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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT 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 %
IpoaykT: Hait3® AkTHBrens (HUMECYNUA) reNb AN HAPYKHOTO nmpuMeHeHus, 1 %

Market / PoiHOK : Russia / Poccus

Batch No. / . V260382 Batch Quantity / . 11836.000 units /

Cepns Ne ) Pasmep cepuu * 11836.000 enunu
Analytical Repovrt No./ . 890001885307 Date of Analysis / . 30.05.2026
AHaJIUTHYeCKHI oTUeT Ne Jata ananusa

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028

Jara npousBoacTra T'open no

Mfg. License No. /

IlponseoacTBEHHAs : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JuueH3us No

Analysis performed according ND / Ananus nposeaen mo H/I: JITI-Ne(001336)-(PI'-RU)-090625
Artworks of primary package approved: / MakeTnl nepBUUYHOii YIaKOBKH yTBepsaeHbI: 25.10.2022
Artworks of secondary package approved: / MakeTbl BTOpUUYHO#I YNTAKOBKH YTBepxkKAeHbI: 25.10.2022
PIL approved: / UMII yrBepaaen: 25.10.2022

Pagelof7/Crp.1m37

;? / Test / IlokazaTesn | Result / PesyabTaT Specification / Hopma
= |
1. Description / Onucanue | Homogeneous, transparent, pale- Homogeneous, transparent, colorless to
yellow gel with characteristic odor | pale-yellow gel with characteristic odor /
|/ OpnHOpoAHBIH PO3PAYHBINA elb OpHoponaHBId MpO3pauHblit relb  OT
0JIeTHO-XKEJITOrO L(BETA ¢ OecuBeTHOro A0 GJIEIHO-KEITOrO LIBETA
XapaKTepHbIM 3aMaxoMm C XapaKTepHbIM 3araxoM
2. Identification / UnenTuduxanus
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: IIpoaykT coorBeTcTBYET TpeboBaHmaM HJT 3akmoyenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IloprotoBneno: [Tposepeno: Pravesh ITposepeno (AOK): Ajay | person/ Omgobpeno: Obecneyenue
Yogesh Chauhan 4 / Rana / Kumar Srivastava kauecTBa/OTBETCTBEHHOE JIULIO:
7 ] iy SN AN
Date / Date / Date / Date / @W (05 %
JaTta: 30.05.2026 Hara: 30.05.2026 Jlara: 30.05.2026 Jlara:

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
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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

CERTIFICATE OF ANALYSIS
www.drreddys.com

CEPTHO®UKAT AHAJIU3A

Product : Nise® Activgel (nimesulide) gel for external use, 1 %
[Mpoaykr: Haii3® AKTHBreJb (HUMECYJIN) TelIb Ui HAPYKHOTO npHMeneHus, 1 %

Market / Pbinok

: Russia / Poccus

Batch No. / . V260382 Batch Quantity / . 11836.000 units /

Cepust Ne ’ Pasmep cepun * 11836.000 exunun
Analytical Repoﬂrt No./ . 890001885307 Date of Analysis / . 30.05.2026
AHasuTHueckHil oTyer No Jlata anasqu3a

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028

JaTa npou3soacTea lonen no

Mifg. License No. /

IIpou3BoACTBeHHAs : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT™-RU)
JUueH3us Ne

Analysis performed according ND / Ananau3s nposeaen no HJI: JITI-Ne(001336)-(PI'-RU)-090625
Artworks of primary package approved: / MakeTbl nepBHYHOIi YNaKOBKH YTBep:xKAeHb1: 25.10.2022
Artworks of secondary package approved: / MakeTbl BTOPUYHO#H yIAKOBKM yTBepaxaeHbl: 25.10.2022
PIL approved: / UMII yTBepaaen: 25.10.2022
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HPLC / BoXX

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 ynepxuBaHuUs
OCHOBHOT'O nvkKa Ha
XpoMaTorpamme HCIIBITYEMOTO
pacTBOpa COOTBETCTBYET BPEMEHU

yAep>KHBaHUA OCHOBHOTO MHKa Ha
XpoMaTorpamme pactBopa
CTaH/IapTHOTO obpasua
HUMeCYNu/a.

