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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g
Ipoayxr: Haitz® [Liroc, rens ans HapykHoro npumenenus, 0,25 mr/r + 50 mr/r + 100 mr/r + 10 mr/r

Market / PoiHok : Russia/ Poccus
Batch No. / . Batch Quantity / . 9842 units /
Cepus Ne t Vagliodd Pazmep cepun " 9842 eanHui

Analytical Report No. /

. : 040003400544
AHaJIMTHYECKHI oTyeT Ne

Jarta aHanusa

Date of Analysis /

1 26.05.2026

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

JlaTa nponsBoacTBa TogeH no

Mfg. License No. /

IIpou3BoaCTREHHAA : MNB/05/263 MA number: / Homep PY : JIII-N2(003312)-(PT-RU)

Junen3us Ne

Analysis performed according ND No / Anaaus nposeaen no H/L Ne: JIII-Ne(003312)-(PI'-RU)-021023
Artworks of primary package approved: / MakeTbl nepBHYHOH ynakoBKH yTBepaaeHbl: 17.04.2025
Artworks of secondary package approved: / MakeTbl BTOpH4YHOIi yNaKoBKH yTBepxkaeHbl: 17.04.2025

PL approved: / JIB yrsep:xaen: 17.04.2025

Page 1 0of 14/ Crp. 1 u3 14

Ne Test / Hoxa3zaTeanb

Result / PesyabTaThl

Specification / Hopma

1 | Appearance / Ouucanue

White gel of homogeneous consistency with a

characteristic odor. / Iens 6enoro
O/IHOPOJHOHM  KOHCUCTCHLMH C
3aMaxom.

XapaKTepHbeIM

White to off-white gel of homogeneous
consistency with a characteristic odor. /
Iens Gesioro wnu noytu 6Genoro 1Bera
OIHOPOOHOMN KOHCUCTEHUUHU c
XapaKTEPHBIM 3alIaXOM.

uBera

2 | Identification/ UpenTnduxanus

2a | By HPLC / BOXKX

- Nimesulide | Humecynuo

Complies as prescribed /

CoorsetcTByeT TpeGoBaHUAM

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 HCOBITYEMOTO
pacTBOpa, [OTyYEHHOTO [IPH (1POBEAECHNUH

WCIIbITaHUA «KonuuectBeHHoe
ornpeaeseHue. Humecynun U
METHJICATMLIHIATY, JIOJDKEH
0OHapyKMBaThCA THK,
COOTBETCTRYIOLINH no BpPEMEHH

Remarks : The Product confirms to ND/

ITpumeuanne: Ilponyxt cooTBercTByeT Tpebopanuam HL

Conclusion : APPROVED /
3akayenue: OJJOGPEHO

Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized
IonrorosneHo: IposepeHo: IIposepeno (AOK): person / OnobpeHo: OGecneuenue
Yogesh Chuahn | Rama Kant + Amit Kumar kavecTBa/OTBETCTBEHHOE NULIO:
/ W /\r-j/ Lduw ,( C A‘@WLAL
Date / i Date/ Date / Date / Pl ’Vﬂ/e
Jlata: 27.05.2026 Jlata: 27.05.2026 Jlata: 27.05.2026 Jlara: LYo 8

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2995, 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
Ilpoayxr: Haiiz® ITnroc, renb uis HApYKHOTO npumeHeHns, 0,25 mMr/r + 50 mr/r + 100 mr/r + 10 mr/r

Market / PoiHoK : Russia/ Poccus

Batch No. / . Batch Quantity / . 9842 units /

Cepus Ne F V260541 Pazmep cepun " 9842 enunuy

Analytical Repo:‘t No./ . 040003400544 Date of Analysis / . 26.05.2026
AHanuTHYecKHi oTyeT Ne JlaTa ananusa

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

JlaTa npousBoacTaa T'ogen no

Mfg. License No. /

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

auuensus Ne

Analysis performed according ND No / Ananans nposeaen mo H/{ Ne: JIIT-Ne(003312)-(PI'-RU)-021023
Artworks of primary package approved: / MakeTbl nepBH4HO# ynaKkoBKH yTBepxaenbi: 17.04.2025

Artworks of secondary package approved: / Makerbl BTOpH4HOIi yIaKOBKH yTBepxaeHbl: 17.04.2025
PL approved: / JIB yreep:xaen: 17.04.2025

Page 2 of 14 / Ctp. 2 u3 14

YACPXKUBAHUA TMHUKY HUMECYJIHNa Ha
XpoMarorpaMmMe CTaHAapTHOI'O pacTeBopa.

- Methyl salicylate /
Memuncanuyunam

Complies as prescribed /

CootBeTcTBYET TpeOOBaHMSM

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 HCTEITYEMOTO
pacTBopa, MONy4EHHOrO [IPU NMPOBENCHUN
HCTIBITaHUS «KonuuecreeHnoe
onpeneneHue. Humecynun %1
METHUJICAIMIIUAIIATY, JIOJDKEH
06GHapy>KUBaTbCS IHK,
COOTBETCTBYIOLIUH mno BpEMEHU
yIepKUBaHHA MUKY METH/ICATULIMIATA HA
XpoMaTorpaMMe CTaHAAPTHOTO PacTBOPA.

