Dr.Reddy’s ":‘

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 100 g
Ipoayxr: Haiiz® Ilnoc, resis a1s Hapy»kHOro npumeHenus, 100 ¢

Market / PoiHoK : Russia / Poccus

Batch No. / . V260217 Batch Quantity / . 9850.000 units /
Cepusi Ne ) Pasmep cepun © 9850.000 eqyHuL
Analytical Repourt No./ . 040003318305 Date of Analysis / . 26.03.2026
AnannTuyeckni oryet Ne JlaTa aHajau3a

Date of Manufacture / . 03/2026 Date of Expiry / . 02/2028

JlaTa npou3BoAcTBa T'omen no

Mfg. License No. /
IIpou3sBojcTBEHHAsA
JuueH3us Ne

: MNB/05/263

MA number: / Homep PY :

JIM-Ne(003312)-(PT-RU)

Analysis performed according ND No / Auaans nposeaesd mo HJ/L Ne: JITI-Ne(003312)-(PT'-RU)-021023

Page 1 0of 12/ Crp. 1 13 12

Ne Test / [Toka3aTeJnb

Result / PesyabTaTsl

Specification / Hopma

1 | Appearance / Onucanne

3anaxom

odor.
KOHCHCTEHIHH

White gel of homogeneous consistency with a
characteristic
OAHOPOAHOH

Oenoro  1Bera
C  XapaKTEpHbIM

/ Tens

White to off-white gel of homogeneous
consistency with a characteristic odor. /
enb Genoro winu moutd GesOro LBETa
OAHOPOAHOM KOHCUCTEHLIMH c
XapaKTepHbLIM 3araxom.

2 | Identification/ Uaentndurauus

2a

By HPLC / BOXX

- Nimesulide | Humecynuo

Complies as prescribed /
CootBeTcTBYeT TpeOOBAHUIM

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 HMCIbITYEMOrO pacTBoOpa,
MOJTyYEHHOTO npu NpPOBENEHHH
HUCINBITAHUA «KOJ’!M‘!CCTBeHHOC
onpeneneHue., Humecynua u
MCTHUJICATTULHIIATY, JAOJDKEH
00HApYXHUBATLCS MUK, COOTBETCTBYIOLI M
Mo  BPEMEHM  YAEPXKUBAHUS  MHKY
HHMECYUaa Ha XpoMarorpamme

CTaHIAPTHOro PacTBopa.

Remarks : The Product confirms to ND/
Ilpumeuanue: IpoaykT cooTBeTcTBYET TpeboBaHuam HJT

Conclusion : APPROVED /

3akawyenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[MoprotoeneHo: Sarita [TpoeepeHo: Prgvesh IIpogepeHo (AOK): person / Ono6peHo: Obecneuenue
Sharma Rana Amit Kumar kauecTBa/OTBETCTBEHHOE JINLO:
g/‘ A QUL K
— NS
Date / Date / Date / Date / N e ey
Jara: 26.03.2026 Jara: 26.03.2026 Jlata: 26.03.2026 Jata:
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Yill. 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

M poayxT: Haiiz® [Tnroc, resib fuis Hapy»kHOro npuMeredus, 100 r

JHLEeH3us Ne

Market / Peinok : Russia / Poccus

Batch No. / . V260217 Batch Quantity / . 9850.000 units /

Cepus Ne ) Pazmep cepun * 9850.000 enuHuL
Analytical Repourt No./ . 040003318305 Date of Analysis / . 26.03.2026
AHanuTHyeckHuii oTueT No Jara ananusa

Date of Manufacture / . 03/2026 Date of Expiry/ . 02/2028

JlaTa npou3BoacTBa T'open go

Mfg. License No. /

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

Analysis performed according ND No / Auaaus nposeien no HL Ne: JITI-Ne(003312)-(PI'-RU)-021023

Page 2 of 12/ Ctp. 2 u3 12

- Methyl salicylate /
Memuncanuyunam

Complies as prescribed /
CooTBeETCTBYET 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 xpomarorpaMme WCIBITYEMOIro
pacTBOpa, MOJyYEHHOTO NIPU NPOBEACHUH
HCbITAHHUS «KonuuecTBeHHoe
onpezaeneHue. Humecynun H
METHIICANMULUIIATY, JIOJDKEH
o6GHapyKHBaThCA MUK, COOTBETCTBYIOLI M
MO  BPEMEHH  YNEPXKHMBaHUA  MHKY
METHIICANMUMIIaTa Ha XpoMarorpamme
CTaHJapTHOrO PacTBopa.

