Dr.Reddy’s ":‘

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

Vitl. 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
IMpoaykt: Hait3® Ilntoc, rens A5s Hapy»kHOro npuMeHenns, 0,25 mr/r + 50 mr/r + 100 mr/r + 10 Mr/r

Market / Poinok : Russia/ Poccus

Batch No. / . Batch Quantity / . 9743 units /

Cepus No t V260270 Pazmep cepun ' 9743 eqynnig

Analytical Repourt No./ . 040003369003 Date of Analysis / . 21.04.2026

AHanuTHYECKHH oTyeT Ne JlaTa aHaau3a -
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028

JlaTa npou3BoacTBa T'ogen no

Mfg. License No. /

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

aunnenzusa Ne

Analysis performed according ND No / Anaau3 nposeaen no H/JA Ne: JITI-Ne(003312)-(PI'-RU)-021023
Artworks of primary package approved: / Makers! nepeuunoii ynakoskn yrsepauensi: 17.04.2025
Artworks of secondary package approved: / MakeTsl BTOpHuHO#H yNaKkoBKH yTBepaaensl: 17.04.2025

PL approved: / JIB yreepxaen: 17.04.2025

Page1of14/Crp. 113 14

Ne Test / [lokazarens Result / PesyabTaThl Specification / Hopma

1 | Appearance / Onucanue White gel of homogeneous consistency with a | White to off-white gel of homogeneous
characteristic odor. / Temns OGemoro wusera | consistenicy with a characteristic odor. /
ONHOPOJHOH ~ KOHCHCTEHLHMM  C  XapaKTEPHBIM | [eyp, Genoro WM MOYTH GEJIOr0 LBETa
S, OAHOPOAHOM KOHCHCTEHLIUH c

XapaKTepHBIM 3aMaXoM.
2 | Identification/ Uaentudpukauus
2a | By HPLC / B9XXX
- Nimesulide | Humecynuo Complies as prescribed / A peak with the retention time

CootBetcTBYeT 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, MOJYYEHHOro NPU MPOBEACHUN

MCTIbITaHUA «KonunuecTBeHHOE
oTpefieNicHHE. Humecynun U
METHJICaJIHLIMIIATY, JOMKEH
0oOHapy»XHBaTbCs NUK,
COOTBETCTBYIOLIHH 1o BPEMEHH

Remarks : The Product confirms to ND/

Ipumeuanue: Ipoaykt cooTBeTcTBYET TpeboBauuam HJL

Conclusion : APPROVED /
3akaw4enne: OJOBPEHO

Checked by /
IlposepeHo:
Pravesh Rana

Prepared by /
IToarorosneHo:
Ashish Kumar

o~

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

(Leo lcowiv

Approved by: Quality Assurance/Authorized
person / Omo6peno: Obecneuenue
kauecTsa/OTBETCTBEHHOE MW LO:

v

Date /
Harta: 21.04.2026

Date /
Jlara: 21.04.2026

M\
Date /

Jara: 21.04.2026

{ xa%%j,,»ﬁ

Regista

R

9

Ciii: L8E195AP1984PLCO0AZ07
www direddys com

. Road No. 3, Baniara Hills, Hyderabad - 500024, Telangana, Indiz
00, Fax: +91 40 4300 2999, Emasil: mail@drieddys.com




Dr.Reddy’s Q,‘:‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Badd;,
Distt. Soian, 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

INpoayxr: Haiis® ITmoc, rens s HapyxkHoro nprimenenus, 0,25 mr/r + 50 mr/r + 100 mr/r + 10 Mr/r

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / . 9743 units /

Cepusi Ne £ V20270 Pasmep cepun 9743 equnmn

Analytical Repourt No./ . 040003369003 Date of Analysis / . 21.04.2026
AHanuTH4YecKHif oTuer Ne JlaTa aHanausa

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

JlaTa npon3BoacTBa T'open no

Mfg. License No. /

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

Analysis performed according ND No / Anaaus nposeaen mo HJL Ne: JITI-Ne(003312)-(PI'-RU)-021023
Artworks of primary package approved: / MakeThl nepBHYHOil yNakoBKH yTBepkaensl: 17.04.2025

Artworks of secondary package approved: / MakeTbl BTOpHUYHO# yTaKOBKH yTBepakaeHbl: 17.04.2025
PL approved: / JIB yreepxaen: 17.04.2025

Page 2 of 14/ Crp. 2 13 14

YACpXKNUBaHHUA THKY HHMECYIHJa Ha
XpoMaTorpaMmme CTaHAapTHOTO pacTBOpa.

- Methyl salicylate /
Memuncanuyunam

Complies as prescribed /
CooTBeTCTBYET TpEOOBAHUAM

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 xpoMaTorpamMme HCIBITyeMOro
pacTBOpa, MoJy4EHHOTO MPU NPOBENEHHN
UCIIBITAHUS «KonnuecreenHoe
onpenenexue. Humecynun U
METHIICAJIUIIIIATY, NOJDKEH
00HapYKUBATHCA THK,
COOTBETCTBYIOLL Wi no BpEMEHH
yIOepKHUBAHUS MUKY METHIICATMLIMIIATA Ha
XpoMaTorpaMme CTaHAApTHOT O pacTBOpa.

