Dr.Reddy’s ‘,‘o

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

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g
IMpoaykr: Haiiz® Ilmoc, rens ass HapyxHoro npuMenenus, 0,25 Mr/r + 50 mr/r + 100 mr/r + 10 mMr/r

Market / PoiHoK : Russia / Poccus

Batch No. / . Batch Quantity / . 9747 units /

Cepus Ne £ V260 Paszmep cepun * 9747 equHuw

Analytical Repo”rt No./ © 040003399928 Date of Analysis / . 26.05.2026
ABajJuTH4eckuii oTuer Ne Jlara ananuza

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

JlaTa nponu3BoACTBA TI'oxen go

Mfg. License No. /

IIpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JIHIeH3HA No

Analysis performed according ND No / Ananus nposeaen no HJ Ne: JITI-Ne(003312)-(PI'-RU)-021023
Artworks of primary package approved: / MakeTbl NepBH4HO# YIaKoBKH yTBepxaeHbl: 17.04.2025
Artworks of secondary package approved: / MakeTsl BTOPHYHOH ynakoBKu yTeepaucaenbi: 17.04.2025

PL approved: / JIB yrBep:xkaen: 17.04.2025
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Ne Test / [lokazareanb Result / PesyabTaThl Specification / Hopma

1 | Appearance / Onucanue White gel of homogeneous consistency with a | White to off-white gel of homogeneous
characteristic odor. / I'ems Genoro wusera | consistency with a characteristic odor. /
O[IHOPO/IHOH ~ KOHCHCTCHIMM  C  XAPaKTEPHLIM | T'eny, Genoro MAM MOYTH Genoro LBeTa
SanaxoN.: OIHOPOAHOM KOHCHCTEHLIH c

XapaKTEePHBIM 3aI1aXO0M.
2 | Identification/ UaenTndukanus
2a | By HPLC/ BOXX
- Nimesulide | Humecynuo Complies as prescribed / A peak with the retention time

CootsercTByeT TpeGOBaHUAM

corresponding to that of nimesulide in the
standard solution chromatogram should
be present in the test solution
chromatogram obtained during
"Nimesulide and Methyl salicylate Assay"
test. / Ha xpomarorpamMme HCIBITYeMOTO
pacTBOpa, MONYHEHHOrO MPH NPOBEICHHH

HCITBITAHHUS «KonuyecTBeHHOE
oTpeeneHHe. Humecynun u
METUIICATTHLIUIIATY, JOJIKEH
o6HapyKHUBaTbCA MUK,
COOTBETCTBYIOLIHH o BpEMEHU

Remarks : The Product confirms to ND/

IIpumeuanne: Iponykt coorsetcTByeT TpeboBanmam HJI

Conclusion : APPROVED /
3axnwuyenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
TTonroToeneHo: IIpoBepeHo: Iposepeno (AOK): person / Onobpeno: O6ecneuenue
Pravesh Rana / Pardeep Kumar Amit Kumar kayecTBa/OTBETCTBEHHOE JIHLIO:
I ' [\___./\ QuwiL puw
— = A}
Date / Date / Date/ ° Date/  —V Ko pCGLA
Jara: 26.05.2026 Jara: 26.05.2026 Jara: 26.05.2026 Hara: b’) 5

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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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® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g
IpoaykT: Hai3® Ilioc, rens 1s Hapy>kHoro npumenedns, 0,25 mr/r + 50 mr/r + 100 mr/r + 10 Mr/r

Market / PoiHoK : Russia / Poccus

Batch No. / . Batch Quantity / . 9747 units /

Cepus Ne 5 V260340 Paszmep cepuu * 9747 enuHnn

Analytical Rep0“rt No./ . 040003399928 Date of Analysis / . 26.05.2026
AHanuTuyeckni otuet Ne JlaTa ananusa

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

JlaTa npou3BoAcTBa T'ogen xo

Mfg. License No. /

IIpousBoacTBEHHAS : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
Jauuen3na Ne

Analysis performed according ND No / Anaaus nposeaen no H/1 Ne: JITI-Ne(003312)-(PI'-RU)-021023
Artworks of primary package approved: / MakeTbl nepBH4YHOIi yIaKOBKH yTBepKAeHbl: 17.04.2025

Artworks of secondary package approved: / MakeTsl BTOPHYHOI YyNAaKOBKH YTBepaAeHbl: 17.04.2025
PL approved: / JIB yrBep:xaen: 17.04.2025
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YOEPXKHUBAHUA TMUKY HHAMECYJIUAA Ha
XpoMaTorpaMmme CTaHIapTHOrO pacTeopa.

- Methyl salicylate /
Memuncanuyunam

Complies as prescribed /
CooTBeTCTBYET TPeGOBAHUSM

A peak with the retention time
corresponding to that of methyl salicylate
in the standard solution chromatogram
shall be present in the test solution
chromatogram obtained during
"Nimesulide and Methyl salicylate Assay"
test. / Ha xpomarorpaMme HCOBITYEMOTO
pacrtBopa, MOJIY4EHHOTO NPU NPOBEJEHHH
HCIIBITaHUA «KonunuectBeHHOe
onpezeneHue. Humecynun, u
METHJICAIULIUIATY, ZOJDKEH
o6HapyKuBaThCs THK,
COOTBETCTBYIOLI U no BPEMEHU
YACPXKUBAHUS NUKY METHJICATIMLMIATA HA
XpoMaTorpamMMme CTaHAapTHOTO PacTBOpa.

