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

CEPTUDUKAT AHAJIU3A

Product : Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g
Mpoaykr: Haiiz® [Tioc, rens ans HapysHoro npumenedns, 0,25 mr/r + 50 mr/r + 100 Mr/r +10 mr/r

Market / PoiHok : Russia/ Poccus

Batch No. / . Batch Quantity / . 19600 units /
Cepus Ne f V280271 Pazmep cepun * 19600 enunumL,
Analytical Repovrt No./ . 040003369419 Date of Analysis / . 21.04.2026
AHanuTHYeckuii oTyeT No JlaTa ananansa

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028

JlaTa npou3BojcTBa I'opeH oo

Mfg. License No. /
IIpouspoacTBeHHAst
auueHsns Ne

: MNB/05/263

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

PL approved: / JIB yrsepaaen: 17.04.2025

Analysis performed according ND No / Anaaus nposenen no HJ Ne: JIII-Ne(003312)-(PT-RU)-021023
Artworks of primary package approved: / MakeTbl nepBUYHOI yNaKOBKH yTBepxaeHbl: 17.04.2025
Artworks of secondary package approved: / MakeTbl BTOPUYHOI YNAKOBKH yTBepxAeHbl: 17.04.2025

Page 1 of 14/ Ctp. 1 13 14

Ne Test / IMoxazaTennb Result / PesyabTaThl Specification / Hopma

1 | Appearance / Onucanue White gel of homogeneous consistency with a [ White to off-white gel of homogeneous
characteristic odor. / Tene Genoro usera | consistency with a characteristic odor. /
O/tHOPOAHOH  KOHCHCTEHUMHM € XApaKTEPHLIM | T"enp, Gejjoro WM NoYTH 6€oro LBeTa
3anaxom.

OIHOPOOHOH KOHCHCTEHUHUHN c
XapaKTepHBIM 3aIaXoM.

Identification/ UpenTuduranus

2a

By HPLC/ B3XX

- Nimesulide | Humecynuo

Complies as prescribed /
CooTBeTcTBYET TpeGOBAHHAM

A peak with the retention time
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 xpomarorpaMMe MCHBITYEMOTO
pacTBOpa, MOTYyYEHHOTO MPH [POBEACHUN

UCTIBITAHUS «Konnyectrennoe
OMpeaETIeHHE. Humecynun U
METHUJICATULUIAT, JAOJIDKEH
oOHapy>KUBaTHCS MUK,
COOTBETCTBYIOLHIH 1o BpPEMEHH

Remarks : The Product confirms to ND/

IIpumeuanue: IIpoaykT cootBeTcTBYET Tpeboanuam HJ

Conclusion : APPROVED /
3arnwuyenune: OJJOBPEHO

Checked by /
IlposepeHo:
Pravesh Rana

Prepared by /
INoarorosneHo:
Ashish Kumar

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

Approved by: Quality Assurance/Authorized
person / OnobpeHo: ObecneyeHue
KayecTBa/OTBETCTBEHHOE JIULIO:

(2Ll ot )

Date /
Jara: 21.04.2026

Date /
Jlara: 21.04.2026

_j)fD/

Jata: 21.04.2026

Date /
JHara:

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
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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
Mpoaykr: Haiis® ITitoc, renb juis Hapy»HOro npumeneHus, 0,25 mr/r + 50 mr/r + 100 mMr/r + 10 mr/r

Market / Poinok : Russia/ Poccus

Batch No./ . V260271 Batch Quantity / . 19600 units /

Cepus Ne Paszmep cepuu 19600 enunun
Analytical Repourt No./ . 040003369419 Date of Analysis / . 21.04.2026
AHaJIUTHYECKHH oT4eT Ne JlaTa ananu3a

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028

JlaTa npon3BoacTBa T'open g0

Mfg. License No. /

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

Analysis performed according ND No / Auanu3 nposeaen mo H/I Ne: JITI-Ne(003312)-(PT'-RU)-021023
Artworks of primary package approved: / MakeTsl nepBH4YHOI YIaKOBKH yTBepxKaenbl: 17.04.2025
Artworks of secondary package approved: / MakeThi BTOpUYHOI ynakoBKH yTBep:kaAeHbl: 17.04.2025

PL approved: / JIB yreep:kaen: 17.04.2025

Page 2 of 14/ C1p. 2 u3 14

YACPKUBAaHHS THMKY HHMecynuna Ha
XpoMaTorpamMMe CTaHJapTHOIO pacTBoOpa.

- Methyl salicylate /
Memuncanuyunam

Complies as prescribed /

CootBeTcTBYET TpeOOBAaHUAM

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 xpoMaTorpaMme HCIBITYEMOTO
pacTBOpa, MOJIy4EHHOTO MPH MPOBEACHUN
HCITBITAHUS «KonuuectBeHHoe
onpeseyeHue. Humecynun 5|
METHIICATULIIATY, JOJDKEH
oOHapyXHUBaTHCA UK,
COOTBETCTBYIOLIHIA o BpEMEHU
yAEp>KUBaHMs [IMKY METHIICATULIMIIATA Ha
XpomarorpaMMe CTaHIapTHOrO PacTBopa.

