Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

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

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

Product : Nise Plus, gel 100 g

Mpoaykt: Haiiz® [Tntoc, rens ans napyxuoro npumenenus, 100 r

ﬂ_aTa IMpOU3BOACTEBA

I'ogen go

Market / PriHok : Russia / Poccus

Batch No. / © V260040 Batch Quantity / . 9850.000 units /
Cepus Ne ’ Paszmep cepun * 9850.000 ennHuIl
Analytical RepovrtNo./ . 040003258566 Date of Analysis / . 28.01.2026
AHanuTHYecKH# oTUeT Ne JlaTa anaausa

Date of Manufacture / . 01/2026 Date of Expiry/ . 12/2027

Mfg. License No. /
IIpoussoacTeBennas
JuueH3us No

: MNB/05/263

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

Analysis performed according ND No / Anaau3 nposeaen mo HJI Ne: JIIT-Ne(003312)-(PI'-RU)-021023
PIL & artworks approved: / HHeTpyKIHa 1 MaKeTbl yrBep:KAeHbl: 17.04.2025

Page 1of 12/ Crp. 1 u3 12

Ne Test / [lokazarenn

Result / PesyabTaTsl

Specification / Hopma

1 | Appearance/ OnucaHue

3anaxom.

White gel of homogeneous consistency with a
characteristic odor. / TI'en» ©Genoro 1Bera
OIHOPOAHOM KOHCHCTEHLMH C XapaKTePHbIM

White to off-white gel of homogeneous
consistency with a characteristic odor. /
I'env Gesioro unu nmoutu 6Gesoro ngera
OJHOPOTHOM KOHCHCTEHLIHH c
XapaKTePHBIM 3aIlaXOM.

2 | Identification/ UaenTudukauns

2a | By HPLC/B3XX

- Nimesulide | Humecyno

Complies as prescribed /

CooteeTcTBYyeT TpeGOBaHHUAM

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
XpOMaTOrpaMMe UCIlLITYEMOI'O PacTBOpa,

[OJ1y4EHHOr O npu MpoBeACHUN
UCIIBITAHUS «KomuuecteenHoe
oTpeaesieHue, Humecymin u
METHIICANULIANIATY, JIOJDKEH

0OHApYKUBATBCA MUK, COOTBETCTBYIOLIHIA
1O  BPEMEHM  YACPXKHBaHUS  MUKY
HUMeCYJIMaa Ha XpoMaTorpaMmme

Remarks : The Product confirms to ND/
IIpumeuanue: IIpoaykr coorBeTcTBYeT Tpebopanusam HJL

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Ioaroroenexo:

Checked by /

Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /

Hara: 28.01.2026

JHara: 28.01.2026

Jara: 28.01.2026 Jara:

Shivani [Tpoeepeno: [Mposepero (AOK):  ||Ono6peno: Obecneuenue kavectsa/OTBeTCTBEHHOE
%’)’ Rama Kant T\ Amit Ku'm;ar& JIMLO: ﬁiumk KV w A
W |
Date / Date / ' Date / Date / A &0) -0 2

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: LB5195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

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

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

Product : Nise Plus, gel 100 g

IlpoaykT: Haiiz® [Lmoc, rens muis HapyxHoro npumeHenus, 100 r

Market / PoiHoK : Russia / Poccust

Batch No. / . V260040 Batch Quantity / . 9850.000 units /

Cepusa Ne i Pa3mep cepun © 9850.000 envnuu
Analytical Repourt No./ . 040003258566 Date of Analysis / . 28.01.2026
AHanuTHYecKHH oTueT Ne JlaTa anannza

Date of Manufacture / . 01/2026 Date of Expiry / . 12/2027

JaTa nmpousBoacTBa Tonen ao

Mfg. License No. /

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

JIHIeH3Uust No

Analysis performed according ND No / Ananu3 nposegen no H/ Ne: JITI-Ne(003312)-(PI'-RU)-021023
PIL & artworks approved: / MHCTpYKuHS U MaKeTbl yrBepaxkaennl: 17.04.2025
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CTaHAApTHOTO PacTBoOpa.

- Methyl salicylate /
Memuncanuyunam

Complies as prescribed /
CooteeTcTBYeT 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 xpomaTtorpamme HCHbITYEMOIO
pacTBOpa, [0JIyHEHHOTO MPU NPOBEACHUH
UCIIBITAHHUS «Komnuectsennoe
onpeneneHue. Humecynun 7
METHIICATULIMIIATY, OTDKEH
06HAPY>KUBATBLCS MUK, COOTBETCTBYIOLI M
No  BpPEMEHH  YOCPXKHUBAHUA  MHUKY
METWICAIULIWIATA HAa XpOMaTorpamme
CTaHIApTHOTO PACTBOpA.

