Dr.Reddy’s ":‘.

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6 A
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
Ipoayxr: Haiiz® Intoc, renb ans Hapy#HOro npuseredus, 0,25 mr/r + 50 mr/r + 100 mr/r + 10 mr/r

auuensus No

Market / PoiHok : Russia / Poccus

Batch No./ . Batch Quantity / . 19500 units /

Cepus No 5 ¥200232 Pasmep cepuu 19500 equnun
Analytical Repourt No./ . 040003369830 Date of Analysis / . 21.04.2026
AHANHTHYECKHH OTYeT No JlaTta aHanun3a

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

JlaTa npoH3BoOACTBA I'ogen go

Mfg. License No. /

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

PL approved: / JIB yreepsxaen: 17.04.2025

Analysis performed according ND No / Ananus nposeaen no H/L Ne: JIIT-Ne(003312)-(PI'-RU)-021023
Artworks of primary package approved: / MakeTb! nepBHYHOH ynaKoBKH yTBepxneHnsl: 17.04.2025
Artworks of secondary package approved: / Maketsl BTopiuHo#f ynakoBku yreepaxeHs: 17.04.2025

Page 1 of 14/ Ctp. 1 u3 14

No Test / Iloxa3zarean

Result / PesyabTaThl

Specification / Hopma

1 | Appearance / Onucanue White gel of homogeneous consistency with a | White to off-white gel of homogeneous
characteristic odor. / Tenr 6Genoro

OﬂHOpO).IHOFI KOHCUCTECHIIHH C XapaKTEepHBIM Tenp 6€JiOro WIH NoYTU 6eIIOF0 BETA
3anaxom.

usera | consistency with a characteristic odor. /

OHHOpO}IHOﬁ KOHCUCTCHLIMH C
XapaKTEPHBIM 3aM1axoM.

2 | Identification/ UnenTHduKauus

2a | By HPLC/ BOJKX

- Nimesulide | Humecynuo

Complies as prescribed /
CoorBeTcTBYET TpeOOBaHHIM

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 xpoMaTorpamMme HCIBITYeMOIO
pacTBopa, NOJY4EHHOTO NPU NPOBEACHHUH

WCIBITaHHUA «KonuyectreHHoe
onpeaesieHue. Humecynun "
METUJICANULIUIATY, IOJDKEH
oOHapy>KUBaTLCS nuK,
COOTBETCTBYIOLIHH no BPEMEHH

Remarks : The Product confirms to ND/

Ipumeuanne: IIponykt coorsercTyeT TpeboBanusm HJ|

Conclusion : APPROVED /
3akimoyenue: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized
IToaroToBaeHo: [poBepeHo: IMposepeno (AOK): person / Ono6peno: ObecneueHne
Anchal Pravesh Rana Ajay Kumar Srivastava kayecTBa/OTBETCTBEHHOE JIMLIO;
\M‘ \ QUL U™
v
Date / Date / Date / Date / ' _;
Jara: 21.04.2026 Jlata: 21.04.2026 Jara: 21.04.2026 Hara: 27//6 L!/Ad)'e

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 ‘:‘. 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
Hpoaykrt: Haits® Ilntoc, reas ans HapykHoro npumenenus, 0,25 mr/r + 50 mr/r + 100 mr/r + 10 mr/r

Market / PeiHok : Russia / Poccus

Batch No. / . Batch Quantity / . 19500 units /

Cepus N § MRG0 Pa3mep cepun * 19500 eanumn
Analytical RepOj‘t No./ . 040003369830 Date of Analysis / . 21.04.2026
AHaJIUTHYECKHH oTUeT N JlaTa aHaau3sa

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

Jarta npou3BoacTBa Togen no

Mfg. License No. /

Ilpou3BoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JuueHzus Nt

Analysis performed according ND No / Ananu3 nposeaen no H Ne: JIII-Ne(003312)-(PT'-RU)-021023
Artworks of primary package approved: / MakeTsl nepBHYHOH ynakoBKH yTBepxkaeHbi: 17.04.2025
Artworks of secondary package approved: / MakeTsl BTOpHYHOIi ynakoBku yTBepxaeHbl: 17.04.2025
PL approved: / JIB yrBepkaen: 17.04.2025
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YAEpXKHBaHWA [UKY HHMECylHaa Ha
XpoMaTorpamme CTaHAapTHOrO pacTBopa.

- Methyl salicylate / Complies as prescribed / A peak with the retention time
Memuncanuyunam CoorBeTcTBYET TpeOOBAHUAM 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 HUCIBITYEMOTO
pacTBopa, NOJly4CHHOrO MPH NPOBE/ICHHH

UCITBITAHMS «Konnyecreentoe
onpeneNeHue. Humecynun U
METUICANULMAATY, JIOJDKEH
00OHapy>XK1BaTLCS MHK,
COOTBETCTBYIOLUMI o BpEMEHU

YAEPKHUBAHHUA NMKY METUNCATIMLINIATA HA
XpoMarorpaMmme CTaHAapTHOTO pacTBoOpa.

Menthol / Menmon Complies as prescribed / A peak with the retention time
CooTBeTcTBYET TPEOOBAHUAM 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/ Conclusion : APPROVED /
IIpumeuanue: Iponykr coorseTcTBYeT TpeboBanuam HIL 3aknouenne: OJJOGPEHO
Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized
[ToaroroseHo: [TpoeepeHo: [Mposepeno (AOK): person / Onobpeno: ObecneyeHne
Anchal Pravesh Rana Ajay Kumar Srivastava KkauecTBa/OTBETCTBEHHOE JIHLLO:

‘M £ JUNIC kU™ R

L —Lv<]

Date / Date / Date / Date / 2 L"O L/ «(Olé
Hata: 21.04.2026 Jlarta: 21.04.2026 Hara: 21.04.2026 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: L85195AP1984PLC004507
www.drreddys.com



‘. .o Dr. Reddy's Laboratories Ltd.