Menthol / Mernmon

Complies as prescribed /
CooTBeTCcTBYET TPEOOBAHUAM

A peak with the retention time
corresponding to that of menthol in the
standard solution chromatogram shall be
present in the test solution chromatogram
obtained during "Menthol Assay" test. /
Ha  xpomarorpamme  uCOBITYeMOTo
pacTBOpa, MONY4YEHHOTO TP MPOBEAEHUN
HCTIBITAHUS «KonnyecTBeHHOE
OIpe/ieNeHHe. MeHTomny, JOJDKEH

Remarks : The Product confirms to ND/

[Ipumeuanue: [IpoaykT cooTBeTcTBYET TpeboanusaM HJ

Conclusion : APPROVED /
3aknoyenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[MoxroroeneHo: Sarita Iposepeno: Pravesh [Mporepeno (AOK): person / Opno6peHo: Obecnevenue
Sharma g 2 Rana Amit Kumar kauecTa/OTBETCTBEHHOE JIMLIO: .
4 SRt RU™AT
Pt T e
Date / Date / Date / Date / L ETIL02L
Jlata: 26.03.2026 JHara: 26.03.2026 Hara: 26.03.2026 Jlara:

9S00, Fax: +921 4

v.drreddys.com

3, Banjara Hills, Hyderabad

)0034, Telangana, India

300 2999, Email: mail@direddys.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 100 g

Ipoayxt: Haii3® Ilmoc, rep s HapyKHOro npumenenus, 100 r

Market / Potnok : Russia / Poccus
Batch No. / . V260217 Batch Quantity / . 9850.000 units /
Cepusi Ne i Pazmep cepunu * 9850.000 eguHuL

Analytical Report No. /

Date of Analysis /

- : 040003318305 1 26.03.2026
AHajsuTHyeckuii oTuer Ne Jlara anaaun3za
Date of Manufacture / . 03/2026 Date of Expiry / . 02/2028
JlaTa npou3BoacTBa I'ogen go

Mfg. License No. /
IIpousBoacTBeHHAR
JHIen3us Ne

: MNB/05/263

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

Analysis performed according ND No / Anaaus nposeaen mo H/I Ne: JITI-Ne(003312)-(PI'-RU)-021023

Page 3 of 12/ Ctp. 3 u3 12

0oOHapy>)KUBATLCS MUK, COOTBETCTBY 0L
N0 BPEMEHH YIEP>KUBAHUSA THKY MEHTOJA

CootBeTcTBYET TpeGOBAHUAM

Ha  XpoOMarorpaMMe  CTaHAapTHOrO
pacTBopa.
- Capsaicin / Kancauyun Complies as prescribed / 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. 7 Ha
XpOMaTorpaMme UCIbITYEMOro pacTBopa,

NOJIy4EHHOro npu [pOBEIEeHHH
MCIBITAHKS «KonunuecrseHHoe
ompenenenue. Kancanupd W Hatpus
6eHzoary, NomKkeH 0OHAPYKMBATHCS TTHK,
COOTBETCTBYIOMKUI o BpeMeHU
YIOep)KUBAaHHMSA [IMKY Karcauidna Ha

XpOMaTOrpamMMe CTAHAAPTHOTO PacTBOPA.

2b

By HPLC (PDA) / B32KX ¢ 0u00HO-ManipuiHbsIM 0emeKmopom

- Nimesulide / Humecynuo

Complies as prescribed /
CooTBeTcTBYET TpeOOBaHUAM

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: IIpoaykr coorBeTcTBYET TpeGoBaHuAM HJJ 3akmoyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Moarorosnexo: Sarita Ipoeepeno: Pravgsh ITporepeno (AOK): person / Opobpeno: Obecrieuenue
Sharma Rana Amit Kumar kaqecTBa/ OTBETCTBEHHOE JIMLLO;

e G L Rusfail

S e i

Date / Date / Date / Date / AL TLAE
Jara: 26.03.2026_ Jlara: 26.03.2026 Jara: 26.03.2026 Jlara:

0
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CERTIFICATE OF ANALYSIS

CEPTHUDOUKAT 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
I poaykr: Haiis® Ilmoc, reas ans HapyHOro nprmeHeHus, 100 r