Menthol / Menmon

Complies as prescribed /
CootBetcTRyeT TpeGOBaHHSM

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. /
Ha  xpomaTtorpaMme  HCMBITYEMOTO
PacTBOpa, MOJYyYEHHOTO NPU MPOBEAEHHH

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuauue: Iponykr coorsercrayer Tpebopanuam HJL 3axmioyenne: OJOBPEHO
Prepared by / [Toarotoeneno: |[Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
Shivani ITposepeno: Iposepero (AOK): ||Onobpeno: O6ecnieyeHne kauecTBa/OTBETCTBEHHOE
— Rama Kant Amit Kumar JINLO: Q‘W\“ C el v
i A = & \
/ ] F \/\zl _

Date / Date / \ Date / Date / AS 0 L0204
Jara: 28.01.2026 Jara: 28.01.2026 Harta: 28.01.2026 Jlara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4800 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




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

[ )
Dr. Reddy’s ‘;. Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, iNDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHUOUKAT AHAJIM3A

Product : Nise Plus, gel 100 g
I poaykr: Haiiz® [Tmoc, rens s napysxroro npumenenus, 100 r

Market / Poinok : Russia / Poccust

Batch No./ . V260040 Batch Quantity / . 9850.000 units /

Cepusa Ne ’ Pasmep cepun * 9850.000 enuHuUL
Analytical Repovrt No./ . 040003258566 Date of Analysis / . 28.01.2026
AHanuTu4eckuii oTyeT No JaTta anaauza

Date of Manufacture / . 01/2026 Date of Expiry / . 12/2027

JlaTa npouszsoacTea T'ogen no

Mfg. License No. /

I[IpoussoacTBeHHast : MNNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JIHIEeH3Hs Ne

Analysis performed according ND No / Ananus nposeaen no HJ1 Ne: JIIT-Ne(003312)-(PI'-RU)-021023
PIL & artworks approved: / MHCTpyKIMs ¥ MaKeThl yTBepaaennt; 17.04.2025
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HCITBITAHUS «Konnuectennoe
oMpefeeHue. Mentouny, IOJDKEH
06HapyKHBaTHCS MUK, COOTBETCTRBYIOIMIT
1O BPEMEHH yIepKUBAHUA [IMKY MEHTOJIa
Ha  XpoMmaTorpamMme  CTaHAapTHOrO

pacTeopa.
- Capsaicin / Kancauyun Complies as prescribed / A peak with the retention time
CootBeTcTBYET TpebOBaHMAM 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 HCIILITYEMOrO PacTBOpa,
NONYyYEHHOTO npu NpOBEACHUU
UCIIBITAHUS «Konuuecteennoe
onpenenenne. KancavuyH W Hatpus
6eHz0aT, NOJDKEH OOHAPYXKMBATHCS TTHK,
COOTBETCTBYIOILHIA no BpPEMEHH
yIOepXKMBaHHUS MWKy KalcaulMHA Ha
XpOMaTorpamMMe CTaHAaPTHOrO PacTBOpa.

By HPLC (PDA) / BOJKX ¢ duoduo-stampuiisism 0emexnopom

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanne: ITpoaykt cooTBeTcTBYET TpeGoBanuam HJT 3axnouenue: OJOGPEHO
Prepared by / ITonrotosneno: ||Checked by / Checked by (AQA) / |[Approved by: Quality Assurance/Authorized person /
Shivani [Tpoeepeno: IMposepeno (AOK): |[OmoGpeno: Obecneuenue kauecTsa/OTBETCTBEHHOE
% ,/ Rama Kan‘t}Jr Amit Ku‘r-ni 1 JIMLLO: LUk X\ w11
NS I o
Date / Date/ Date / Date / 2 &0 ) A0Lh
Jara: 28.01.2026 Jlara: 28.01.2026 Jlara: 28.01.2026 Jlata: -

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: LR5195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s Qs

CERTIFICATE OF ANALYSIS

CEPTHOUKAT 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 100 g

Ipoaykr: Haiiz® ITmoc, rens ans HapyHOro npumenenus, 100 r

Market / PoiHok : Russia / Poccust

Batch No. / . V260040 Batch Quantity / . 9850.000 units /
Cepua Ne i Paszmep cepuu " 9850.000 equnmL
Analytical Repovrt No./ . 040003258566 Date of Analysis / . 28.01.2026
AHaguTHYecKMil oTyeT Ne Jara anaauza

Date of Manufacture / . 01/2026 Date of Expiry/ . 12/2027

Jara npou3BoacTea T'open no

Mfg. License No./
IlpousBoacTBEHHAsI
JinneH3ns Ne

: MNB/05/263

MA number: / Homep PY :