’ b4 Formulation Unit-6 5

DI’. Reddy s o 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® Inioc, reas a1 HapyxHoro npumenenus, 0,25 mr/r + 50 mr/r + 100 mr/r + 10 mr/r

Market / PoiHOK : Russia / Poccus

Batch No. / i Batch Quantity / . 19500 units /

Cepust Ne YA Pasmep cepun © 19500 enuumig
Analytical Rep0ft No./ . 040003369830 Date of Analysis / . 91.04.2026
AHaguTHyecKkHii oTuet Ne Jlara aHaau3a

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

JlaTa npon3BoacTsa I'ogen ao

Mfg. License No. /

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

Analysis performed according ND No / Ananu3 nposeaen no HJ Ne: JITI-Ne(003312)-(PT'-RU)-021023
Artworks of primary package approved: / MakeTbl nNepBUYHOMN YyNaKOBKH yTBepxkaeHnbi: 17.04.2025
Artworks of secondary package approved: / MakeTbl BTOpUUYHOH yNaKkoBKH yTBepaxaeHbl: 17.04.2025
PL approved: / JIB yreepaaen: 17.04.2025
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Ha  xpomarorpamme  HCIBITYEMOIO
pacTBOpa, MOJYYEHHOTO TPH MPOBEACHHH

MCTIbITAHHS! «KonuuecteeHuoe
ornpeneneHue. MeunTony, JIOJDKEH
0OHapyKHUBaThCA MUK,
COOTBETCTBYIOLLHH o BpEMEHH

yYAEpKHUBaAHHA MUKy MEHTOJIa Ha
XpoMaTorpaMMe€ CTaHAapTHOTO pacTBOpa.

- Capsaicin / Kancauyun Complies as prescribed / A peak with the retention time
CootBercTByeT TpeOOBaAHHAM 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
XPOMAaTOrpamMMe HCIBITYEMOIO pacTBopa,
MOJY4Y4€HHOI o npu MpOBEACHHUH
HCIIbITAHHUS «KonuyectBeHHOE
onpenenedne. KancauuwmH W Hatpus
OeHzoat», 10IDKeH OGHAPYKUBATHCS UK,
COOTBETCTBYOLIMH no BpeMeHu
yOEpXKUBAaHHUS [HKY KalcaulldHa Ha
XpOMaTorpamMme CTaHAapTHOTO pacTBopa.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Npoaykr coorsercryer Tpebopavusm HJI 3akmouenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[ToaroToByeHo: [TpoBepeHo: [TpoeepeHo (AOK): person / Opo6peno: Obecneuerue
Anchal Pravesh Rana Ajay Kumar Srivastava KadecTBa/OTBETCTBEHHOE JINLO:
@ 7 "PS’\)/ Queitl Kum AR
Date / Date / Date / Date / 9.2 Uil
Jara: 21.04.2026 Jlara: 21.04.2026 Jara: 21.04.2026 Jara: 22 oY O(O

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

CEPTHUOUKAT AHAJIM3A

Product : Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g
Tpoaykr: Haiiz® Inioc, rens ais HapysHoro npumenenus, 0,25 mr/r + 50 mr/r + 100 mr/r + 10 Mr/r

auuensua Ne

Market / Poinox : Russia / Poccus

Batch No. / . Batch Quantity / . 19500 units /

Cepus Ne £ ¥ 200272 Pasmep cepiun * 19500 epnHuL
Analytical Repovrt No./ . 040003369830 Date of Analysis / . 21.04.2026
AHaJIUTHYECKHI oTUYeT No JlaTa aHaau3a

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

JlaTa npon3BoaAcTBa T'ogen go

Mfg. License No. /

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

PL approved: / JIB yrsepxaen: 17.04.2025

Analysis performed according ND No / Ananus nposeaen no HJ Ne: JITI-Ne(003312)-(PI'-RU)-021023
Artworks of primary package approved: / MakeTbl NepBU4HOH YyIaKOBKH yTBepxkaeHbl: 17.04.2025
Artworks of secondary package approved: / MakeTbi BTOpH4HOH ynakoBkH yTBep:xaeHbl: 17.04.2025
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2b

By HPLC (PDA) / BIKX ¢ 0u00HO-MAmPUyHbIM 0eHIEeKmMOpOM

- Nimesulide / Humecynuo

Complies as prescribed /
CooTBeTcTBYET TpeOOBaAHUAM

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
MOMVIOLIEHNsT  MHKa HUMECYnuia Ha
XpoMaTorpamMMe HMCHbITYEMOr0 PacTBOpa,
TMOJTYYEHHOI'O n‘fn NpoBeJeHHH
UCTIBITAHUS «KonuuecrsenHoe
onpeneneHue. Humecynun u
METUICATHLUIATY), JOJIKEH

COOTBETCTBOBATL CIIEKTPY MOMJIOIIEHUs
NyMKa HUMECYNHAAa Ha XpoMaTorpamme
CTaHAApPTHOTO pacTBOpa.

