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 %
MpoaykT: Haii3® AxTuBress (HUMeCyIua) resib s Hapy»KHOTO NPUMEHEHHs, 1 %

Market / PoiHOK : Russia / Poccus

Batch No. / . V260383 Batch Quantity / . 11832.000 units /

Cepus Ne ) Pasmep cepuu © 11832.000 enuHuI
Analytical RepOft No./ . 890001885308 Date of Analysis / . 30.05.2026
AHaJUTHYECKHUI oTueT No JlaTa ananu3za

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

JlaTa npou3BoAcTBa I'onen po

Mfg. License No. /

IIpousBoacTBEeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI"-RU)
nuueH3us Ne

Analysis performed according ND / Auanus nposeaen no HJL: JIII-Ne(001336)-(PI'-RU)-090625
Artworks of primary package approved: / MakeTbl IepBH4HOIi yNakoBKH yTBepxaenbl: 25.10.2022
Artworks of secondary package approved: / MakeTnl BTOPHYHOI yNaKOBKH yTBepikaeHbl: 25.10.2022
PIL approved: / UMII yreepakaen: 25.10.2022

Page 1 of 7/ Crp. 1 u37

No/ ; ; ;

No Test / Ilokazarenn Result / PesysasTar Specification / Hopma

1. Description / Onucanne Homogeneous, transparent, pale- Homogeneous, transparent, colorless to
yellow gel with characteristic odor | pale-yellow gel with characteristic odor /
/ OnHOPOIHBIH MPO3pauHbIi resb OpHOpoaHBIA TMpO3payHbld Tejlb  OT
6J1eIHO-XKEeNTOro LBETa ¢ OecLBETHOTO J10 OJIeIHO->KENTOro HBETa
XapaKTEPHBIM 3allaxXoOM C XapaKTEPHEIM 3anaxoM

2, Identification / UnenTuduxanusa

Remarks : The Product confirms to ND/
IIpumeyanue: [1ponykt cooTBeTcTBYET TpeboBaHusiM HJT

Conclusion : APPROVED /
3akawuyenue: OJJOGPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IlonrorosneHo: / IIposepeno: Pravesh Iposepeno (AOK): Ajay | person/ Onobpeno: OGecnieueHre
Yogesh Chauhan Rana Kumar Srivastava kadecTBa/OTBETCTBEHHOE JIMIIO:
& ! ) AN
Date / ~ Date / Date / Date / 9_/,1(( (@g
Hara: 30.05.2026 Hara: 30.05.2026 Hara: 30.05.2026 Hara: (1 KO T\O()./QJ
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




Dr.Reddy’s €&

CERTIFICATE OF ANALYSIS

CEPTUO®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 %
IMpoaykT: Hait3® AxTupress (HUMECYJINA) Telb 1)1l HAPYKHOTO NpUMeHeHus, 1 %

Market / Poinok

: Russia / Poccus

Batch No. / . V260383 Batch Quantity / . 11832.000 units /

Cepus Ne 5 Pasmep cepnu * 11832.000 equuui
Analytical Repourt No./ . 890001885308 Date of Analysis / . 30.05.2026
AHaJIUTHYECKH I 0T4HeT Ne Jara ananusa

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

JlaTa npou3BoacTBa T'ogen oo

Mfg. License No. /

IIpou3BoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JnuueH3us Ne

Analysis performed according ND / Ananus nposeaex no HJI: JIIT-Ne(001336)-(PI'-RU)-090625
Artworks of primary package approved: / MakeTbl NepBH4YHO#i YNIAKOBKH yTBep#AeHbl: 25.10.2022
Artworks of secondary package approved: / MakeTbl BTOPUYHOMH yNaKOBKM yTBepKaeHb1: 25.10.2022
PIL approved: / UMII yreepaxkaen: 25.10.2022
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HPLC 7 BIKX

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 ynepxkuaHus
OCHOBHOT'O nMKa Ha
Xpomarorpamme UCTIBITYEMOTO
pacTBopa COOTBETCTBYET BPEMEHHU
YACPKHBaHHS OCHOBHOI'O MHKa Ha

XpoMaTorpamme pactBopa
CTaHapTHOrO 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
OCHOBHOT'O NHMKa Ha XpoMaTorpamme

HCIIBITYEMOTO  pacTBopa  JOJDKHO
COOTBETCTBOBATh BpEMEHU
yAepXKMBaHUS OCHOBHOTO IIHKA Ha
XpoMarorpamme pacTeopa
cTaHzaptHoro ofpasla HUMeCY/IUAa
(pazgen «KonuuecTeeHHOE
OTIpE/IEIIEHUEY).