JII-Ne(003312)-(PT-RU)

Analysis performed according ND No / Awvanns nposeaen no H/1 Ne: JITI-Ne(003312)-(PI'-RU)-021023
PIL & artworks approved: / UHeTpykuusi H MakeTbl yTBep:kaensi: 17.04.2025
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2b |- Nimesulide / Humecynuo

Complies as prescribed /
CoorBeTcTBYET TpeGOBAHUSM

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
TIOTJIOLIEHUA  MHMKAa HUMECYIMaa Ha
XpoMaTorpaMMe HMCIIbITYEMOro pacTBOpa,

MOJTy4eHHOTO npu NpoBeAeHUH
HCTIBITaHUSI «KonuyecteeHHoe
oMnpeneneHue. Huwmecynun H
METHJICATUILANIATY), ROJIAKEH

COOTBETCTBOBATL CIIEKTPY MOTJIOICHHSA
NUKa HHUMECYyJIrJa Ha XpomarorpaMmme
CTaHAAapTHOr O pacTBOpa.

- Methyl salicylate /
Memuncanuyunam

Complies as prescribed /
CootBeTcTBYET TpeGOBAHUAM

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
chromatogram. / Cnektp norjomeHus

M1Ka METHJICANILINIATA Ha
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Ipoaykt cooTBeTcTBYeT TpebGoBanusm HJT 3axmouenue: OJJOEPEHO
Prepared by / [Toarororneno: ||Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
Shivani ITposepeno: [Iposepeno (AOK): [|Onobpeno: Obecneuenme kauectra/OTBETCTBEHHOE
2T Rama Kam‘ﬂj— Amit K 1a_r/nz JULIO: QUL Ky NG
| R ~ <)
Date / Date / \ Date / Date / 28 “.——kg A
Jara: 28.01.2026 Hara: 28.01.2026 Hara: 28.01.2026 Hara:

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

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Q’!‘

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 100 g

MpoayxT: Haiiz® [lmoc, rens uia Hapys>kHoro npumeneHus, 100 r

Market / PoiHok : Russia / Poccus

Batch No. / © V260040 Batch Quantity / . 9850.000 units /

Cepus Ne ) Pazmep cepuu " 9850.000 equHuULL
Analytical Repovrt No./ . 040003258566 Date of Analysis / . 28.01.2026
AHanauTHueckHii oTyer Ne JlaTta ananunza

Date of Manufacture / . 01/2026 Date of Expiry/ . 12/2027

JlaTa npon3BoacTBa T'open no

Mfg. License No. /

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

Analysis performed according ND No / Anasnuns nposeaen nwo HJ Ne: JITI-Ne(003312)-(PI'-RU)-021023
PIL & artworks approved: / Hucrpykuns u makets! yreepxaenni: 17.04.2025

Page Sof 12/ Ctp. 5u3 12

XpOMaTorpaMmme HUCNbLITYEMOrO pacTBopa,

MOJTyYEHHOTO npH MPOBEIEHHH
HCIIBITAHUA «KonunuecteeHuoe
onpeaeneHe. Humecynun "
METUIICASTULIUIIATY), JOJDKEH
COOTBETCTBOBATH CMEKTPY TMOCJIOLIEHMS
MUKa METHIICATULINIIATA Ha

XpomaTrorpaMmme CTaHOapTHOr0O pacTBopa.

- Capsaicin / Kancauyun

Complies as prescribed /
CooTBeTCcTRYET 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 noroWeHus
nyMKa KancaHUWHa Ha XpoMarorpamme

UCIILITYEMOTO  pacTBOpa, TMOJYYEHHOTO
npH TIPOBEICHHU HCTIBITAHUA
«KoanuecrereHnHoe olnpeseneHue.

Kancauuuu u Hatpus 6enzoat»), f1omkeH
COOTBETCTBOBATb CIEKTPY TMOTMOLIEHHUA
nvKka KancaulMHAa Ha XpoMarorpamme
CTaHJapTHOTO PacTBOpa.

2¢ | ByTLC/TCX

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: INponykr coorsercreyet Tpebosanuam HJT 3akmouenne: O/IOBPEHO
Prepared by / [Togroroeneno: ||Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
Shivani Iposepeno: [Tposepeno (AOK): |[Onobpeno: OGecneyenue kauecTsa/OTBETCTBEHHOE
Rama Kapt Amit Kumar JMUO: . ‘
}ér ne s Rumpan
Date / Date/ Date / Date / D801~ L0x6
JHara: 28.01.2026 Jlara: 28.01.2026 Hara: 28.01.2026 Jlara:

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: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s “:'.