- Methyl salicylate /
Memuncanuyunam

Complies as prescribed /
CooTBeTCTBYET 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/

ITpumeuanne: [Tponykr cooreercrayer Tpebopanuam HJL

Conclusion : APPROVED /
3aknwuenue: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized
[ToaroTtosneHo: [Tpoepeno: ITposepeHo (AOK): person / Omobpeno: Obecneyenre
Anchal Pravesh Rana Ajay Kumar Srivastava kavecTsa/OTBETCTBEHHOE JIHLIO:
’P&'\ Lyt Kuw A1
Ny 4w
Date / Date / Date / Date / 200 YAE )’é
Hara: 21.04.2026 Hara: 21.04.2026 Jara: 21.04.2026 Harta:

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 Laboratories Ltd.

’ ® Formulation Unit-6 = .~

DI’. Red dy S L 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
Ipoayxr: Haiiz® Ilntoc, rens nna Hapysxkuoro npumenenns, 0,25 mr/r + 50 mr/r + 100 mr/r + 10 mr/r

Market / PoiHok : Russia / Poccust

Batch No. / . Batch Quantity / . 19500 units /

Cepus Ne ¢ VIR Pasmep cepun * 19500 exnnnL
Analytical Repovrt No./ . 040003369830 Date of Analysis / . 21.04.2026
AHanuTHyecKHii oTyeT Ne JlaTa ananusa

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

Jara nponsBoacrTsa T'onen go

Mfg. License No. /

IlpousBoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JITI-N2(003312)-(PT'-RU)
Jnnensns Ne

Analysis performed according ND No / Anaau3s nposeaen no HJ Ne: JIII-Ne(003312)-(PT-RU)-021023
Artworks of primary package approved: / MakeTsl nepBU4HOIi yakoBKH yTBepaxaeHbl: 17.04.2025
Artworks of secondary package approved: / MakeThl BTOPHYHOIi ynakoBKH yTBepxkaensbl: 17.04.2025
PL approved: / JIB yrsepa#uien: 17.04.2025
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chromatogram. / Cnekrp mnoromeHus
nyKa MeTHICaIULIMIATa Ha
XpoMaTorpaMme MCIBITYEMOr0 pacTBOpa,
TNOJIy4EeHHOTO npu NMpOBeIEeHUH
MCITBITaHUS «KonuuecteenHoe
orpeneNneHue. Humecynun U
METUJICATUIINIATY), JIOJKEH
COOTBETCTBOBATh CIIEKTPY TOIJIOLICHUS
nHka MeTUJIcaIHUnIaTa Ha
XpOMaTorpamme CTaHIapTHOTO PacTBOPA.
s

- Capsaicin / Kancauyun Complies as prescribed / The absorption spectrum of capsaicin peak
CooTBeTCTBYET TPEOOBAHUAM 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 NOrNOLIEHUs
nuKa KarcauliiHa Ha XpoMmaTorpaMmme
MCIIBITYEMOTO  pacTBOpa, MOJY4YEHHOro
npH NpOBEAEHHH WCIIBITAHUS
«KonuyecteerHoe orpejieneHue.
Kancanuus v Hatpus GeHzoaT»), A0JHKEH
COOTBETCTBOBATH CHEKTPY MOFIOLIEHHS

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: Ipoaykr coorsercTByer TpeboBanuam HJT 3akmouenne: OJJOGPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Toaroroeneno: IIpoBepeHo: [Tpoeepeno (AOK): person / OnobpeHo: ObecneyeHue
Anchal Pravesh Rana Ajay Kumar Srivastava kauectBa/OTBETCTBEHHOE JIULIO:

‘_L - 'Pr} Qun ’E(' KumAn

d AV

Date / Date / Date / Date / 99 U
Jara: 21.04.2026 Jara: 21.04.2026 Jlarta: 21.04.2026 JaTa: ’

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 e
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
ITpoayxr: Haii3z® Ilnroc, renb s Hapy»kHoro npuMenenus, 0,25 mr/r + 50 mr/r + 100 mr/r + 10 mr/r

Market / PoiHOK : Russia / Poccus

Batch No./ . Batch Quantity / . 19500 units /
Cepus Ne F V260272 Pasmep cepunt * 19500 exquHML
Analytical Repovrt No./ . 040003369830 Date of Analysis / . 21.04.2026
AHanuTu4ecKHi oTuyeT Ne Jara ananu3za

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

JaTa nmpoussoacTBa T'open g0

Mfg. License No./
I[IpoussoacreeHHast
JUUeH3usa Ne

: MNB/05/263

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

PL approved: / JIB yrBepsaen: 17.04.2025

Analysis performed according ND No / Anaans nposeaen o H/1 Ne: JITI-Ne(003312)-(PI'-RU)-021023
Artworks of primary package approved: / MakeTsl nepBU4YHOIl yTaKOBKH yTBepxkaAeHbl: 17.04.2025
Artworks of secondary package approved: / MakeTbl BTOpUYHOIi ynakoBku yTBepxaeHbl: 17.04.2025
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NUKa KancaulMHa Ha XpoMaTorpamme
CTaHAAapPTHOrO pacTBopa.
2¢ | ByTLC/TCX
- Menthol / Menmon Complies as prescribed / The position of the main spot in the test
CooTBeTcTBYET TpeOOBAHUAM solution chromatogram shall correspond
to that of the main spot in menthol
reference standard solution
chromatogram. / OcHoBHOEe NATHO Ha
XpOMaTOrpaMMe UCIBITYEMOrO PacTBOpa
110 MOJI0KEHHIO IOJIKHO COOTBETCTBOBATS
OCHOBHOMY IIITHY Ha XpoMaTorpamme
pactBopa CTaHAapTHOTO obpasia
MCHTOJIA.
3 |Weight of package contents / 5lg/Slr According to  requirement / B
Macca coaepKHUMOro ynakoBKH COOTBETCTBUM C TPEOOBAHUIMH
4 | pH/pH 4.6 4.0 to 6.0 (for 1.0 % aqueous solution) /
Ot14,0 10 6,0 (ans 1,0 % BogHOrO
pactBopa)
5 | Viscosity / Baskocrs 223920 ¢P /223920 cIl 150,000 cP to 350,000 cP at 25 °C/
Ot 150000 cIT mo 350000 cIl npwm 25 °C
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanmne: IIpoaykt cootBeTcTByeT Tpeboranusam HJL 3akmoyenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[TonrotoBaeHo: IIpoBepeHo: IMpoeepeno (AOK): person / Onobpeno: Obecneyenue
Anchal __Q_ Pravesh Rana Ajay Kumar Srivastava kauectBa/OTBETCTBEHHOE JIMLO:
3 . 7 P 1 ¢
F} SJUNL UM A
a )"’ i g ,_.é V\§ " rL
Date / Date / Date / Date / 22— \,,,’040)’_4;
Jara: 21.04.2026 Jara: 21.04.2026 Jara: 21.04.2026 JlaTa:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2300, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN

1 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 AHAJIU3A

Product : Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g
ITpoayxt: Haiz® [Tnioc, rene 1Jist HApy>kHOTo npuMeHenus, 0,25 mr/r + 50 mr/r + 100 mr/r + 10 mMr/r

Market / PoiHok : Russia / Poccus

Batch No. / . Batch Quantity / . 19500 units /

Cepus Ne il Paszmep cepun © 19500 eaunun
Analytical Repo\f't No./ . 040003369830 Date of Analysis / . 21.04.2026
AHaJauTHYeCKHIi oTyeT Ne JaTa ananu3a

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

JlaTa npousBoacTBa T'ogen no

Mfg. License No. /

IIponsBogcTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JMneH3ns Ne

Analysis performed according ND No / Ananu3 nposeaen no H/ Ne: JITI-Ne(003312)-(PI'-RU)-021023
Artworks of primary package approved: / MakeThl nepBHYHOI yTaKOBKH YTBep:kaeHbl: 17.04.2025
Artworks of secondary package approved: / MakeTsl BTOpHYHO# ynakoBKH yTBepxkaenss: 17.04.2025

PL approved: / JIB yTeepxaen: 17.04.2025
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6 | Particle size / Pasmep uacTuu

22 pm /22 MM

Not more than 50 pm / He 6onee 50 mkm

Related Substances / PogcTBeHHbIe npuMecn™

npuMecei

Impurity C / ITpumecs C Below LOQ (LOQ = 0.0272 %) / Huxe npenena | Not more than 0.2 % / ne 6osee 0,2 %
kojudecTBeHHoro onpenenenus (11KO = 0,0272 %)

Impurity D / Ilpumecs D Not detected / ne obHapyxeHa Not more than 0.2 % / ve Gonee 0,2 %

Any single unidentified impurity / Not more than 1.0 % / ne 6oaee 1,0 %

Ennununas

HeuIeHTUhUUMpPOBaHHAs 0.05%

NpUMeEChH

Total impurities / Cymma 0.1 % Not more than 1.5 % / ne 6onee 1,5 %

8 |Microbial purity / MukpoGuosoruieckas 4ucToTa

Total viable aerobic count /
OOuiee KOJIUYECTBO
KHM3HECTTOCOOHBIX a’po6HbIX
MHKPOOPraHU3MOB

Total combined yeast and mold
count / O6wee yucno
JIPOYOKEBBIX U TUIECHEBHIX
rpudoB

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

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

Not more than 100 CFU/g /
He 6onee 100 KOE/r

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

Remarks : The Product confirms to ND/

Ipumedanue: IIpoaykT coorBercTByeT TpeboBaHuiM HJL

Conclusion : APPROVED /
3aknwyenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized
IToarorosnexo: [IpoBepeHo: IIpoeepeno (AOK): person / Ono6peHo: ObecrnieueHue
Anchal Pravesh Rana Ajay Kumar Srivastava kauecTBa/OTBETCTBEHHOE JIULO:
i L& j&gﬁ/i /QUtht; \<U'~”A'/L
4 Ve
Date / Date / Date / Date / F o i
Jlara: 21.04.2026 Jlara: 21.04.2026 Jlara: 21.04.2026 Jara: 220 L‘ s Obé

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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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

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A

Product : Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g
Hpoaykr: Hait3® [moc, rens Wis Hapy»kHoro npuMeHenns, 0,25 mr/r + 50 mr/r + 100 mr/r + 10 Mr/r

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / . 19500 units /
Cepus Ne e Pasmep cepuu * 19500 eguHumI
Analytical Repovrt No./ . 040003369830 Date of Analysis / . 21.04.2026
AHanuTH4eckni oTyer Ne JlaTa aHasu3a

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

JlaTa npou3BoJacTBa I'ogen no

Mfg. License No. /
IIponsBoacTBeHHAsI
JHUeH3us Ne

: MNB/05/263

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

Analysis performed according ND No / Anaau3s nposegen no H/L Ne: JITI-Ne(003312)-(PI'-RU)-021023
Artworks of primary package approved: / MakeTnl nepBHYHOH YNaKOBKH yTBepxkaAeHbl: 17.04.2025
Artworks of secondary package approved: / MakeTbl BTOPHYHOIi yIAKOBKH yTBepAeHbl: 17.04.2025