Menthol / Menmon

Complies as prescribed /
CooTeeTcTBYET TpEOGOBaHUAM

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/
ITpumeuanne: [Mponykr cooTBercTBYeT Tpebopanusam HJL

Conclusion : APPROVED /
3axkawyenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IloarotorneHo: IpoeepeHo: ITposepero (AOK): person / Onobpeno: ObecneueHue

Ashish Kumar Pravesh Rana Ajay Kumar Srivastava KavectBa/OTBETCTBEHHOE JTHLIO:

‘,S \ )/ JJ‘M w M/)
Date / Date / Date / Date / \ ‘%‘\"/
Hara: 21.04.2026 Jara: 21.04.2026 Jara: 21.04.2026 Hara: v
R Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
40 4900 290G, Fax: +91 40 49C0 2999, Email: mail@drreddys.com

CIN: L8S195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ‘,‘:‘.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Lr. 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
Ipoayxr: Haiiz® Imoc, rens ans HapyKHoro rpumenenus, 0,25 mr/r + 50 mr/r + 100 mr/r + 10 mr/r

Market / Poinok : Russia/ Poccus

Batch No. / . Batch Quantity / . 9743 units /
Cepusi Ne i Vadig0 Pasmep cepun 9743 eaununn
Analytical Report No. / . Date of Analysis / . 21.04.2026
AHanuTHYecKHMH oTyeT No # 040003363003 JlaTa anaau3za - o

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
JlaTa npousBoacTBa T"osen oo

Mfg. License No. /
IlpousBoacTBeHHASA : MNB/05/263
Jauuensna Ne

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

Analysis performed according ND No / Auaans npopeaed no HJ Ne: JIII-Ne(003312)-(PI'-RU)-021023
Artworks of primary package approved: / MakeTbl epBHYHONH ynakoBKU yTBepikaeHbl: 17.04.2025
Artworks of secondary package approved: / MakeTb! BTOpHUYHONH yNnakoBKHU yTBepxaeHbl: 17.04.2025

PL approved: / JIB yrsepaaen: 17.04.2025

Page 3 0f 14/ Ctp.3 u3 14

Ha  xpomaTtorpamme  HCHBITYeMOro
pacTBOpa, MOTYUEHHOTO NPU NPOBENCHUU

WCIIBITaHUS «KonnyectBeHHOe
ornpeeneHue. MenTon, JOJDKEeH
oOHapy>KHMBaTbCA UK,
COOTBETCTBYIOLI M no BpeMeHuU

yOepXKHMBaHMA WKy  MeHTona  Ha
XpoMaTorpamMMe CTaHJapTHOTO pacTBOpa.

- Capsaicin / Kancauyun

Complies as prescribed /
CootBeTcTBYyeT TpebOBaHUAM

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 MCIBITYEMOrO pacTBopa,
NOJTy4eHHOTO pH NpOBEAEHHH
HCIIBITAHHUS «KonuyectenHoe
onpenenenue. KaricauumH M HaTpus
6eH30aTy», NOKEH 0OHAPYKUBATHCS THK,
COOTBETCTBYIOIIHH o BPEMEHU
YOEP)KMBaHHS THKY KancaWlMHa Ha
XpoMaTorpaMMe CTaHAAPTHOTO PaCcTBOpA.

Remarks : The Product confirms to ND/

IMpumeuanie: IlponykTt coorsercTBYET Tpebopanusm HJT

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IToaroTrosneHo: [TpoBepeno: Tlpoeepeno (AOK): person / Ono6peno: O6ecneuenue
Ashish Ku% Pravesh Rana Ajay Kumar Srivastava yecTea/OTBETCTBEHHOE JIHLLO!
' N A=\ HaY (o

: - e M 7o\ OD :
Date / Date / Date / Date / ( ‘ wq//ov\ ‘l/L
Jara: 21.04.2026 Hara: 21.04.2026 Jara: 21.04.2026 Hara: v /yo

= 2l OFfi , Banjara Hills, Hyderabad - 500024, Telangana, india

10 49
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www.drreddys.com
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Dr.Reddy’s ',‘:'.

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

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

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
IMpoayxr: Hais® [Tmoc, ress pist HapyxkHoro npumenenus, 0,25 mr/r + 50 mr/r + 100 mr/r + 10 Mr/r

Market / PoiHok

: Russia / Poccus

Batch No. / . Batch Quantity / . 9743 units /
Cepus Ne F ¥260270 Pazmep cepuu " 9743 enunun
Analytical Repo“rt No./ . 040003369003 Date of Analysis / . 21.04.2026
AHAJIHTHYECKHIT oTueT Ne JlaTa ananusa

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
JlaTa npou3BOJACTBA I'ogen xo

Mfg. License No. /
IIpouspoacTBeHnas
auneHsus Ne

: MNB/05/263

MA number: / Homep PY :

JIII-Ne(003312)-(PT-RU)

Analysis performed according ND No / Awaaus nposeaen no HJL Ne: JIII-Ne(003312)-(PI'-RU)-021023
Artworks of primary package approved: / MakeTbl nepBH4HOI YNAaKOBKH yTBepsaeHsbl: 17.04.2025
Artworks of secondary package approved: / MakeTsl BTOpHYHOI ymakoBKH yTeepskaenbl: 17.04.2025

PL approved: / JIB yrBep:xaen: 17.04.2025

Page 4 of 14/ Ctp. 4 u3 14

2b

By HPLC (PDA) / B32KX ¢ 0u00HO-MampuiHelM 0emeKkmopom

- Nimesulide / Humecynuo

Complies as prescribed /
CooTtBeTcTBYET TpeOOBAaHUIM

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. /  Cmexrp
MOTJOMIeHUsT TNMHKa HUMECYIHga Ha
XpOMaTorpaMMe HCHLITYEMOTO pacTBopa,
[OJIy4YEHHOTO npu NpOBEIEeHUN
UCIIBITaHUSI «KonuuecTBeHHOE
onpeeeHue. Humecynup u
METWICATULIMIATY), JIOJDKEH

COOTBETCTBOBATH CIEKTPY MOTJIOLIEHHS!
nMKa HUMECYNHIa Ha XpoMaTorpamme
CTaHAApPTHOTO PACTBOpA.