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 ynepxuBaHus
OCHOBHOIO TMHKa HAa XpOMATOrpamme

UCIILITYEMOTO pacTBopa JIOJKHO
COOTBETCTBOBATH BpEMEHH
YACPXKUBAHUS OCHOBHOrO MHKa Ha
XpoMarorpamMme pacTBopa
cTaHaapTHoro obpasua HUMecyauna
(paznen «KonuyecTBeHHoe
OnpenciieHUue»).

cnexkmpoghomomempus

UV spectrophotometry / Y @-

UV absorption spectrum of the test
solution has absorption maximum at

39745 nm. / VY®-criexTp
HOIJIOMIEHHS MCTIBITYEMOrO
pacTBopa  HMMEET  MAaKCUMYM

nornouieHus npu 397+5 um.

UV absorption spectrum of the test
solution should have absorption
maximum at 39745 nm. / Y®-cnekrp
MOTJIOLEHHUS HUCHBITYEMOro pacTBopa
JIOJDKEH UMETh MaKCHMYM [OTJIOMEHUS
upu 397£5 HM.

Remarks : The Product confirms to ND/

T pumeyuanue: [poaykT cootBercTByeT Tpebopanuam HJI

Conclusion : APPROVED /
3axnoyenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[MoarotoBaeHo: /7 [Tposepeno: Pravesh Iposepeno (AOK): Ajay | person/ OnobpeHo: ObecneueHue
Yogesh Chauhan Rana Kumar Srivastava kauecTBa/OTBETCTBEHHOE JIULO:
! “ﬂjjﬁ SRV AN
= P e Y
Date / Date / Date / Date / (z Wfﬁﬁ L
Jara: 30.05.2026 Jara: 30.05.2026 Jara: 30.05.2026 Iara: A0 q9<7/
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telanga?i'aflndia are

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

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

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

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

Product : Nise® Activgel (nimesulide) gel for external use, 1 %
IMpoaykr: Haii3® AktuBrens (HUMECY/IMA) renb U HAPYKHOTO npuMeHenns, 1 %

Market / PbiHOK : Russia / Poccus

Batch No. / . V260382 Batch Quantity / . 11836.000 units /

Cepust Ne - Pazmep cepin " 11836.000 enynny
Analytical RepOj‘t No./ . 890001885307 Date of Analysis / . 30.05.2026
AHaauTHYecKkHii oTyeT No JlaTa ananusa

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028

JlaTa npou3BoACTBa T'open 10

Mfg. License No. /

IIpousBoacTBEHHAsI : MNB/05/263 MA number: / Homep PY : JII1-Ne(001336)-(PI™-RU)
auueH3us Ne

Analysis performed according ND / Ananu3 nposeaen no HJL: JITI-Ne(001336)-(PI'-RU)-090625
Artworks of primary package approved: / Makerbl nepBHYHOIl YIaKOBKH yTBepskaeHbI: 25.10.2022
Artworks of secondary package approved: / MakeTsl BTOpHUYHOI yNaKOBKH yTBepxaeHbl: 25.10.2022

PIL approved: / UMII yrBepaaen: 25.10.2022

Page3 of 7/ Crp.3m3 7

3. | Weight of package contents / 100g/100r According to Rus. Ph. / B coorBercTun
Macca cogepkHMOro ¢ TpeboBanusmu ['® PO
yHaKOBKH