PL approved: / JIB yrBepaxkaen: 17.04.2025

Page 8 of 14 / Ctp. 8 u3 14

Pseudomonas aeruginosa

Absent in 1 g/ OrcyrctyerB 1

Absentin 1 g/ Orcyrcteue B 1 r

Staphylococcus aureus

Absent in 1 g/ OrcytctByerB 1 1

Absentin 1 g/ Orcyrcteue B 1 r

9 | Assay/ KonnuecTrBenHoe onpeseneHne

Nimesulide** /Humecynuo**

Methyl salicylate** /
Memuncanuyuram™*

Menthol** / Menmon**

10.1 mg/ 10,1 mr
101.4 %

100.8 mg/ 100,8 Mr
100.8 %

50.9 mg/ 50,9 mr
101.7 %

9.0 to 11.0 mg of Ci3Hi2N:0sS
(nimesulide) per 1 g of the product (90 to
110 % of label claim) / Ot 9,0 5o 11,0 mMr
Ci3H2N2OsS  “(uumecynua) B 1t
npenapata (ot 90 mo 110 % or
HOMHHAJILHOTO COJEPKAHH)

90.0 to 110.0 mg of CsHgO3 (methyl
salicylate) per 1 g of the product (90 to
110 % of label claim) / Ot 90,0 oo
110,0 mr CsHgO3 (MeTuncanuumiar) B
1 r npenapara (ot 90 o 110 % or
HOMMHAaJIbHOTO COIePIKaHuU)

45.0 to 55.0 mg of CigH2O (menthol) per
1 g of the product (90 to 110 % of label
claim) / Ot 45,0 no 55,0 mr C;oHxO
(menton) B 1 ropenapata (o1 90 1o 110 %
HOMMWHAJILHOTO COAEPMAaHHA)

Remarks : The Product confirms to ND/

Hpumeuanne: [Ipoaykt cootBeTcTBYeT TpeboBanusm HJI

Conclusion : APPROVED /
3axsmwouenne: OJJOGPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[ToarotoBneHo: ITpoBepeHo: IIpoeepeno (AOK): person / OnobpeHo: ObecneueHue
Anchal Pravesh Rana Ajay Kumar Srivastava kayecTBa/OTBETCTBEHHOE JIULIO:
’%\ _du~IlL _uw
A <
Date / Date / Date / Date / 99 Y ~L 024
Iara: 21.04.2026 Hata: 21.04.2026 Jata: 21.04.2026 JlaTa: i

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: 1L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT 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

Ipoaykr: Haiiz® Ilntoc, renb s HapyxHOro npumeHerus, 0,25 mr/r + 50 mr/r + 100 mr/r + 10 mMr/r

Market / PoiHok : Russia/ Poccus

Batch No. / . Batch Quantity / . 19500 units /

Cepus Ne } Yanhizz Pasmep cepuu © 19500 enunni
Analytical Repourt No./ . 040003369830 Date of Analysis / . 21.04.2026
Aunanurayeckuii orueT Ne JlaTa aHanu3a

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

JlaTa npoH3BoAcTBA T'ogen no

Mfg. License No. /

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

AuueH3us Ne

Analysis performed according ND No / Auaaus uposeaen mo HJ/I Ne: JIII-Ne(003312)-(PI'-RU)-021023
Artworks of primary package approved: / Makersl nepBuuHoii ynakoBkH yTBepxiaens: 17.04.2025
Artworks of secondary package approved: / Makerbl BTOpHUHOH ynakoBkH yTepxaeHbr: 17.04.2025

PL approved: / JIB yrBepxkaen: 17.04.2025
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Capsaicin®** / Kancauyun**

0.2552 mg/0,2552 mr
102.1 %

Not less than 0.225 mg of CigH27NO;
(capsaicin) per 1 g of the product (not
less than 90 % of label claim) / He menee
0,225 mr C3sH»7NOj; (xancauumn) B 1 ¢
npenapata (He MexHee 90 % ot
HOMHUHANIBHOTO COCPXKaHUS)

Sodium benzoate / Hampus
benzoam

0.99 mg/ 0,99 mr
98.9 %

Not less than 0.85 mg of C;HsNaO»
(sodium benzoate) per 1 g of the product
(not Iess than 85 % of the label claim) /
He menee 0,85 mr C;HsNaO» (Hatpus
6eHzoar) B 1 r npenapara (He MeHee 85 %
OT HOMMHA/BHOTO COJIEPKaHHA)

Buthylhydroxytoluene /
Bymuneudpoxcumonyon

0.40 mg/ 0,40mr
101.0 %

Not less than 0.34 mg of CisH»4O
(buthylhydroxytoluene) per 1 g of the
product (Not less than 85 % of the label
claim) / He menee 0,34 mr CisH240
(6yTrnruapokcuToyos) B 1 r npenapara
(He menee 85 % OT HOMHHAJILHOTO
coaepKaHUA).