- Methyl salicylate /
Memuncanuyunam

Complies as prescribed /
CooTBeTCTBYET TpEOOBaHUAM

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

The absorption

Remarks : The Product confirms to ND/

ITpumeuanmne: [Tpoaykt cooreerctByeT Tpeboranusam HJI

Conclusion : APPROVED /
3akmouenre: OJOGPEHO

Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized
IToaroToBaeHO: IporepeHo: Iposepeno (AOK): person / Ono6peno: Obecneyenue
Ashish Kumar Pravesh Rana Ajay Kumar Srivastava kauecTBa/OTBETCTBEHHOE JIULIO:
' rg‘ /) a\ 0} s
Date / Date / Date / Date / L S 2 Tl B
2 1
Jlara: 21.04.2026 Hara: 21.04.2026 JHara: 21.04.2026 Jlata: ('DD

Registered 2ffic

>

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

Tel: +91 40 4500 2900, Fax: +51 40 4900 2999, Email: inail@drreddys.com

CiN: LS5195AP1984PLCO04SCT7

www.drreddys 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 : 491 98166 56001-02
www.drreddys.cormn

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
M poaykt: Haiis® [Troc, reas mis HapyxHoro npuMedenust, 0,25 mr/r + 50 mr/r + 100 mr/r + 10 mr/r

Market / Puinok : Russia / Poccus

Batch No. / . Batch Quantity / . 9743 units /

Cepus Ne § V26020 Pazmep cepun * 9743 equHuu

Analytical Repovrt No./ . 040003369003 Date of Analysis / . 21.04.2026
AHaJuTHYECKHIT oTueT Nt JlaTa ananusa

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

JaTa npon3BoacTBa T'onen go

Mfg. License No. /

IIponsBoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JuueH3na Ne

Analysis performed according ND No / Anaaus nposenen mo HJI Ne: JITI-Ne(003312)-(PI'-RU)-021023
Artworks of primary package approved: / MakeTbl mepBH4HOl ynakoBKH yTBepaxaensl: 17.04.2025
Artworks of secondary package approved: / Makersi BTOpHYHON YNaKoBKH yTBepaxkaeHbl: 17.04.2025

PL approved: / JIB yrBepixaen: 17.04.2025
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chromatogram. / CrexkTp mOMIOLIEHHUS
nMKa METHJICAJIMLIMIIaTa Ha
XpOMaTorpaMMe HCIbITYEMOrO pacTBOpa,
TMOJIYYEHHOIro npHu NMPOBECACHUHU
UCTIBITAHHUS «KonunuecrBeHHOE
onpeneNeHue. Humecynua u
METWICATHLMNATY), NOJKEH
COOTBCTCTBOBATh CIMEKTPY MOMIOLIEHHU
nuKa MeTHJICalLMIaTa Ha
XpoMaTorpaMme CTaHAAPTHOTO PacTBOpa.

- Capsaicin / Kancauyun

Complies as prescribed /
CootBercTByeT TpeOOBaHUAM

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. / Crextp mnoryomeHus
MHKa KarcauljiHa Ha XpOMaTorpaMmme

MCIIBITYEMOrO  pacTBOpa, MOJIyYEHHOTO
npH NpOBEAECHUH UCIBITAHHUS
«KonnuecTBeHHOE onpeaeeHue.

Kancauuud u HaTpus OeH30aT»), HOJKEH
COOTBETCTBOBATh CIMEKTPY MOIJIOLIEHHS

Remarks : The Product confirms to ND/

Ipumeuanne: Ipogykt cooreTcTBYeT TpeboBanusimM HIJ

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
ToaroroeneHo: [MposepeHo: Ilposepeno (AOK): person / OnobpeHo: ObecneyeHue
Ashish Kumar Pravesh Rana Ajay Kumar Srivastava KkayecTBa/OTBETCTBEHHOE JIULO:
| BAS @,’w {Cowin
_'M r A/__, ) /-)’: }\, /O..“
D Date / Date /
Date( ate{ a e. a e' < \%q’ ’I«G
Hara: 21.04.2026 JHara: 21.04.2026 Hara: 21.04.2026 Hara: 0
P
Regisiered ?-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india

T2l +07 40 4500 2900, Fux: +91 40 4900 2999, |

Ci: 1351354

wwwdrreddys.com

2l mail@drreddys.com
AP1984PLCO0ARDT




Dr.Reddy’s ‘,‘:‘.

Dr. Reddy's l.abaratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 88166 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
IpoaykT: Haiiz® [lntoc, reas ansg svapyxHoro npumeHetus, 0,25 mr/r + 50 mr/r + 100 mr/r + 10 mr/r

Market / PriHok : Russia / Poccusa
Batch No. / . Batch Quantity / . 9743 units /
Cepus Ne  VERIE Pasmep cepun " 9743 enpunmil ~

Analytical Report No. /

Date of Analysis /

. : 040003369003 1 21.04.2026
AHanuTHUeCcKHH oTyeT No Jarta ananusa
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
JlaTa npousBoacTBa Topen o

Mfg. License No. /
IpousBoacTBeHHAsA
JHIEeH3HA Ne

: MNB/05/263

MA number: / Homep PY :

JITI-Ne(003312)-(PT'-RU)

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

Artworks of secondary package approved: / Makerbl BToOpHYHO#l YIAKOBKH yTBepxkaennt: 17.04.2025
PL approved: / JIB yrBepskaen: 17.04.2025
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NHKa KalcangyHa Ha XpomaTtorpamme
CTaHOApPTHOI'O pacTBOpa.

2¢ | ByTLC/TCX

- Menthol / Menmon

Complies as prescribed /
CooteTrcTBYeT TpeOOBaHUAM

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. / OcHoOBHOe MNATHO Ha
XpOMaTorpamMMe MCIBITYEMOrO PacTBOpa
TI0 NOJIOXKEHHUIO IOJDKHO COOTBETCTBOBATh
OCHOBHOMY TMATHY Ha XpOMATOTpaMMe
pacTBOpa CTaHIaPTHOrO obpazua
MEHTOJ1a.