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

Vill. Khol, Natagarh 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 100 g

I poaykT: Haitz® Ilntoc, rens Juis Hapy»kHOTO npuMeHenns, 100 r

Market / Prinok : Russia/ Poccus

Batch No. / . V260040 Batch Quantity / . 9850.000 units /

Cepus Ne ) Pasmep cepuu  9850.000 eanHwig
Analytical Repovrt No./ . 040003258566 Date of Analysis / . 28.01.2026
AHasuTHYecKUil oTueT No Jata ananausa

Date of Manufacture / . 01/2026 Date of Expiry/ . 12/2027

JlaTta npon3BoacTaa T'oxen no

Mfg. License No. /

IIpousBoacTBeHHAsA : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT'-RU)
JHueH3us Ne

Analysis performed according ND No / Ananu3 nposeaen no HJL Ne: JITI-Ne(003312)-(PI'-RU)-021023
PIL & artworks approved: / MHcTpyKkuusi 1 MakeThl yTBep:kaenbl: 17.04.2025
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- Menthol / Menmon

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

reference standard solution

chromatogram. / OCHOBHOE MATHO Ha
XpOMAaTOrpamMMe MCIIBITYEMOrO pacTBOpa
M0 TIOJIOXKEHHUIO JOKHO COOTBETCTBOBATh
OCHOBHOMY NATHY Ha XpomarorpaMmme

pacTBopa CTaHAAPTHOrO obpasua
MEHTOJ1a.

3 | Net weight / Macca 100g/100r According to requirement [/ B

COAEPRUMOr0 YNAaKOBKH COOTBETCTBHH C TPEOOBAHUAMMU

4 | pH/pH 43 4.0 to 6.0 (for 1.0 % aqueous solution) /
Ot 4,0 no 6,0 (ana 1,0 % soauoro
pacTBopa)

5 | Viscosity / Baskocrb 218700 cP /218700 cIT 150,000 cP to 350,000 cP at 25 °C /

Ot 150000 cIT mo 350000 cIl mpu 25 °C

6 | Particle size / Pazmep yacTui

21 um /21 MM Not more than 50 pm / He 6onee 50 Mxm

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

IIpumeuanne: Ilpoayxt cootBercrByeT TpebosanusM HJJ 3axnrouenne: OJJOBPEHO

Prepared by / [Toarotorneno: ||Checked by

/

Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /

Shivani IMposepeno: [Mpoeepeno (AOK): |[Onmobpeno: Obecneuenne kauectea/OTBETCTREHHOE
ﬁ Rama Kant Amit Kumar » JULIO: o
y - _LVSIL ey
=
M. > _d
Date/ Date / ‘ Date / Date / 2870 )-L02L
Jara: 28.01.2026 Jlara: 28.01.2026 Jara: 28.01.2026 JlaTta:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s Qf‘

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 100 g

Tpoaykr: Haitz® [lmoc, rens as1s Hapys»kHOro upumeHenns, 100 r

Market / Puinox : Russia / Poccust

Batch No. / © V260040 Batch Quantity / . 9850.000 units /

Cepus Ne ’ Pasmep cepuu * 9850.000 eaunnn
Analytical Repovrt No./ . 040003258566 Date of Analysis / . 28.01.2026
AHanuTHYecKHH oTyeT Ne JlaTa aHasu3a

Date of Manufacture / . 01/2026 Date of Expiry / . 12/2027

JaTta npoussoacTsa I'ogen no

Mfg. License No. /

IIpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-N2(003312)-(PI"-RU)
JHLeH3us Ne

Analysis performed according ND No / Anaau3 nposened mo H/L Ne: JITT-Ne(003312)-(PI'-RU)-021023
PIL & artworks approved: / UHcTpyKIHA U MaKeThl yrBep:kaeHbl: 17.04.2025
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7 | Related Substances / PoacTBeHHbIe IpuMecH®

Impurity C/ Ilpumecs C

Below LOQ (LOQ =0.0272 %) / Huxe npenena
konnuecTBeHHoro onpenenenus ([1KO =

0,0272 %)

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

Impurity D / ITpumecs D

Not detected / He obHapykeHa

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

Highest Unknown Impurity /
Enunuunas
HeUAEeHTHhULIHPOBaHHASL
npuMech

Below LOQ (LOQ =0.0392 %) / Huxe npenena| Not more than 1.0 % / He Gonee 1,0 %

konuuectBeHHoro onpeaencuus (IIKO = 0,0392 %)

Total impurities / Cymma
npumeceit

0.1%

Not more than 1.5 % / ue Gonee 1,5 %

Microbial contamination / Mukpo6nojornyeckasi 4HCTOTA

Total viable aerobic count /
Ob1ee KOJIHYECTBO
KHU3HECTIOCOOHBIX adpoOHBIX
MHUKPOOPTaHU3MOB