10 | Package appearance /
Onucanne ynmakoBKH

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

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

Remarks : The Product confirms to ND/

Ilpumeuanne: [Ipoxgykt cooTBeTcTBYeT TpeboBaHusaM HJL

Conclusion : APPROVED /
3akaouenne: OJIOGPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
TloAroToBnEHO: IlposepeHo: ITposepeno (AOK): person / Opo6peno: ObecneyeHue
Anchal Pravesh Rana { Ajay Kumar Srivastava kauecTBa/OTBETCTBEHHOE JIMLO:
% Z O <o RuA A
_ bl e
Date / Date / Date / Date / . !
Jara: 21.04.2026 Jara: 21.04.2026 Jlara: 21.04.2026 Jara: Zj"@ L’f 4 0% 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: LB5195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 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
Ipoayxt: Haiiz® [ntoc, reas s HapyxHoro npumereHus, 0,25 mr/r + 50 mr/r + 100 mr/r + 10 Mr/r

Market / PbIHOK

: Russia / Poccust

Batch No. / . V260272 Batch Quantity / . 19500 units /

Cepus Ne ’ Pa3mep cepun " 19500 enunmig
Analytical Repourt No./ . 040003369830 Date of Analysis / . 21.04.2026
AHanuTHYecKHii oTyeT Ne Jata ananusa

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

JlaTa npou3BojcTBa T'ogeH go

Mfg. License No. /

IIpou3BoAcTBeHHAsR : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
auneH3us Ne

Analysis performed according ND No / Avanus nposeaen no HJ1 Ne: JITI-Ne(003312)-(PT'-RU)-021023
Artworks of primary package approved: / MakeTsl nepBUYHOIi yNaKOBKH yTBep:xkAeHbl: 17.04.2025

Artworks of secondary package approved: / MakeTsl BTOpHYHOH YNAaKOBKY yTBepskaeHbl: 17.04.2025
PL approved: / JIB yrepskaen: 17.04.2025
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membrane and a polypropylene cap.
1 tube and a patient information leaflet in a
carton. / ITo 50 r B TyOy 13 1JaMUHHPOBaHHOIO
amoMuHHA ¢ nnedoM u3 I[IDBI1, chabxkeHHyro
MeMOpaHOM  Anst  KOHTPONS — TIEPBOrO
BCKPBITHA, U NOJMNPOMUIEHOBOH KPBIIKO.
ITo 1 TyGe B mauxy KapTOHHYIO C JIMCTKOM-
BKJIaJIbILIEM.

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 JNIAMUHUPOBAHHOTO  ANIOMHHHMSA C

wedom w3 [IOBII,  cHaGxeHHytO
memOpaHOW Al KOHTPOJIA — TMEpBOro
BCKPBITHS, u N0JIMOPONUIICHOBOM
KPBILIKOA.

ITo 1 Ty6e B nauky KapTOHHYK C
JIUCTKOM-BKNA/BILLEM.

11 | Labeling / MapkupoBka Complies / CooTBeTCTBYET See Section 1.3.2 of Module 1 of
Registration dossier. / Cwm. pasmen 1.3.2
Moaysst 1 perucTpallMOHHOTO JOCKE.

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

XpaHeHus

Temnepatype He Boiie 25 °C B NOTpeOHTENLCKOMN ynakoBKe (Nayke KapTOHHO).

13

Shelf-life (expiration date) /
CpoK roaHoCcTH (CpoK
XpaHeHHs)

2 years. / 2 ropa.

Notes.

Remarks : The Product confirms to ND/

ITpumeuanne: IIpoaykt cooTBercTByeT TpeboBanuaM HJL

Conclusion : APPROVED /
3akmouenne: OJIOGPEHO

Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized
IloAroToBAEHO: [IpoBepexo: ITposepeHo (AOK): person / Ono6peno: ObecneueHne

Anchal Pravesh Rana Ajay Kumar Srivastava kauecTBa/OTBETCTBEHHOE JIHLIO:

%9/_ o KUNiC Ry A
,,1\/“!
Date / Date / Date / Date / :
10U~
Jara: 21.04.2026 JlaTa: 21.04.2026 Hara: 21.04.2026 Hara: x 4 <026

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




: ...o Dr. Reddy's Laboratories Ltd.
Dr. Red dy S ® 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
CEPTHOUKAT AHAJIM3A

Product : Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g
ITpoaykT: Haiiz® Ilnroc, rens [uis HapyskHoro npuMeHenus, 0,25 mr/r + 50 mr/r + 100 mr/r + 10 mr/r

Market / Peinok : Russia / Poccus

Batch No. / . V260272 Batch Quantity / . 19500 units /

Cepus Ne ’ Pasmep cepun 19500 epunHuLy
Analytical Repovrt No./ . 040003369830 Date of Analysis / . 21.04.2026
AHanuTHYecKHii oTueT Ne JlaTa ananusa

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

Jlata npousBoacTBa I'open o

Mfg. License No. /

IIpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JITI-Ne(003312)-(PI'-RU)
JaunueHsus Ne

Analysis performed according ND No / Ananus nposesen mo HJ/L Ne: JITI-Ne(003312)-(PI'-RU)-021023
Artworks of primary package approved: / Maxers! nepBuYHOIi ynakoBKkH yTBep:aeHbl: 17.04.2025
Artworks of secondary package approved: / MakeTbl BTOpUYHOH yNaKOBKH yTBepxaeHbl: 17.04.2025
PL approved: / JIB yrBep:xaen: 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 C3H2N>0sS (nimesulide) per 1 g of the product (95 to 110 % of label claim)

Methyl salicylate — 95.0 to 110.0 mg of CgHsO3 (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 I g of the product (95 to 110 % of label claim)

Capsaicin — not less than 0.2375 mg of C 3H27NOs3 (capsaicin) per 1 g of the product (not less than 95 % of label claim)

[IpumeuaHnus.

* Hopma crieupduKalivy NpH BBITycKe M0 rokasarenio «PoAcTBeHHbIe NpUMeCH):
[Tpumecs C — ne 6onee 0,10 %;

[Mpumecs D — ne 6onee 0,10 %;

EnunanuHas HeupeHTuduLMpoBaHHas npuMech — He bonee 0,10 %;

Cymma npumeceit — He bonee 1,5 %.