Weight of package contents /
Macca coepKMMOI0 YNaKOBKH

100 g/ 100

According to requirement / B

COOTBETCTBUU C TpCGOBaHHHMI/I

pH /pH

4.5

4.0 to 6.0 (for 1.0 % aqueous solution) /
Ot14,0 00 6,0 (na 1,0 % sogHoro
pacTsopa)

Viscosity / BazkocTsb

208140 cP /208140 cI1

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

Remarks : The Product confirms to ND/
IMpumeuanne: [Tpoaykt cooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3akmwouenue: OJJOGPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[ToaroToBneno: IlpoBepeHo: ITposepeno (AOK): person / OnobpeHo: ObecnedeHne
Ashish Kumar Pravesh Rana Ajay Kumar Srivastava kauecTBa/OTBETCTBEHHOE JHLIO:
it B KU T
Z )N “ ‘\A_ L
Date / Date / Date / Date / ( “/P%’q/ﬂal'o’)/
Hara: 21.04.2026 Hara: 21.04.2026 Jara: 21.04.2026 Hara: ( =

Registered Office: 3-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: 491 40 4500 2900, Fax: +971 40 4900 2999, Email: mail@drreddys.com
CHN: LBL195AP1984PLCO0ASDY

wwaw.drreddys.com




Dr.Reddy’s ".

Cr. 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
ITpoaykr: Haiiz® [Tmioc, renb ans Hapy»xHoro npumenenss, 0,25 mr/r + 50 mr/r + 100 mr/r + 10 mMr/r

Market / Pbinok : Russia / Poccus

Batch No. / . Batch Quantity / . 9743 units /
Cepus Ne 8 SO Pasmep cepun * 9743 equHun
Analytical Report No. / Date of Analysis /

AHaJHTHYECKHH oTUeT N

: 040003369003

HlaTa aHanu3a

1 21.04.2026

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

JlaTa npou3BoACTBA T'ogen no

Mfg. License No. /

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

JauueH3us Ne

Analysis performed according ND No / Anaaus nposeaen no HJ1 Ne: JITI-Ne(003312)-(PI'-RU)-021023
Artworks of primary package approved: / MakeTbl NepBUYHOI YNaKOBKH YTBepxaeHbl: 17.04.2025

Artworks of secondary package approved: / MakeTbl BTOpHUYHOIl YNaKOBKH yTBepkaAeHbI: 17.04.2025
PL approved: / JIB yrep:xaen: 17.04.2025
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6 | Particle size / Pazmep yacTuu

23 um/ 23 MKM

Not more than 50 um / He 6onee 50 Mxkm

7 | Related Substances / PoacTBeHHble npuMecu™

Impurity C / TTpumecs C Below LOQ (LOQ = 0.0272 %) / Huxe npenena | Not more than 0.2 % / ue Gonee 0,2 %
konuuecteeHHoro onpeaenenuns (ITKO = 0.0272 %)

Impurity D / ITpumece D Not detected / He o6HapyxeHa Not more than 0.2 % / ne 6onee 0,2 %
Any single unidentified impurity / Not more than 1.0 % / ne 6onee 1,0 %
Envuuynan
HeuieH T ULMpOBaHHAs 0.05%
MpHMeECh
Total impurities / Cymma 0.0474 % Not more than 1.5 % / ve Gonee 1,5 %
npumeceit

8 |Microbial purity / Mukpo6uonornueckas 4ucTora
Total viable aerobic count / Less than 50 CFU/g / Not more than 100 CFU/g /
Obiee KOJIM4ECTBO Menee 50 KOE/r He 6onee 100 KOE/r
JKM3HECTTOCOOHBIX a3pOOHBIX
MUKPOOPTaHU3MOB

count / Obuiee yncao

rpu6oB

Total combined yeast and mold

APOXOKEBBIX H MJIIECHEBBIX

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

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

Remarks : The Product confirms to ND/
IMpumeyanue: Ilpoaykr coorBercTBYET TpeboBanusam HJL

Conclusion : APPROVED /
3aknwouenue: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized
[MoaroroeneHo: [IpoBepeHo: IIposepero (AOK): person / OpobpeHo: ObecneueHue
Ashi;h&?i Pravesh Rana Ajay Kumar Srivastava kayecTBa/OTBETCTBEHHOE IMLLO;
o
-Pt\ 109 |cots A
)———' /7 \LBD 3
Date / Date / Date / Date / K\ N 27 AR
Hara: 21.04.2026 Hara: 21.04.2026 Hara: 21.04.2026 Hara 2 2
Regisiered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
lel 421 40 3800 2900, Fax: +91 40 4900 2999, tmail: mail@direddys.com

CIN: 1L85195AP1984PLC0045TC7

ww.arredadys.com
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Dr. Reddy's l.aboratories 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
IMpoayxr: Hait3® Ilntoc, rene ais Hapy»cHOro npuMeHenus, 0,25 mr/r + 50 mr/r + 100 mr/r + 10 mr/r

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / . 9743 units /

Cepus Ne ¥ Wist270 Pa3mep cepun " 9743 eauHun

Analytical Repo:‘t No./ . 040003369003 Date of Analysis / . 21.04.2026
AHanuTHyeckHii oTueT Ne JlaTta anannza

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

JlaTa npon3BoACTBa I'omen no

Mfg. License No. /

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

Analysis performed according ND No / Avajiu3 npoBeaeH 1o H,ZlV.N".': JIII-Ne(003312)-(PI'-RU)-021023
Artworks of primary package approved: / MakeTbl nepBHYHOI ynakoBKH yTBepxaeHbl: 17.04.2025
Artworks of secondary package approved: / MakeTsl BTOPHYHOI ynaKoBKH yTBepxaenbi: 17.04.2025

PL approved: / JIB yreep:xaen: 17.04.2025
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Pseudomonas aeruginosa

Absent in 1 g/ OrcytcTByerB 1 1

Absentin 1 g/ OtrcytcrBue B 1 1

Staphylococcus aureus

Absent in 1 g/ OrcytctByerB 1 T

Absentin 1 g/ OrcyrctBue B 1 T

9 | Assay/ KostnuecTBeHHOe onpefesieHue

Nimesulide** /Humecymuo**

Methyl salicylate** /
Memuncanuyunam**

Menthol** / Menmon**

10.2 mg/ 10,2 mr
101.6 %

101.0 mg/101,0 mr
101.0 %

50.8 mg/ 50,8 mr

9.0 to 11.0 mg of C;3H;2N20sS
(nimesulide) per 1 g of the product (90 to
110 % of label claim) / O1 9,0 no 11,0 mMr
Ci3Hi2N20sS  (numecynmua) B 1 r
npenapara (ot 90 mo 110 % or
HOMUHAJBHOTO COAEPXKaHHs)