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

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

Total combined yeast and mold

Less than 10 CFU/g/

Not more than 10! CFU/g /

count / O6uiee 4ucio

Menee 10 KOE/r

He 6onee 10' KOE/r

Remarks : The Product confirms to ND/
Hpusmeuanne: [Tpoaykr cootBercTByeT TpeboBanuaM HJJ

Conclusion : APPROVED /
3aknryenne: QJIOBPEHO

Prepared by / ITonrotorneno: |[Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
Shivani IporepeHo: IMpoeepeno (AOK): [|OnobGpeno; ObecrieucHue kauecTBa/OTBETCTBEHHOE
ﬁ i/ Rama Kant + Amit Klﬁy\ JHLO: /C\) (L Kav 'QA'ZE
/ / (,u_\.|
Date / Date/ |\ Date / Date / AL ) ADLE
Jara: 28.01.2026 Jlara: 28.01.2026 Jara: 28.01.2026 Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr. Reddy's Laboratories Ltd.

[ XJ , : .

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 100 g
TMpoaykr: Haiiz® [Tmoc, rens ans sapykHoro npumeHenus, 100 r

Market / PoiHok : Russia / Poccus

Batch No./ . V260040 Batch Quantity / . 9850.000 units /

Cepus No ) Paszmep cepuu * 9850.000 enyHuIL
Analytical Repo“rt No./ . 040003258566 Date of Analysis / . 28.01.2026
AunajguTnueckuii oryer Ne Jata ananun3za

Date of Manufacture / . 01/2026 Date of Expiry / . 12/2027

JlaTa npou3BoacTBa T'open o

Mfg. License No. /

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

Analysis performed according ND No / Ananus nposeaen no HJI Ne: JITI-Ne(003312)-(PI'-RU)-021023
PIL & artworks approved: / UHcTpyknus # MakeThbl yreep:aenni: 17.04.2025
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APOKIKEBBIX U MNIECHECBBIX

rpubos
Pseudomonas aeruginosa Absent in 1 g/ OrcytctByer B 1 1 Absent in 1 g/ OtcyrctBue B 1 1
Staphylococcus aureus Absent in 1 g/ OrcyrctByer B 1 1 Absentin 1 g/ OrcyrctBue B 1 1
9 | Assay / KosinyecTBeHHOe onpeaesieHne
Nimesulide** / Humecynuo** 10.0 mg/ 10,0 mr 9.0 to 11.0 mg of C;3H;2N2OsS
100.1 % (nimesulide) per 1 g of the product (90 to

110 % of label claim) / Ot 9,0 o 11,0 mr
CisHi2N20sS  (vumecyaun) B 1 1
npemapata (ot 90 mo 110 % or
HOMHMHAJILHOT'O CO/IEPXKaHus)

Methyl salicylate®* / 102.6 mg/102,6 mr 90.0 to 110.0 mg of CsHgO;3 (methyl
Memuncanuyunam** - 102.6% salicylate) per 1 g of the product (90 to
110 % of label claim) / Ot 90,0 g0
110,0 mr CsHgO3 (MeTuncaniumniar) B
1 r npenapara (ot 90 go 110 % ot
HOMUHAJIBHOTO COIEPKAHHUA)

Menthol** / Menmon** 50.0 mg/ 50,0 mr 45.0 t0 55.0 mg of CioH2O (menthol) per
99.9 % 1 g of the product (90 to 110 % of label
claim) / Or 45,0 no 55,0 mr C;oHaO

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanmne: [Ipoaykt cooTBeTCTBYET TpeboBanuaM HJJ 3akawuenne: OJOBPEHO
Prepared by / Iloarotoeneno: ||Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
Shivani ITposepeHo: [MposepeHo (AOK): ||Onmo6peno: ObecneyeHne kauecTsa/OTBETCTBEHHOE
i Rama Kant .T« Amit Kumar JULO: RN Qar_
M
Date / Date / Date/ Date / %/0 ~40
Jlara: 28.01.2026 Hara: 28.01.2026 Hata: 28.01.2026 Hara: H ’ -~ 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: mail@drreddys.com
CIN: LR5195AP1984PLC0O04507
www.drreddys.com
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[ 10
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Product : Nise Plus, gel 100 g
Ipoaykt: Haiiz® [Tnioc, resib a5 HapykHOro npuMeHenns, 100 r

Market / Puinok : Russia / Poccus

Batch No. / . V260040 Batch Quantity / . 9850.000 units /

Cepusi No ) Pasmep cepun * 9850.000 enuHuL,
Analytical Repourt No./ . 040003258566 Date of Analysis / . 28.01.2026
AHanuTHYeckuni oTyeT Ne Jlara aHanuza