** Hopma cnieumduKauy nipyu BeINyCKe N0 nmokazatelro « KomnuecTBEHHOE OmnpefeeHueN:

Humecymua — Ot 9,5 mo 11,0 mr Ci3H2N2OsS (numecynun) B 1 r npenapata (ot 95 10 110 OT HOMMHANBEHOTO ConEpKaHus)
Meruncamuunar — Ot 95,0 mo 110,0 Mr CsHgO3 (MeTnncanununat) B 1 r npenapara (ot 95 10 110 % 0T HOMUHAIEHOTrO CONEPIKAHUSA)
Menron — Ot 47,5 no 55,0 mr CioH00 (MerTon) B 1 1 npenapata (ot 95 no 110 % oT HOMHHAJIBHOIO COAEPIKAHH)

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Ipoaykt cooTBeTcTBYeT Tpebosanmusm HJI 3axmwyenune: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized
[ToaroTosneHo: IIpoBepeHo: IIpoeepeHo (AOK): person / Onobpeno: ObecnieueHne
Anchal Pravesh Rana Ajay Kumar Srivastava kauectBa/OTBETCTBEHHOE JIUIIO:
4 RN | R
Date / Date / Date / Date / . 3
Hara: 21.04.2026 Jara: 21.04.2026 Jlara: 21.04.2026 Jara: 22 ’Ouﬂ(o)/é

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 €5¢

CERTIFICATE OF ANALYSIS

CEPTUDUKAT 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
IIpoaykr: Haiiz® Ilntoc, reb 1)1 Hapy»Horo npuMeHenus, 0,25 mr/r + 50 mr/r + 100 mr/r + 10 Mr/r

Market / PoiHok : Russia / Poccust

Batch No. / . Batch Quantity / . 19500 units /
Cepus Ne | N Pazmep cepun * 19500 eauHuLL
Analytical Repovrt No./ © 040003369830 Date of Analysis / . 21.04.2026
AHanuTndeckuii oruer No JaTta ananu3za

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

Jlata npousBoacTBa Topen no

Mfg. License No. /

IIpoussoacTBeHHan : MNB/05/263

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

JuueHzus Ne

Analysis performed according ND No / Ananus nposeaens mo H/ Ne: JITI-Ne(003312)-(PI'-RU)-021023
Artworks of primary package approved: / MakeTbl nepBU4HOIN yIakoBKH yTBepxkaeHbl: 17.04.2025

Artworks of secondary package approved: / MakeTsl BTOPHYHOI YNIAKOBKHU YyTBepxaeHbl: 17.04.2025
PL approved: / JIB yreep:xaen: 17.04.2025
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Kancauuun — He menee 0,2375 mr C3H27NO; (kancauuns) B 1 r npenapara (He MeHee 95,0 % OT HOMMHAJILHOTO COAEPIKaHHS)

- - Methyl
API name / Hanmenopanse ADC: Nimesulide / Salicylate / Levomenthol / Capsaicin /
Humecynun Mertuncanuuuna Jleromenton Kancanumn
T
Methyl
INN / MHEH: Nimesulide / Salicylate / Levomenthol / Capsaicin /
Humecynun Metuncanuumna JleBomeHTON Kancaunun
T
vl MS-1A-243032-M1 | LOTU7915 | MLC-2511116 F001-24002
Homep cepuu nponspoautens APC: B
EE Mandisturer 251 Bl munber ¢ FERA00718 FESA00549 FESR01080 FESA00493
Howmep cepun ADC npouspoautens IJIdD: | -
Manranam [lparc AnpTa Apopa Apomarukc ®opmosa
sHx Oprauuke JItn., |  Jlabopatopuc IeT. JITH, 2 K. M. JlaGopartopuc
[TpoussoacTeeHHOE JIrp, CroyH, Mopanaban Huk, 36 yi.
o P —
AP Minufuceaved by, address & countryd noapasaenenye Nel I'upusuxap, oyn, Cambxan XonwuHr, Jloyuy,
1 ren ADC. a1pec B CTpaHa: ITnomanka 1A, Kxonoau, Hucr. 244302 (YTrap- Taoroan 33842,
POHIEoIHTEL » 4P pama: Vuacrok Ne 187, Paiiram, 410203 | Ilpapmem), Uupus / | Taiisane Kuraii
Kopnopatys Maxapatwrpa Arora Aromatics / Formosa
MPOMBILLIIEHHOTO LIrar, Unaus / Pvt. Ltd., 2 K. M. Laboratories
pa3BUTHSA Alta Stone, Moradabad Inc., 36 Hoping

Remarks : The Product confirms to ND/
Ipumeuanne: IIpoaykr cootBeTcTBYET Tpebopanusam H

Conclusion : APPROVED /
3axkmwouenue: OJJOBPEHO

Prepared by / Checked by / y Checked by (AQA)/ Approved by: Quality Assurance/Authorized
IMoaroroenenqg; IIpoBepeHo: IMposepeno (AOK): person / Onobpeno: O6ecneueHue
Anchal Pravesh Rana Ajay Kumar Srivastava kadecTBa/OTBETCTBEHHOE NIULO:
bp W —SUIC T EUN R
> Ny L
Date / Date / Date / Date / '
Jlarta: 21.04.2026 Jara: 21.04.2026 Hara: 21.04.2026 Hara: QQ//O L\(’-(O Lé

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: mait@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




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

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

Dr.Reddy’s ‘,’:‘

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIM3A

Product : Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g
ITpoaykT: Haiis® Ilmoc, rens s Hapy»Horo npumenenus, 0,25 mr/r + 50 mr/r + 100 mr/r + 10 mr/r