Menthol / Menmon

Complies as prescribed /

CootBeTrcTByeT TpeOOBaHUAM

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/

ITpumeuanmne: [Ipoaykr cooTBercTBYeT TpeboBaHusam HJI

Conclusion : APPROVED /
3akawuenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
TloaroroeneHo: IIpoBepeno: IIposepeno (AOK): person / Omobpeno: Obecneuenne
Ashish Kumar Pravesh Rana Ajay Kumar Srivastava kayecTBa/OTBETCTBEHHOE JIMLO:
©
2 ] ‘/)\/ 125080 1cand wn P

1)
Date / Date / Date / Date / ( { Wq/ﬁ"\ 2
Jara: 21.04.2026 Hara: 21.04.2026 Hara: 21.04.2026 Jara: v b

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
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Dr. Reddy's Laboratories Ltd.
Formuilation 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 poaykt: Haiiz® Ilmoc, rens juis Hapy»xkHoro npumenenus, 0,25 mr/r + 50 mr/r + 100 mr/r + 10 mr/r

Market / Poinox : Russia / Poccus

Batch No. / . V260271 Batch Quantity / . 19600 units /
Cepus Ne 5 Pazmep cepuu © 19600 enunuL
Analytical Repourt No./ . 040003369419 Date of Analysis / . 21.04.2026
AHaauTHYECKUH oT4eT Ne JlaTa aHanusa

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028

JlaTa npou3BoACTBA T'ogen go

Mfg. License No. /

IIpousBoacTBeHHAs

JuueH3usa Ne

: MNB/05/263

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

Analysis performed according ND No / Ananus nposeaen mo H/ Ne: JIII-Ne(003312)-(PI'-RU)-021023
Artworks of primary package approved: / MakeTsbl nepBHYHOM YyNnakoBKH yTBepaaeHbl: 17.04.2025

Artworks of secondary package approved: / MakeTbl BTOpHYHOI YyIAKOBKH yTBepakaeHbl: 17.04.2025
PL approved: / JIB yrBep:xkaen: 17.04.2025

Page 30f 14/ Ctp.3 u3 14

Ha  xpomarorpamme  HCMBITYEeMOTO
pacTBOpa, MOJNYYEHHOro MPHU NIPOBEACHUH
HCIIBITaHUSA «Konnuecrsennoe
OTpeLENEHHE. MeHTomn, IOJDKEH
OOHapy>KUBATHCS NUK,
COOTBETCTBYIOLIHI no BpEMEHU
YOEp)KMBaHHS  NHUKY  MEHTOJa  Ha
XpoMaTorpamMMe CTaHJapTHOT'O pacTBOPA.

- Capsaicin / Kancauyun

Complies as prescribed /

CootsercTByeT TpeGOBaHHAM

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 HCIBITYEMOTO pacTBopa,
MOJTy4EHHOTO npu [pOBEJICHHN
HCIIBITAHUS «KonuuectBenHoe
ompenenenue. Kancanumsn U Harpus
6eH30aT», 0MKEH 00HAPYKUBATLCS TMHK,
COOTBETCTBYIOIUH no BpEMEHH
yOSP)KUBaHMS MUKY KancaulliHa Ha
XpoMaTorpaMMe CTaHAAPTHOTO PacTBopa.

Remarks : The Product confirms to ND/
Ilpumeuanue: ITpoxyxT coorBercTByeT TpebGoBanusam HJ|

Conclusion : APPROVED /
3akawyenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized
IMoaroTosneno: IlposepeHo: IIpoeepeno (AOK): person / Opobpeno: ObecrnieueHue
Ashish Kumar Pravesh Rana Ajay Kumar Srivastava kauectBa/OTBETCTBEHHOE JIMLO:
; - ©
*Pk\)j 1 23400\ ofwn o)
Date / Date / Date / Date / k ‘9} o7
Hara: 21.04.2026 Jara: 21.04.2026 Hara: 21.04.2026 Jara: ’)/{I/np)/é‘
z

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
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

Product : Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g
IIpoaykT: Haiia® [Inroc, reb it Hapy»xHOro npumenenus, 0,25 mr/r + 50 mr/r + 100 mr/r + 10 M/t

Market / PriHok : Russia/ Poccus

Batch No. / ) Batch Quantity / . 19600 units /

Cepus Ne ¢ Vaaleal Pasmep cepun © 19600 equHuy
Analytical Repovrt No./ . 040003369419 Date of Analysis / . 21.042026
AHasnuTHYecKUi oTueT Ne JaTta aHanu3a

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028

JlaTa npousBoacTBa I'ogen no

Mfg. License No. /

IIpou3BoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)

JuueH3ns Ne

Analysis performed according ND No / Ananus nposeaen no HJI Ne: JITI-Ne(003312)-(PI'-RU)-021023
Artworks of primary package approved: / MakeTsl HepBHYHOil YIaKOBKM yTBep:xaAeHbl: 17.04.2025
Artworks of secondary package approved: / MakeTbl BTOpHYHOH YIAaKOBKH yTBep:kaeHbl: 17.04.2025
PL approved: / JIB yreepxaen: 17.04.2025
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2b | By HPLC (PDA) / B3KX ¢ 0u00HO-MampuaHbIM 0emeKmopom

- Nimesulide / Humecynuo

Complies as prescribed /
CooTBeTCTBYET TpeGOBAHUAM

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. /  Cmekrp
NOIJIOLICHHST  TWKA  HUMECYJHMAa Ha
XpoMaTorpaMme HCIBITYEMOrO PacTBOpa,

MOAY4YEHHOTO npu TIPOBEICHHH
HCMBITAaHUS «KonuyectBeHHOE
onpeneNeHue. Humecymun u
METHJICAIIMLIAIATY), JOJDKEH

COOTBETCTBOBATb CIEKTPY MOTJIOMIEHHS
nMuKa HUMeCyJlula Ha XpomarorpaMme
CTaH/IApPTHOrO PAcTBOpA.