Market / PoiHoK : Russia/ Poccus

Batch No. / . V260217 Batch Quantity / . 9850.000 units /

Cepust Ne ) Paszmep cepuu * 9850.000 enuHMIL
Analytical Rep03't No./ . 040003318305 Date of Analysis / . 26.03.2026
AHaJHTHYECKHIi oTUeT No JlaTa aHanu3a

Date of Manufacture / © 03/2026 Date of Expiry/ . 02/2028

JaTta npon3soacTBa T'ogen o

Mfg. License No. /

IIpousBoacTBeHHan : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JuneH3us No

Analysis performed according ND No / Auwaau3 nposeaen mo H/I Ne: JITI-Ne(003312)-(PI'-RU)-021023

Page 4 of 12/ Ctp. 4 u3 12

solution  chromatogram. /  Cnektp
MOIJIOIEHHsT THKa HUMeECyluja Ha
XpoMaTorpaMMe HCIBITYEMOro pacTBopa,
TIOJTyYEHHOTO npu NpOBEIEHUH
HCITBITAaHUA «KonudecTBeHHOE
OnpeneNeHHeE. Humecynun, u
MCTHJ’lcaJ'lMLLMHaT»), JOJKEH

COOTBETCTBOBATh CIIEKTPY TMOTJIOLEHHS
nYKa HUMECYJIHIa Ha XpOMarorpamme
CTaHIAapTHOrO pacTBopa.

- Methyl salicylate /
Memuicanuyunam

Complies as prescribed /
CootBercTByeT TpeOOBaHUAM

The absorption spectrum of methyl
salicylate peak in the test solution
chromatogram obtained during
"Nimesulide and Methyl Salicylate Assay"
test shall comply with that of methyl
salicylate peak in the standard solution
chromatogram. / CrekTp mornouieHus
nuKa MEeTH/ICaNULMIaTa Ha
XpoMaTorpaMMe MCIBITYEMOrO pacTBopa,
MOJTyYEHHOTO npu npoBeaeHUH
HUCTbITAHUA «KonuuyecTBeHHoe
onpeaesieHue. Humecynun 1%
METHJICATTMLIMIIATY), JOJOKEH
COOTBETCTBOBATb CMEKTPY MOTJIOUIEHMS

Remarks : The Product confirms to ND/
[Ipumeuanue: ITpoaykT cooTBeTCTRYET TpeboBaHUAM HJI

Conclusion : APPROVED /
Jaxkmouenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Moarorosneno: Sarita ITpoeepeno: Prayesh ITposepeno (AOK): person / Ono6peHo: ObecneueHue
Sharma Rana Amit Kumar kayecTBa/OTBETCTBEHHOE JTULO:
- A QURIC KUMAL
== _&M
Date / Date / Date / Date / A (YN b
Jara: 26.03.2026 Jlara: 26.03.2026 _}i{a’ra: 26.03.2026 JHara:

Hydeta

bao - 500034, Telangana, India

Email: mail@drredd

ys.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

CEPTUOUKAT AHAJIM3A

Product : Nise Plus, gel 100 g

M poaykr: Haiiz® [Lnioc, resb a1 Hapy)HOro npumeHenus, 100 r

Market / PoiHok : Russia / Poccus

Batch No. / . V260217 Batch Quantity / . 9850.000 units /

Cepus Ne ’ Pasmep cepuu © 9850.000 eaunun
Analytical Repovrt No./ . 040003318305 Date of Analysis / . 26.03.2026
AHanuTHYECKHii oTueT Ne JlaTa ananusa

Date of Manufacture / . 03/2026 Date of Expiry / . 02/2028

JlaTa npou3BOACTBA T'ogen xo

Mfg. License No. /

IlponsBoacTBeHHAst : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT'-RU)
JnueH3us Ne

Analysis performed according ND No / Anaaus nposegen mo H/I Ne: JITI-Ne(003312)-(PI'-RU)-021023

Page 5 of 12/ Crp. S u3 12

nmyuKa MCETHJICAJIMLIM1aTa Ha
XpoMaTorpaMMe CTaHQaPTHOrO pacTteopa.

- Capsaicin / Kancauyun

Complies as prescribed /
CootBercTByeT TpeGOBaHHAM

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. / CnekTp norjomeHns
nMKa KancaMldHa Ha XpoMarorpamme

HCNBITYEMOIro pacTBOpa, IOJYUYEHHOro
npu NpOBEAEHHU U HCTILITAHHUA
«KonuyecteeHHOE onpenaeneHue.,

Karncauuuu v Hatpus GeH30aT»), AOKEH
COOTBETCTBOBATH CIIEKTPY MOTJIOLICHHUS
MMKa KancamUWHa Ha XpoMarorpamme
CTaHJAPTHOrO pacTBopa.