Menthol / Meumon

Complies as prescribed /

CooTBeTCTBYET TpeOOBAaHUAM

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

Remarks : The Product confirms to ND/
IIpumeuanne: Ilpoaykt cooTBeTcTByeT Tpebopanusim HJ{

Conclusion : APPROVED /
3aknwuenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IoxroroneHo: IIpoBepeHo: IIpoeepeno (AOK): person / OnobpeHo: Obecneyenue
Yogesh Chuahn " Rama Kant _Q.. Amit Kum kavectBa/OTBETCTBEHHOE JIULIO:
o UL/ = Lot Buwtpg_
Date / Date / Date / Date / VY
Jara: 27.05.2026 Jara: 27.05.2026 Jara: 27.05.2026 Jara: ’}’76§ oo

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.co

CIN: L85195AP1984PLCO0A507
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
Tei ;: +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
IMpoayxT: Haiis® [Lioc, reae ans HapyxHoro npumenenus, 0,25 mr/r + 50 mr/r + 100 mr/r + 10 Mr/r

Market / Puinok

: Russia / Poccus

Batch No. / " Batch Quantity / . 9842 units /
Cepuna Ne ¥ Yaeloal Pazmep cepun " 9842 exyHu
Analytical Repourt No./ © 040003400544 Date of Analysis / . 26.05.2026
AHANUTHYECKHI o0TuYeT Ne JlaTta anananza

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

Jara npousBoacTsa

Toxen xo

Mfg. License No. /
IpoussoacTeeHHas
auuensns Ne

: MNB/05/263

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

Analysis performed according ND No / Auanus nposeaen no H/ Ne: JITI-Ne(003312)-(PI'-RU)-021023
Artworks of primary package approved: / MakeTbl nepBu4HOii ynakoBKHU yTBepxkaeHsl: 17.04.2025
Artworks of secondary package approved: / MakeTbl BTOpHYHOH yNaKOBKR yTBepxkAeHbl: 17.04.2025

PL approved: / JIB yreepxaen: 17.04.2025
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Ha XpoMaTorpaMmme HCIIBITYEMOTO
pacTBopa, NMoJIy4Y€HHOrO Nnpy NpoBeACHHUU

MCTIBITaHuUs! «Konnuecteeuroe
omnpenescHue. Meuron», JIOJKEH
obGHapy>KHBAThCs UK,
COOTBETCTBYIOI Ui no BpEMEHH

yOEpXKHMBaHMA  MNUKY  MeHToJa  Ha
XpOMaTOTrpaMMe CTaHAAPTHOrO pacTBopa.

- Capsaicin / Kancauyun

Complies as prescribed /
CoorsetcTByeT TpeGOBaHHUAM

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 HCIBITYEMOro pacTBopa,

TNONY4EHHOTO npu TNPOBENEHHH
HCIIBITaHUA «KonnuecteeHHOE
onpenenenue. KancamumH U  Harpus

6eH30aT», No/DKEH 0OHAPYKHUBATLCS MUK,
COOTBETCTBYIOLI M no BpEMEHU
YOEPXKHBAHUS TNMKY KamncaulliHa Ha
XpoMaTorpaMMe CTaHAapTHOT'O pacTBopa.

Remarks : The Product confirms to ND/

Ipameuanue: IIpoaykT cooTBeTcTBYeET TpeboBanusaM HJL

Conclusion : APPROVED /
3akawuenune: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IloaroToBneHo: Ipoeepeno: ITposepeno (AOK): person / OpobpeHo: OGecnieyenne
Yogesh Chuahn Rama Kant Amit Kumar kauecTBa/ OTBETCTBEHHOE JIULO:
W ﬁ«-’\ QUL aMPr
\ — i ad
Date / Date / Date Date / > —
Hara: 27.05.2026 Hara: 27.05.2026 Jara: 27.05.2026 Hara: 2705 pLs

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, 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

CEPTUOHKAT 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
IMpoayxt: Haiiz® Ilnroc, resb [ Hapy»KHOro npuMeHenus, 0,25 mr/r + 50 mr/r + 100 mr/r + 10 mr/r

Market / Poinox : Russia / Poccus

Batch No. / - Batch Quantity / . 9842 units /

Cepus Ne * V260341 Pasmep cepuu ' 9842 enuHuLL

Analytical Repovrt No./ . 040003400544 Date of Analysis / . 26.05.2026
AHannTnueckuii oTuer Ne JlaTa ananu3a

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

JaTta npon3BojacTBa T'ogeH o

Mifg. License No. /

IIpousBoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
anueH3us Ne

Analysis performed according ND No / Anaans nposeaed no HJ Ne: JITI-Ne(003312)-(PT-RU)-021023
Artworks of primary package approved: / MakeTsl nepBHYHOI yNaKOBKH yTBepKaAeHbI: 17.04.2025

Artworks of secondary package approved: / MakeTbl BTOPHYHOH YNaKOBKH yTBepaxaeHbl: 17.04.2025
PL approved: / JIB yrBepxkaen: 17.04.2025

Page 4 of 14/ Ctp. 4 u3 14

2b

By HPLC (PDA) / B2XKX ¢ 0uo0Ho-mampuiHsIM OemeKmopom

- Nimesulide / Humecynuo

Complies as prescribed /
CoOTBETCTBYET TPEOOBAHUIM

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

solution  chromatogram. /  Cnektp
MOTJIOLIEHHUS! MHMKA HUMECYJMAa Ha
XpoMaTorpamMMe HCIBITYEMOro pacTBOpa,
TIOJTY4E€HHOTO npu NpPOBEACHUH
HCIIBITAHUS! «KonunuectBeHHoe
onpejesieHuE. Huwmecynun u
METHJICATULIUIIATY), JOJDKEH

COOTBETCTBOBATH CIMEKTPY MOIJIOMEHUS
NMUKa HUMeECYJMAa Ha XpoMaTorpamme
CTaHIAPTHOTO PacTBoOpa.