Menthol / Mernmon

~ Complies as prescribed /
CoOTBETCTBYET TPeGOBAHUAM

A peak with the retention time
corresponding to that of menthol in the
standard solution chromatogram shall be
present in the test solution chromatogram
obtained during "Menthol Assay" test. /

Remarks : The Product confirms to ND/
IIpumeuanne: Ilpoxyxr cootBeTcTByeT TpeboBanuam HJI

Conclusion : APPROVED /
3aknwuenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized
IMoaroTosneHo: IIposepeHo: IIposepeno (AOK): person / Onobpeno: Obecnedenue
Pravesh Rana Pardeep Kumar Amit Kumar kayecTBa/OTBETCTBEHHOE JIULIO:
- { oy BTSN VYT
o VR A
Date / Date / Date / Date / |
Jlata: 26.05.2026 Jata: 26.05.2026 Jlata: 26.05.2026 Jata: sy s 6

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: L85195AP1984PLCO04507
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
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g
Mpoaykr: Haiiz® Ilitoc, rens 1 Hapy>xHOro npuMeHenus, 0,25 mr/r + 50 mr/r + 100 mr/r + 10 mMr/r

Market / Peinok : Russia / Poccus
Batch No./ . Batch Quantity / . 9747 units /
Cepust Ne 5y 2a0s4l Pa3zmep cepuu * 9747 enunui

Analytical Report No. /

Aunanurnueckuii oTuer No ¥ 040003395928

JlaTa ananusa

Date of Analysis /

1 26.05.2026

Date of Manufacture /

JIaTa npou3BoACTBa : 05/2026

Date of Expiry /
T'open no

: 04/2028

Mfg. License No. /
IIpousBoacTBeHHAs : MNB/05/263
JuueH3us Ne

MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)

Analysis performed according ND No / Anaaun3s nposenen no H/[ Ne: JITI-Ne(003312)-(PT-RU)-021023
Artworks of primary package approved: / MakeTbl NepBHYHOI yNaKoBKH yTBep#AeHbl: 17.04.2025
Artworks of secondary package approved: / MakeTsl BTOPHYHOI YNAKOBKH yTBepaxkaeHbi: 17.04.2025

PL approved: / JIB yrBepxkaen: 17.04.2025
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Ha  xpomarorpaMmme  HCHOBITYEMOIO
pacTBOpa, MONYYEHHOTO MPH MPOBEICHUN

UCTIBITaHHs «KonuyecrBeHHOE
ornpeaesieHHe. Menton», JOJDKEeH
oOHapyKUBaTbCs UK,
COOTBETCTBYIOLIUH o BPEMEHHU

YOCPKUBAHHS ~ MHKY  MEHTOfia  Ha
XpoMmaTtorpaMme CTaHAapTHOTO PacTBopa.

- Capsaicin / Kancauyun

Complies as prescribed /
CooTBeTcTBYET TpeGOBaHUAM

A peak with the retention time
corresponding to that of capsaicin in the
standard solution chromatogram shall be
present in the test solution chromatogram
obtained during "Capsaicin and Sodium
Benzoate  Assay" test. /" Ha
XpoMaTorpaMme HCIBbITYEMOro pacTBopa,
NOJIy4EeHHOTO npu NPOBEJIEHUU
UCTIbITAaHKA «KonugectseHHoe
onpenenenue. KancawumH ©  Hatpus
OeHz0aTy, JOmKEH 00HapyKUBATLCS MUK,
COOTBETCTBYIOLIMIA o BpEMEHH
YAEPXKHUBAHUA THKY KancaulliHa Ha
XpOMaTorpamMmme CTaHAAPTHOTO pacTBOpa.

Remarks : The Product confirms to ND/

ITpumeuanue: [Ipoaykt coorBercTByeT TpeboBanmsim HI

Conclusion : APPROVED /
3axkmwuenne: OJJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
INoaroroeneHo: IIposepeHo: Iposepeno (AOK): person / Opobpeno: O6ecneueHue
Pravesh Rana Pardeep Kumar Amit Kumar kayecTBa/OTBETCTBEHHOE JIULO:
el -y tunlC oA
- = Ly A
Date / Date / Date / Date / —V 1 .,OM’LG
HaTa: 26.05.2026 Hara: 26.05.2026 Jata: 26.05.2026 JHara: ?/"\f()g_

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: L85195AP1984PL.C004507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIWU3A

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® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g
IMpoaykT: Haiiz® [lntoc, renp 4j1s HapyxHoro npuMenenus, 0,25 mr/r + 50 mr/r + 100 mr/r + 10 mr/r

Market / PoiHok : Russia / Poccus

Batch No./ . Batch Quantity / . 9747 units /

Cepus Ne : V260340 Pazmep cepun © 9747 equuuy

Analytical Repo:‘t No./ . 040003399928 Date of Analysis / . 96.05.2026
AHajuTHYeCKHil oTueT No JaTa ananuza

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

JaTa npousBojacTBa I'ogen go

Mfg. License No. /

IIpousBoacTBeHHasi : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
anueH3us Ne

Analysis performed according ND No / Anaaus nposeaen mo HJ/[ Ne: JIII-Ne(003312)-(PI'-RU)-021023
Artworks of primary package approved: / MakeTs! nepBUYHOH ynaKkoBKH yTBep:kaeHbl: 17.04.2025

Artworks of secondary package approved: / MakeTbl BTOPHYHO# YIaKOBKH yTBepxaeHbl: 17.04.2025
PL approved: / JIB yrBepxaen: 17.04.2025
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2b

By HPLC (PDA) / BOKX ¢ 0u00HO-MampuyHsIM 0emeKmopom

- Nimesulide / Humecynuo

Complies as prescribed /

CooteeTcTBYET TpeOGOBaHUAM

The absorption spectrum of nimesulide
peak in the test solution chromatogram
obtained during "Nimesulide and Methyl
Salicylate Assay" test shall comply with
that of nimesulide peak in the standard
solution  chromatogram. /  Cnekrp
MOTJIOIIEHHUsT NHKa HUMECYIuaa Ha
XpoMaTorpaMme HCIBITYeMOro pacTBopa,
MOJIYYEHHOTO npu MpOoBeeHUH
UCTIBITAHM «KonuuectenHoe
ompeaeneHue. Humecynua u
METHJICATMLINIATY), JOJDKEH
COOTBETCTBOBATh CIEKTPY IOTJIOLIEHHUS
NHKa HUMECYJNHIa Ha XpPOMarorpamme
CTaHAAPTHOTO PacTBOpA.

