel: +91 98166 56001-02
www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
Ipoaykt: Haii3® AkTHBreNb (HUIMECYJIHA) reib [ Hapy»HOro npumeHenus, 1 %, 20 r

Market / PoiHOK : Russia / Poccus

Batch No. / . V260596 Batch Quantity / . 58293.000 units /

Cepusn Ne ’ Pazmep cepun ' 58293.000 exunuL
Analytical Repourt No./ . 040003543590 Date of Analysis / . 29.08.2026
AHannTnyeckyii oryer Ne JlaTa ananu3a

Date of Manufacture / . 08/2026 Date of Expiry / . 07/2028

JlaTa npon3BoacTBa T'ogen no

Mfg. License No. /

IpouspoacTBEHHAS : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)

JIMIEH3Us No

Analysis performed according ND / Ananns nposeaged no H/: JIIT-Ne(001336)-(PI'-RU)-090625
Artworks of primary package approved: / MakeTbl nepBU4HO# yNaKoBKH yTBep:kaAeHbl: 25.10.2022
Artworks of secondary package approved: / MakeTbl BTOPHYHO# YNaKOBKH yTBep:kaeHbl: 25.10.2022

PIL approved: / UMII yTBepskaen: 25.10.2022

Page 6 of 7/ Ctp. 6 u3 7

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

*TIokazaTesib M0OKeT OTCYTCTBOBATE B cepTHQHUKATE aHAIN3a npou3BoauTes. [Ipouzsogurens
rapasTHpyeT KayecTBO NPenapara 1o 3THM NOKa3aTeasiM.

API name (INN) / Haumenosanne A®PC
(MHH):

Nimesulide / Humecynun

API manufacturer batch number /

Homep cepun npoussoautessas ADPC: i
FP Manufacturer API Batch number /
Homep cepuu cyOCTaHIMH NPOH3BOANTEISA FETAO00353

TJaP:

API Manufactured by, address & country /
IIpousBoautean ADC, agpec u cTpana:

Aarti Drugs Ltd., Plot No N-198, MIDC, Tarapur, Boisar, Tal.
Palghar, Dist. Thane, 401506, Maharashtra State, India /
Aapru [lparc JItn., Yuacrok Ne N-198, MIDC, Tapanyp, Boucap,
Tan. IManrxap, Auctpuxt Txane 401506, Maxapaitpa, MHaus

Name, address, authorization No for FP
manufacturing site / Control site / Release site
/

Haunmenosauue, agpec, MTHIHEH3UA 1A
IIpousBoacTBenHas MJomMAaIKa /

Dr. Reddy's Laboratories Ltd., Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan H.P. 173205, India (license No

MNB/05/263) /

H-p Pennu’c Jlaboparopuc JIta., IIpoussoncreentoe
noapasaeneHue-6, Bumnamx Kxons, Hanarapx Poyn, bagau, Conan
Jlucrpukr, X.I1. 173205, Unans (Jluuensus Ne MNB/05/263)

Remarks : The Product confirms to ND/

IIpumeuanue: [TponykT cooTBeTCTBYET TpeboBaHusM HJJ

Conclusion : APPROVED /
3axmwouenne: OJJOBPEHO

Prepared by /
IloaroToBneHo:
Vishal Sharma

Checked by /
[TpoBepeno: Rama

Kent @»‘\ JB*/

Checkedl by (AQA) /
[Tposepgro (AOK):
Abhishgk Chauhan

Approved by: Quality Assurance/Authorized
person / OpnobpeHro: ObecneycHue
kauecTBa/OTBETCTBEHHOE JIMLIO:

SHIUAND |

Date /

Hara: 29.08.2026

Date /
Hata: 29.08.2026

Date /
Jara: 29.08.2026

Date /
Jara:

[\\\A/@ /QY o"/b

I}

7
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Tklar gﬁm

F

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

CIN: L85195AP1984PLCO04507

www.drreddys.com




Qe Dr. Reddy's Laboratories Ltd.
) o Formulation Unit-6
DI'. Red dY S ‘.’ Vill. Khol, Nalagarh Road, Baddi,
Distt, Solan, H.P,, 173 205, INDIA