Date of Manufacture / . 01/2026 Date of Expiry / . 12/2027

JaTta npoun3BojacTBa T'ogen go

Mfg. License No. /

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

JMueH3nsa No

Analysis performed according ND No / Anaaus nposeaen no HJ1 Ne: JIIT-Ne(003312)-(PI'-RU)-021023
PIL & artworks approved: / UncTpyknus 1 MakeTbl yTBepkaennt: 17.04.2025
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(menTou) B 1 r mpenapara (ot 90 5o 110 %
HOMHUHAJILHOTO COIEPIKAHUS)

Capsaicin®** / Kancauyun** 0.2475 mg / 0,2475 mr Not less than 0.225 mg of CisH27NO3
99.0 % (capsaicin) per 1 g of the product (not
less than 90 % of label claim) / He menee
0,225 mr CigH27NO; (karcauuu) B 1 r
npenapaTa (He MeHee 90 % ot
HOMMHAJIBHOTO COACPKaHHU)

Sodium benzoate / Hampus 0.98 mg/ 0,98 mr Not less than 0.85 mg of C;HsNaO.
bensoam 98.3 % (sodium benzoate) per 1 g of the product
(not less than 85 % of the label claim) /
He menee 0,85 mr C;HsNaO; (Hatpus
6enz0aT) B 1 r npenapara (4e menee 85 %
OT HOMHHAJIBHOT'O COJIePIKAHUA)

Buthylhydroxytoluene / 0.40 mg/ 0,40mr Not less than 0.34 mg of CisH»40
Bymunzuopoxcumonyon 100.3 % (buthylhydroxytoluene) per 1 g of the
product (Not less than 85 % of the label
claim) / He menee 0,34 mr C;sH>40
(6yrunruapokcuronyon) B 1 r npenapara
(He meHee 85 % OT HOMHUHAJILHOTO

COIEep KaHMUs).
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeuanme: IIpoaykt coorBeTcTBYeT TpeGoBaHusam HJJ 3axuouenne: OJOBPEHO
Prepared by / [Toarotoeneno: |[Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
Shivani IMposepeno: IMpoeepeno (AOK): [|Onobpeno: Obecneuenne kauecTBa/OTBETCTBEHHOE

4

RamaKamb Amit Kumar JIHLLO: _<U"*\L KR,
R TN il

Date / Date / Date / Date / AL JLOLE
JlaTta: 28.01.2026 Jlara: 28.01.2026 Jlara: 28.01.2026 Jlara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
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Formulation Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A

Product : Nise Plus, gel 100 g

Ipoaykt: Haiiz® ITntoc, resib s Hapy»KHOTo NpuMeHeHus, 100 r

Market / Poinok : Russia / Poccus

Batch No. / . V260040 Batch Quantity / . 9850.000 units /

Cepus Ne i Pa3mep cepHH * 9850.000 ennuHuL
Analytical Repovrt No./ . 040003258566 Date of Analysis / . 28.01.2026
AHanuTHYeCKHH 0T4eT No Jarta anaanza

Date of Manufacture / . 01/2026 Date of Expiry/ . 12/2027

JlaTa npon3Boacraa Togen ao

Mfg. License No. /

[IpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JITI-N2(003312)-(PI'-RU)
Jnuensns Ne

Analysis performed according ND No / Anaan3 nposeaen no HJ/1 Ne: JITI-Ne(003312)-(PT'-RU)-021023
PIL & artworks approved: / UHcTpYKLIHSI M MaKeThI YTBepxaeHbl: 17.04.2025

Page 10 of 12/ Ctp. 10 u3 12

10 | Package / Ynakogka

100 g in a laminated aluminum tube with HDPE shoulder equipped with a tamper-evident
membrane and a polypropylene cap. 1 tube and a patient information leaflet in a carton.

ITo 100 r B TYOy M3 NaMUHUPOBAHHOIO aNiOMUHHUA ¢ TutedoM u3 [IDBII, cuabxennyro
mMeMOpaHOH 111 KOHTPOJIS MEPBOro BCKPLITHA, H MONUNPOMUIEHOBOM kpbuukoi. Io 1
Ty0€ B NauKy KapTOHHYO C JINCTKOM-BKJIAZbILLIEM.

Notes.

*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 C13H12N20sS (nimesulide) per 1 g of the product (95 to 110 % of label claim)

Methyl salicylate — 95.0 to 110.0 mg of CgHgOs (methyl salicylate) per 1 g of the product (95 to 110 % of label claim)
Menthol —47.5 to 55.0 mg of C;oH00O (menthol) per 1 g of the product (95 to 110 % of label claim)

Capsaicin — not less than 0.2375 mg of CisH27NOs (capsaicin) per 1 g of the product (not less than 95 % of label claim)

[Tpumedanus.