- Methyl salicylate /
Memuncanuyunram

Complies as prescribed /

CootaetcTByeT TpeOOBaHUAM

The absorption spectrum of methyl
salicylate peak in the test solution
chromatogram obtained during
"Nimesulide and Methyl Salicylate Assay"
test shall comply with that of methyl

salicylate peak in the standard solution

Remarks : The Product confirms to ND/
Ilpumeuanne: Ipoaykt cooTBercTByeT TpeboBaHuam HJI

Conclusion : APPROVED /
3akmouenne: OJJIOBPEHO

Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized
IToarororneHo: ITporepeHo: IIpoeepeno (AOK): person / OnobpeHo: O6ecnedeHue
Pravesh Rana Pardeep Kumar Amit Kumar kadecTBa/OTBETCTBEHHOE JIMLIO:
' ’ —A Lyl puWMAn _
Date / Date / 3 Date/ == Date / /{x.“} nL
ate ate ate ate =
Jara: 26.05.2026 Jara: 26.05.2026 JHara: 26.05.2026 Jara: 9/()/05‘3\

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: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s “:’.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

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® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g
IMpoaykr: Haiiz® [lntoc, rens Uis HapyxHOro mpumeHeHus, 0,25 mr/r + 50 mr/r + 100 mr/r + 10 mr/r

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / . 9747 units /
Cepus Ne £ ¥200340 Pasmep cepun * 9747 equnun
Analytical Repovrt No./ . 040003399928 Date of Analysis / . 26.05.2026
AnanuTnyeckuii oruet No JaTta aHasu3a

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028
JaTa npou3BoAcTBa T'ogen no

Mfg. License No. /
IIpousBoacTBeHHast
auuneH3us Ne

: MNB/05/263

MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)

Analysis performed according ND No / Ananns nposeaen mo H/L Ne: JITI-Ne(003312)-(PI'-RU)-021023
Artworks of primary package approved: / MakeTbl HepBHYHOI YNaKOBKM yTBep:kaeHbl: 17.04.2025

Artworks of secondary package approved: / MakeTsl BTOpHYHOI ynaKoBKHU yTBepskaenni: 17.04.2025
PL approved: / JIB yreepxnen: 17.04.2025

Page 5 of 14/ Ctp. 5 u3 14

chromatogram. / CnekTp mnorioweHus
IMKa METHJICATIMLINIATA Ha
XpOMaTorpamMMe HCMBITYEMOro pacTBOpa,
TOJTy4EHHOTrO npu MPOBEICHUH
HCTIBITAaHUS «KonnyecTBeHHOE
OnpenesieHue. Humecynun U
METHUIICATHLIUNATY), JOIDKEH
COOTBETCTBOBAaTh CIIEKTPY MOTJIOLIEHHS
NMKa MeTHJICANTHLIMIIaTa Ha
XpoMaTorpaMMe CTaHIapTHOrO pacTBOpa.

- Capsaicin / Kancauyun

Complies as prescribed /
CootsercTBYeT TpeGOBaHHAM

The absorption spectrum of capsaicin peak
in the test solution chromatogram obtained
during "Capsaicin and Sodium Benzoate
Assay" test shall comply with that of
capsaicin peak in the standard solution
chromatogram. / Cnektp mnornowmeHus
NMKa KancaWllMHA Ha XpOMaTorpamme

HCIIBITYEMOIO  pacTBOpa, [OJNYYEHHOTO
npu MpOBEACHUU MCTIBITaHHS
«KonuuecTBenHOE onpeaencHHeE.

Kancauuun u Hatpus 6eH30aT»), HOKEH
COOTBETCTBOBATh CIEKTPY MOMJIOLIEHHS!

Remarks : The Product confirms to ND/
ITpumeuanue: IIpoaykt cooTBeTcTByeT TpeboBanmiM HJI

Conclusion : APPROVED /
3axmouenue: OJJIOGPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
TloAroToBIEHO: [posepeHo: Iposepeno (AOK): person / Ono6peno: Obecneuenue
Pravesh Rana Pardeep Kumar Amit Kumar kauecTBa/OTBETCTBEHHOE JIULIO:
: e QUi R uwrR
Date / Date / Date / 4 Date / e & JLL
Hara: 26.05.2026 Jara: 26.05.2026 JHara: 26.05.2026 Jara: %+ S

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 Q!‘

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

CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIU3A

Product : Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g
IIpoaykr: Haiiz® Ilmoc, rens A Hapy>KHOTro puMeHeHus, 0,25 mr/r + 50 mr/r + 100 mr/r + 10 mMr/r

Market / Poinok : Russia / Poccus

Batch No. / ] Batch Quantity / . 9747 units /
Cepus Ne i Vas0240 Pazmep cepun * 9747 equHuL
Analytical Repourt No./ . 040003399928 Date of Analysis / . 26.05.2026
AHaauTHuecKHH oT4yeT Ne Jara anannza

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028
JlaTa NnpoH3BOACTBA Topen no

Mfg. License No. /
IIpousBoacTBeHHAs
JauueH3usa Ne

: MNB/05/263

MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)

Analysis performed according ND No / Anaaus nposenen no H Ne: JITI-Ne(003312)-(PI'-RU)-021023
Artworks of primary package approved: / MakeTsI nepBHYHOH YNaKOBKH yTBepacaenbl: 17.04.2025
Artworks of secondary package approved: / MakeTbl BTOpH4HO#H YNaKoBKH yTBepxaeHbl: 17.04.2025

PL approved: / JIB yrsepxaen: 17.04.2025

Page 6 of 14 / Ctp. 6 w3 14

NMKa KallCaWllMHa Ha XpoMaTorpaMmme
CTaHAAPTHOTO PacTBOpa.

2¢ | ByTLC/TCX

| - Menthol / Meumon

Complies as prescribed /
CoOTBeTCTBYET TPEOOBAHHAM

The position of the main spot in the test
solution chromatogram shall correspond
to that of the main spot in menthol
reference standard solution
chromatogram. / OcHOBHOE TATHO Ha
XpOMaTOrpaMMe HCIBITYEMOro pacTeopa
IO TMOJIOXKEHHIO JO/DKHO COOTBETCTBOBATH
OCHOBHOMY TATHY Ha XpOMaTorpamme
pacTBopa CTaHAapTHOTO obpasua
MEHTOJIa.