90.0 to 110.0 mg of CsHgOs (methyl
salicylate) per 1 g of the product (90 to
110 % of label claim) / Ot 90,0 no
110,0 mr CsHsOj3 (MeTuncanuuunar) B
1 r npenapara (ot 90 1o 110 % ot
HOMMHAJIBHOTO COJIEPyKaHus)

45.0 to 55.0 mg of C oH200 (menthol) per

101.5% 1 g of the product (90 to 110 % of label
claim) / Or 45,0 a0 55,0 Mr C|0H200
(menrou) B 1 rnpenapara (ot 90 no 110 %
HOMHHAJIBHOIO COAepIKaHus)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
I pumeyanue: [TpogykTt cooTBeTcTBYET TpeboBaHusiM HJI 3axawouenune: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[ToaroToBneHo: IIposepeHo: IposepeHo (AOK): person / Onobpeno: Obecneuenve
Ashish Kumar Pravesh Rana Ajay Kumar Srivastava Kaqecrea/OTBeTcraennoe JIMLIO:
:&4‘/ . \\ \cadd A
.«o’ﬁ
Date / Date / Date / Date / M/ 2
Hara: 21.04.2026 Hara: 21.04.2026 Jara: 21.04.2026 Jlara:

gistered Cfice: 8-
Tel: 491 40 4

oad No, 3, Banjara Hills

CIN: 185

S5AP1984PLCO0ASTT
www.drreddys.com

, Hyderabad - 500024, Telangana, india
4900 mqu Email: mail@drred

{dys.com




Dr.Reddy’s ‘f:'.

CERTIFICATE OF ANALYSIS
CEPTHUOUKAT 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
Ipoaykt: Haiiz® ILmoc, rens s HapyxHoro npumenenus, 0,25 mr/r + 50 Mr/r + 100 mr/r + 10 mr/r

Market / Poinok : Russia / Poccust

Batch No. / . Batch Quantity / . 9743 units /

Cepus Ne FY260230 Pa3mep cepuu 9743 enuaun

Analytical Repovrt No./ . 040003369003 Date of Analysis / . 21.04.2026
AHaJguTHYECKHIT oTyeT Ne JaTa ananusa

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

JlaTa npon3BoacTBa T'onen no

Mfg. License No. /

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

Analysis performed according ND No / Anaaus nposeaed no H/I Ne: JITI-Ne(003312)-(PI'-RU)-021023
Artworks of primary package approved: / MakeTbl nepBHYHOM ymaKoBKH yTBeps:kaenbl: 17.04.2025
Artworks of secondary package approved: / MakeTb! BTOpHYHOH ynakoBKH yTBepxkaeHbl: 17.04.2025

PL approved: / JIB yreepxaen: 17.04.2025

Capsaicin** / Kancauyun**

Sodium benzoate / Hampus
bensoam

Buthylhydroxytoluene /
Bymunzuopoxcumonyon

0.2540 mg/ 0,2540 mr
101.6 %

0.99 mg/ 0,99 mr
98.6 %

0.40 mg/ 0,40mr
100.0 %

Page 9 of 14 / Ctp. 9 n3 14
Not less than 0.225 mg of C;3sH27NO;
(capsaicin) per 1 g of the product (not
less than 90 % of label claim) / He menee
0,225 mr C1sH27NOs3 (kancauuus) B 1 ¢
npenapata (He meree 90 % ot
HOMUHAJIBHOTO COJEpIKaHHS)

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 C;HsNaOs (natpus
6ensoart) B 1 r npenapara (He meHee 85 %
OT HOMUHAJIBHOTO COJICPKAHHMS)

Not less than 0.34 mg of CsH240
(buthylhydroxytoluene) per 1 g of the
product (Not less than 85 % of the label
claim) / He menee 0,34 mr CisH24O
(6yrunrunpoxcuronyon) B 1 r npenapara
(ne menee 85 % OT HOMHHALHOTO
COJIEPIKAHHA).

10 | Package appearance /
OnucaHHe yIaKoBKH

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/

IIpumeyanue: IIponykt cooTBeTcTBYET TpebGopanuam HJL

Conclusion : APPROVED /
3axmouedue: OJJOGPEHO

Checked by /
[Ipogepeno:
Pravesh Rana

Prepared by /
[ToaAroToBAEHO:
Ashish Kumar

ey

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

\

Approved by: Quality Assurance/Authorized
person / Ono6peno: OGecneyenue
kauecTBa/OTBETCTBEHHOE JIULIO:

(oo 1coUdw o

g )*‘\
Date / Date / Date / Date / U [/ %’V v"
Jata: 21.04.2026 Hata: 21.04.2026 Hara: 21.04.2026 Jara:
Registared Ottice: 8-2-337, Road No. 3, Banjara Hi \ Hyri( rabad - 500024, Telangana, india
Tel «81 40 4900 2900, Fax: +91 40 43C0 2999, Email: mail@drreddys.com

8518 »..w’ljgi! 'LCCO4E0T7
www. drreddys.com



Dr.Reddy’s ‘,’:‘.