- Methyl salicylate /
Memuncanuyunam

Complies as prescribed /
CootBercTBYeT TPEOOBAHHAM

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/
Ipumeuanne: [Ipoaykt coorBeTcTByeT Tpeboanusam HJL

Conclusion : APPROVED /
Jakawyenne: OJJOGPEHO

Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized
Ilogroroseno: v IlpoBepeHo: ITpoeepeHo (AOK): person / Ono6peno: ObecneyeHue
Yogesh Chuahl/ Rama Kant _&_ Amit Kumar Ka‘{eCTBa/é(iTB:i}‘Z)TBeHHOG JIMLO:
B A
Date / Date/ Date / Date / ()/:-7/'5;; on G
Jara: 27.05.2026 Hara: 27.05.2026 Hara: 27.05.2026 Jara:

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: L85195AP1984PLCO04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

@ , :
? o] &8] Formulation Unit-6
Dr.Red dy S ‘_0 Vill. Khol, Nalagarh Road, Baddi
Distt. Solan, H.P, 173 205, INDIA

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

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIUM3A

Product : Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g
IIpoaykr: Haiiz® ILmoc, reab anis Hapy»KHOro npumeHenus, 0,25 mr/r + 50 mr/r + 100 mr/r + 10 mr/r

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / . 9842 units /

Cepusi Ne 8 A6 Pa3mep cepun " 9842 enunnig

Analytical Repovrt No./ . 040003400544 Date of Analysis / . 26.05.2026
AHajquTuueckHuii oryer No JlaTa ananuza

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

JlaTta npon3BoACTBa T'ogen no

Mfg. License No. /

IIpousBoacTBeHHAR : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
JHLeH3usa Ne

Analysis performed according ND No / Avanns nposeaen no HJI Ne: JITI-Ne(003312)-(PI'-RU)-021023
Artworks of primary package approved: / MakeTsl NepBH4HOI YTaKOBKH yTBepxkaeHbl: 17.04.2025
Artworks of secondary package approved: / MakeTbl BTOPHYHOH yNmaKOBKH yTBepxaeHbl: 17.04.2025
PL approved: / JIB yrBep:aen: 17.04.2025

Page 5of 14/ Ctp.5u3 14

chromatogram. / CrekTp norioueHus
MHKa METHJICATULKIaTa Ha
XpOMaTorpamMme UCIBITYEMOI'O PacTBOpa,
MOJIyYEHHOTO npu NPOBEJIEHUH
UCTIBITAHUS «KonuuecTBeHnoe
onpenecieHHE. Humecynup u
METHIICATTULIUIIATY), JI0JIKEH
COOTBETCTBOBATb CMEKTPY MNOTJIOLIEHUS
nukKa MeTHICANTUIIMIaTa Ha
XpoMaTorpamme CTaHAApTHOTO pacTBoOpa.

- 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. / CrekTp norjoueHus
NMKa KancaulyHa Ha XpoMarorpamme
UCIBITYEMOTO  pacTBOpa, MNOJIyYEHHOTO
npu MpOBECHUH UCTIBITAHKS
«KonyecteenHoe onpeeseHue.
KancauuiyH u Hatpus 6eH30aT»), NOJHKEH
COOTBETCTBOBATH CIIEKTPY MOIJIOWIEHHS

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: IIpoaykT coorBercTBYeT TpeGoranuam HJ 3axmoyenne: OJJOGPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
Iloarorosneno: IIposepeHo: ITpoeepeno (AOK): person / Ono6peno: O6ecneyerue
Yogesh Chuahn -Rama Kant e,_ Amit Kum kauecTBa/OTBETCTBEHHOE JIHLIO:
—N 1 .
o e e s " o
Date / Date / Date/ Date / s _4 HET f},(’ﬂ,é,
JHara: 27.05.2026 Jara: 27.05.2026 Hara: 27.05.2026 Hara: 9/

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +#91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIU3A

Product : Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g
Ilpoayxr: Haitz® Imoc, resp s HapyKHOro npumeredus, 0,25 mr/r + 50 mr/r + 100 mr/r + 10 mr/r

Market / PeiHok : Russia/ Pocens

Batch No. / . Batch Quantity / . 9842 units /

Cepus Ne V260341 Pazmep cepun " 9842 equuny

Analytical Repovrt No. / . 040003400544 Date of Analysis / . 26.05.2026
AHaJiuTHYeCKH I oTueT No JlaTa ananusa

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

JlaTa npou3BoJcTBa Toaen go

Mfg. License No. /

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

JuneH3ua Ne

Analysis performed according ND No / Ananus nposeaen no H/1 Ne: JITI-Ne(003312)-(PI'-RU)-021023
Artworks of primary package approved: / MakeTbl mepBHYHOi YIaKOBKH YTBepskAeHbl: 17.04.2025
Artworks of secondary package approved: / MakeTbl BTOpM4HO# yIaKoBKH yTBepxkaeHnbl: 17.04.2025

PL approved: / JIB yrBepxaen: 17.04.2025
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MUKa KamcaulMHa Ha XpoMaTorpamme
CTaHAAPTHOrO pacTBOpa.

2¢ | By TLC/TCX

- Menthol / Mernmon

Complies as prescribed / The position of the main spot in the test
CooTBeTcTBYET TpeOOBaAHHAM solution chromatogram shall correspond
to that of the main spot in menthol

reference standard solution

chromatogram. / OcHOBHOE TATHO Ha
XpOMaTOrpaMMe WCIILITYEMOrO PacTBOpa
10 TIOJIOXKEHUIO JIO/DKHO COOTBETCTBOBATE
OCHOBHOMY MATHY Ha XpoMarorpamme

pacTBOpa CTaHAapTHOro ob6pasua
MEHTOJIA.