Weight of package contents /
Macca coaepRUMOTo yNaKoOBKH

100g/100T

According to requirement / B

COOTBETCTBHU C Tpe60BaHH}IMl/I

pH /pH

5.4

4.0 to 6.0 (for 1.0 % aqueous solution) /
0714,0 o 6,0 (mna 1,0 % soadoro
pactBopa)

5 | Viscosity / Baskoerb

272040 cP /272040 cI1

150,000 cP to 350,000 cP at 25 °C/
Ot 150000 cIT no 350000 cIl mpu 25 °C

Remarks : The Product confirms to ND/

Ilpumeuanue: ITponyxt coorBeTcTBYeT Tpebopanuam HJT

Conclusion : APPROVED /
Jakawuenue: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
TloproroBaeHo: IIpoBepeHo: ITpoepeHo (AOK): person / Opobpeno: O6ecneyenue
Pravesh Rana Pardeep Kumar Amit Kumar kauecTBa/OTBETCTBEHHOE JIMLLO:
e —A Ayl e
| P = __<V' A‘
22;2{26.05.2026 E:—trz:/26.05.2026 EZ‘E‘Z:/ 26.05.2026 II)[:;Z:/ )/j/bg?"uﬂ/{a

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 ":’.

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

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

Product : Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g
T poayxr: Haiiz® [Tmoc, rens ans HapyxHoro npumerenus, 0,25 mr/r + 50 mr/r + 100 mr/r + 10 mr/r

Market / Poinok : Russia / Poccust

Batch No. / . Batch Quantity / . 9747 units /

Cepust Ne dou, Pasmep cepuu * 9747 enunu

Analytical Repovrt No./ . 040003399928 Date of Analysis / . 26.05.2026
AHaquTHYeCKHil oTueT Ne Jata ananusa

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

JlaTa npoH3BOACTBA T'ogen go

Mfg. License No. /

IlpousBoacTBeHHAS : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT'-RU)
JIMLEH3UA Ne

Analysis performed according ND No / Ananus nposeaen mo HJ1 Ne: JITI-Ne(003312)-(PI'-RU)-021023
Artworks of primary package approved: / MakeTsl NepBUYHOI YNaKOBKH yTBepxaeHbl: 17.04.2025

Artworks of secondary package approved: / MakeTkl BTOPHYHOIl yNaKOBKH yTBep:xkaeHbl: 17.04.2025
PL approved: / JIB yrepaxaen: 17.04.2025

6 | Particle size / Pazmep uacTui

24 pm / 24 mxm

Page 7 of 14 / Ctp. 7 u3 14
Not more than 50 um / He 6osee 50 Mxkm

7 | Related Substances / PoacTBeHHble npumecn®

Impurity C / Ipumecs C

0.03 %

Not more than 0.2 % / ne 6onee 0,2 %

Impurity D / ITpumece D

Not detected / ne o6napyxeHa

Not more than 0.2 % / He 6onee 0,2 %

Eannuunas

Any single unidentified impurity /

HeI/IIleHTH(bPILIHPOBaH Has

Below LOQ (LOQ = 0.0392 %) / Huxe npenena
konuuecTBeHHoro onpenenenus (I1TKO = 0.0392 %)

Not more than 1.0 % / ne 6onee 1,0 %

npuMech
Total impurities / Cymma 0.0345 % Not more than 1.5 % / ue 6onee 1,5 %
npuMecei

8 |[Microbial purity / Muxpo6uosoruyeckas 4ucrora
Total viable aerobic count / Less than 50 CFU/g / Not more than 100 CFU/g /
Ob6wmee KOJIMYECTBO Mesnee 50 KOE/r He 6onee 100 KOE/r
MU3HECTIOCOOHBIX a3poOHBIX
MHMKPOOPraHH3MOB

Total combined yeast
count / O61ee uuco

rpHooB

APOMNIKEBLIX U TNICCHEBBIX

and mold

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

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

Remarks : The Product confirms to ND/
Ilpumeyanue: [Ipoaykr cootBercTByeT TpeboBanusM HJI

Conclusion : APPROVED /
3axawyenue: OJIOBPEHO

Prepared by /
IloaroToBseno:

Pravesh Rana [ (

Checked by /
IIpoBepeHo:
Pardeep Kumar

el

Checked by (AQA) /
IIpoeepeno (AOK):
Amit Kumar

Approved by: Quality Assurance/Authorized
person / Opo6peno: Obecneuenue
kauectBa/OTBETCTBEHHOE JIULIO:

Q) ST AV EY Z2
L 2}

Date /

Hara: 26.05.2026

Date /
Jara: 26.05.2026

T

Date /
Jara: 26.05.2026

Date / ”5: : & Aﬂé

Jara:

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: L85195AP1984PL.C004507
www.drreddys.com
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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® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g
Ipoaykr: Haiiz® ITntoc, ress s Hapy)Horo npuMeHenus, 0,25 mr/r + 50 mr/r + 100 mMr/r + 10 mr/r

Market / PoiHOK : Russia / Poccus

Batch No. / . Batch Quantity / . 9747 units / B
Cepus Ne | V250340 Pazmep cepuu 9747 equunu

Analytical Repo:‘t No./ . 040003399928 Date of Analysis / . 26.05.2026
AHaJHTHYECKUT oTyeT Ne Jara ananusa

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

JlaTa npou3BoAcTBa TI'ogen oo

Mfg. License No. /

IIpousBoacTBeHHAS : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
JuueH3ust Ne

Analysis performed according ND No / Anvanu3 nposeaed no HJ Ne: JITI-Ne(003312)-(PT-RU)-021023
Artworks of primary package approved: / MakeTsl NepBUY4HOIl ynakoBkH yTBepxaennl: 17.04.2025
Artworks of secondary package approved: / MakeTbl BTOpHYHOH YIIaKOBKH yTBepxkaeHbl: 17.04.2025