CERTIFICATE OF ANALYSIS
CEPTHUOUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, 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: Haiis® Inroc, rens ans Hapy»kHoro npuMenenus, 0,25 mr/r + 50 mr/r + 100 mMr/r + 10 mr/r

Market / PoiHOK : Russia / Poccust

Batch No. / . Batch Quantity / . 9743 units /

Cepust Ne et Pazmep cepuu 9743 enyHun

Analytical Repovrt No./ . 040003369003 Date of Analysis / . 21.04.2026
AHanuTHYecKHii oTueT No Jlara ananusa

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

JlaTa npousBoacTea T'ogen n0

Mfg. License No. /

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

Analysis performed according ND No / Ananu3 nposeaer mo H/I Ne: JIIT-Ne(003312)-(PI'-RU)-021023
Artworks of primary package approved: / MakeTbl NepBHYHOI YNaKOBKH yTBep:kaenbi: 17.04.2025

Artworks of secondary package approved: / MakeTsl BTOpHYHOMN YTaKOBKH yTBepaxkaeHbl: 17.04.2025
PL approved: / JIB yrepaaen: 17.04.2025
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evident membrane and a polypropylene cap.
1 tube and a patient information leaflet in a

equipped  with a  tamper-evident
membrane and a polypropylene cap.

carton. / Tlo 100 r B Ty6y w3 |1 tubeand a patient information leaflet in

JIAMUHHUPOBAHHOT'O aNiOMHUHMA ¢ ruieyom u3 | a carton. / ITo 20 r, 50 r wuu 100 r B TyGy

[13BII, cHabxeHHyr0 MeMOpaHOW Juif | M3 JaMHWHUPOBAHHOIO  aJIOMUHMA C

KOHTPOJIS MEPBOI0 BCKPBITHSA, u | miedom w3 IIOBII, cnabxeHHyo

MOJIMIMPONMIEHOBOH Kpblikoii. ITo 1 Tybe B | MemOpaHOH nis  KOHTPOJdA  MEpPBOro

Na4yky KapTOHHYIO C JINCTKOM-BKJIabIIIEM. BCKPBITHS, 7 TOJIMNIPOTMIIEHOBO M
KPBILIKOM.

[To 1 TybGe B nNayky KapTOHHYIO C
JIMCTKOM-BKJIAIbILIEM.

11 | Labeling / MapkupoBka Complies / CooTBetcTByET

See Section 1.3.2 of Module 1 of
Registration dossier. / Cm. pazgen 1.3.2
MOJTyJisi 1 perucTpalioHHOrO JOChE.

12 | Storage conditions / YcsaoBust
XpaHeHus!

At a temperature not higher than 25 °C in consumer packaging (carton). /
TeMmneparype He Boie 25 °C B noTpeOUTENbCKON yrakoBKe (Nadyke KapTOHHOIM).

[Tpu

13 | Shelf-life (expiration date) /
Cpok rogHocTH (cpok
XpaHeHus1)

2 years. / 2 ropa.

Notes.

Remarks : The Product confirms to ND/
Ilpumeuanue: ponykr coorsercTByeT Tpeboanusm HJL

Conclusion : APPROVED /
3akaouyenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) /
[ToaroroeneHo: ITpoBepeHo: Iposepeno (AOK):
Ashish Kumar Pravesh Rana Ajay Kumar Srivastava

_por Py

Approved by: Quality Assurance/Authorized
person / Onobpeno: ObecneyeHue
kauecTBa/OTBETCTBEHHOE JIMLIO:

@;w leowiun @9/5/0‘4 "

Date / Date / Date /
Hara: 21.04.2026 Hata: 21.04.2026 Jara: 21.04.2026

Date / \J “7 %0V

JaTa:

Registered Office: 8-2-337, Road Mo, 3, Banjara
A1 40 4500 2900, Fax: +91 40 49(

CIN:

S54P1984°LCO0ART
wwwv.drreddys.com

ills, Hyderabad - 5000234, Telangana, india
99, Email: mail@drreddys.com

¥
/




Dr. Reddy's Laboratories Ltd
Formulation Unit-6

@o
9 e Vill. Khol, Nalagarh Road, Baddi,
Dr- Reddy S ‘,‘ Distt. Soian, 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 poaykr: Haiis® Ilntoc, rens ang HapyskHoro npumenenus, 0,25 mr/r + 50 mr/r + 100 mr/r + 10 mr/r

Market / PoiHok : Russia / Poccust

Batch No. / . Batch Quantity / . 9743 units /

Cepusi No P Y6020 Pasmep cepun " 9743 enunun

Analytical Repovrt No./ . 040003369003 Date of Analysis / . 21.04.2026
AHanuTHYECKNI 0TYeT No Jlata anaimnsa -
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028

JlaTa npou3BoaCTBa I'ogen go B

Mfg. License No. /

IIpon3BoacTBeHHan : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT'-RU)
auueH3nsa Ne

Analysis performed according ND No / Auaau3 nposeaen no HJ Ne: JITI-Ne(003312)-(PT-RU)-021023
Artworks of primary package approved: / MakeTbl nepBHYHOIl yaKoBKH yTBep:KaAeHbl: 17.04.2025
Artworks of secondary package approved: / MakeTbl BTOpH4HOIl yTAKOBKH yTBep:kieHsl: 17.04.2025
PL approved: / JIB yrBepxkaen: 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;3H2N»0sS (nimesulide) per 1 g of the product (95 to 110 % of label claim)

Methyl salicylate —95.0 to 110.0 mg of CsHgO3 (methyl salicylate) per 1 g of the product (95 to 110 % of label claim)
Menthol —47.5 to 55.0 mg of C10H200 (menthol) per 1 g of the product (95 to 110 % of label claim)

Capsaicin — not less than 0.2375 mg of CisH27NO; (capsaicin) per 1 g of the product (not less than 95 % of label claim)

IIpumedaHust.

* Hopma crietduKaiyu 1pH BHIMYCKe 110 NoKa3zaTento «PoacTBEHHbIE IPUMECHY!
IMpumeck C — He Gonee 0,10 %;

Ipumece D — He 6onee 0,10 %:;

EnvanuHas HenaeHTuduruuposaHHas npuMeck — He 6osee 0,10 %;

Cymma npumeceit — He Gonee 1,5 %.