3 |Weight of package contents / 100 g/100r According to requirement / B

Macca coaepRUMOro ynakoBKH COOTBETCTBHH C TPEGOBAaHUAMH

4 | pH/pH 5.0 4.0 to 6.0 (for 1.0 % aqueous solution) /
Ot 4,0 10 6,0 (115 1,0 % BonHOTO
pacTBopa)

5 | Viscosity / BaskocTb 256380 cP /256380 cIl 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 /
IIpumeuanne: ITpoaykt cooTBeTcTBYET TpeboBanuim HJI 3axawyenne: OJJOGPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IToprorosneno:  ITposepeno: Tlpoeepeno (AOK): person / Opo6peno: O6ecneueHue
Yogesh Chuahn ’| Rama Kant Amit Kumar kavyectBa/OTBETCTBEHHOE JIULLO:

/ @\u{ \P&‘"/ /\_/\ UM Lr/f_uw (.

: #= s
Date / v Date / Date / Date / 100 G
Hara: 27.05.2026 Jlara: 27.05.2026 Jara: 27.05.2026 Hara: ()/r-)@( M

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2500, 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

CEPTUOUKAT AHAJIM3A

Product : Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g
Ipoayxr: Haiizs® Ilmoc, reas uist HapyskHOro npuMereHus, 0,25 mr/r + 50 mr/r + 100 Mr/r + 10 mr/r

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / . 9842 units/

Cepus Ne ¢ Y26054d Paszmep cepun " 9842 enunnu

Analytical Repo:‘t No./ . 040003400544 Date of Analysis / . 26.05.2026
AHanuTHyecKHii oTuer No JaTta anaauza

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

JlaTa npou3BOACTBA T'ogen ao

Mfg. License No. /

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

JanueH3usa Ne

Analysis performed according ND No / Anaaus nposeaen mo H/L Ne: JITI-Ne(003312)-(PI'-RU)-021023
Artworks of primary package approved: / MakeTsl nepBHYHONH yNaKkoBKH yTBepsaAeHbl: 17.04.2025
Artworks of secondary package approved: / MakeTbl BTOpH4HOIl ymakoBky yTBepaxaeHbl: 17.04.2025

PL approved: / JIB yreepxaen: 17.04.2025
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6 | Particle size / Pazmep yacTun

25 pm /25 Mkm

Not more than 50 pm / He 6onee 50 MM

7 | Related Substances / PoacTBeHnHble npumecu®

Impurity C / ITpumecs C

0.05 %

Not more than 0.2 % / He Gonee 0,2 %

Impurity D / ITpumecs D

Not detected / He oGHapyxeHa

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

Any single unidentified impurity /
Enunuunas
HeuneHTHGULMpoBaHHAS
npuMech

Below LOQ (LOQ = 0.0392 %) / Huxe npenena
konudecrBenHoro onpenencHus (ITKO = 0.0392 %)

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

Total impurities / Cymma
npuMecei

0.0456 %

Not more than 1.5 % / ne 6onee 1,5 %

8 |Microbial purity / Mukpo0uoaoruueckas HHCTOTA

Total viable aerobic count /
OO6mee KOJIHY4ECTBO
JKM3HECTIOCOOHBIX a3poOHBIX
MHKpPOOpPTraHU3MOB

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

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

Total combined yeast and mold
count / Obimee yucno
JPOOKEBBIX M TUIECHEBBIX
rpubos

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

Not more than 10 CFU/g /
He Gonee 10 KOE/r

Remarks : The Product confirms to ND/

Ipumveuanne: ITpogykr coorBercTByeT Tpeboanuam HJL

Conclusion : APPROVED /
3akaodenune: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized
IToAroTOBNEHO: IIpoBepeHo: Ilposepeno (AOK): person / Opobpeno: Obecneuenne
Yogesh Chuahn Rama Kant ﬁ. Amit Kumar kauecTBa/OTBETCTBEHHOE JIUIO:

@AUI/ % Lo /QurvtAL Lty
Date / Date / Date / Date/  _CV7|
Hara: 27.05.2026 Hara: 27.05.2026 Hata: 27.05.2026 JHara: ()/")/Dg/}/é—%

Registered Office: 8-2-337, Rcad No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

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

Viil, 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: Hait3® [Lnroc, reab aist HapyxHoro npumerenus, 0,25 mr/r + 50 mr/r + 100 mr/r + 10 mr/r

Market / PoiHoK : Russia/ Poccust

Batch No. / . Batch Quantity / . 9842 units /

Cepns Ne ? ¥2elodl Pa3mep cepun * 9842 enunuin

Analytical Repovrt No./ . 040003400544 Date of Analysis / . 26.05.2026
AHANUTHYECKHIT oTueT No JlaTa aHaJin3a

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

JlaTa npou3BoACTBa T'ogen o

Mfg. License No. /

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

Analysis performed according ND No / Ananus nposenen mo H/L Ne: JIII-Ne(003312)-(PI'-RU)-021023
Artworks of primary package approved: / MakeTbl nepBH4HOI YNaKoBKH yTBepxkaeHbl: 17.04.2025
Artworks of secondary package approved: / MakeTbl BTOpHYHOI yIaKOBKH yTBepskaeHbl: 17.04.2025