- Methyl salicylate /
Memuncanuyunam

Complies as prescribed /
CootsercTByeT TpebOBaHHIM

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/

Ilpumeuanue: I[poayxt cooTBercTBYeT TpeboraHusam HJI

Conclusion : APPROVED /
3akaouenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized
IloarotorneHo: IIposepeno: ITposepeno (AOK): person / OnobpeHo: Obecnieuenne
Ashish ﬁg’nar Pravesh Rana / Ajay Kumar Srivastava kauecTBa/OTBETCTBEHHOC NIHLIO:
) . ' L]
| -~

o s el e
Date / Date / Date / Date / \ 1 0'4’)//" N
Hara: 21.04.2026 Jara: 21.04.2026 Hara: 21.04.2026 Jara: - %4

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

CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s “:"

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

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

CERTIFICATE OF ANALYSIS

CEPTHUDOUKAT AHAJIM3A

Product : Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g
Ilpoaykr: Haitz® [lntoc, renb ans HapyHoro npuMeHenus, 0,25 mr/r + 50 mr/r + 100 mr/r + 10 mr/t

laumensus Ne

Market / Poinox : Russia / Poccus

Batch No. / . Batch Quantity / . 19600 units /

Cepusi Ne * Y2071 Paszmep cepuu * 19600 enunumn
Analytical RepOft No./ . 040003369419 Date of Analysis / . 21.04.2026
AHanuTHyeckHii oTuer Ne JaTta ananusa

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028

JlaTa npouszBoacTBa I'ogen go

Mfg. License No. /

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

PL approved: / JIB yrepuxaen: 17.04.2025

Analysis performed according ND No / Anaaus nposeaen no HJI Ne: JITI-Ne(003312)-(PT'-RU)-021023
Artworks of primary package approved: / MakeTbl nepBHYHO#H yNakoBKH yTBepxaeHbl: 17.04.2025
Artworks of secondary package approved: / MakeTbl BTOpUYHOH YyIAKOBKH yTBepKAeHbI: 17.04.2025

Page Sof 14/ Crp.Su3 14

chromatogram. / CnekTp mNOINIOLIEHHs
nHKa MeTH/ICATHLIHIIATA Ha
XpOMaTorpaMMe HCIBITYeMOTrO pacTBOpa,
TIOJTy4UEHHOro npu NpoBEIEHUH
UCTBITAHUA «Konuygecrsennoe
ofnpeaeeHue. Humecynun "
METHJICATHIIMIATY), JOJDKEH
COOTBETCTBOBATH CHEKTPY MOMIOLIEHHUS
HKa METHICANULHIATa Ha
XpOMaTOrpaMMe CTaHIapTHOTO pacTBopa.

- Capsaicin / Kancauyun

Complies as prescribed /
COOTBETCTBYET TpeOOBAaHUAM

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. / Cnextp MOMIOIIEHUs
MUKa KancaulHa Ha XpoMaTorpaMmme

HCTILITYEMOr0  PacTBOpa, MOJYueHHOTO
npH MpoBEACHHUH HUCTIBITAHUA
«Konuuecreennoe ofipeneneHye.

KancanuuH u HaTtpus OeH30aT»), JOJIKEH
COOTBETCTBOBATh CHEKTPY MOMIOLICHUS

Remarks : The Product confirms to ND/

Ipumeuanne: [Iponykt cooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
Jakmouenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
TloaroToBnexo: IIposepeHo: IIposepeHo (AOK): person / OnobpeHo: ObecneyeHue
Ashish Kumar Pravesh Rana Ajay Kumar Srivastava K T8a/OTBETCTBEHHOE NHLIO:

"By ) R Haliads 5., )
Date / Date / Date / Date / C \ = Y ,]/ld
Jlata: 21.04.2026 Jlata: 21.04.2026 Jlata: 21.04.2026 Jara: VA0

—

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

CEPTUOUKAT AHAJIM3A

Product : Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g
ITpoaykt: Haiiz® [lmoc, renp uis Hapy»xHOro npuMeHeHus, 0,25 mr/r + 50 mr/r + 100 mr/r + 10 mr/r

Market / Poinox : Russia / Poccust
Batch No. / . V260271 Batch Quantity / ; 19600 units /
Cepusa Ne Pazmep cepun 19600 enunm

Analytical Report No. /
AHaJTuTHYECKHH O0TUYeT Ne

: 040003369419

Date of Analysis /
Jlara anannza

1 21.04.2026

Date of Manufacture /
JlaTa npon3BoacTea

: 04/2026

Date of Expiry/
TI'open go

: 03/2028

Mfg. License No. /
IIpoussoacrBeHHas
Juen3us No

: MNB/05/263

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

Analysis performed according ND No / Anaaus nposeaen no HJE Ne: JIII-Ne(003312)-(PI'-RU)-021023
Artworks of primary package approved: / MakeTbl nepBU4YHOH YNaKOBKH yTBepxaeHb: 17.04.2025

Artworks of secondary package approved: / MakeTbl BTOpH4HOii yIaKkoBKH yTBepskaeHbI: 17.04.2025
PL approved: / JIB yrBepiaen: 17.04.2025

Page 6 of 14/ C1p. 6 u3 14

MAKa KaliCaHlMHa Ha XpomMmaTtorpamme
CTaHNAapTHOTO pacTBOpa.

2¢ | By TLC/TCX

- Menthol / Mexmon

Complies as prescribed /
CooteercTByeT TpebOBaHUIM

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 MNATHO Ha
XpoMaTorpaMMe HCIBITYEMOro pacTBopa
IO NOJIOXKEHHUIO JOKHO COOTBETCTBOBATh
OCHOBHOMY [ATHY Ha XpOMaTorpaMme

pactBopa CTaHAapTHOTO obpasua
MEHTONA.
3 |Weight of ;ackage contents / 51g/Slr According to  requirement / B
Macca coaepKuMoro ynakoBku COOTBETCTBHH ¢ TpeGOBaHUIMHN
4 | pH/pH 4.5 4.0 to 6.0 (for 1.0 % aqueous solution) /

Ot 4,0 10 6,0 (mns 1,0 % BopHoro
pacTBopa)