PL approved: / JIB yrBepxaen: 17.04.2025

Page 8 of 14 / Crp. 8 u3 14

Pseudomonas aeruginosa Absent in 1 g/ OtcytcTByeTB 1 1 Absentin 1 g/ OtcyrctBue B 1 1
Staphylococcus aureus Absent in 1 g/ OrcytctByeTB 1 1 Absent in 1 g/ Orcyrcree B 1 r
9 | Assay / KonuuecTBeHHO€ onpeJesieHue
Nimesulide** /Humecynud ** 10.1 mg/ 10,1 mMr 9.0 to 11.0 mg of Ci;3Hi2N20sS
101.5 % (nimesulide) per 1 g of the product (90 to

110 % of label claim) / Ot 9,0 mo 11,0 mr
Ci3Hi2N2OsS  (numecynun) B 1 1
npenapara (or 90 mo 110 % or
HOMHHANILHOTO COACPKaHMs)

Methyl salicylate** / 102.1 mg/102,1 mr 90.0 to 110.0 mg of CsHgO3 (methyl

Memuncanuyunam** 102.1 % salicylate) per 1 g of the product (90 to
110 % of label claim) / Ot 90,0 no
110,0 mr CsHgO3 (MeTuncanuuunar) B
1 r mpenapara (ot 90 5o 110 % ot
HOMHHAJIBHOT'O COIEPMKAHHA)

Menthol** / Menmon** 50.3 mg/ 50,3 mr 45.0 to 55.0 mg of CoH200 (menthol) per

100.5 % 1 g of the product (90 to 110 % of label

claim) / Ot 45,0 no 55,0 mr CioHxO
(meuTon) B 1 r npenapata (o190 no 110 %
HOMHHAJIBHOTO COACPIKAHMU)

Remarks : The Product confirms to ND/
ITpumeuanue: IIpoaykT cooTBeTCTBYET TpeboBanusaM HJI

Conclusion : APPROVED /
3akmwuyenune: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized
INoarorosneHo: ITpoBepeHo: ITpoeepero (AOK): person / Ono6peHo: Obecneyenue
Pravesh Rana Pardeep Kumar Amit Kumar kauecTBa/OTBETCTBEHHOE JIHLLO: .
. /\ \ UL UM R
! —
b = o
Date / Date / Date/ Date / )/q)O(’; AL
Hara: 26.05.2026 Hara: 26.05.2026 Jara: 26.05.2026 Hara:

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: L85195AP1984PLCO04507
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
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g
Ipoaykr: Haits® Ilmoc, reas ans HapyHoro npumererus, 0,25 mr/r + 50 mr/r + 100 mr/r + 10 mr/r

Market / PoiHoK : Russia / Poccus

Batch No. / . Batch Quantity / . 9747 units /

Cepus No 4 Y2030 Pa3zmep cepun * 9747 eaunnn

Analytical Repo“rt No./ . 040003399928 Date of Analysis / . 26.05.2026

AHanutTHYecKHii oTueT Nt JaTa ananusa

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

JaTta nponzsoacTBa T'oaen po

Mfg. License No. /

IIpousBoacTeeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)

JueH3us Ne —

Analysis performed according ND No / Anaan3 nposeaed mo HA Ne: JITI-Ne(003312)-(PI'-RU)-021023
Artworks of primary package approved: / Makerbl nepBH4YHOH YNaKOBKH yTBep:KkaeHbl: 17.04.2025
Artworks of secondary package approved: / MakeTh! BTOPHYHO{1 yIaKOBKH yTBep:axkaensnt: 17.04.2025

PL approved: / JIB yreepaxkaen: 17.04.2025

Page 9 of 14/ Ctp. 9 u3 14

Capsaicin®** / Kancauyun**

0.2506 mg/ 0,2506 mr
100.3 %

Not less than 0.225 mg of C3H27NO;
(capsaicin) per 1 g of the product (not
less than 90 % of label claim) / He menee
0,225 mr CigH7NO; (kancauimi) B 1 r
npenapata (He menee 90 % ot
HOMMHAIIBHOT'O COJIepKaHH)

Sodium benzoate / Hampus
benzoam

0.98 mg /0,98 mr
97.9 %

Not less than 0.85 mg of C;HsNaO;
(sodium benzoate) per 1 g of the product
(not less than 85 % of the label claim) /
He menee 0,85 mr C7HsNaO» (HaTpus
6enzoat) B 1 r npenapara (He meHee 85 %
OT HOMUHAJIEHOT'O COZIepKaHusl)

Buthylhydroxytoluene /
Bymunzuopoxcumonyon

0.40 mg/ 0,40mr
100.0 %

Not less than 0.34 mg of C;sH4O
(buthylthydroxytoluene) per 1 g of the
product (Not less than 85 % of the label
claim) / He menee 0,34 mr C)sH20
(6ytunrugpoxcuronyon) 8 1 r npenapara
(He Menee 85 % OT HOMHHAJILHOTO
COJIepIKaHus).

10 | Package appearance /
Onucanne ynakoBKH

100 g in a laminated aluminum tube with
HDPE shoulder equipped with a tamper-

20 g, 50 g or 100 g in a laminated
aluminum tube with HDPE shoulder

Remarks : The Product confirms to ND/

Ilpumeuanue: ITpoaykt cooTBeTcTBYET Tpeboranmusam HJJ

Conclusion : APPROVED /
3axmoyenune: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized
[loprorosneto: J IIpoeepeHo: IIposepeno (AOK): person / Onobpeno: ObecneueHne
Pravesh Rana ¢ Pardeep Kumar Amit Kumar kadecTBa/ OTBETCTBEHHOE JTULIO:

Z _ L _ L, IA w7
Date / Date / Date / Date / e %)) L
Hata: 26.05.2026 Hara: 26.05.2026 Hara: 26.05.2026 Hara: 9/'7/0 15K