PL approved: / JIB yrBepuxaen: 17.04.2025

Page 8 of 14/ Crp. 8 u3 14

Pseudomonas aeruginosa

Absent in 1 g/ OrcyrctByerB 1 r

Absentin 1 g/ Orcyrcteue B 1 1

Staphylococcus aureus

Absent in 1 g/ OrcytctByerB 1T

Absent in 1 g/ OrcyTctBre B 1 1

9 | Assay/ KonuyecTBeHHO€e onpeeneHue

Nimesulide** /Humecynuo**

10.1 mg/ 10,1 mMr
100.8 %

9.0 to 11.0 mg of C;3Hi2N20sS
(nimesulide) per 1 g of the product (90 to
110 % of label claim) / Ot 9,0 o 11,0 Mr
Ci3Hi2N2OsS  (uumecynun) B 1 1
npenapata (ot 90 mo 110 % ot
HOMHUHAIBHOTO COAEpKanus)

Methyl salicylate** /
Memuncanuyunam™**

100.8 mg/100,8 mr
100.8 %

90.0 to 110.0 mg of CgHgO3 (methyl
salicylate) per 1 g of the product (90 to
110 % of label claim) / Ot 90,0 no
110,0 mr CsH3O3 (MeTuncanuuunar) B
1 r npenapara (ot 90 no 110 % ot
HOMMHAJIBHOTO COJIepKaHUs)

Menthol** / Menmon**

50.5 mg/ 50,5 mr
101.0 %

45.0 to 55.0 mg of CyoH200 (menthol) per
1 g of the product (90 to 110 % of label
claim) / Or 45,0 no 55,0 mr C;oHx0O
(menToun) B 1 r npenapara (ot 90 no 110 %
HOMHHAJIEHOTO COJepIKaHUs)

Remarks : The Product confirms to ND/

IIpumeuanne: [Ipoaykt cooTBeTCTBYET TpeOopanmsiM HJL

Conclusion : APPROVED /
3akawdenue: OJJOBPEHO

Prepared by /
IloaroTosieHo:

Checked by /
IposepeHo:

Yogesh Chuahn "’Rama Kant q_\
o A

Checked by (AQA) /

ITposepeno (AOK):

Amit Kumar
fs

—

Approved by: Quality Assurance/Authorized

person / Onobpeno: Obecneyenue
Ka‘leCTBa/OTBCTCTBeHHOC JIMIO:

CUNIL BRI

Date / Date / \
Hara: 27.05.2026

Hara: 27.05.2026

Date /

JHara: 27.05.2026

4o
Date / /‘(l (_)//Og:/o;\alg

JHara:

Registered Office: 8-2-337, Road No. 3, Banjara Hiiis, 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® Ilmoc, renb [ist Hapy)KHOro npuMeHeH s, 0,25 mr/r + 50 mr/r + 100 mr/r + 10 mr/r

Market / PriHok : Russia / Poccus

Batch No./ . Batch Quantity / . 9842 units/

Cepus Ne b Vel Pasmep cepun * 9842 enuvnu

Analytical Repourt No./ . 040003400544 Date of Analysis / . 26.05.2026
AHaJHTHYECKHIT oT4eT No Jara anaansza

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

JlaTa npou3BOACTBA T'onen go

Mfg. License No. /

IlpouszsoacTBeHHAS : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
nuueH3susa Ne

Analysis performed according ND No / Anaaus nposeaen no H/I Ne: JITI-Ne(003312)-(PI'-RU)-021023
Artworks of primary package approved: / MakeTbl nepBHYHOH yNaKOBKH yTBep:KAeHbl: 17.04.2025
Artworks of secondary package approved: / MakeTsl BTOPHYHOMN yNaKoBKHM yTBepx/aeHbl: 17.04.2025

PL approved: / JIB yrBepaxaen: 17.04.2025
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Capsaicin** / Kancauyun **

0.2464 mg/ 0,2464 mr
98.6 %

Not less than 0.225 mg of CisH27NO;3
(capsaicin) per 1 g of the product (not
less than 90 % of label claim) / He menee
0,225 mr C 3H27NO;3 (karicanuyn) B 1 r
npenapara (He meHee 90 % ot
HOMHHAJILHOTO COIEPIKaHH)

Sodium benzoate / Hampus
bensoam

0.96 mg/ 0,96 mr
96.0 %

Not less than 0.85 mg of C;HsNaO»
(sodium benzoate) per 1 g of the product
(not less than 85 % of the label claim) /
He menee 0,85 mr C7HsNaO» (daTpust
6ensoar) B 1 r npenapara (He meHee 85 %
OT HOMHHAJILHOTO COAEPKAHMU)

Buthylhydroxytoluene /
Bymunzuopoxcumonyon

0.40 mg / 0,40Mr
101.0 %

Not less than 0.34 mg of C,sH24O
(buthylhydroxytoluene) per 1 g of the
product (Not less than 85 % of the label
claim) / He menee 0,34 mr C;sH240
(6yTunruapokcutonyod) B 1 r npenapara
(1e MeHee 85 % OT HOMHHAIBHOTO
COZlEPIKAHUS).