5 | Viscosity / BsizkocTh

222600 cP /222600 cI1

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeyanne: Iponykt cooTseTcTBYET Tpebosanuam HJI 3axmwouenue: OJJOBPEHO
Prepared by / Checked by / | Checked by (AQA)/ Approved by: Quality Assurance/Authorized
[ToxrorosneHo: ITporepeHo: ITpoeepeHo (AOK): person / OnobGpeno: Obecneuenre
Ashish Kumar Pravesh Rana Ajay Kumar Srivastava kauecTBa/OTBETCTBEHHOE JIULIO;

ﬁfg_@/ ,9\»/ /Z] ) \Coud w /U‘»

/%\ T

Date / Date / Date / Date /
Jara: 21.04.2026 Jara: 21.04.2026 JHara: 21.04.2026 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: L85195AP1984PLC004507
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

CEPTHUDPUKAT AHAJIM3A

Product : Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g
Ipoaykrt: Haiiz® Intoc, renb Anst Hapy»kHOro npuMeHenus, 0,25 mr/r + 50 mr/r + 100 mr/r + 10 mr/t

Market / PbiHok

: Russia / Poccust

Batch No. / . Batch Quantity / . 19600 units /

Cepus Ne i¥zen Pa3mep cepun * 19600 eauauL o
Analytical Repourt No./ . 040003369419 Date of Analysis / . 21.04.2026

AHaNHTHYECKHH oTyeT Ne JlaTa anau3a

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028

JlaTa npou3BoacTBa T'onen oo

Mfg. License No. /

I[IpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JHeH3HsA Ne

Analysis performed according ND No / Ananus nposeaen no H/1 Ne: JITI-Ne(003312)-(PT-RU)-021023
Artworks of primary package approved: / MakeTrsl mepBHYHOH YIAaKOBKH yTBepaxaeHnbl: 17.04.2025

Artworks of secondary package approved: / MakeTbl BTOPDUYHOIi YTaKOBKM yTBepkaeHbl: 17.04.2025
PL approved: / JIB yreep:xaen: 17.04.2025
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6 | Particle size / Pasmep yacTun

23 pm /23 MxMm

Not more than 50 pm / He 6onee 50 Mk

7 | Related Substances / PoacTBeHHbIe IpumMecH™

Impurity C / Ilpumecs C

Below LOQ (LOQ = 0.0272 %) / Huxe npenena
xonuuectsenHoro onpenenenus (IIKO = 0,0272 %)

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

npUMecen

Impurity D / Tlpumecs D Not detected / ne o6napysxena Not more than 0.2 % / ue 6onee 0,2 %
Any single unidentified impurity / Not more than 1.0 % / ue 6onee 1,0 %
Ennnununas

HeuJIeHTHOHULHPOBAHHAS 0.04 %

IpHMECh

Total impurities / Cymma 0.0401 % Not more than 1.5 % / ne 6onee 1,5 %

8 |Microbial purity / MukpoGuosiornyeckast 4ucToTa

Total combined yeast
count / Obiiee uncno

rpubos

‘Total viable aerobic count /
Obuee KOJIMYECTBO
>KU3HECTIOCODHEIX a3poGHBIX
MUKPOOPraHH3MOB

APOXIKEBBIX H TJIECHEBBIX

and mold

Less than 50 CFU/g /
Menee 50 KOE/r

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

He 6onee 100 KOE/r

He 6osee 10 KOE/r

Not more than 100 CFU/g /

Not more than 10 CFU/g /

Remarks : The Product confirms to ND/

IIpumeuyanne: [IpoaykT cooTBeTcTBYET TpeboBaHnam HJL

Conclusion : APPROVED /
Jaxmoyenne: OJJOBPEHO

Prepared by /
[ToaroToreHo:
Ashish Kumar

Checked by /
[IpoBepeHo:
Pravesh Rana

q

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

oL

2N

Approved by: Quality Assurance/Authorized

person / OnobpeHo: ObecneyeHue
KauecTa/OTBETCTBEHHOE JIMLIO:

Ryl iconde ) )

Date / Date / Date / Date / X\ = '/Q/"v‘\ L
Hata: 21.04.2026 Hara: 21.04.2026 Hara: 21.04.2026 Jara: N /1/0’)/

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, 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

CEPTUOUKAT AHAJIM3A

Product : Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g
Ipoaykr: Haiiz® Iluoc, rens Anis HapyskHoro npumenenus, 0,25 mr/r + 50 mr/r + 100 mr/r + 10 mr/r

Market / PoiHok : Russia / Poccus

Batch No. / . V260271 Batch Quantity / : 19600 units /

Cepusi Ne Pazmep cepuu 19600 emunuu

Analytical Repovrt No./ . 040003369419 Date of Analysis / . 21.04.2026
AHajauTHYeCKHIi oTyeT No Harta ananuza

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028

JlaTta npon3BoacTBa I'ogen no

Mfg. License No. /

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

JguneHzus Ne

Analysis performed according ND No / Awaans nposeaen no H/L Ne: JIII-Ne(003312)-(PT'-RU)-021023
Artworks of primary package approved: / MakeTsl nepBHYHO ynakoBKH yTBepxaeHst: 17.04.2025
Artworks of secondary package approved: / MakeTbl BTOPHYHOM YyNaKOBKH yTBepxkaennl: 17.04.2025

PL approved: / JIB yrBepaxaen: 17.04.2025
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Pseudomonas aeruginosa

Absent in 1 g/ OrcyrctByerB 1 1

Absentin 1 g/ Orcyrcreue B 1 1

Staphylococcus aureus

Absent in 1 g/ OrcyrcteyerB 1 1

Absent in 1 g/ OrcyrctBue 8 1 1

9 | Assay / KosnuecTBeHHOe onpe/ieieHue

Nimesulide** /Humecynuo**

10.1 mg/ 10,1 mr
101.3%

9.0 to 11.0 mg of Ci3H2N2OsS
(nimesulide) per 1 g of the product (90 to
110 % of label claim) / Ot 9,0 no 11,0 mr
Ci3Hi2N20sS  (Humecynun) B 1 1
npenapata (ot 90 mo 110 % or
HOMUHAJIBHOTO COIEpKaHu)