Market / PeiHok : Russia / Poccus

Batch No. / . Batch Quantity / . 19500 units /

Cepusa Ne e Pa3mep cepun * 19500 enunHUL
Analytical Repovrt No./ . 040003369830 Date of Analysis / . 21.04.2026
AnanuTHYecKHI oTueT Ne JlaTa ananusa

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

JaTta npoussoacTBa T'ogen po

Mfg. License No. /

IlpousBoacTBeHHAS : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JIULeH3us No

Analysis performed according ND No / Ananus nposeaen no HZ Ne: JITI-Ne(003312)-(PI'-RU)-021023
Artworks of primary package approved: / MakeTbl nepBu4HOH YNaKOBKH yTBepxaeunl: 17.04.2025
Artworks of secondary package approved: / MakeTbl BTOpHYHOH yNaKkoBKH yTBepkaeHbl: 17.04.2025
PL approved: / JIB yrBep: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

wtaTa ['ymxapar,
®da3za 2, Banu,
396 195, mrar
I'ymoxapar, Unaus /
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 /

HaumeHnoBaHue, agpec M HOMep JULEH3HK
MJIOLIAAKHU, OCYLeCTBJISI0LIeH
NPOU3BOACTBO/KOHTPOJIL KA4eCTBA/BLIMYCK
) ()

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 Pennw’c JTaboparopuc JIta., IlpouzBoacTeeHHOE noapa3aeineHue-6, Bu.

Kxoas, Hanarapx Poyn, bagau, Juctpuxr Conan, X.I1., 173205, Uuaus
(JTuuensus No 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/ Conclusion : APPROVED /
Ipumeuanue: [Ipoaykt coorseTcTBYET Tpebopanusm HJT 3aknwuenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized
IToaroToBseHo: IIpoBepeno: [poeepeno (AOK): person / Onobpeno: ObecnieueHue
Anchal Pravesh Rana Ajay Kumar Srivastava kadecTBa/OTBETCTBEHHOE JIULIO:

- Q—- ! N COMIC K UMAL

. / ) <M

Date / Date / Date / Date / bt )
JHata: 21.04.2026 Hata: 21.04.2026 Jara: 21.04.2026 JlaTa: 21/0‘/’ O<O )/é

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
CEPTUDOHUKAT AHAJIM3A

Product : Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g
Ipoaykr: Haiiz® Ilnwoc, rests it HapykHoro npuMedenus, 0,25 mr/r + 50 mr/r + 100 mr/r + 10 Mr/r

Market / Pbinok : Russia / Poccus

Batch No. / . Batch Quantity / . 19500 units /

Cepusi Ne vY260272 Pasmep cepun © 19500 egunML
Analytical Repo“rt No./ . 040003369830 Date of Analysis / . 21.04.2026
AHanuTH4YecKHH oTueT No JlaTa aHaju3a

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

JaTa npou3BoAcTBa TI'open po

Mfg. License No. /

[IpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT'-RU)
JHueH3nss Ne

Analysis performed according ND No / Avanu3 nposeaen nmo HJl Ne: JITI-Ne(003312)-(PI'-RU)-021023
Artworks of primary package approved: / MakeTbl nepBHYHOI ynakoBkH yTBepxkaeHbl: 17.04.2025
Artworks of secondary package approved: / Makersl BTopu4HOH ynakoBkH yTBep:kaenb: 17.04.2025
PL approved: / JIB yreep:xaen: 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 coorBercTBUM: «Hacrosmum g noaTBepyxaato, 4ToO NpUBeeHHAas Bblle HHPOpMaLMs SBIsETCS AOCTOBEPHOH U
TOYHOM. DTa cepus MPOAYKUHH MpoM3BeacHa (BKIKOUYas YNakoBKy (MapKMpOBKY) M KOHTPOJIb KauecTBa) Ha BbILLEYyKA3aHHON
TPOU3BOACTBEHHOM mnoiajke (MJI0ME@AKax) B IIOJHOM COOTBETCTBHHU ¢ TpeboBaHuaMH [IpaBui Hajuexalleil MpOoU3BOACTBEHHOM
npakTuky EBpasuiickoro skonoMuueckoro corosa (Noe GMP/EAEU/RU/02329-2025 ot 19 centabpa 2025 r.) U TpeGoBaHUAMH
KOHTpOJIi KaueCTBa JICKAPCTBEHHBIX CPEINCTE, @ TAaKKe B COOTBETCTBHH CO CHELU(PUKALMAMH, COJCpXKalIUMUCA B
PErMCTPALIMOHHOM JOChe CTPaHbI-UMIIOPTEpa. 3arucH MO MPOU3BOACTBY, YNAKOBKE U aHaJIM3y MPOBEPEHBI, U YCTAHOBIIEHO MX
cooTBeTCTBHE TpeOoBauusaM IIpaBun HajUIeXKalel NpOU3BOACTBEHHOMN NPAakTHKH EBpasuiickoro sSKOHOMHUYECKOTO COH3a.

Remarks : The Product confirms to ND/
IMpumeuanue: [Iponykt coorBercTByeT Tpeboanuam HJL

Conclusion : APPROVED /
3akmwoyenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[ToarotoBneHo: IIpoBepeno: ITposepeno (AOK): person / Onobpeno: Obecneuenne
Anchal Pravesh Rana Ajay Kumar Srivastava kayecTBa/OTBETCTBEHHOE JIULIO:

&

_LumiC Ky 7
L

Date /

Jlara: 21.04.2026

Date /

JHara: 21.04.2026

L

Jara: 21.04.2026

Date /
Jara:

20 vy 026
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