4. | pH 3.25 25t04.5/012,5 04,5

5. | Viscosity / BsaskocTb

965.6 centipoise /
965,6 caHTHIya3

400 to 1,200 centipoise /
Ot 400 go 1200 cantumyas

6. | Impurities / Ilpumecn

1. | Impurity C/ Not more than 0.50 % /
IMpumecs C Not detected / He oOHapyxeHa He 6onee 0,50 %
ii. | Impurity D/ Not detected / He oOHapyxeHa Not more than 0.50 % /
IMpumecs D He 6onee 0,50 %
iii. | Any other impurity / 0.04 % Not more than 0.50 % /
Jliobas npyras npuMech He Gonee 0,50 %
iv. | Total impurities / 0.04 % Not more than 1.50 % /
Cymma npumecei He 6onee 1,50 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanne: [Tpoaykr coorsercTryeT TpeboBanusm HJI 3axuoyenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
HO)II‘OTOBJIGHO Iporepeno: Pravesh [Tposepero (AOK): Ajay | person/ Opobpeno: ObecneyeHue
Yogesh Chauha Rana Kumar Srivastava kauecTBa/OTBETCTBEHHOE THIIO:
/ -\ L rw (
Date / Date / Date / Date /
Jara: 30.05.2026 Jara: 30.05.2026 Jlara: 30.05.2026 Jara:

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

CIN: L85195AP1984PLC004507
www.drreddys com




Dr.Reddy’s Q‘:‘O

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

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

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

Product : Nise® Activgel (nimesulide) gel for external use, 1 %
IMpoaykT: Hail3® AkTUBrenb (HUMECYNIUN) reNb I HAPY)KHOTO NpUMEHeHuUs, 1 %

Market / PbiHOK

: Russia / Poccus

Batch No. / . V260382 Batch Quantity / . 11836.000 units /

Cepusi Ne ) Pa3mep cepun * 11836.000 eaunun
Analytical Repovrt No./ . 890001885307 Date of Analysis / . 30.05.2026
AHaNMUTHYECKHH oTYeT No JlaTa aHa/n3a

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028

JaTta npousBoacTea Togen no

Mfg. License No. /

IpounsBoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JII1-Ne(001336)-(PI'-RU)
JuueH3ust Ne

Analysis performed according ND / Ananu3 npoeeaen mo HJI: JIII-Ne(001336)-(PI'-RU)-090625
Artworks of primary package approved: / MakeTbl nepBHYHOI YNaKOBKH yTBepxkaeHbl: 25.10.2022
Artworks of secondary package approved: / MakeTbl BTOpHYHOIl yIaKOBKR yTBep:kAeHbl: 25.10.2022

PIL approved: / UMII yrBepaxaen: 25.10.2022

Page 4 of 7/ Ctp. 4 n3 7

7. | Microbial purity* / Mukpo6uoJsiornyeckasi 4acTora*

i. | Total Aerobic Microbial Count /
O6uiee yncno adpoOHBIX MUKPO-
OpraH13MOB

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

Not more than 10? CFU/g /
He 6onee 10> KOE/r

ii. | Total Combined Yeast and
mould count / O61ee uucio
IPOMOKEBBIX M TUNIECHEBBIX
rpuboB

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

Not more than 10' CFU/g

He 6onee 10! KOE/r

/

iii. | Pseudomonas aeruginosa

Absentin1 g/
OtcyrctByerB 1 I

Should absent in 1 g/
OtcyrcTBUE B 1 1

iv. | Staphylococcus aureus

Absentin 1 g/
OtcytctByerB 1 T

Should absentin 1 g/
OrcyrcTBUe B 1 1

8. | Assay/KoanuecTBeHHOe onpeae/ieHHe

Nimesulide /
Humecynun

9.9 mg/9.9 mr
(98.8 %)

9.0 mg to 11.0 mg of C13H12N,05S
(nimesulide) (90.0% to 110.0% of label
claim) in 1 g of gel /

Ot 9,0 mr mo 11,0 mr C13Hi2N,OsS
(aumecynun) (ot 90,0 % no 110,0 % ot
HOMMHAJILHOTO cofepaHus) B 1 T rens

Remarks : The Product confirms to ND/

IIpumeyanmne: [IponykT cootBeTcTBYET TpebosanusiM HJT

Conclusion : APPROVED /
3axnrouyenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
Iloarorosneno: IpoBepeHo: Pravesh [Mposepeno (AOK): Ajay | person/ OnobpeHo: ObecneueHne
Yogesh Chauhan " | Rana Kumar Srivastava kauecTBa/OTBETCTBEHHOE JIULIO:

va ' Dy CHVAN

; O
Date / Date / Date / Date / ﬂw @5 %
Hata: 30.05.2026 Hara: 30.05.2026 JHara: 30.05.2026 Jlara: OO W
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telanparfa, India ~ ¢~