UV spectrophotometry / Y-
cnekmpoghomomempus

UV absorption spectrum of the test
solution has absorption maximum at

39745 nm. / V®-criextp
NOTJIOLIEHUS UCIIBITYEMOTO
pacTBopa UMeeT MaKCHUMYM

noryoweHus npu 39745 HM.

UV absorption spectrum of the test
solution should have absorption
maximum at 397+5 nm. / V®-cnektp
TMOTJIOLIEHU HMCIBITYEMOTO pPacTBOpa
JOJDKEH UMETh MakCUMYM MOTJIOIEHHS
npu 397+5 um.

Remarks : The Product confirms to ND/

Ipumeuanne: [Tpoaykt cooTBeTCTRYET TpeboBanusM HJI

Conclusion : APPROVED /
3aknouenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Toaroropnexo: [TpoBepeno: Pravesh [Tposepeno (AOK): Ajay | person/ Onobpeno: Obecneyenne
Yogesh Chauhan ~ | Rana ﬁ Kumar Srivastava kauecTBa/OTBETCTBEHHOE JIUILO:
7 Py SNIVAN]
Date / Date / Date / Date / @Q/L/L/Q
Jara: 30.05.2026 Jara: 30.05.2026 Hata: 30.05.2026 Hara: 2 q'_@/o;‘olb
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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CERTIFICATE OF ANALYSIS

CEPTUOPUKAT 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: Haii3s® AxTuBrens (HUMeCyIua) refib AUl HAPY>KHOTO NpumeHenus, 1 %

Market / PbiHok : Russia / Poccus

Batch No. / . V260383 Batch Quantity / . 11832.000 units /

Cepus Ne } Paismep cepun © 11832.000 emunuig
Analytical Repo:‘t No./ . 890001885308 Date of Analysis/ . 30.05.2026
AHanuTHYecKHil 0TYeT Ne JdaTa ananuza

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

JlaTa npou3BoacTBA T'ogen no

Mfg. License No. /

IlpouseoacTBeHHas : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JIRIeH3usa Ne

Analysis performed according ND / Ananus nposeaen no H/: JIIT-Ne(001336)-(PI'-RU)-090625
Artworks of primary package approved: / MakeTbl nepBHYHON ynakoBKH yTBepxaensl: 25.10,2022
Artworks of secondary package approved: / MakeTbl BTOPHYHOIi yNaKOBKH yTBep:xKaeHbi: 25.10.2022

PIL approved: / UMII yrBep:xaen: 25.10.2022
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3. | Weight of package contents / 100 g/ 100 According to Rus. Ph. / B cooTseTcTBHI
Macca coaepKuMoro ¢ TpeGoBanusmu '@ PO
YHAKOBKM

4. | pH 3.25 2.5t04.5/012,5 004,5

5. | Viscosity / Bazkoctb 954.6 centipoise / 400 to 1,200 centipoise /

954,6 canTunyas

Ot 400 go 1200 cantunyas

6. | Impurities / Hpumecu

i. | Impurity C/
ITpumecs C

Not detected / He o6HapyxeHa

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

ii. | Impurity D/

Not detected / He oOHapy»xeHa

Not more than 0.50 % /

[Tpumecs D He 6onee 0,50 %
iii. | Any other impurity / 0.05 % Not more than 0.50 % /
Jlrobas npyras npuMech He 6onee 0,50 %
iv. | Total impurities / 0.05 % Not more than 1.50 % /
CymMma npumeceit He 6onee 1,50 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: ITpoaykTt coorBeTcTBYeT TpeboBaHusiM HJ{ 3aknwuyenne: OJJOGPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[ToAroToBJEHO: ITposepeHo: Pravesh IIposepeno (AOK): Ajay | person/ Onobpeno: Obecrieyenne
Yogesh Chauhan Rana J Kumar Srivastava kauecTBa/OTBETCTBEHHOE JIUILO:
3 By SHIVAN |
- A
Date / Date / Date / Date / :
HJata: 30.05.2026 Hata: 30.05.2026 Jata: 30.05.2026 Jara: 09" s _KO“‘O')/L,
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034. Telangana, India S o

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

CEPTUOUKAT AHAJIM3A

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

Viil. 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: Haiiz® AkTUBresb (HUMECYJIHA) reib IS Hapy)KHOro NpuMeHeHus, 1 %

Market / Poinox : Russia / Poccus

Batch No. / . V260383 Batch Quantity / . 11832.000 units /

Cepus Ne ) Pasmep cepum © 11832.000 enunuiy
Analytical Repo“rt No./ . 890001885308 Date of Analysis / . 30.05.2026
AHajiuTHYecKHi oTyeT No JaTa anaaunsa