* HopMa CHCL[I/I(bVlKaLlHPI TMPH BBEIMYCKE IO NMOKasaTeo «PoacrBeHHbIe IPpUMECHU»:

IMpumecs C — ne 6onee 0,10 %;
Ilpumece D — ne Gonee 0,10 %;

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

Hpumeuanue: Ipoaykr coorsercTByeT TpeboBaHmaM HJL 3akmovenne: OJJOBPEHO

Prepared by / Ilonrororneno: |[|Checked

by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /

Shivani IIpoeepeno: [lposepeno (AOK): [|OnoBpeno: Obecnieuenune kauectsa/OTBETCTBEHHOE

// 4 v/

/}{ Rama Kant & Amit?\umar e JUILIO: QU L Xyw AN
U
oyl

Date / Date /

Jara: 28.01.2026 Jlara: 28.

Dale'/ Date / A&-0) L L4
01.2026 IHata: 28.01.2026 JlaTa:
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

. @%
Dr. Reddy S \e Vili. Kho!, Nalagarh Road, Baddi,

Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A
Product : Nise Plus, gel 100 g
IMpoayxr: Haitz® Intoc, reas miis HapysxaOro npumenenus, 100 r
Market / Poinok : Russia / Poccus
Batch No. / . V260040 Batch Quantity / . 9850.000 units /
Cepus Ne ) Pasmep cepun * 9850.000 eauamL
Analytical Repog‘t No./ . 040003258566 Date of Analysis / . 28.01.2026
AHanuTuyeckuii oTyeT No JlaTa ananusa
Date of Manufacture / . 01/2026 Date of Expiry/ . 12/2027
JaTa npon3BoACTBa T'open go
Mfg. License No. /
IIponsBoacTBeHHAR : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JnueH3us Ne
Analysis performed according ND No / Ananus nposenen o H/ Ne: JIIT-Ne(003312)-(PT'-RU)-021023
PIL & artworks approved: / HucTpyKuus H MaKkeThl yTBepacaeHbl: 17.04.2025
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EnvnanyHas HeupeHTHHUMpPOBaHHAsS NpUMech — He Gonee 0,10 %;
Cymma npumeceii — He 6ostee 1,5 %.

** Hopma cnenn¢ukaliuM MpH BhIYCKe 10 nokasatemo «KoiHuecTBeHHOE ONpeIeICHHUE:

Humecynun — Ot 9,5 no 11,0 mr Cy3H;2N>0sS (aumecysnun) B 1 r npenapara (ot 95 10 110 0T HOMHHANBLHOTO COAEpKaHMs)
Meruncanuuunar — Ot 95,0 no 110,0 Mr CsHyO3 (Metuncanuunnar) B 1 r npenapara (ot 95 10 110 % oT HOMUHAIEHOTO COOEPKAHUS)
Menton — Ot 47,5 10 55,0 mr CioH200 (menTon) B 1 r npenapata (ot 95 10 110 % OT HOMHHaNLHOTO COepXKaHUs)

Kancauuun — He menee 0,2375 mr CisH27NOs (xancauuun) B 1 1 npenapata (He MeHee 95,0 % OT HOMHHAJIEHOTO CONEPKAHHUS)

API name / Haumerosatmne ADC: Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
Humecynun Meruacanuumnar JleBomeHTON Kancauunn
INN / MHH: Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
Hyumecynun Metuncanuuunar JleBomeHTON Kancauuun
API manufacturer batch number / MS-1A-243032- MLC-0170625,
Homep cepuu npoussoautens ADC: M1 Eof Ciees MLC-2506061 F001-24003
FP Manufacturer API Batch number / FESR00784,
Homep cepun A®C npounssoautens ['JID: FERACLLS Sl FESR00679 RSOOSR
®dopmoza
Mamnranam
Anbta Jlabopatopuc
Aparc 3un JIa6opatopwuc JIT, R P P CRETHIC Hnk, Taiie
API Manufactured by & country / Opranukc Jlta, patop = IIeT. JItn, Vuaus / > aHe,
Wnnus / Alta . Kurait/ Formosa
IlpousBoaurtens A®C, crpaua: Hupus / . Arora Aromatics .
Laboratories Ltd., . Laboratories
Mangalam : Pvt. Ltd., India .
Drugs & India Inc., Taiwan,
China
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
I pumeuanne: Ilponykt coorsercTyer Tpebosanusam HJL 3axmouenne: OJOBPEHO
Prepared by / TTonrorosneno: ||Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
Shivani [TpoBepeno: [Tposepeno (AOK): [|Onobpeno: Obecneuenue kauecTra/OTBETCTBEHHOE
/é()/ Rama Kamq\j\ Amit Ku ar/.//\ THILO: B '< G k’ By 1A Q\
%!At‘x A
=-/ — < —
Date / Date / ‘ Date / Date / )%4 )r;(@ L&
Jara: 28.01.2026 JHara: 28.01.2026 Jlara: 28.01.2026 Jlara: b

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Dr. Reddy's Laboratories Ltd.