Methyl salicylate** / 100.6 mg / 100.6 mr 90.0 to 110.0 mg of CsHgOs (methyl
Memuncanuyunam** 100.6 % salicylate) per 1 g of the product (90 to
110 % of label claim) / Ot 90,0 mo
110,0 mr CsHgO3 (MeTuncanuuumnar) B
1 r npenapata (ot 90 10 110 % ot
HOMUHAJILHOT'O COZEpMHaHHA)
Menthol** / Menmon** 513 mg/ 51,3 mr 45.0 to 55.0 mg of CyoH200 (menthol) per
102.6 % 1 g of the product (90 to 110 % of label
claim) / Ot 45,0 no 55,0 mr CoHxO
(menTon) B 1 rnpenapara (ot 90 1o 110 %
HOMHHAJIbHOTO COLEPIKAHUS)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Iponykr cootBeTcTBYET TpeboBanuam HJI 3aknwouenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IloaroroBieHo: [IpoBepeno: ITposepeno (AOK): person / Onobpeno: Obecnieuenue
Ashish Kumar Pravesh Rana Ajay Kumar Srivastava kayecTBa/OTBETCTBEHHOE AULIO:
‘ J A\D/ f/,Z,!,w lcotdnna P 0&
(| .
E:;Z'/Zl 04.2026 E::r/ﬂ 04.2026 E:I‘Z-/ﬂ 04.2026 2:;;/ (‘ r?l"/q//ﬂ‘;';&
. . . . . . A . . L I\D
F .4
-

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

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Q':‘.

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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
Mponyxt: Haiiz® [intoc, rens ans Hapy»kHoro npuMeHenus, 0,25 mr/r + 50 mr/r + 100 mMr/r + 10 mMr/r

Market / Prinok : Russia / Poccust

Batch No. / ) Batch Quantity / . 19600 units /

Cepusi Ne : V260271 Pasmep cepun * 19600 exunnu
Analytical Repovrt No./ . 040003369419 Date of Analysis / . 21.04.2026
AHaJHTHYECKU I oTYeT N2 JlaTa aHaau3a

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028

JlaTta npou3BoacTBa I'ogen no

Mfg. License No. /

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

auuenzusa Ne

Analysis performed according ND No / AHa.F;ll37Hp036ﬂeH o HJI Ne: JITI-Ne(003312)-(PI'-RU)-021023
Artworks of primary package approved: / Makernl nepBuvHoii ynakoskn yreepxaenst: 17.04.2025
Artworks of secondary package approved: / Makerbl BTOpUYHOI ynakoBKkH yTBepkaAeHbl: 17.04.2025

PL approved: / JIB yreepxaen: 17.04.2025
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Capsaicin™* / Kancauyun**

0.2584 mg/ 0,2584 mr
103.4 %

Not less than 0.225 mg of CisH27NO3
(capsaicin) per 1 g of the product (not
less than 90 % of label claim) / He menee
0,225 mr C 3H27NO; (kancanumnb) B 1 ¢
npenapata (He mexee 90 % ot
HOMMHAJIBHOTO COACpXKaHHs)

Sodium benzoate / Hampus
benzoam

0.99 mg/ 0,99 mr
98.6 %

Not less than 0.85 mg of C7HsNaO»
(sodium benzoate) per 1 g of the product
(not less than 85 % of the label claim) /
He menee 0,85 mr C7HsNaOs (vatpus
6eHzoar) B 1 r npenapara (ue menee 85 %
OT HOMHHAJIBHOT'O COZICPKAHUS)

Buthylhydroxytoluene /
Bymunauopoxcumonyon

0.40 mg / 0,40mr
100.7 %

Not less than 0.34 mg of CisHx4O
(buthylhydroxytoluene) per 1 g of the
product (Not less than 85 % of the label
claim) / He menee 0,34 mr CysH240
(6yTunruapokcuronyos) B 1 r mpenapara
(ue meHee 85 % oT HOMHHANLHOTO
coepxaHust).

10 | Package appearance /
OnncaHue ynakoBKHu

50 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/

Ilpumeuanmne: ITpoaykt cooTBeTcTBYET TpeboranusM HJJ

Conclusion : APPR()\}ED /
3axawuyenue: OJOBPEHO

Prepared by / | Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized
IToarorosneHo: IIpoBepeHo: IMpoeepeno (AOK): person / Opobpeno: ObecnedeHue
Ashish Kumar Pravesh Rana Ajay Kumar Srivastava kayecTBa/OTBETCTBEHHOE NHLIO:
v > :

vPﬂ/\/ 1 <l \eovim T )DJ)

Date / Date / Date / Date / A ot
e. a e. a e. : () /q/,o 'I/l"
Hara: 21.04.2026 Jlata: 21.04.2026 Jara: 21.04.2026 Jlara: 2 Al
.

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

CIN: L85195AP1984PLC004507

www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT 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

N poaykr: Haiiz® [moc, res ais HapykHoro npumenenus, 0,25 me/r + 50 mr/r + 100 mr/r + 10 mr/t

Market / PeiHok : Russia / Poccus

Batch No./ . Batch Quantity / . 19600 units /

Cepust Ne = V260271 Pazmep cepui * 19600 eaunuL
Analytical Repovrt No./ - 040003369419 Date of Analysis / . 21.04.2026
A"anuTHyeckuii oTueT Ne JlaTa ananusza-

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028

JlaTa npon3BoacTBa I'onen po

Mfg. License No./

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

Analysis performed according ND No / Ananus nposeaes no H/I Ne: JITI-Ne(003312)-(PT'-RU)-021023
Artworks of primary package approved: / MaKkeThbl IlepBHUHOl YIIAKOBKY yTBepskaeHbi: 17.04.2025

Artworks of secondary package approved: / MakeTsl BTOpHYHOii yNaKoBKH yTBepxkaeHbl: 17.04.2025
PL approved: / JIB yrsepaaen: 17.04.2025
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evident membrane and a polypropylene cap.
1 tube and a patient information leaflet in a
carton. / ITo 50 r B Ty6y 13
JaMUHUPOBAHHOTO ATIOMHHHUS C IUIEYOM H3
I12BI1, chabxeHHyro MeMOpaHOi1 [Is
KOHTPOJIS TIEPBOTO BCKPBITHSA, U
NOJIUNIPOTTHIEHOBOM Kpbikoid. ITo 1 Ty6e B
Na4Ky KapTOHHYIO C JIMCTKOM-BKJIAABILIEM.