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

JlaTa npou3BoacTBa I'onen no

Mfg. License No. /

IIpousBoacTBeHHAR : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT"-RU)
JiMueH3usa Ne

Analysis performed according ND / Ananau3 nposeaen no HJ/L: JITI-Ne(001336)-(PT-RU)-090625
Artworks of primary package approved: / MakeTh! nepBH4YHO/ yIaKoOBKU yTBepXaeHbl: 25.10.2022
Artworks of secondary package approved: / MakeTbl BTOPUYHO#i YIaKOBKH yTBepxAeHbI: 25.10.2022
PIL approved: / UMII yrBepxaen: 25.10.2022
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Te

Microbial purity* / MukpoGuosorudeckas 44cToTa™

1. | Total Aerobic Microbial Count /
OGiee uncno aspoOHBIX MUKpO-

OpraHu3sMoOB

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

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

ii.

rpubos

Total Combined Yeast and
mould count / OGuee uncno
JPOMCKEBBIX M TIECHEBBIX

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

Not more than 10" CFU/g

He 6onee 10! KOE/r

/

1il.

Pseudomonas aeruginosa

Absentinl g/
OtcyrctByer B 1 1

Should absent in 1 g/
OrcyrcTBue B 1 1

iv.

Staphylococcus aureus

Absentin 1 g/
OtcyrctByerB 1 T

Should absentin 1 g/
OrcyrctBUe B 1 T

Assay / KosinyecTBeHHOE oNpeesieHHe

Nimesulide /
Humecynun

9.7mg/9.7 mr
(96.6 %)

9.0 mg to 11.0 mg of C13H12N,Os58
(nimesulide) (90.0% to 110.0% of label
claim) in 1 g of gel /

Ot 9,0 mr no 11,0 mr Ci3H;2N2OsS
(unmecymun) (ot 90,0 % no 110,0 % ot
HOMMHAJIBHOTO cojiepkanusi) B 1 r rens

Remarks : The Product confirms to ND/

IIpumevanue: [Ipoaykt cooTBeTcTBYET TpeboBaHusim H]I

Conclusion : APPROVED /
3aknwyenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IToaroToBneHo: [TpoBepeno: Pravesh [Tpoeepeno (AOK): Ajay | person/ OpnobpeHo: ObecneueHue
Yogesh Chauha ~ | Rana i Kumar Srivastava kauecTBa/OTBETCTBEHHOE JIULIO:
i -y SHIvAM/
Date / i Date / Date / Date / W g
Hara: 30.05.2026 Hata: 30.05.2026 JHara: 30.05.2026 JlaTa: % = ,{0 'ho()/fo
n L Z i g
'd

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

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT 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 %
Ipoaykr: Haii3® Akrusresb (HUIMECYNU) rejib AT HAPYXKHOTO NMpuMeHenns, 1 %

Market / PoiHok : Russia / Poccus

Batch No. / . V260383 Batch Quantity / . 11832.000 units /

Cepusi Ne i Pa3mep cepun * 11832.000 enuHui
Analytical Repourt No./ . 800001885308 Date of Analysis / . 30.05.2026
AHaJuTHYECKHIi 0TYeT No JaTa ananusa

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

JlaTa npou3BoacTBa Topen go

Mfg. License No. /

IlponsBoacTBEeHHAs : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JHueH3Ha Ne

Analysis performed according ND / Ananus nposeaen no HJI: JIII-Ne(001336)-(PI'-RU)-090625
Artworks of primary package approved: / MakeTs! nepBH4HO{i YIaKOBKH yTBepikaeHbl: 25.10.2022
Artworks of secondary package approved: / MakeTsl BTOPUYHOI YNIAaKOBKH yTBepa/aeHbl: 25.10.2022
PIL approved: / UMII yTBepskaen: 25.10.2022
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9. | Dimethyl sulfoxide / 100.0 % 90% to 110% of C;HeOS (dimethyl
JdumeTniacyabgoxcua sulfoxide) of label claim /
Ot 90 % no 110 % C,HsOS
(mumeTuncynbHOKCHI) OT
HOMMHAJILHOT'O CONEepIKaHHsA
10. |Package / Ynakoka 100 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. / Ilo | patient information leaflet in a carton. /
100 r B TyOy u3 namunuposansoro | [To 20 r, 50 r wimu 100 r B TYOY u3
AMOMHUHUA, CHa0XECHHYIO | JTaMUHHPOBAHHOI'O ATIOMHMHUSA,
MeMOpaHOil A1l KOHTPOJIS MEPBOTO | CHAOGXKEHHYIO MEMOPaHO#H 11si KOHTPOJIA
BekpbiTus. Kaxayto TyOy Bmecte ¢ | mepBoro  BekpbiTha. Kaxayio TyOy
WUHCTPYKLIUEH MO MEeJULMHCKOMY | BMecTe c UHCTPYKLHEH o
NPUMEHEHUIO TIOMEIIAIOT B [AYKY | MEAHLIMHCKOMY NPHUMEHEHUIO
KapTOHHYIO. MOMELLAIOT B Na4Ky KapTOHHYIO.
11 |Labeling / MapkupoBka Complies / CooTBeTcTBYET In accordance with the approved artwork
(see Section 1.3.2 of Module 1 of DMF),
/ B COOTBETCTBMH C YTBEPIKAEHHBIM
MakeroM (cM. pasmen 1.3.2 momyns 1
PErucTpalMOHHOrO JOChE).