Qe . . .
? Formulation Unit-6
Dr. Reddy S "o. Vili. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iINDIA
Tel : +91 98166 56001-02
www.drreddys.com
CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIU3A

Product : Nise Plus, gel 100 g
Ilpoaykr: Haiz® Tlnioc, resib /15 Hapy>kKHOTrO npuMeHeHus, 100 T

Market / Prinok : Russia / Poccust

Batch No. / . V260040 Batch Quantity / . 9850.000 units /

Cepus Ne ) Pasmep cepuu * 9850.000 eqmHuL
Analytical Repo“rt No./ . 040003258566 Date of Analysis / . 28.01.2026
AHanuTH4ecKHil oTueT Ne JlaTta ananu3a

Date of Manufacture / . 01/2026 Date of Expiry / . 12/2027

JaTta npou3BoacTBa T'oxen o

Mfg. License No. /

IIpouszsoacTBeHHASI : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT"-RU)
JuneH3us Ne

Analysis performed according ND No / Ananu3 nposeaen no H/1 Ne: JIHI-Ne(003312)-(PT'-RU)-021023
PIL & artworks approved: / UncTpyKuHs M MaKeThl yTBepskaensl: 17.04.2025

Page 12 of 12/ Ctp. 12 u3 12

Organics Ltd.,
India

Name, address, authorization No for FP
manufacturing site / Control site / Release
site / Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt. Solan, H.P. 173205,
HaumeHoBaHue, apec H HOMeP JHLEH3UH India (License No MNB/05/263)/
IJOLIAAKH, OCYLIECTBASAKO e [IpousBoacteenHoe noapazaeneHue-6, Bunn. Kxons, Hanarapx Poyn, banu,
NPOU3BOACTBO/KOHTPOJIL Ka4eCTBA/BbIMYCK JInctpukt Conan, X.I1., 173205, Unaus (JIuuexzus Ne MNB/05/263)
rJjo®

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 and requirements to the medicinal quality and with the specifications
in the Marketing Authorization dossier of the importing country. Production, packaging and testing records are verified and
their compliance with Good Manufacturing Practice of the Eurasian Economic Union is established».

3aKroueHne 0 cooTBeTcTBHH: «HaCTOAIMM 5 OATBEPXk/1at0, YTO IPUBECHHAS BhIlle HHGOPMAaLMs ABJISETCA JOCTOBEPHOM
¥ TOYHOH. DTa cepus MPOAYKIMHU MPOU3Be/ieHa (BKI04as yNakoBKy (MapKUPOBKY) M KOHTPOJIb KAYECTBA) Ha BblIIeYKa3aHHOM
TPOU3BOCTBEHHON Mulowanke (IUIOL[AAKax) B TOJTHOM COOTBETCTBHM ¢ TpebGoBaHusmu IlpaBun Hajnexaiuei
NPOM3BOACTBEHHOM NMpakTHKU EBpa3nicKOro 5KOHOMUHECKOrO COKO3a M TPEOOBAHMSIMH KOHTPOJISI KA4ECTBA JIEKAPCTBEHHBIX
CPE/CTB, 4 TAKXKE B COOTBETCTBUH CO CHEUHPUKAIUAMH, COAEPKAIMMHUCS B PETMCTPALIHOHHOM JI0Che CTpaHbi-MMIOpTEpa.
3anucK 1O NPOM3BOACTBY, YNAKOBKE M aHANNW3y MPOBEPEHBI, H YCTAHOBJIEHO MX COOTBETCTBME TpeGoBaHWsM Ilpasun
HaJIeKaled POU3BOLCTBEHHOHN 1IPAKTHKH EBPasHiickoro 53KOHOMUYECKOro Coto3a.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: IIpoayKT COOTBETCTBYET Tpe6%a_HHﬂM H/J, 3akawuenue: OJOBPEHO
Prepared by / [lonroroeneno:  [|Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
Shivani ITposepeHo: [Iposepeno (AOK): |[Omo6peno: Obecrneuenne kauecTBa/OTBETCTBEHHOE
ﬁ\,/ Rama Kanﬁ\ Amit K Inrja}/.\ NHLO: /<L'H . KN A
2l — /<VV7
Date / Date / Date / Date / L8170l
Jara: 28.01.2026 Hara: 28.01.2026 Hata: 28.01.2026 Jara:
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