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: L85195AP1984PL.CO04507
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
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g
IIpoaykr: Haiiz® [ntoc, rens ans HapyxHoro npumenenust, 0,25 mr/r + 50 mr/r + 100 mr/r + 10 Mr/r

Market / Prinok : Russia / Poccus

Batch No./ . Batch Quantity / . 9747 units /

Cepus Ne V250340 Pasmep cepuu 9747 equnni

Analytical Repourt No./ . 040003399928 Date of Analysis / . 26.05.2026
Ananautadecknii oTyer Ne JlaTa aHasin3a

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

JlaTa npousBoacTBa T'open oo

Mfg. License No. /

IIponsBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JuneH3us Ne

Analysis performed according ND No / Ananu3 nposeaen mo HJ Ne: JITI-Ne(003312)-(PI'-RU)-021023
Artworks of primary package approved: / MakeThbl NepBH4HOit yNakoBKH yTBepxaeHnl: 17.04.2025

Artworks of secondary package approved: / MakeTbl BTOpH4HOii yNakoBKH yTeepsaeHnl: 17.04.2025
PL approved: / JIB yreepaxaen: 17.04.2025

Page 10 of 14 / Crp. 10 u3 14

evident membrane and a polypropylene cap.
1 tube and a patient information leaflet in a

carton. / Tlo 100 r

JIJAMMHHUPOBAHHOTI'O a/MIOMHUHHUA ¢ TUICHOM U3

B

equipped with a  tamper-evident
membrane and a polypropylene cap.
1 tube and a patient information leaflet in
a carton. / ITo 20 r, 50 r uim 100 r B TYOY

TyOy U3

TI9BII, cHabxennyro MeMOpaHOH g | U3 NaMHHMPOBAHHOTO  ANIOMMHHS C

KOHTPOJISA [epBoro BCKPBITHS, u | niedoM w3 IIOBII,  cHabGXeHHYIO

NOJIMNPONUICHOBOM Kprlikoil. ITo 1 Ty6e B | MeMOpaHOH 1/t KOHTpOJIA  IEpBOro

MayKy KapTOHHYIO C JINCTKOM-BKJIAJBILIEM. BCKPBITHS, " TOTUIPONMNEHOBOH
KPBILIKOM.

Ilo 1 Tybe B nauky KapTOHHYIO C
JIMCTKOM-BKJIA/IbILLIEM.

XpaHeHust

11 | Labeling / Mapxnposika Complies / CooTBeTcTBYET See Section 1.3.2 of Module 1 of

‘ Registration dossier. / Cwm. pasgen 1.3.2
MOAyJs 1 perucTpalMoHHOTO AOCkE.

12 Storage;nditions/ygrlonml At a temperature not higher than 25 °C in consumer packaging (carton). / Ilpu

TemrepaType He Boile 25 °C B notpeburensckoit ynakoske (Tlauke KapTOHHOI).

13 | Shelf-life (expiration date) /
Cpok rognoctH (cpok

XpaHeHHusl)

2 years. / 2 roga.

Notes.

Remarks : The Product confirms to ND/

IIpumeqanne: IIpoaykr cooTBeTcTBYET TpeboBanuam HJL

Conclusion : APPROVED /
Zaxnwuyenune: OJOBPEHO

Prepared by /
TloaroroeieHo: 4

Checked by /
[TpoBepeHo:

Pardeep Kumar

"l R—

Amit Kumar

e

Checked by (AQA)/
Ipoeepeno (AOK):

Approved by: Quality Assurance/Authorized
person / Onobpeno: ObecneueHne
kayecTBa/OTBETCTBEHHOE JIHLO:

UM L pMRT

Pravesh Rana (j
Date /

Jara: 26.05.2026

Date /

Jlara: 26.05.2026

Date /
JHata: 26.05.2026

Date /
Jlata:

a—— A
S YA

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

(@)
/ ". Formulation Unit-6
Dr’ Reddy s .. Vill. Khol, Nalagarh Road, Baddi,
Distt, Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product : Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g
Ipoaykr: Haiis® Ilitoc, rens 1uist Hapy>kHoro npumesenus, 0,25 mr/r + 50 mr/r + 100 mr/r + 10 mr/r

Market / Peisox : Russia / Poccus

Batch No. / . Batch Quantity / . 9747 units /

Cepus Ne £ V260340 Pasmep cepun 9747 enunnyg

Analytical Repovrt No./ . 040003399928 Date of Analysis / . 26.05.2026
AHanuTn4YecKkuii oTueT No Jlara ananunsa

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

JlaTta npou3BoACTBA T'oaen po

Mfg. License No. /

IIpousBoacTBeHHAsA : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JuueH3us Ne

Analysis performed according ND No / Ananu3s nposeaen mo HJ/L Ne: JITI-Ne(003312)-(PI'-RU)-021023
Artworks of primary package approved: / MakeTbl mepBHYHOI yNaKOBKH yTBep:kaeHbi: 17.04.2025
Artworks of secondary package approved: / MakeThl BTOpHYHOH yNaKoBKH yTBepaxkaenbl: 17.04.2025
PL approved: / JIB yrBep:kaen: 17.04.2025
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*Release specification limits for the "Related substances" test:
Impurity C — not more than 0.10 %;
Impurity D — not more than 0.10 %;
Any single unidentified impurity — not more than 0.10 %;
Total impurities — not more than 1.5 %.

**Release specification limit for Assay of:

Nimesulide —9.5 to 11.0 mg of C3H2N20sS (nimesulide) per 1 g of the product (95 to 110 % of label claim)

Methyl salicylate —95.0 to 110.0 mg of CgHgO3 (methyl salicylate) per 1 g of the product (95 to 110 % of label claim)
Menthol —47.5 to 55.0 mg of CioH200 (menthol) per 1 g of the product (95 to 110 % of label claim)

Capsaicin — not less than 0.2375 mg of CjsH27NO; (capsaicin) per 1 g of the product (not less than 95 % of label claim)

IIpumeuanus.