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

IIpumeyanue: [Ipoaykt cooTBeTCTBYET Tpebopanusam H/L 3akaoyenue: OJJOBPEHO

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

IToarorosmneHo: ITposepeHno: Pravesh Ilpoeepeno (AOK): Ajay | person/ Onobpeno: Obecneuenue

Yogesh Chauhar | Rana Kumar Srivastava kasectsa/OTBeTcTBenHOE muuo: G| U /

é N~

Date / Date / Date / Date / U/L/ (‘OS

Hata: 30.05.2026 Hara: 30.05.2026 Harta: 30.05.2026 Jara: (\}%/ O ,\(ﬂb
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, [ndth '/,» 2

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

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIN3A

Product : Nise® Activgel (nimesulide) gel for external use, 1 %
Ipoaykr: Haii3® AKTHBre/b (HUMECYNUN) Telib AUl HAPY)KHOTO MpUMeHeHus, 1 %

Market / PeiHok

: Russia / Poccus

Batch No. / . V260383 Batch Quantity / . 11832.000 units /

Cepusi Ne ) Pa3mep cepun " 11832.000 equnuy
Analytical Repourt No./ . 890001885308 Date of Analysis / . 30.05.2026
AHanuTH4ecKuii oTyet No JdaTa ananuza

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

JaTa npon3BoacTBa Togen no

Mfg. License No. /

IlpousBoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JHueH3us1 Ne

Analysis performed according ND / Ananaus nposeaen mo H/I: JITI-Ne(001336)-(PT-RU)-090625

Artworks of primary package approved: / MakeTbl nepBH4HOIi yNaKOBKH yTBep:kAeHbI: 25.10.2022
Artworks of secondary package approved: / MakeThl BTOPUYHOI yaKoBKM yTBepxaeHbl: 25.10.2022
PIL approved: / UMII yTBepaaen: 25.10.2022
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12

Storage / Xpanenue

Store below 25 °C. Do not freeze. / Ilpu temneparype He Bbie 25 °C. He
3aMOpPaKMBaTh.

13

Shelf-life (storage period) /

2 years./ 2 roja.

Cpok rogHocTH (XpaHeHusi)

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

*ITokazaTe/1b MOXKET OTCYTCTBOBATH B cepTHUKATE aHAJIN3a NPou3BoaHTe s, [Ipon3BoauTenn
rapaHTHpPYeT Ka4ecTBO Npenapara mo 3THM NoKa3aTe siM.

API name (INN) / HaumenoBanune A®C

(MHH):

Nimesulide / Humecynun

API manufacturer batch number /

Homep cepun nponzsoauresiss APC: NEIRGZG020159
FP Manufacturer API Batch number /
Homep cepun cyGcTaHIHH MPOHU3BOAHTEIS FETA00129

TJID:

API Manufactured by, address & country /

ITponssoauTens ADC, aapec u crpaHa:

Aarti Drugs Ltd., Plot No N-198, MIDC, Tarapur, Boisar, Tal.
Palghar, Dist. Thane, 401506, Maharashtra State, India /
Aaptu Jlparc Jlta., Yuactok Ne N-198, MIDC, Tapanyp, boucap,
Tan. [Nanrxap, Quctpukt Txane 401506, Maxapauirpa, Uuaus

Remarks : The Product confirms to ND/
ITpumeuanue: [IponykT cooTBETCTBYET TpeboBanusam HJ

Conclusion : APPROVED /
3akmouenue: OJIOBPEHO

Prepared by /
[TonroroBneHo:
Yogesh Chauhan

Checked by /
ITpoeepeno: Pravesh
Rana

Checked by (AQA) /
[TpoeepeHo (AOK): Ajay
Kumar Srivastava

EAR

Approved by: Quality Assurance/Authorized
person / Onobpeno: Obecneyenne
kayecTBa/OTBETCTBEHHOE JILIO:

SWUAM]

Date /
JHara: 30.05.2026

Date /
Jlarta: 30.05.2026

=

Date /
Hara: 30.05.2026

L
Date / (\b U}/(OS ?Q}

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

Jlara: AL "0
- I 4
=

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




‘.o Dr. Reddy's Laboratories Ltd.