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":’

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 ; 491 98166 56001-02
www.drreddys.com

Product : Nise® Activgel (nimesulide) gel for external use, 1 %
IMpoaykT: Haiis® AkTHBres» (HUMeCyIua) redib Ul HAPYKHOTO NpuMeHeHus, 1 %

Market / PblHOK : Russia / Poccus

Batch No. / . V260382 Batch Quantity / _ 11836.000 units /

Cepus Ne ) Paszmep cepun " 11836.000 exuHuL
Analytical Repo‘f't No. / . 890001885307 Date of Analysis/ . 30.05.2026
AnanuTnueckuii oTuer No JaTta aHanu3a

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028

JlaTa npou3BoAcTBa T'ogen oo

Mfg. License No. /

IlpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
auneH3us Ne

Analysis performed according ND / Ananu3 nposenex no H/: JIII-Ne(001336)-(PI'-RU)-090625
Artworks of primary package approved: / MakeTbl epBHYHOMH YNaKOBKH yTBepxAeHb: 25.10.2022
Artworks of secondary package approved: / MakeTsl BTOpM4HOI1 YITAKOBKH YTBepxAenbl: 25.10.2022

PIL approved: / UMII yTBep:kaen: 25.10.2022

PageSof 7/Crtp.5n3 7

9. | Dimethyl sulfoxide / 99.8 % 90% to 110% of C,HesOS (dimethyl
Jumetniicyandorcun sulfoxide) of label claim /
Ot 90 % so 110 % C,HsOS
(aumernncynedokcun) ot
HOMHUHAJIBHOI'O COACpI)Kanua
10. | Package / YnakoBka 100 g in a laminated aluminum tube | 20 g, 50 g or 100 g in a laminated

equipped with tamper-evident
membrane. Each tube and a patient
information leaflet in a carton. / Tlo
100 r B TyOy U3 TaMHUHHPOBAHHOTO
aNFOMUHUS, cHaGIKEHHYIO
MeMOpaHoii [Tl KOHTPOJIS [IEPBOTO
BckpoiTHs. Kaxxnyro TyGy BMecTe ¢
| WHCTPYKUMEH M0 MEAHLIMHCKOMY
[IPUMEHEHHIO MOMEAOT B TadKy

KapTOHHY1O.

aluminum tube equipped with tamper-
evident membrane. Each tube and a
patient information leaflet in a carton. /
IIo 20 r, 50 r wmu 100 r B TYOy U3
JIAMWUHHPOBAHHOTO aNIOMHHUS,
CHa0XKEHHY0 MeMOpaHOH ISt KOHTPOJIS
nepeoro BekpeiTHa. Kaxnayio Tyby
BMECTE & WHCTPYKIHEH 1o
MEIULIMHCKOMY pUMEHEHHIO
MIOMEILAOT B Ma4Ky KAPTOHHYIO.

11 |Labeling / MapkupoBka Complies / CooTBeTcTBYET

In accordance with the approved artwork
(see Section 1.3.2 of Module 1 of DMF).
/ B COOTBETCTBUM C YTBEp:KIAEHHBIM
MakeToM (cMm. pasmen 1.3.2 monyns 1
PETHCTPALHOHHOTO I0ChE).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [IponykTt cooreercTBYeT Tpeboanusm HJI 3akawuenue: OJOBPEHO

Prepared by / P Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
MoagrotoBneHo:  // | IlposepeHo: P?sh [Tpoeepeno (AOK): Ajay | person/ Omobpeno: ObecnedeHue

Yogesh Chauhan | Rana
v

oy

Kumar Srivastava kayecTBa/OTBETCTBEHHOE JINLIO:

SHRY) -

Date / Date / Date / Date / A RYA
2R

Jara: 30.05.2026 Jara: 30.05.2026 Jara: 30.05.2026 Jlara:

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

F4

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

CIN: L85195AP1984PLC0O04507
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
Tel : 491 98166 56001-02

CEPTUOUKAT AHAJIN3A

www.drreddys.com

Product : Nise® Activgel (nimesulide) gel for external use, 1 %
IpoaykTt: Hafis® Axrusresib (HUMECYIHA) TeJib JUIA HAPYXHOTO IPUMEHEHH, 1 %

Market / PoiHok

: Russia / Poccus

Batch No. / . V260382 Batch Quantity / . 11836.000 units /

Cepusi Ne ) Pasmep cepun © 11836.000 enmuu
Analytical Repourt No./ . 890001885307 Date of Analysis / . 30.05.2026
AnpanuTunyeckuii oTyert No Jara aHanusa

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028

JlaTa npousBoacTBA T'onen no

Mfg. License No. /

IIpou3BoacTBeHHas : MNB/05/263 MA number: / Homep PY : JII1-Ne(001336)-(PT'-RU)
JauueH3us Ne

Analysis performed according ND / Auanu3 nposeaen no HJL: JIIT-Ne(001336)-(PI"-RU)-090625
Artworks of primary package approved: / MakeTbl nepBH4YHOH YNaKoBKH yTBepxaeHbi: 25.10.2022
Artworks of secondary package approved: / MakeTbl BTOPMYHOii YIaKOBKH yTBep:kaeHbI: 25.10.2022
PIL approved: / UMII yrBepxaen: 25.10.2022

Page 6 of 7/ Ctp. 6 n3 7

12 | Storage / Xpanenune Store below 25 °C. Do not freeze. / Ilpu Temneparype He Bbiue 25 °C. He
3aMOpPaXKHBATh.
13 | Shelf-life (storage period) / 2 years. / 2 rona.
Cpok roqHocTH (XpaHeHHS )

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

*TIoka3aTesib MOJKET OTCYTCTBOBATH B cepTudHKAaTe aHaIH3a npon3BoauTens. [Ipoussogurens
rapaHTHpPYeT Ka4ueCTBO npenaparta mo 3TUuM IoKa3aTeJIM.

API name (INN) / HaumenoBanue APC

(MHH):

Nimesulide / Humecynug,

API manufacturer batch number /

Homep cepuu npoussogutens ADPC: HME/125110965
FP Manufacturer API Batch number /
Howmep cepun cyGcTaHINH POU3BOAUTEIIA FESA00645

I'J1®:

API Manufactured by, address & country /

IIpousBoautens AD®C, agpec H cTpaHa:

Aarti Drugs Ltd., Plot No N-198, MIDC, Tarapur, Boisar, Tal.
Palghar, Dist. Thane, 401506, Maharashtra State, India /
Aaptu Jlparc JIta., Yuacrok Ne N-198, MIDC, Tapanyp, Boucap,
Tan. Ilanrxap, Quctpuxt Txane 401506, Maxapamrpa, Munus

Remarks

: The Product confirms to ND/

ITpumeuanue: [IpoaykT cooTBeTCTBYET TpebopanusM HJL

Conclusion : APPROVED /
3aknwyenue: OJJOGPEHO

Prepared by /
[Toarorosneno:
Yogesh Chauhan

Checked by /
[TposepeHo: Pravesh
Rana

Checked by (AQA) /
ITposepeno (AOK): Ajay
Kumar Srivastava

Approved by: Quality Assurance/Authorized
person / Opobpeno: ObecneyeHue
kauecTBa/OTBETCTBEHHOE JIULIO:

QIVAN!

Date /

Jara: 30.05.2026

Date /
Jata: 30.05.2026

)

Hata: 30.05.2026

Date /
Jlara:

D\U‘VR) Yo

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangama, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr. Reddy's Laboratories Ltd.