2¢ | ByTLC/TCX

- Menthol / Menmon

Complies as prescribed /
CooTBeTCTBYET 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. / OcHOBHOe mNATHO Ha
XPOMATOrpaMMe HCIIBITYEMOro pacTBopa
TIO TOJIOXKEHHUIO JOJKHO COOTBETCTBOBATh

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: [Npoaykr cootBeTcTByeT TpeGoBanusm HJJ 3axknwuenune: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IMoxroTosneHo: Sarita TlpoBepeHno: Pravesh [Tpoeepeno (AOK): person / Onobpeno: ObecneyeHue
Sharma Rana Amit Kumar KkavecTBa/OTBETCTBEHHOE IMLO:
Q/-\ A ORIl [KyMATL
= Gl
Date / Date / Date / Date / o1 6L L
Hara: 26.03.2026 Jara: 26.03.2026 Ilara: 26.03.2026 Jlara:
Regjstereac & d No, 3, Banjara Hills, Hyderabad - 500034, felangana, India
i 10 )9, Email: mail@drreddys.com

PLC0O04507

s.com
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.
Forraulation 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

IIpoaykr: Haiiz® ITmoc, rens A1 Hapy»KHOro npumMenenus, 100

Market / PoiHok : Russia / Poccus

Batch No. / . V260217 Batch Quantity / . 9850.000 units /

Cepusi N ) Paszmep cepuu " 9850.000 enunuL
Analytical Repovrt No. / . 040003318305 Date of Analysis / . 26.03.2026
AHanuTHyeckHii oTueT Ne JlaTa ananu3za

Date of Manufacture / . 03/2026 Date of Expiry / . 02/2028

JlaTa npou3BoacTBa Topen no

Mfg. License No. /

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

nHueH3usn Ne

Analysis performed according ND No / Anaaus nposesed no H/I Ne: JITI-Ne(003312)-(PI'-RU)-021023

Page 6 of 12/ Ctp. 6 13 12

OCHOBHOMY TIITHY Ha XpoMmaTorpamme

pactBopa CTaHJAPTHOTO obpasia
MEHTOJIA.

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

COAEePXRUMOro YIAKOBKH COOTBETCTBUH C TPEGOBAHUAMM

4 | pH/pH 4.7 4.0 to 6.0 (for 1.0 % aqueous solution) /
014,0 no 6,0 (nns 1,0 % sBoanoro
pacTBopa)

5 | Viscosity / BazkocTb 204840 cP /204840 cIT 150,000 cP to 350,000 cP at 25 °C/

Ot 150000 cIT no 350000 cIT npu 25 °C

6 | Particle size / Pazmep yacTui

22 pm/ 22 MkM

Not more than 50 pm / He 6onee 50 mxm

7 | Related Substances / PogcTBennble npumecu®

Impurity C / ITpumecs C

Below LOQ (LOQ = 0.0272 %) / Huxe npenena
KonuuectBenHoro onpenenenus ([1KO =
0,0272 %)

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

Impurity D / TIpumecs D

Not detected / He o6Hapy>kena

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

Highest Unknown Impurity /

Not more than 1.0 % / ue 6onee 1,0 %

EnuHuuHas Below LOQ (LOQ = 0.0392 %) / Huxe npenena

HeMIEHTHHLIMPOBAHHAS konuyecTeHHoro onpenenenns ([TIKO = 0,0392 %)

TIPUMECh
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: Iponykr coorBercTBYeT TpedoBaHmsM HJT 3akawyenne: OJJOEPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[NoarorosneHo: Sarita IMpoeepeno: Pravesh Ipogepeno (AOK): person / Opobpeno: Obecrnieuenne
Sharma Rana Amit Kumar kayecTBa/OTBETCTBEHHOE JIHLIO:

@—\ A Sumit  KUmpR
— B ﬁC\/‘"}

Date / Date / Date / Date / oL &0 L0024
Hara: 26.03.2026 Hata: 26.03.2026 Hara: 26.03.2026 Hara: '

www direddys.com

ills, Hyderabad - 500034, Telangana, India

I- mail@drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

Product : Nise Plus, gel 100 g

Ipoayxt: Haiiz® ITmoc, resb ans Hapy>HOro npumeHeHus, 100 r

Market / PeiHoK : Russia / Poccus

Batch No. / . V260217 Batch Quantity / . 9850.000 units /

Cepus Ne ’ Pa3zmep cepun * 9850.000 exnnum
Analytical Repog‘t No./ . 040003318305 Date of Analysis / . 26.03.2026
AHAanUTHYECKHI oTYeT No JaTa aHau3a