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 unu 100 r B TYOY
M3 JIAMMHUPOBAaHHOTO  ANMOMHMHMSA C

mieuom w3 II9BII,  cHabGkeHHYIO
MeMOpaHOW JUIS  KOHTPOJIS  MEpBOTo
BCKPBITHS, U NOJTHIPOTINIEHOBOH
KPBILIKOH.

ITo 1 T1ybe B mauky KapTOHHYIO C
JIUCTKOM-BKJIaIbILIEM.

11 | Labeling / MapkupoBska Complies / CooTBeTcTBYET See Section 1.3.2 of Module 1 of
Registration dossier. / Cwm. pasznen 1.3.2
MoIyns | perucTpaitoHHOro J0ChE.

12 | Storage conditions / Ycnosus At a temperaturc not higher than 25 °C in consumer packaging (carton). / Ilpu

XpaHeHHs TeMneparype He Boine 25 °C B noTpebuTensckoii ynakopke (liauke KapTOHHOM).
13 | Shelf-life (expiration date) / 2 years. / 2 ropia.

Cpok roanoctu (cpox

XpaHeHHs)

Notes.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: INpoaykr coorsercreyer Tpedboranusam HJI 3axarouenne: OJIOGPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Toaroroeneno: Iposepeno: ITposepeno (AOK): person / Onobpeno: ObecnieueHue
Ashishﬁnar Pravesh Rana Ajay Kumar Srivastava kauecTBa/OTBETCTBEHHOE JTHLIO:
,, —P‘c»,l [ lCosna .

Date / Date / Date / Date/ oY o1

_ : _ ate \ [ Carlk
Jara: 21.04.2026 Hara: 21.04.2026 Hara: 21.04.2026 Jlara =V "D

-
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: +G1 40 4900 2900, Fax: +61 40 4900 2999, Email: mail@drreddys.com

CIN: LS52954P1984PLCO0AL0T

wvew,drreddys.com




Dr. Reddy's Laboratories Ltd.

S Formulation Unit-6
vill. Kho!, Nalagarh Road, Baddi,

Dr. Reddy’s ‘.0 Distt. Sofan, H.P., 173 205, INDIA

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

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Product : Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g
Hpoayxt: Haiis® Imoc, reb i HapyHOIO NpHMEHEHNUS, 0,25 mr/r + 50 Mr/r + 100 Mr/r + 10 mr/r

Market / Poinok : Russia / Poccust

Batch No. / . Batch Quantity / . 19600 units /

Cepust Ne L2027 Pazmep cepun * 19600 enuann
Analytical Report No. / . Date of Analysis / . 21.04.2026
AHanuTHyeckuii oTuyeT Ne U e JlaTa ananu3sa

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028

Jlata npoH3BoACTBA T'open no

Mfg. License No. /

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

JMueH3us Ne
Analysis performed according ND No / Anaaus nposeaen no HJL Ne: JIII-Ne(003312)-(PT-RU)-021023

Artworks of primary package approved: / MaxeTsl nepBHYHOl YIAKOBKH yTBEPK/ICHBI: 17.04.2025
Artworks of secondary package approved: / MakeTbl BTOpHYHOIf yNakoBKH yTBepu#/aeHbl: 17.04.2025
PL approved: / JIB yreepaaen: 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 C;3H;2N20sS (nimesulide) per 1 g of the product (95 to 110 % of label claim)

Methyl salicylate —95.0 to 110.0 mg of CsHgO3z (methyl salicylate) per 1 g of the product (95 to 110 % of label claim)
Menthol —47.5 to 55.0 mg of CioH20 (menthol) per 1 g of the product (95 to 110 % of label claim)

Capsaicin — not less than 0.2375 mg of CigH27NO; (capsaicin) per 1 g of the product (not less than 95 % of label claim)

Ilpumeyanus.

* Hopma crieunbuKaLuH MpH BblITycKe MO Moka3areito «PoacTBeHHbIE MPUMECH):
ITpumece C — He Gonee 0,10 %;

[Mpumecs D — ne 6onee 0,10 %;

EnuuuyHas HewneHtuduumporansas npuMeckt — He 6osee 0,10 %;

CymMa nipumeceit — He 6onee 1,5 %.

** Hopma crieundykalyiu npH BLITYCKe MO Moka3aTeio «KonnyecTBeHHOE Onpeacienten.

Humecynun — Ot 9,5 o 11,0 mr C3H)>N>0sS (numecynun) B 1 r npenaparta (ot 95 1o 110 oT HOMHHANILHOTO cofepXKaHus)
Meruacanununat — Ot 95,0 no 110,0 mr CgHgO3 (Metuncanuumnar) B 1 r npenapara (ot 95 1o 110 % oT HOMUHAIBEHOTO COAEPIKAHKS)
Mewnron — Ot 47,5 no 55,0 mr CioH20O (MeHTON) B 1 r npenapara (ot 95 mo 110 % oT HOMHHANBLHOTO COJEPIKaHUA)

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Tpoaykr coorsercrayer Tpebopanuam HJ1 3axnwuenune: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized
IToaroTtoBneHo: ITpoBepeHo: IIposepero (AOK): person / OpobpeHo: O6ecnieuenue
Ashish Kumar Pravesh Rana Ajay Kumar Srivastava kayecTBa/OTBETCTBEHHOE JIMLIO:
\_~ v °
Date / Date / Date / Date / V2,210
Jara: 21.04.2026 Jlara: 21.04.2026 Jara: 21.04.2026 JHara: ) A p')«f’
—<J
Regisiered Gifice: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500634, Telangana, India

04500 2900, Fax: +91 40 4900 2999, Email: mail@direddys.com
SE195AP1984PLCO04507
wrw.direddys.com




Dr.Reddy’s ":'.