@o
’ o® Formulation Unit-6
Dr. Reddy S ‘,0 Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA

Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS
www.drreddys.com

CEPTUO®UKAT AHAJIN3A

Product : Nise® Activgel (nimesulide) gel for external use, 1 %
Ipoaykrt: Haif3® AKTHBresb» (HUMECYNua) rejib JUist HAPYKHOTO NpuMeHenus, 1 %

Market / PoiHoK : Russia / Poccust

Batch No. / . V260382 Batch Quantity / . 11836.000 units /

Cepus No ) Pa3zmep cepun " 11836.000 exunnig
Analytical Repol*t No./ . 890001885307 Date of Analysis/ . 30.05.2026
AHanuTHUYecKHii oTyeT No JlaTta aHanu3a

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028

JdarTa npousBoacTsa Tonen o

Mfg. License No. /

IIpousBoacTBeHHas : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
auueH3usa Ne

Analysis performed according ND / Ananu3 nposenen nmo HJ: JITI-Ne(001336)-(PI’-RU)-090625
Artworks of primary package approved: / MakeTbl nepBHYHOIi ynaKkOBKH yTBepKaAeHbl: 25.10.2022
Artworks of secondary package approved: / MakeTbl BTOpNYHO# YIAKOBKH YTBepKaeHb1: 25.10.2022
PIL approved: / UMII yrBepxaen: 25.10.2022

Page70f 7/ Crtp. Tuz 7

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

Nal:e% a(:d;'.ess, a_;‘tl/“g:)znattloln 1,\:0 /f(l){eleaslzl;,t Nalagarh Road, Baddi, Distt. Solan H.P. 173205, India (license No
manufacturing site rol site e MNB/05/263) /

/
HaumeHoBaHHe, agpec, JIHUEH3UA IS
IIpou3BoacTBeHHAs IUIOMAAKA /

H-p Pennu’c JlaGoparopuc JItn., [IpousBoacteeHHOE
noapasfenenue-6, Bunnapk Kxons, Hanarapx Poyn, bannu, Conax
Juctpukr, X.I1. 173205, Uuaus (JIunensus Ne MNB/05/263)

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».
3ako4enne o cooTBeTcTBHH: «HacToAmuM s MOATBEPIKIAl0, YTO PUBEICHHAS BBIIIE HH)OPMAIIUS SBIISIETCS
JIOCTOBEPHOM M TOYHOM. DTa cepust MPOAYKIMH MPOM3BeAcHa (BKIIOYas YIIAaKOBKY (MapKHPOBKY) U KOHTPOIIb
KauecTBa) Ha BBINICYKA3aHHOW ITPOM3BOACTBEHHOM ILIOMIaJKe (IUIOMIAJKaX) B TOJHOM COOTBETCTBHH C
TpeboBanusamMu [IpaBun Baanexaineil TpoU3BOJCTBEHHOM IIPakTUKH EBpasuiickoro SKOHOMHUYECKOTO coro3a (Ne
GMP/EAEU/RU/02329-2025 ot 19 centsadps 2025 r.) u TpeGOBaHUSAMU KOHTPOJS KauyecTBa JIEKApCTBEHHBIX
CPENCTB, a TAKXX€ B COOTBETCTBHMH €O crenuHKAIUAMY, CONEPIKAIUMHUCS B PETUCTPAIMOHHOM JIOChE CTPaHbI-
HUMIIOpTepa. 3alMch MO MPOHU3BOJICTBY, YIAKOBKE M aHAU3y IPOBEPEHBI, H YCTAHOBJIEHO WX COOTBCTCTBHUE
TpeboBauusam [IpaBi HayTexarue# Mpon3BoACTBEHHOM MPaKTHKH EBPa3MifiCKOro SKOHOMUYECKOTO COK03a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [IpoaykT cooTBeTcTBYET TpeOobanusam HJJ 3akmouenne: OJOGPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[TonrororneHo: [TpoeepeHo: Pravesh [Tposepeno (AOK): Ajay | person/Onobpero: Obecneyenue

Yogesh Chauhan

/ Rana f Kumar Srivastava kagecTBa/OTBETCTBEHHOE JIULIO:
SHWUAN]
il Ay a

sl
Date / Date / Date / Date / 6 g A A
Tlara: 30.05.2026 Jlara: 30.05.2026 Jlara: 30.05.2026 Tara: q&j}(m{of&w’
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