Date of Manufacture / . 03/2026 Date of Expiry / . 02/2028

JlaTa npou3BoAcTBa I'ogen go

Mfg. License No. /

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

Analysis performed according ND No / Ananus nposeaen no H/L Ne: JIII-Ne(003312)-(PI'-RU)-021023

Page 70f 12/ Ctp. 7 u3 12

Total impurities / Cymma
npuMecei

Below LOQ / Huxe npeaena
KOJIMYECTBEHHOTO OIpe/Ie/IeHHs

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

8 [Microbial contamination / MukpoGuoJsioruueckasi H4McToTa

Total viable aerobic count /
Obuiee KOJIMYECTBO
JKU3HECTIOCOOHBIX a’poOHBIX
MHKPOOPraHU3MOB

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

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

Total combined yeast and mold
count / O6wee uncno
JIPONOKEBBIX M [UIECHEBBIX
rpu6oB

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

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

Pseudomonas aeruginosa

Absent in 1 g/ OtcytctByeT B 1 1

Absent in 1 g/ Otcyrcreue B 1 1

Staphylococcus aureus

Absent in 1 g/ OrcytcTByerB 1 1

Absent in 1 g/ OrcyrctBue B 1 1

9 | Assay/ KoanuecrBeHHOe onpejieseniie

Nimesulide** / Humecynuo **

10.0 mg/ 10,0 mr

9.0 to 11.0 mg of C;3H;2N20sS

99.6 % (nimesulide) per 1 g of the product (90 to
110 % of label claim) / Ot 9,0 no 11,0 mMr
Ci3HpN2OsS  (uumecysniun) B 1 ¢
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: IIpoaykt cootBeTcTByeT Tpeboanusam HJI 3akmaouedne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[MoxrorosneHo: Sarita IpoeepeHo: Pravesh ITpoeepeno (AOK): person / Onobpeno: ObecneueHne

Sharma Rana Amit Kumar kauectBa/OTBETCTBEHHOE JINLO:
A G VN L Y
. _<v
Date / Date / Date / Date / 207 b 545
Jara: 26.03.2026 Jlara: 26.03.2026 Jlara: 26.03.2026 Hara:
Registered Office: 8 2-337 No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 49

00

il: mail@drreddys.com

07
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.
Formutation 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
IpoaykT: Haiis® IInioc, ress 1y Hapy»HOTO NpumMeHenHus, 100 r

Market / PoiHok : Russia / Poccus

Batch No. / . V260217 Batch Quantity / . 9850.000 units /

Cepust Ne ) Pa3mep cepun * 9850.000 enunun
Analytical RepO}‘t No./ . 040003318305 Date of Analysis / . 26.03.2026
AHanuTuueckuii oTyeT Ne JlaTta ananusa

Date of Manufacture / . 03/2026 Date of Expiry / . 02/2028

JlaTa npou3BojcTBa I'open o

Mfg. License No. /

IIpousBoacTBeHHast : MINB/05/263 MA number: / Homep PY : JIII-N2(003312)-(PI'-RU)
Junenzus Ne

Analysis performed according ND No / Auaaus nposeaen no HJL Ne: JITT-Ne(003312)-(PI'-RU)-021023

Page 8 of 12/ Ctp. 8 u3 12

Methyl salicylate** /
Memuncanuyunam**

Menthol** / Menmon**

Capsaicin** / Kancauyun**

Sodium benzoate / Hampusi

99.8 mg /99,8 mr
99.8 %

49.9 mg/49.9 Mr
99.7 %

0.2489 mg/ 0,2489 mr

99.5 %

0.98 mg/0.98 mr

npenapata (ot 90 mo 110 % or
HOMMHAJIBHOIO COIePKaHUS)

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 CsHgO3 (MeTHicanuuunar) B
1 r npenapara (ot 90 10 110 % ot
HOMHHAJIBHOTO COACPKAHKUA)