* Hopma cnieudrkany npu BeITycKe MO Noka3arento «PoacTBeHHbIE npUMeCcH»:
[pumecs C — He 6omnee 0,10 %;

[Ipumeck D — ne 6onee 0,10 %;

EnunuuHas HeuaeHTHOHUIMpOBaHHas pumech — He 6osee 0,10 %;

Cymma npumeceit — He 6onee 1,5 %.

** Hopma cnenMduKalyy Npy BhITYCKE N0 NokasaTeno «KolM4eCTBEHHOE ONpEAENEHHUE:

Humecynua — Ot 9,5 no 11,0 mr Ci3H2N2OsS (HuMecynun) B 1 r npenapata (oT 95 no 110 oT HOMUHANBEHOTO colepskaHus)
Mertuncaamumnar — Ot 95,0 o 110,0 mr CgHgO3 (Metuncanuumnar) B 1 r nmpenapata (o1 95 mo 110 % oT HOMHHANBEHOTO comepskaHts)
Menton — Ot 47,5 no 55,0 mr CjoH20O (mMenton) B 1 r npenapata (o1 95 1o 110 % oT HOMMHAIBPHOTO COAECPKAHU)

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanwne: [Ipoaykt cooTeTcTBYeT TpeboBanuam HJJ 3axmwouenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized
IHoarororneHo: [IpoeepeHo: TIpoBepeno (AOK): person / Ono6peno: ObecneyeHue
Pravesh Rana { Pardeep Kumar Amit Kumar kayecTBa/ OTBETCTBEHHOE JIMLIO:

[ /\/J\ _LysC YUy

— —

Date / Date / Date / Date / /,(VJ(()/?/O g}/\d),é
JHara: 26.05.2026 Jara: 26.05.2026 JHata: 26.05.2026 Hara:

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 €3¢

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

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g
I poayxr: Haiiz® Iatoc, reas ansa HapyxHoro npuMenenus, 0,25 mr/r + 50 mr/r + 100 mMr/r + 10 mr/r

Market / Poinok : Russia / Poccust

Batch No. / . Batch Quantity / . 9747 units /

Cepus Ne ' V260240 Pa3smep cepun © 9747 equnni

Analytical Repovrt No./ . 040003399928 Date of Analysis / . 26.05.2026
AHanuTHYecKAH oTyeT Ne JaTta anajausa

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

JlaTa npou3BoJcTBa TI'ogen no

Mfg. License No. /

IIpousBoacTeeHHan : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
auuensus Ne

Analysis performed according ND No / Ananus nposeaen no HJl Ne: JIII-Ne(003312)-(PI'-RU)-021023
Artworks of primary package approved: / MakeTsl NepBHYHOI YIAKOBKH yTBep:kaeHbl: 17.04.2025

Artworks of secondary package approved: / MakeTbl BTOpHYHOI YnaKoBKH yTBepsxkaeHbl: 17.04.2025
PL approved: / JIB yrBep:xaen: 17.04.2025

Page 12 of 14 / CTp. 12 u3 14

Kancaun — He menee 0,2375 mr CigH27NO;3 (kancaunun) B 1 T npenapaTa (He MeHee 95,0 % OT HOMMHAILHOTO COAEPKAHHUS)

Methyl
API name / Haumenopasne ADC: Nimesulide / Salicylate / Levomenthol / Capsaicin /
\ Humecynun Metuncanuuuiaa JleBoMeHTO Kancanumn
T
Methyl
INN / MEH: II\leesullde/ Salicylate / Levomenthol / Capsaicin /
MMECYITHJ, Metuncanuumia JleBomenTton Kancannun
T
L NS S | MS-1A-243032-M1 | LOTU7915 | MLC-0040126 | F001-24002
Homep cepun npousBoautenss A@C: 1
o e FERA00718 FESA00549 FETR00179 FESA00534
Homep cepuu A®C npouspoautes IJID: B
Mamuranam Jparc AnpTa Apopa Apomatukc dopmo3za
sun Oprauukce JIta,, | Jlabopatopuc IeT. JItg, 2 K. M. Jla6oparopuc
IpousBoacTeeHHOE Jtn, CroyH, Mopanaban WHk, 36 yn.
XPI Manufactired by, addyess & countey/ noapasaeneHye Nel T'upusuxap, Poyn, Cambxan — | Xornwusr, Jloyuy,
HonssoxaTens ADC. a10ec B CTDAHA: Tlnomanka 1A, Kxononu, Hucr. 244302 (Yrrap- Taoroan 33842,
P A » 24P pana: Vuacrtok Ne 187, Paiiran, 410203 | Tlpanew), Uupus / | Taitsanbs Kutait
Kopnopanus Maxapamrpa Arora Aromatics / Formosa
NPOMBILIJIEHHOTO rar, Uugus / Pvt. Ltd., 2 K. M. Laboratories
pa3BUTHS Alta Stone, Moradabad | Inc., 36 Hoping

Remarks : The Product confirms to ND/
IIpumeuanue: [ponykT cooTeTcTBYET TpeboBanmsam HJI

Conclusion : APPROVED /
3akaioyenue: OJIOGPEHO

Prepared by / ; Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
TloaroToBJieHoO: 2 IIposepeHo: IIpoeepero (AOK): person / OpobpeHo: ObecneyeHue
Pravesh Rana Pardeep Kumar Amit Kumar kauecTBa/OTBETCTBEHHOE, IMLLO;
o il ILLH'“'? Ar_
= — _&A)
Date / Date / Date / Date / o<
Hara: 26.05.2026 Hara: 26.05.2026 JHata: 26.05.2026 Hara: }W/O&/AOWA

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 Laboratories Ltd.