** HopMa criend(HKaLWK PY BBITYCKe M0 NokazaTeo «KommuecTBeHHOE OnpeaeieHne:

Humecynun — Ot 9,5 no 11,0 mr C3H2N20sS (anumecynun) e 1 r npenapara (ot 95 10 110 oT HOMHHANBHOTO COfEPkKaHNU)
Meruncamunpnat — OT 95,0 mo 110,0 mr CsHgO; (MeTricanuuunar) B 1 r npenapara (oT 95 mo 110 % oT HOMHHaJIBHOTO COAEPXKaHUA)
Menton — Ot 47,5 no 55,0 mr CgHx0O (menton) B 1 r npenapara (ot 95 10 110 % OT HOMUHAILHOTO COAEPIKAHMUA)

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
TMpumeuanue: [poaykr coorBercTBYeT Tpeboanuam HIT 3akarwuenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[ToAroTOBIEHO: [posepeHo: Ipogsepeno (AOK): person / Onobpeno: Obecnieyenne
Ashish Kumar Pravesh Rana Ajay Kumar Srivastava kauectBa/OTBETCTBEHHOE JIHLIO:

- 2\ i (o0
Date / Date / Date / Date / 5 ) ”%’L ) e
Jara: 21.04.2026 Jara: 21.04.2026 JHara: 21.04.2026 Jara: _

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: +91 40 4500 2900, Fax: +91 40 4960 2999, Email: mail@drreddys.com
CIN: L85 1485AP1984PLCO04E07
www.drreddys.com




Dr.Reddy’s “:‘

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

Vijl. Khol, Nalagarh Road, Baddi,
Distt. Sofan, H.P, 173 205, INDIA
Tel 1 +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
Ipoayxr: Haiiz® Ilntoc, rens mig HapysxxHoro npuMenenus, 0,25 mr/r + 50 mr/r + 100 mr/r + 10 mr/r

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / . 9743 units /

Cepus No 3 M2elzil Pasmep cepuu 9743 enunun

Analytical Repovrt No./ . 040003369003 Date of Analysis / . 21.04.2026
AHaTHUTHYECKHIT oTyeT No Jata anann3a

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

JlaTa npou3BoacTBa Topen o

Mfg. License No. /

IIpousBoacTBEeHHAR : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JHieH3nsa Ne

PL approved: / JIB yreepskaen: 17.04.2025

Analysis performed according ND No / Ananans nposeaen no HA Ne: JITI-Ne(003312)-(PI'-RU)-021023
Artworks of primary package approved: / MakeTb! nepBuuYHOii yIaKoBKH yTBepxkaeHbI: 17.04.2025
Artworks of secondary package approved: / MakeTbl BTOpHYHO#H YNIaKOBKH yTBepakaeHsl: 17.04.2025
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Kancauuun — He menee 0,2375 mr CisH27NO; (kancauuui) B 1 T nipenapata (He meHee 95,0 % OT HOMHHANBHOTO COaepKaHHUs
penap P

Methyl
API name / Haumenosanme ADC: Nimesulide / Salicylate / Levomenthol / Capsaicin /
Huwmecynun Mertuncanuumna JlesomenTon Kancanuux
T
Methyl
INN / MHEH: Nimesulide / Salicylate / Levomenthol / Capsaicin /
Humecynun Meruncanuuuna JleBoMenToON Kancauumx
T
AELmnalacrives Baicii sumber MS-1A-243032-M1 | LOTU7915 | MLC-2511116 | F001-24002
Homep cepuu npoussoautens ADC:
¥ BERIUIACIIEER AP Bateli mim e FERA00718 FESA00549 FESRO1080 FESA00454
Homep cepuu ADC npoussoaurens ['JID:
Maunranam [{parc AnbTa Apopa Apomatukc dopmoza
ana Opranukce JITz., Jla6oparopuc ITeT. JIto, 2 K. M. JlabopaTopuc
IIpon3BoaCTBEHHOE Jrp, CroyH, Mopapnaban Hux, 36 yn.
noapasaeneHne Nel I'mpuBuxap, Poyn, Cambxan — | Xonunr, Jloyuy,
ﬁPI Manufacturf\dq:) g’ addreslsl &Tcounfry/ ITnowanka 1A, Kxomnosnu, JIucr. 244302 (Ytrap- Taoroan 33842,
ROMZBOANTENE » AApeC 1 cTpaHa: Vuacrok Ne 187, | Paiirag, 410203 | Tpagem), Unmns/ | Taiteans Kurait
Koprnopauus Maxapamrpa Arora Aromatics / Formosa
NPOMBIIIEHHOTO Wlrar, Ungusa/ | Pvt. Ltd., 2 K. M. Laboratories
pa3BHTHSA Alta Stone, Moradabad | Inc., 36 Hoping

Remarks : The Product confirms to ND/

IMpumeuanue: Ilpogykt cooTBeTcTBYeT TpeboBanuaM HJL

Conclusion : APPROVED /
3akawyenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[ToAroTOBIEHO: [TpoeepeHo: Ipoeepeno (AOK): person / Ono6peHo: Obecnedyenue
Ashish Kumar Pravesh Rana Ajay Kumar Srivastava kayecTBa/ OTBETCTBEHHOE JIULIO:
h SO R S S (P T L
M
Date / Date/ Date / Date / NS ZCART
Jara: 21.04.2026 Hara: 21.04.2026 Hara: 21.04.2026 Jara: 7/0

www.drreddys.com




Dr.Reddy’s €5¢

Di. Reddy's Laborateries 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 AHAJIM3A

Product : Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g
Ipoaykr: Haii3z® Ilntoc, renb miis HapyxHoro npumenenust, 0,25 mr/r + 50 mr/r + 100 mr/r + 10 mr/r

Market / Poinox : Russia / Poccus

Batch No. / . Batch Quantity / . 9743 units /

Cepusi Ne b 260230 Pasmep cepun © 9743 equHuL

Analytical Repourt No./ . 040003369003 Date of Analysis / . 21.04.2026
AHanuTHYecKuii oTueT No JlaTa ananusa

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

JlaTa npousBoacTBa Togen xo

Mfg. License No. /

IIpousBoacTBEeHHAS : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
anneH3us Ne