45.0 to 55.0 mg of CoH200 (menthol) per
1 g of the product (90 to 110 % of label
claim) / Ot 45,0 no 55,0 mr C;oH0
(menTon) B 1 rmpenapara (ot 90 go 110 %
HOMHMHAJIbHOTO COAEPKaHHS)

Not less than 0.225 mg of CigH27NO3
(capsaicin) per 1 g of the product (not
less than 90 % of label claim) / He menee
0,225 mr Ci3H27NO; (kancanuus) B 1 r
npenapata (He menee 90 % or
HOMMHAJIBHOI'O COIEPXKAHK)

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) /

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [TpoaykTt coorseTcTByeT TpeboBaHuam HJJ 3akmouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[ToarotoeiieHo: Sarita ITposepeno: Prayesh Tpoeepeno (AOK): person / Onobpeno: ObecrieucHue
Sharma Rana Amit Kumar KayecTBa/OTBETCTBEHHOE JTULIO:

ok dueve RuwAang

T LV
Date / Date / ~ |[Date/ Date / a)\(;/ﬂ—.w)/b
Jlara: 26.03.2026 Hara: 26.03.2026 JHara: 26.03.2026 JlaTa:
0.3, Banjara Hills, Hyderabad - 500034, Telangana, India
+81 40 4900 2999, Email: mail@drreddys.com

CIN; L85195AP1984P! CO04507

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

CEPTUDUKAT AHAJIMU3A
Product : Nise Plus, gel 100 g
I poayxr: Haiiz® [Tnioc, rens mis HapysHoro npuMeHenusi, 100 r
Market / PoiHok : Russia / Poccus
Batch No. / . V260217 Batch Quantity / . 9850.000 units /
Cepus Ne ) Pasmep cepun © 9850.000 enunuL
Analytical Repovrt No./ . 040003318305 Date of Analysis / . 26.03.2026
AHAJUTHYECKHI oTUeT No Jara ananan3za
Date of Manufacture / . 03/2026 Date of Expiry / . 02/2028
JlaTa npou3BoACTBa T'open a0
Mfg. License No. /
IlpousBoacTBeHHAA : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JuueH3ust Ne
Analysis performed according ND No / Auaans nposesen no H/1 Ne: JITI-Ne(003312)-(PT-RU)-021023
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He menee 0,85 mr C;HsNaO» (vatpus
6enzoar) B 1 r npenapara (ue menee 85 %
OT HOMHHAJILHOTO COZEPIKAHUS)

Buthylhydroxytoluene /
Bymuneuopoxcumonyon

0.40 mg /0,40 mr
100.2 %

Not less than 0.34 mg of C;sH240
(buthylhydroxytoluene) per 1 g of the
product (Not less than 85 % of the label
claim) / He menee 0,34 mr CisHo4O
(6yTunruppokcuTonyon) B 1 r mpenapara
(He meHee 85 % OT HOMHHAJIBHOTO
COJEepHAHNUI).

10 | Package / YnakoBka

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 U3 naMHHUpOBa

HHOro amomuHus ¢ redom u3 [I9BII, cnabxeHHyo

MeMOpaHOU AJii KOHTPOJIS MEpPBOTO BCKPLITHA, W TNMOJMIPONUIEHOBOH Kpbiukoi. Tlo 1
Ty6e B MayKy KapTOHHYIO C JIMCTKOM-BKJIA/IBILIEM.

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 %.

Remarks : The Product confirms to ND/

Ilpumeuanue: [Ipoaykt cooTBercTBYeT TpeboraHusaM HJI

Conclusion : APPROVED /
3aknarwuenue: OJJOBPEHO

Sharma Rana
o

Prepared by / Checked by / Checked by (AQA) /
[NoarortosneHo: Sarita INposepeno: Pravesh ITpoeepeHo (AOK):
Amit Kumar

e

—

Approved by: Quality Assurance/Authorized
person / Ono6peno: ObecneyecHue
kayecTBa/OTBETCTBERHOE JINLIO:

gumk( ARG\ (.