CERTIFICATE OF ANALYSIS 1| 151 98166 56001-02
CEPTUOUKAT AHAJIM3A . drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
IMpoaykT: Haii3® Akrusresb (HUMECYNUA) Ieflb Ul HAPYXKHOTO NpuMeHenus, 1 %, 20 r

Market / PoiHok : Russia / Poccus

Batch No. / . V260596 Batch Quantity / . 58293.000 units /

Cepus Ne ) Pazmep cepun * 58293.000 enuHuL
Analytical Repourt No./ . 040003543590 Date of Analysis / . 29.08.2026
AHajMTHYECKUi oTueT No JarTa ananusa

Date of Manufacture / . 08/2026 Date of Expiry / . 07/2028

Jara npousBoacTea TI'onen oo

Mfg. License No. /

ITponsBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
auueH3ns Ne

Analysis performed according ND / Anann3 nposeaen mo H/I: JITI-Ne(001336)-(PT'-RU)-090625
Artworks of primary package approved: / MakeTsl nepBHu4HOii ynakoBKH YTBepKAeHb1: 25.10.2022
Artworks of secondary package approved: / MakeTbl BTOpUU4HO# YIaKOBKH yYTBepKaAeHbI: 25.10.2022
PIL approved: / UMII yrBepikaen: 25.10.2022
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Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch
of product has been manufactured, including packaging/labeling and quality control at the above mentioned site(s)
in full compliance with the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/02329-
2025 dt. September 19, 2025) and requirements to the medicinal quality and with the specifications in the
Marketing Authorization dossier of the importing country. Production, packaging and testing records are verified
and their compliance with Good Manufacturing Practice of the Eurasian Economic Union is established».
3aKJ049enne 0 cooTBeTCTBHH: «HacToAIMM st o ITBEPXKIat0, YTO MPUBEAEHHAs BhIlie HHGOPMAIIHS ABIISIETCS
JOCTOBEPHON M TOYHOW. DTa Cepusi MPOAYKIUH IPOU3BEeHa (BKIIOYas YIAaKOBKY (MapKUPOBKY) U KOHTPOJb
Ka4yecTBA) Ha BBINICYKA3aHHOM ITPOM3BOACTBECHHOM IUTOlIanKe (IJIOIMagKax) B IIOJIHOM COOTBETCTBHH C
TpeboBanusmMu [IpaBui Hauiexarei Ipon3BoACTBEHHON NpakTuku EBpasuiickoro skoHoMuueckoro corosa (No
GMP/EAEU/RU/02329-2025 ot 19 centsabps 2025 r.) u TpeOOBaHUSIMU KOHTPOJIS KAayeCcTBA JIEKAPCTBEHHBIX
CpEJICTB, a TAKXXE B COOTBETCTBHHU CO CHENUPUKANMIMY, CONSPKAIMMHUCS B PETUCTPAIIIOHHOM JIOChE CTPaHbI-
UMIIOpPTEpA. 3alUCH [0 MPOU3BOJCTBY, YHAKOBKE M AHANM3y NPOBEPEHBI, U YCTAHOBJICHO HX COOTBETCTBHE
Tpebopanusm [IpaBuin HauIexKamei MPOU3BOACTBEHHOM MpakTHKH EBpa3uiickoro 3KOHOMUYECKOTO CO03a.

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

Ilpumeuanue: [IpoaykT coorBeTcTBYET TpeboBanmim HJJ 3akawyenne: OJJOBPEHO

Prepared by / Checked by / Checked bly (AQA) / Approved by: Quality Assurance/Authorized

[ToaroTosseHo: ITposepeHo: Rama [Tposepenp (AOK): person / Onobpeno: ObecneueHue

Vishal Sharma Kant djn— Abhishek Chauhan kauecTBa/OTBETCTBEHHOE JIUILIO:
@J“\/ M i

Date / Date / ! Date / ! Date / \‘*

Hara: 29.08.2026 Jara: 29.08.2026 Harta: 29.08.2026 Hara: ( % Q’:n {l(,

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, m‘fm IV}/“ &

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
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