10 | Package appearance /

OnucaHue ymakoBKH

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/

IIpumeuanne: IponykT coorercTByeT TpeboBanusam HJJ

Conclusion : APPROVED /
3aksmouenue: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized
IloarotoBneHo: 7 [Tpoeepeno: ITpoBepeno (AOK): person / OpobpeHo: Obecneyenue
Yogesh Chuahn / "Rama t W Amit Kumar kauecTBa/OTBETCTBEHHOE JIULIO:
} s —/l) 35
72O N e B M 5 el
Date / - Date / ' Date/ Date / /‘7/'05' N &
Hata: 27.05.2026 Hara: 27.05.2026 Hara: 27.05.2026 Hara: %

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, 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

CEPTUOUKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tei : +91 98166 56001-02
www.drreddys.corn

Product : Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g
Ipoayxr: Haiiz® Intoc, renb Ais HapykHoOro npumenenus, 0,25 mr/r + 50 mr/r + 100 mr/r + 10 mr/r

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / . 9842 units/

Cepusi Ne F V260341 Pasmep cepuu 9842 equnuu

Analytical Repourt No./ . 040003400544 Date of Analysis / . 26.05.2026
AHanuTHyecKuH oTyeT Ne JlaTta ananu3a

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

JlaTa npou3BoAcTBA I'omen g0

Mfg. License No. /

IIpoussoacTBeHHas : MNNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT'-RU)
Junensus Ne

Analysis performed according ND No / Anaaus nposeaen o HJ Ne: JITI-Ne(003312)-(PT'-RU)-021023
Artworks of primary package approved: / MakeTbl NepBH4HOH YNaKoBKH yTBep:kAeHbl: 17.04.2025

Artworks of secondary package approved: / MakeTsl BTOPHYHOIf YIaKOBKH yTBep:aeHbl: 17.04.2025
PL approved: / JIB yrBepaxaen: 17.04.2025
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evident membrane and a polypropylene cap.
1 tube and a patient information leaflet in a

carton. / Ilo 100 r B 1y0y w3
JIAMUHUPOBAHHOTO AIOMHHMS C ILICHOM U3
[I9BI1, cHaOxeHHyl0 MeMmOpaHOH s
KOHTpOJIS Nepeoro BCKPBITHS, H

nojunponuieHoBoi kpeimkoi. I[To 1 Ty6e B
rayky KapTOHHYIO C JIICTKOM-BKJIA/IbILLIEM.

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 TYy6Yy
M3 JIAMMHHPOBAHHOTO  QJIFOMHHHUSL  C
miedyom w3 TIOBIL,  cHabGxeHHyO
MeMOpaHO# [UI1  KOHTPONA  [EPBOrO
BCKPBITHS, " TOJTUTIPOTIUIIEHOBO
KPBILLKO}.

Ilo 1 Ty6e B Dauky KapTOHHYWO ¢
JIMCTKOM-BKJIQJIbILLIEM.

11 | Labeling / MapkupoBka

Complies / CoorseTcTBYET

See Section 1.3.2 of Module 1 of
Registration dossier. / Cwm. pasgen 1.3.2
Moayss 1 perucTpalioHHOTO HOCKE.

12 | Storage conditions / YciaoBus

At a temperature not higher than 25 °C in consumer packaging (carton). /

Ipu

XpaHeHHs TeMmnepaTtype He Bbillie 25 °C B MOTpeOUTENBCKOH YIIaKoBKe (M1a4Ke KapTOHHOM).
13 | Shelf-life (expiration date) / 2 years. / 2 ropa.
Cpox rogHoctu (cpok
XpaHeHHs)
Notes.

Remarks : The Product confirms to ND/

ITpumeuanue: Ilpoaykr cooTBeTCTBYET TpeboBanusaM HJJ

Conclusion : APPROVED /
3axawvenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized
IToarotosneno: IporepeHo: Iposepeno (AOK): person / OnobpeHo: Obecneuenue
Yogesh Chuahn “Rama Kant Amit Kumgar kayecTBa/OTBETCTBEHHOE JIMLO:
/ @A@ o Oy pren (,1 jaVaca § Y ZA
= I\ Date / Date / =7 N
Date / Date ate ate 5
Hara: 27.05.2026 Jara: 27.05.2026 Hara: 27.05.2026 Hara: c)()/bg %

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2500, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

De : :
) © Formulation Unit-6
DI'. Reddy S ". Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g
IIpoayxr: Haiiz® I[Titoc, resb uta Hapy:KHOro npumerenns, 0,25 mr/r + 50 mr/r + 100 mr/r + 10 Mr/r

Market / PriHok : Russia / Poccus

Batch No. / . Batch Quantity / . 9842 units /

Cepus Ne F V260341 Pasmep cepuu 9842 enunun

Analytical Repourt No./ . 040003400544 Date of Analysis / . 26.05.2026
AnaauTuyeckuii oTuer Ne JlaTta anaau3za

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

JlaTa npon3BoacTBa I'oaen a0

Mfg. License No. /

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

Analysis performed according ND No / Ananu3 nposeaen no H/1 Ne: JIIT-Ne(003312)-(PI'-RU)-021023
Artworks of primary package approved: / MakeTbl NepBH4YHOH YNaKkoBKH yTBep:aeHbl: 17.04.2025
Artworks of secondary package approved: / MakeTbl BTOPHYHOIi YTaKOBKH yTBepaxkaenni: 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 Cy3H2N20sS (nimesulide) per 1 g of the product (95 to 110 % of label claim)

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

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

[TpuMeyaHus.

* Hopma crieurduKalyy npy BbIMYCKe MO noka3areto « PoACTBEHHbIE MPUMECH»:
[Ipumecs C — He 6onee 0,10 %;

ITpumeck D — ne Gonee 0,10 %;

EnunnuHas HeuneHTHuumporaHHas npuMecs — He G6oinee 0,10 %;

Cymma npumeceit — He Gonee 1,5 %.