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, 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: Haiiz® [lmoc, reas ans HapyKHOTO NPUMEHEHNH, 0,25 mr/r + 50 mr/r + 100 mr/r + 10 mr/r

Market / PoiHOK : Russia / Poccus
Batch No. / . Batch Quantity / . 19600 units /
Cepust Ne e it Pasmep cepin * 19600 exunui
Analytical Report No. / 694 Date of Analysis / .

$ 1 1 21.04.2026
AHaJIMTHYECKUH 0TuYeT Ne fAbI0saG2AL Jlara anajausa
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
JlaTa npon3BoacTBa T'open 1o
Mfg. License No. /
IlpousBoacTBEeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
auneHsusa Ne

PL approved: / JIB yrBepaen: 17.04.2025

Analysis performed according ND No / Anaaus nposenen no HJI Ne: JITI-Ne(003312)-(PI'-RU)-021023
Artworks of primary package approved: / MakeTbl epBU4HO{i yIaKoBKH yTBepxaenbl: 17.04.2025
Artworks of secondary package approved: / MakeTsl BTOpHYHOii ynakoBKH yTBepoxaennl: 17.04.2025
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Kancauuun — He menee 0,2375 mr C1sH27NO; (kancavuun) B 1 r npenapara (He meHee 95,0 % 0T HOMUHaNBHOTO COACPIKAHUS)

Methyl
API name / Haumenosanue ADC: I;J;mcsullde/ Salicylate / Levomenthol / Capsaicin /
BMECYJHT Mertuncanuuuna JleBomeHToN Kancanuun
T
Methyl
. : liovi o
INN / MEH: Nimesulide / Salicylate / Levomenthol / Capsaicin /
Humecynun Mertuncanuuuna JleBomenTon Kancanuun
T
LT anifagtives batohnuher / MS-1A-243032M1 | LOTU7915 | MLC-2511116 | F001-24002
Homep cepun nponssoanrean APC:
FP Manufacturer API Batch number /
Blosten céfiuin AGC igissonrens [IRD: FERA00718 FESA00549 FESR01080 FESA00493
Manranam [parc Anbra Apopa ApomaTHKC dopmMmo3za
sHa Opranukce JITa., Jlabopatopuc IIet. JIto, 2 K. M. Jlabopatopuc
IIpou3BoacTBEHHOE JItn, CroyH, Mopanaban Hnk, 36 ya.
nonpasnenenue Nel I'upusuxap, Poyn, Camb6xan — | Xomuur, Jloyuy
1 f: ’ i
ﬁpox:::uizglfiid? é’ :(;dzs:l ﬁcgz:fry/ IMnowanka 1A, Kxononu, JJucr. 244302 (YTrap- Taoroan 33842,
P s paua: VYuactok Ne 187, Paiiran, 410203 | Ilpageiw), Unaus / | TaiiBans Kuraii
Kopnopauus Maxaparutpa Arora Aromatics / Formosa
TIPOMBILIJIEHHOT O Lltar, Unpus / Pvt. Ltd., 2 K. M. Laboratories
Pa3BHUTHA Alta Stone, Moradabad | Inc., 36 Hoping

Remarks : The Product confirms to ND/

Ipumeuanne: [poaykr coorsercrByet TpeboBanuam HJL

Conclusion : APPROVED /
3axmiouenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized.
[loaroToBJeHO: ITposepeHo: ITpoeepeno (AOK): person / Ono6peno: Obecneuenne
Ashish Kumar Pravesh Rana Ajay Kumar Srivastava kauecTBa/OTBETCTBEHHOE JIULO:
=
2 N (G204 1cocimn i

- A
Date / Date / Date / Date / F22 D~
Jlara: 21.04.2026 Jara: 21.04.2026 Jlara: 21.04.2026 Jlara: [ ‘ 64;—,,07£

-

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: +91 40 4900 2900, Fax: +51 40 4900 2999, Emiail: mail@drreddys.com
CIN: LS5195AP1984PLCO04507
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
CEPTU®UKAT AHAJIU3A

Product : Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g
Ipoayxr: Haiis® [lmoc, resib Ana Hapy*kKHOTO NPUMEHEHHA, 0,25 mr/r + 50 mr/r + 100 mr/r + 10 Mr/r

Market / PoiHok : Russia / Poccus

Batch No. / . Batch Quantity / . 19600 units /
Cepuist Ne 5 Wedl Pasmep cepunt 19600 enuHuULL
Analytical Report No./ Date of Analysis / .

: 040 69419 : 21.04.2026
AHanuTHYecKMii oTueT No 0400033 Jlata anaqau3a
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
JlaTa npon3BojacTBa Togen no
Mfg. License No. /
Ilpou3BoACTBEHHAS : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
JuneH3us Ne

Analysis performed according ND No / Anajin3 nposeaen o H/L Ne: JHI-Ne(0033 12)-(PT-RU)-021023
Artworks of primary package approved: / MakeTbl mepBU4HOii yNaKOBKH yTBepxaenbr: 17.04.2025
Artworks of secondary package approved: / MakeTbl BTOPHYHOIi YIAKOBKH yTBep#kaenbl: 17.04.2025
PL approved: / JIB yrsep:xaen: 17.04.2025
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Road, Sambhal - Street, Louchu,
244302 (U. P.), Taoyuan 33842,
India Taiwan, China

Laboratories
Ltd., Girivihar,
Khopoli, Dist.