: : °@® Formulation Unit-6

Dr‘ Reddy s -. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA

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

CERTIFICATE OF ANALYSIS
CEPTUD®HUKAT AHAJIM3A

Product : Nise® Activgel (nimesulide) gel for external use, 1 %
INpoaykT: Haii3® AKTHBresb (HUMECYIUA) refb Ad HapyKHOro npuMeHenusd, 1 %

Market / PbiHOK : Russia / Poccus

Batch No. / . V260383 Batch Quantity / . 11832.000 units /
Cepusi Ne ) Pasmep cepun * 11832.000 egunuL
Analytical Repovrt No./ . 890001885308 Date of Analysis / . 30.05.2026
AnanuTnyeckuii otuet Ne Hata ananu3a

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

Jara npousBoacTBa Tonen 10

Mifg. License No. /

I[IpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JII1-Ne(001336)-(PI'-RU)
auueH3us Ne

Analysis performed according ND / Ananus nposeaen no H/I: JITI-Ne(001336)-(PI'-RU)-090625
Artworks of primary package approved: / MakeTbl NepBHYHOH YNaKOBKH yTBepiKAeHb1: 25.10.2022
Artworks of secondary package approved: / MakeTbl BTOpHYHOIl yNaKOBKH yTBepaaAeHbI: 25.10.2022
PIL approved: / UMII yTBepxaeH: 25.10.2022
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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 JlaGoparopuc JItn., [IpoussoacTeeHHoe
noapazjenenne-6, Bunamx Kxons, Hanarapx Poyn, bagnu, Conan
Huctpukr, X.J1. 173205, Uuaus (Jluuensus Ne MNB/05/263)

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

HaumeHnoBaHue, agpec, TMIEH3UA A
ITpou3BoacTBeHHas MIOMIAAKA /

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».
3akiouenue o coorsercrBun: «HacTosmuM s HOATBEPKAAIO, YTO MPUBE/ICHHAS BBIIIE MHOOPMALIUS SBIISETCS
JIOCTOBEPHOH M TOYHOH. DTa cepHs NPOAYKIHMM IMPOU3BEJCHA (BKIIOYAs YNMAKOBKY (MapKUPOBKY) H KOHTPOIb
KauecTBa) Ha BBIIICYKA3aHHOM IIPOM3BOACTBEHHOW IUiomanke (MIIOINaAKax) B IOJHOM COOTBETCTBHH C
TpeboBanusamu 1lpaBui HajuIexame Npou3BOICTBEHHOM NpakTUkK EBpasuiickoro SKOHOMHYECKOTO coro3a (Ne
GMP/EAEU/RU/02329-2025 ot 19 centsabps 2025 r.) u TpeOOBaHUAMHU KOHTPOJII KadecTBa JIEKAPCTBEHHBIX
CPEICTB, a TAKXKE B COOTBETCTBUHU CO CIELUPUKAIUIMU, CONEPKAMIMMUCT B PETUCTPAUOHHOM JIOChE CTPAHLI-
HMITOpTEpa. 3anucy MO MPOU3BOJICTBY, YIMAKOBKE W aHAIU3Y IPOBEPEHBI, U YCTAHOBJIIEHO HX COOTBETCTBHE
tpeboBanmsam [IpaBun Haiexkaueit mpou3BOJCTBEHHOM MPaKTHKH EBPa3HiiCKOro SKOHOMHYECKOTO COI03a%.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumevanue: [Ipoaykt coorBeTcTBYET TpeboBaHuaM HJI 3akawyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized

IToaroroieHo: ITposepeno: Pravesh ITpoeepeno (AOK): Ajay | person/ Onobpeno: ObecricueHue

Yogesh Chauhan ? Rana i Kumar Srivastava kayecTra/OTBETCTBEHHOE JIUIIO: |
Z oy o

- L P
Date / Date / Date / Date / L,f"‘/,/ "CD%
Hara: 30.05.2026 Jara: 30.05.2026 Hara: 30.05.2026 Hara: ) _a©O ﬁ(,(LG
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, ielangana, India ”/‘ ”

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