** Hopma cneuudukaliy Mpy BHIMycKe No noka3zartemo «KoluuecTBeHHOE OnpeacieHne»:

Humecynun — Ot 9,5 no 11,0 mr Ci3H2N2OsS (Humecysun) B 1 r npenapara (oT 95 no 110 0T HOMHHAJIBHOTO cOACpPIKaHM)
Metuncanuumunar — Ot 95,0 no 110,0 mr CgHsOj3 (MeTuncanuuunar) B 1 r npenapara (o1 95 10 110 % 0T HOMHHANBLHOTO CONEPIKAHUS)
Mewntos — Ot 47,5 mo 55,0 Mr CioHa0O (Menton) B 1 r npenapara (ot 95 1o 110 % or HOMMHaIBHOI'O CoAepXAHUT)

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: [Ipoaykt cooTeTcTBYeT TpeboBanusm HJJ 3axnouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized
IToarororieHo: IIposepeHo: IIpoeepeno (AOK): person / Ono6peno: O6ecneueHne
Yogesh Chuahn Rama K Amit Kumar kauecTBa/OTBETCTBEHHOE JIMLO:
2l Bt - Lo FUMPL_
L
Date / Date / ' Date/ Date / e el ¥
Jara: 27.05.2026 Jara: 27.05.2026 Hara: 27.05.2026 Jara: 2/% gfa‘\m

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

CEPTUOHUKAT AHAJIM3A

Product : Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g
Ipoaykr: Haiis® [ioc, reas a1 HapyxHoro npuMenenus, 0,25 mr/r + 50 mr/r + 100 mr/r + 10 mr/r

Market / Prinok : Russia / Poccust

Batch No. / : Batch Quantity / . 9842 units /

Cepusi Ne b V2oRAL Pazmep cepun * 9842 enuHuL

Analytical Repovrt No./ . 040003400544 Date of Analysis / . 26.05.2026
AHanuTHYECKHIT oTHeT Ne JaTta anajiusa

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

Jarta npousBoacTsa Togen xo

Mfg. License No. /

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

PL approved: / JIB yrepaaen: 17.04.2025

Analysis performed according ND No / Ananu3 nposeaen mo H/L Ne: JITI-Ne(003312)-(PI'-RU)-021023
Artworks of primary package approved: / MakeTbl nepBH4HO# YNaKOBKH yTBep:KaeHb1: 17.04.2025
Artworks of secondary package approved: / MakeTbl BTOpHYHOIi YNakoBkH yTBepiaenbl: 17.04.2025
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Kancanuun — He menee 0,2375 mr Ci3H27NO;3 (kancauuun) B 1 r npenapara (He menee 95,0 % OT HOMMHAIBHOTO COAEPKAHUSA)

Methyl
AP name FHEnmeomeAD S Nimesulide / Salicylate / Levomenthol / Capsaicin /
Humecynun Meruncanuuuna JleBomeHTON Kancanunx
T
Methyl
INN / MEH: Nimesulide / Salicylate / Levomenthol / Capsaicin /
Humecynun Metuncanuumna JleBoMeHTON Kancauuux
T
e i T MS-1A-243032-M1 | LOT U 7915 MLC-0040126 F001-24002
Homep cepuun npousBoantess ADC:
T RIS EnE DT I ol P FERA00718 FESA00549 FETR00179 FESA00534
Howmep cepun A®@C npouspoantens [JIdD:
Masnranam [parc Anbta Apopa Apomartukc dopmoza
sHp Opraumkc JItn., |  JlaGoparopuc Ier. JItn, 2 K. M. JIaGoparopuc
IlpouzBoacTBeHHOE JItn, CroyH, Mopanaban HHk, 36 yn.
APT Mamutactured by, adfivess & countey) noIzEIpas}lenelelle Nel KXanHanap, P;)yu, C23M6X3J'1 — | Xonunr, Jloyuy,
Ipowssomurems ADC, sapee H crpans: nomaaka 1A, omnoJji, Jlucr. 44302 (Yrrap- Taoran 33842,
p ’ Vuactrok Ne 187, Paitran, 410203 | [Ipapew), Unons / | TaiiBans Kurait
Kopmnopaums Maxapaiurpa Arora Aromatics / Formosa
MPOMBILIJICHHOTO Ulrat, UHgus / Pvt. Ltd., 2 K. M. Laboratories
pa3BUTHA Alta Stone, Moradabad Inc., 36 Hoping

Remarks : The Product confirms to ND/

IHpumeuanne: [Tponykr coorBercTByeT Tpeboanusam HJ

Conclusion : APPROVED /
3axkmouenne: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized
TToaroroBneHo: [TpoBepeHo: ITposepeno (AOK): person / OnobpeHo: Obecnieyenue
Yogesh Chuahn "Rama Kgpt T_ Amit Kumar kauecTBa/OTBETCTBEHHOE JIULO:

o @,\M/ /\/j, LURIC L
Date / Date / ' Date / Date /
Jara: 27.05.2026 Hara: 27.05.2026 Jara: 27.05.2026 Jara: /é\)ﬁﬂ)/o _SCOLOLL

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s Q':‘.