Raigad, 410203

Maharashtra

State, India

urrata [ymxkapar,
®daza 2, Bammu,
396 195, mirar
I'ymxapar, Unpns /
Mangalam Drugs &
Organics Ltd., Unit-
1, 1A Plant, Plot
No. 187, G.I.D.C,,
IInd Phase, Vapi,
396 195 Gujarat,
India

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

HanmeHoBaHue, ajpec H HOMep JIHIEH3HH
MWI0IANKH, OCYUIeCTBAAIO e
NMPOH3BOACTBO/KOHTPOJIbL KauecTBa/BbINyCK
IJ®

Dr. Reddy’s Laboratories Ltd., Formulation Unit-6, Vill. Khol, Nalagarh Road,
Baddi, Distt. Solan, H.P. 173205, India (License No MNB/05/263) /
J-p Penan’c JlaGoparopuc Jlt., INponzsoncreentoe noapasaencuue-6, Buni.
Kxons, Hanarapx Poyn, Bapau, Jucrpukr Conan, X.I1., 173205, Unans
(JInuensus 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,

Remarks : The Product confirms to ND/

ITpumeuanue: [Tponykr coorBercreyer Tpedoanusm HJL

Conclusion : APPROVED /
3akmoyenue: OJIOBPEHO

Prepared by /
IToarorosneHo:
Ashish Kumar

Py

Checked by /
IIposepeHo:
Pravesh Rana

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

ot

Approved by: Quality Assurance/Authorized
person / Onobpeno: ObecneueHue
KauecTBa/OTBETCTBEHHOE JIMLIO:

(318U \CoAG

£ e ’

Date / Date / Date / Date / ( ﬁ\//,);o"l b
Jara: 21.04.2026 Mara: 21.04.2026 Hara: 21.04.2026 Hara: AV
i g
cis 2 Hills, Hyderabad - 500024, Telangana, india
it 199 Email: il@direddys.com
CIN: L85 PLCOOAS0T

www.drreddys,.com




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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel 1 +91 98166 56001-02
www.drreddys.com

Dr.Reddy’s ‘;..

CERTIFICATE OF ANALYSIS
CEPTUGUKAT AHAJIU3A

Product : Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g
IMpoaykt: Haiiz® [lroc, rens s HapyxHoro npumenenus, 0,25 mr/r + 50 mr/r + 100 mr/r + 10 mr/r

Market / PriHok : Russia / Poccus

Batch No. / . V260271 Batch Quantity / . 19600 units /

Cepus Ne ) Pasmep cepun * 19600 egunuy
Analytical Repovrt No./ . 040003369419 Date of Analysis / . 21.04.2026
AHAIUTHYECKUH oT4yeT Ne JlaTa aHaau3a

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028

JlaTa nponsBojacTBa T'ogen no

Mfg. License No. /

IIpon3BoacTBeHHAS : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
anuensns No

Analysis performed according ND No / Anaaus nposeaed mo HJI Ne: JIII-Ne(003312)-(PI'-RU)-021023
Artworks of primary package approved: / MakeTbl nepBHYHOI YNaKoBKH yTBepxaeHbl: 17.04.2025
Artworks of secondary package approved: / MakeTbl BTOpHYHO YTAaKOBKH yTBep:xkaeHbl: 17.04.2025
PL approved: / JIB yrsepaaen: 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».
3akmouenne o coorBeTcTBHN: «HacTOALIMM i HOATBEPHIAIO, YTO NPUBEIEHHAA Bbilie HHPOPMALIUA ABJIAETCA AOCTOBEPHOH K
TO4HOM. DTa CepHa MPOAYKUWM NpouiBeneHa (BKmOYas ynakoBKy (MapKMpOBKY) M KOHTPOJb KauecTBa) Ha BhilleYKa3aHHON
MPOH3BOICTBEHHON nnotanke (niolankax) B NOJHOM COOTBETCTRHM ¢ TpeboBanusamy [pasun Haanexallel npoU3BOACTBEHHOM
npakTHkH EBpasuiickoro axoHomuueckoro coioza (Ne GMP/EAEU/RU/02329-2025 ot 19 centatpa 2025 r.) u Tpebosauuamu
KOHTPO/I  Ka4eCTBa JIEKAPCTBEHHLIX CPEACTB, @ TAKKE B COOTBETCTBUM CO CHeUM(HUKALWSAMH, COAEPKALIUMUCA B
PETUCTPALMOHHOM J0CHE CTPaHbI-MMNOPTEpa. 3aNHCH MO MPOM3BOACTBY, YIIAKOBKE M aHAJIM3Y MPOBEPEHbLI, U YCTAHOBJIEHO WX
cooteercreue Tpebopanuam Ipaswl HajuiesxKawle IPOM3BOACTBEHHON NPAKTHKH EBpasHiicKoro SKOHOMHMYECKOrO CO3ay.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: Ipoaykr coorsercrayer Tpebosanuam HJL 3akawyenue: OJJIOBPEHO
Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized
IToaroToBaeHO: IIpoBepeHo: IIposepeHo (AOK): person / OnobpeHo: O6ecneuenue
Ashish Kumar Pravesh Rana Ajay Kumar Srivastava kauecTBa/OTBETCTBEHHOE JIMLIO:
] v K]

M- e Y TS lcadn ),

J
Date / Date / Date / Date / { Y&l gr™ ]Lé
Jara: 21.04.2026 Jara: 21.04.2026 Jara: 21.04.2026 Jlara: ‘6/ AL
> 2

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india

-
el

#9140 4500 290G, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: LS5195AP1984PLCO04507

www.drreddys.com