-

Date / Date /

Date /

Jlata: 26.03.2026 Hata: 26.03.2026 Jara: 26.03.2026

3, banjara 1ils,

04900 2699, E

1PLCOD

Date / Q\G/UB',,LM

JlaTa:

ferabad - 500034, Telangana, India

y

mail: mail@drreddys.com

AT
+oU)




Qe Dr. Reddy's Laboratories Ltd.
b/ ‘.. 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

CEPTUDUKAT AHAJIM3A
Product : Nise Plus, gel 100 g
IMpoaykr: Haitz® ITmoc, resib a1s HapyxHoro npumeHenus, 100 r
Market / PoiHok : Russia / Poccus
Batch No. / . V260217 Batch Quantity / . 9850.000 units /
Cepus Ne ) Pasmep cepun " 9850.000 enuHuUL
Analytical Repovrt No./ . 040003318305 Date of Analysis / . 26.03.2026
Ananutuyeckuii oruet No Jarta anannza
Date of Manufacture / . 03/2026 Date of Expiry / . 02/2028
JlaTa npon3BoacTBa Togen no
Mfg. License No. /
Ilpou3BoACTBeHHAS : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
auuensusa Ne
Analysis performed according ND No / Asaau3 nposeaen no H/1 Ne: JITI-Ne(003312)-(PI'-RU)-021023

Page 10 of 12/ Ctp. 10 u3 12
**Release specification limit for Assay of:
Nimesulide —9.5 to 11.0 mg of C13H2N20sS (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 CoH200 (menthol) per 1 g of the product (95 to 110 % of label claim)
Capsaicin — not less than 0.2375 mg of CisH27NO3 (capsaicin) per 1 g of the product (not less than 95 % of label claim)

[IpumeuaHus.

* Hopma cnieuprKalMy NpU BBIMYCKE N0 NOKa3aTeMo «POACTBEHHBIE IIPUMECHN:
Ipumece C — He Gonee 0,10 %;

TIpumece D — He 6onee 0,10 %;

Ennununas HeuaenTHUUIHpoBaHHas npuMecs — He Gonee 0,10 %;

CymMma npumeceit — He 6onee 1,5 %.

** Hopma cnenudukauuy npH BhllyCKe M0 NoKasaTelto «KoJMuecTBEHHOE OMNpeaeieHUeN:

Humecymun — Ot 9,5 no 11,0 mr C3H2N2OsS (Humecynun) B 1 r npenapata (o1 95 10 110 oT HOMHHAJIBHOTO COACPIKAHUS)
Meruncanuuunat — Ot 95,0 no 110,0 mr CgHgO3 (Metnncanuumnar) 8 1 r npenapara (ot 95 no 110 % 0T HOMHHAIBHOTO CONEPIXKAHHA)
Menron — Ot 47,5 no 55,0 mr CioH20O (menTon) B 1 r npenapata (ot 95 1o 110 % oT HOMHHaNBHOTO CoAEPIKAHUS)

Kancanuuu — He menee 0,2375 mr CisH»7NO3 (kancanuun) B 1 r npenapata (He MeHee 95,0 % OT HOMHHAJIBHOIO COREPKAHHS)

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumeyanue: ITpoayxt cooTBeTcTBYET TpeboBanusm HJJ 3akmouenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IMoaroToBneHo: Sarita ITpoeepeno: Pravesh [posepero (AOK): person / OpobpeHo: ObecneueHue
Sharma Rana Amit Kumar kauecTBa/OTBETCTBEHHOE JIMLIO:
&— (\/\ Ly O U
Date / Date / Date / Date / AL
Jara: 26.03.2026 Jlata: 26.03.2026 Jlara: 26.03.2026 JlaTa:

34, Telangana, India

ldys.com



Dr.Reddy’s ":‘

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

Vill. Khol, Nalagarh Road, Baddj,
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
Mpoayxr: Haiz® [Tnioc, remb s HapyxHOro npumeHetus, 100 r

Market / PoiHok : Russia/ Poccus

Batch No. / . V260217 Batch Quantity / . 9850.000 units /

Cepust Ne ' Pasmep cepun © 9850.000 exuumIL
Analytical Repourt No./ . 040003318305 Date of Analysis / . 26.03.2026
AHanuTHYyecKuii oTueT Ne JlaTa aHanu3a