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

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

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g
ITpoayxT: Haiiz® ITntoc, rens 1A HapyxHoro npumeHenus, 0,25 mr/r + 50 mr/r + 100 mr/r + 10 mr/r

Market / PoiHok : Russia / Poccus

Batch No. / . Batch Quantity / . 9842 units /

Cepusi N i Pasmep cepun * 9842 enunuil

Analytical Repovrt No./ . 040003400544 Date of Analysis / . 26.05.2026
AHanuTHyecKHii oTyeT No JaTa ananusa

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

JlaTa npousBoacTBa I'oxen go

Mfg. License No. /

IlpousBoacTBeHHAS : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT'-RU)
JIMUeH3Uust Ne

Analysis performed according ND No / Ananus
Artworks of primary package approved: / Mak

nposeaen mo HJ Ne: JIII-Ne(003312)-(PI'-RU)-021023
eThl NIePBUYHOI YNaKoBKH yTBep:kaeHbl: 17.04.2025

Artworks of secondary package approved: / MakeTbl BTOPHYHO# yNaKOBKH yTBepakaeHbl: 17.04.2025

PL approved: / JIB yreepaaeHn: 17.04.2025
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wrata ['ymkapar, Laboratories Road, Sambhal - Street, Louchu,
®daza 2, Banu, Ltd., Girivihar, 244302 (U. P.), Taoyuan 33842,
396 195, witar Khopoli, Dist. India Taiwan, China
I'ymxapat, Muausa / | Raigad, 410203
Mangalam Drugs & Mabharashtra
Organics Ltd., Unit- State, India

1, 1A Plant, Plot
No. 187, G.ID.C,,
IInd Phase, Vapi,
396 195 Gujarat,
India

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

HaumeHoBaHMe, agpec H HOMep JHILEH3UH
MI0LIAAKH, OCYILECTBAAIOLILeH
MPOU3BOACTBO/KOHTPOJIL KAaUecTBa/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) /
H-p Pennu’c Jlaboparopuc JIta., [IpoussouacTeeHHoe nonpasaenenue-6, Buni.
Kxons, Hanarapx Poyn, bamou, Juctpukr Conan, X.I1., 173205, Unous
(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/ Conclusion : APPROVED /
IIpumeuanne: IIpoaykt cootBeTcTBYET TpeboBanusm HJI 3akaouenne: OJJIOBPEHO
Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized
[ToaroToBneno: IlpoBepeHo: ITposepeno (AOK): person / Ono6peno: ObecnieueHue
Yogesh Chuahn | Rama Jkant Amit Kumar kadyecTBa/OTBETCTBEHHOE JIHULIO:
/ @ /\ Casi oS JeuwmAr_
Date / Date / ' Date / Date / /(V'/ 0 {
Jlarta: 27.05.2026 Jara: 27.05.2026 Jara: 27.05.2026 Jara: & ul

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

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

Qe
Dr.Reddy’s ‘..o.

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
I poaykr: Haiiz® Ilnmoc, rens ans HapyxHoro npumesnenus, 0,25 mr/r + 50 mr/r + 100 mr/r + 10 mr/r

Market / Puinok : Russia / Poccus

Batch No. / . Batch Quantity / . 9842 units /
Cepusi Ne d Y2604 PasMmep cepuu " 9842 eauHULL
Analytical Repo:‘t No./ . 040003400544 Date of Analysis / . 26.05.2026
AHaJMUTHYECKHI oTueT No JaTa aHaau3za

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

JlaTa npou3BoacTBa Tonxen a0

Mfg. License No. /
IIpousBoacTBeHHAs
JnLeH3usa Ne

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

Analysis performed according ND No / Auaaus nposenen no H/L Ne: JITI-Ne(003312)-(PI'-RU)-021023
Artworks of primary package approved: / MakeTbl nepBU4HO# YTAaKOBKH yTBepxKAeHbI: 17.04.2025
Artworks of secondary package approved: / MakeTbl BTOPUYHOi1 YNAaKOBKH yTBep:kaeHbl: 17.04.2025
PL approved: / JIB yreepanen: 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».
3axiouenHe o cooTBeTcTBHH: «HacToAWKM A MOATBEPKAAIO, YTO NPUBEAEHHAS BbllIe MHGBOPMALIUS ABAAETC NOCTOBEPHOH M
TOYHON. 3Ta cepus MPOAYKUUH Mpou3BeaeHa (BKJIOYas yNakoBKY (MapKUpOBKY) M KOHTPOJIb KadecTBa) Ha BBIIEYKa3aHHOM
[POM3BOACTBEHHOM Mmiowaake (TUIoliagKax) B MOJIHOM COOTBETCTBHU ¢ TpeboBanusamu [pasun vamiexaieil Nnpou3BOACTBEHHOM
npakTuku EBpasuiickoro sxoHomudeckoro cotosa (Ne GMP/EAEU/RU/02329-2025 ot 19 centabps 2025 r.) u TpeGoBaHusMu
KOHTPONA KayecTBa JIEKAPCTBEHHBIX CPENCTB, @ TAaKXKE B COOTBETCTBMHM CO ClNeUMUKALMAMH, CONEPXKALIUMUCA B
PETHUCTPALIHOHHOM JIOChE CTPAHBI-MMIIOPTEpa. 3alliCcH MO NMPOU3BOACTRY, YNAKOBKE W aHAIM3y MPOBEPEHbI, U YCTAHOBIEHO UX
COOTBETCTBUE TpeboBaHusIM [IpaBun Haanexalei NpoU3BOACTBEHHOM NPakTHKN EBPazuiiCKOro 3SKOHOMMYECKOTO COH3a»,

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Mponykr cooreercryer TpebosanusM HJJ 3akaouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized
INoarorosneHo: [IpoBepeHo: IIposepeno (AOK): person / Omo6peno: OGecneueHne
Yogesh Chuahn Rama Kapt J Amit Kumar kauecTBa/OTBETCTBEHHOE JIULLO:
g»\ o /\(,/‘k’-f LunsiL B2
Date / Date / " Date / Date / v
Tara: 27.05.2026 Jlata: 27.05.2026 Jlata: 27.05.2026 Jlara: '/é() K- Lo
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