@
! o Formulation Unit-6
Dro Reddy S ‘.. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

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

CERTIFICATE OF ANALYSIS
CEPTHUDUKAT AHAJIM3A

Product : Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g
IpoaykT: Haiiz® Ilnioc, rens uist HapysHoro nipumenenus, 0,25 mr/r + 50 mr/r + 100 mr/r + 10 mr/r

Market / PoiHok : Russia / Poccus

Batch No. / . Batch Quantity / . 9747 units /

Cepus Ne F 2ol Pazmep cepun * 9747 epnHun

Analytical Repourt No./ : 040003399928 Date of Analysis / . 26.05.2026
AHaJnTHYeCKH# oTUeT Ne JlaTa ananusa

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

JlaTa npon3BoacTBa Togen no

Mfg. License No. /

IlpousBoacreennan : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JuneH3ns Ne

Analysis performed according ND No / Auaaus nposeaen mo H/{ Ne: JIII-Ne(003312)-(PI'-RU)-021023
Artworks of primary package approved: / Makerbl nepBH4YHO# yIaKOBKH yTBepxaeHbl: 17.04.2025
Artworks of secondary package approved: / MakeTbl BTOpHYHO/ YTaKOBKH yTBepaKaeHbl: 17.04.2025
PL approved: / JIB yrsepaaen: 17.04.2025
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wrrara ['ymkapar, Laboratories Road, Sambhal - Street, Louchu,
®daza 2, Banu, Ltd., Girivihar, 244302 (U. P.), Taoyuan 33842,
396 195, wtat Khopoli, Dist. India Taiwan, China

I'ymxapar, Unpus / | Raigad, 410203
Mangalam Drugs & Maharashtra
Organics Ltd., Unit- State, India
1, 1A Plant, Plot
No. 187, GID.C,,
IInd Phase, Vapi,
396 195 Gujarat,

India
Name, address, authorization No for FP
manufacturing site / Control site / Release Dr. Reddy’s Laboratories Ltd., Formulation Unit-6, Vill. Khol, Nalagarh Road,
site / Baddi, Distt. Solan, H.P. 173205, India (License No MNB/05/263) /
HaumMeHoBaHHe, aipec H HOMep JULICH3HU J-p Pepan’c Jlabopatopuc JIta., [TponspoacreenHoe noapazaenenne-6, Bua,
MJI0IAKH, OCYLIECTBIsS IO Kxons, Hanarapx Poya, bapau, Juctpukr Conan, X.I1., 173205, Huaua
NPOH3BOJCTBO/KOHTPOJIb Ka4ecTBa/BbIITYCK (JTuuenzns Ne MNB/05/263)

o

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,

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: [Iponykr coorsercryet Tpebosannam HJI 3axaouenne: OJJOGPEHO
Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized
IMoaroToeneHo: IpoBepeHo: [Mposepeno (AOK): person / Onobpeno: Obecneuenue
Pravesh Rana Pardeep Kumar Amit Kum kayecTBa/OTBETCTBEHHOE JIHLLO:

2 I = UL VKR

== e |

Date / Date / Date / Date / LY )/é
Jara: 26.05.2026 Tlara: 26.05.2026 Jara: 26.05.2026 Jara: Y Y05~ ',

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: L85195AP1984PLCO04507
www.drreddys com




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

Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product : Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g
Ipoaykr: Haiiz® Ilntoc, rens juis HapyxHoro npumenenns, 0,25 mr/r + 50 mr/r + 100 mr/r + 10 Mr/r

Market / Poinok : Russia / Poccus

Batch No./ . Batch Quantity / . 9747 units /

Cepust Ne i Pasmep cepun " 9747 epunun

Analytical Repovrt No./ . 040003399928 Date of Analysis / . 26.05.2026
AHAJIHTHYECKHI oTueT No JlaTta ananunza

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

JlaTa npou3BoACcTBa T'open no

Mfg. License No. /

IIpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT'-RU)
JMpeH3us Ne

Analysis performed according ND No / Ananus nposeaen no HJ1 Ne: JITI-Ne(003312)-(PT'-RU)-021023
Artworks of primary package approved: / Makersl mepBu4Hoii ynakoBkH yreepxaenb: 17.04.2025
Artworks of secondary package approved: / MakeTbl BTOpUYHOI yNakoBKH YTBepaxaeHsl: 17.04.2025
PL approved: / JIB yreepaxaen: 17.04.2025
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packaging and testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian Economic Union
is established».
3akniouenne 0 cooTseTcTBiH: «HACTOAUNM A MOATBEPHUIAIO, YTO MPUBEACHHAR Bbille HHPOPMALMA ABJIAETCSA JOCTOBEPHON U
TOYHOM. DTa cepHs NPOAYKLMH MpousBeneHa (BKIOYas YNakoBKy (MapKHPORKY) M KOHTPOJb KauecTBa) Ha BbILLIEYKa3aHHOW
MPOU3BOACTEEHHON MolaaKe (NNoLaaKax) B MOTHOM COOTBETCTBHH ¢ TpeGoranuamu Ipasun Hamnexauei npousBoOACTBEHHOM
nipakTHkk EBpazuiickoro skoHoMmuteckoro cotosa (Ne GMP/EAEU/RU/02329-2025 ot 19 centatpa 2025 r.) u tpebosanuamu
KOHTPOJIS KauecTBa JIGKAPCTBEHHBIX CPEACTB, A Takke B COOTBETCTBMM CO CHEUM(MKALMAMH, COACPKALIMMHCA B
PErMCTPALMOHHOM JIOCHE CTPAaHbI-UMIIOPTEpPa. 3anucH 0 NPOH3BOJICTBY, YNAKOBKE U aHANIU3Y MPOBEPEHBI, H YCTAHOBJIEHO HX
cooreercTBHe Tpebosanuam [Ipaeun Haanexallei NpoH3BoACTBEHHON NpakTHkK EBpa3sniickoro 3KOHOMHUYECKOro COI03a».

Remarks ; The Product confirms to ND/ Conclusion : APPROVED /
Tpumeuanue: [poaykr coorsercrByer Tpebosanuam HJL 3akalouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized
[ToarotorneHo: [IposepeHo: Iposepeno (AOK): person / Onobpeno: Obecneuenne
Pravesh Rana Pardeep Kumar Amit Kumar kauecTBa/OTBETCTBEHHOE JIMLLO:
| f A— CYRIC RN
=t = 1
K
Date / Date / Date./ Date / /Z o N é
Jara: 26.05.2026 Jara: 26.05.2026 IlaTa: 26.05.2026 Jara: g -

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