Analysis performed according ND No / Auaans nposeaen mo HJ/L Ne: JITI-Ne(003312)-(PI'-RU)-021023
Artworks of primary package approved: / Makers! nepBuYHOi ynakoBKH yrBepxaenbl: 17.04.2025

Artworks of secondary package approved: / MakeTs! BTOpHYHOI ynakoBKH yTBepaaeHbl: 17.04.2025
PL approved: / JIB yreepxaen: 17.04.2025
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wrata ['ymxapar,
da3za 2, Banu,
396 195, wirat
T'ymwkapar, Unans /
Mangalam Drugs &
Organics Ltd., Unit-
1, 1A Plant, Plot
No. 187, G.ID.C.,
IInd Phase, Vapi,
396 195 Gujarat,
India

Laboratories
Ltd., Girivihar,
Khopoli, Dist.
Raigad, 410203

Maharashtra

State, India

Road, Sambhal -
244302 (U. P.),
India

Street, Louchu,
Taoyuan 33842,
Taiwan, China

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

site /

HaumeHoBaHue, aapec H HOMep JHLIEH3HR
MJIOLANKH, OCYLEeCTBIIAIOLLeH
MPOM3BO/ICTBO/KOHTPOJIb KA4eCTBA/BBIMYCK

e

Dr. Reddy’s Laboratories Ltd., Formulation Unit-6, Vill. Khol, Nalagarh Road,
Baddi, Distt. Solan, H.P. 173205, India (License No MNB/05/263) /
I-p Pem’c JIaboparopuc JIta., IIpouseoacreenHoe noapaszaenenue-6, Bunm.
Kxons, Hanarapx Poyn, banan, Juctpukr Conan, X.I1., 173205, Unaus
(JTuuenzus 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/

ITIpumeuanne: [Iponykt cooTBeTcTBYeET TpeboBaHusM HJJ

Conclusion : APPROVED /
3akmwuenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IloaroToBneHo: ITpoeepeHo: ITpoeepeno (AOK): person / Onobpeno: ObecneueHue
Ashish Iﬁzrnnar Pravesh Rana Ajay Kumar Srivastava KaquTBa/OTBeTCTBenﬂoe amuo:
l 4 : ‘)V\ 1Cougwn QD
= A (K /7 £107 ov
Date / Date / Date / Date / b ,7/ @O '1/"’
Jlata: 21.04.2026 Jara: 21.04.2026 Hata: 21.04.2026 Jara:
gistered Offic , Hyderabad - 500024, Telangana, india

fice: 8-2- “’7 f\oaL No. 3, Banjara Hills
- ) 49GC 2999, Emaii: mail@dryeddys.com

CO045C




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

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

Dr.Reddy’s ‘;‘.

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
IIpoayxr: Haiiz® ITmoc, renp Ass Hapy»KHOTO MpUMeHeHHs, 0,25 mr/r + 50 mr/r + 100 mr/r + 10 mr/r

Market / Puinok : Russia / Poccus

Batch No. / . Batch Quantity / . 9743 units /

Cepus Ne V6020 Pazmep cepun * 9743 epuunn

Analytical Repovrt No./ . 040003369003 Date of Analysis / . 21.04.2026
AHanuTHyeckuii oTuer Ne Jara ananunza

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

JaTa npousBoacTsa TI'oxen no o

Mfg. License No. /

IlpousBoacTBEHHASI : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT'-RU)
JuueH3na Ne

Analysis performed according ND No / Avann3 nposeaer mo H/ Ne: JITI-Ne(003312)-(PI'-RU)-021023
Artworks of primary package approved: / MakeTsl epBHuHOIi ynakoBKH yTBepxaenni: 17.04.2025
Artworks of secondary package approved: / MakeThl BTOPHYHOH YNIaKOBKH yTBepxkaeHbl: 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».
3axaiouenue o coorBercTBum: «HacToswum 1 DOATBEPXKAALD, YTO NpHBEleHHAas Bbllle nHGOpMauus ABJSETCS JOCTOBEPHOM U
TOYHOU, DTa cepus MPOAYKIHU MPOU3BeleHa (BKJOYAs YNMaKOBKY (MapKHMPOBKY) M KOHTPOJb Kaue€CTBa) Ha BbILICYKa3aHHOM
NPOM3BOJCTBEHHOM MIoLaake (MIOLIaAKax) B IIOJHOM COOTBETCTBHU ¢ TpeboBaHuAMH [1paBun Hainexalneil Npon3BOACTBEHHOH
npaktuku EBpasuiickoro sxoHomuueckoro cotoza (No GMP/EAEU/RU/02329-2025 ot 19 ceutsbps 2025 r.) u TpeGoBaHuaMuH
KOHTPOJIsL Ka4deCTBa JIEKAPCTBEHHBIX CPEACTB, @ TakKe B COOTBETCTBHM CO crelMbHKAUMAMY, COAEPXKAIIUMUCT B
PErHCTPAllMOHHOM [IOChE CTPaHbI-MMIIOPTEpa. 3alucH MO MPOHU3BOJCTRY, YIAKOBKE W aHAIN3Y NPOBEPEHBI, M YCTAHOBJICHO MX
cooTBeTcTBHe TpeboBanusam [Ipasun Hapnexaleit NPOW3BOACTBEHHON MPakTHKK EBpa3zniickoro 3KOHOMUYECKOr0 CO03ay,

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: Ipoaykr cootBercTByeT TpebopanusM HJI 3akmwyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized
TNogroroBneHo: IIpoBepeHo: Ipoeepero (AOK): person / Onobpeno: ObecneyeHue
Ashish Kumar Pravesh Rana Ajay Kumar Srivastava kauectBa/OTBETCTBEHHOE JIULIO:
: g ] [ ]

g N\ fateondm 5 g)
Date / Date / Date / Date / Q)?')f ")/;;b’\/b
Jlata: 21.04.2026 Hara: 21.04.2026 JHara: 21.04.2026 Jlata T

Kegistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CiN: LS5195AP1984PLC004507

www.drreddys.com