Date of Manufacture / . 03/2026 Date of Expiry / . 02/2028

Hata npon3soacTsa TogeH g0

Mfg. License No. /

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

Analysis performed according ND No / Avanus nposeaes no H/I Ne: JITI-Ne(003312)-(PI'-RU)-021023
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KPT i P ienaine e Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
Humecynnn Metuncanuuunar JleBoMeHTON Kancauuux
INN / MHH: II\_Illmesullde/ Methyl Salicylate / Levomenthol / Capsaicin /
UMECYIINI Meruncanuumniat JleBoMeHTON Kancanimu
API manufacturer batch number / MS-1A-243031- LOT U 7852 MLC-2500088 F001-24003
Homep cepuu nponssoautens ADC: M1
FP Manufacturer API Batch number / FERA00717 FESA00508 FESR00837 FESA00197
Homep cepun APC npouspoautes [JID:
\ Manranam
Tparc 581 ®opmoza
P Anbta JlaGoparopuc
Qpraruie I, Jlaboparopuc JITn, APGDA SApomATRKG Wnx, TaiiBanb
API Manufactured by & country / Wnpps / parop > | Tler. JItm, Uupus / o ’
Hupus / Alta . Kurait/ Formosa
IIpoussoautess A®C, crpana: Mangalam . Arora Aromatics .
Laboratories Ltd., . Laboratories
Drugs & . Pvt. Ltd., India .
; India Inc., Taiwan,
Organics Ltd,, .
. China
India

site /

o

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

HaumenoBaHue, aipec ¥ HOMep JHIEH3UH
MI0MAAKH, OCYIeCTBASIOUIe
NPOU3BOACTEO/KOHTPOJIL KAUeCTBa/BbIMYCK

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt. Solan, H.P. 173205,

India (License No MNB/05/263)/

[NpounzeoncreeHHoe noapasneneHne-6, Bumi. Kxone, Hanarapx Poyn, bannn,
Juctpukr Conan, X.I1., 173205, Muaus (JIunensus Ne MNB/05/263)

abad - 500034, Telangana, India

 Email: mail@drreddys.com
P1C004507

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: IIponykT coorBeTcTBYeT TpeboBaHuamM HJL 3akawyenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized
[Moaroroeneno: Sarita IMpoeepeno: Pravesh ITposepeno (AOK): person / Onobpeno: ObecnieyeHue
Sharma Rana Amit Kumar kayecTBa/OTBETCTBEHHOE JTULO:
N QURIL Runwia
’ = =2 v
Date / Date / Date / Date / L0306
Jlarta: 26.03.2026 Iara: 26.03.2026 Hara: 26.03.2026 Jlara:




D R dd ' ...' Dr. Reddy's Laboratories Ltd.
r.xe S ® Formulation Unit-6
* y = Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIM3A
'Product : Nise Plus, gel 100 g
Mpoayxr: Haiis® [imoc, rens wns napysxHoro npumenenns, 100 r
Market / PeiHOK : Russia / Poccus
Batch No. / . V260217 Batch Quantity / . 9850.000 units /
Cepusi Ne ) Pasmep cepun * 9850.000 eavinun
Analytical Repo“rt No./ . 040003318305 Date of Analysis / . 26.03.2026
AHaanTnyeckuil oTyer No JlaTa ananuza
Date of Manufacture / . 03/2026 Date of Expiry / . 02/2028
JlaTa npon3BoacTsa I'ogen oo
Mfg. License No. /
IIpou3BoacTBEHHAS : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
anuensns Ne
Analysis performed according ND No / Auanus nposeaen mo H/1 Ne: JITT-Na(003312)-(PI'-RU)-021023
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Declaration of certification: «l 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».

3akJnouenue 0 CooTBeTCTBHM: «HacTosum s noaTBepxkAalo, 4TO NMPHBEACHHAs BbILLE HHOPMALU IBISETCS A10CTOBEPHOIM
M TOYHOI. DTa cepys NPOAYKIMY Npon3BeaeHa (BKaouas ynakoBKy (MapKHpOBKY) H KOHTPOIIb KauecTBa) Ha BbllleyKa3aHHOH
NPOM3BOJCTBEHHON muowanke (riow@akax) B MOJHOM cOOTBETCTBHM ¢  Tpebopanmamu [lpasun Haanexauei
MPON3BOACTBEHHOI npakTHiku EBpa3uiickoro 3K0HOMHYECKOro coto3a H TPeDOBAHHAMM KOHTPOJS KayecTsa JeKaPCTBEHHbBIX
CPEZICTB, a TAKKE B COOTBETCTBMM CO crielM(UKALHAMH, COAECPKALIMMHCS B PErHCTPALHOHHOM A0ChE CTPAHbI-MMIOPTEPA.
3anucH Mo NPOU3BOACTBY, YNAKOBKE W aHanu3y MPOBEPEHbl, W YCTAHOBJCGHO HMX COOTBETCTBHE TpebosaHusMm [Ipasun
Hajuiexalleit npou3BOACTBEHHON NpakTHKU EBpazHiickoro 3KOHOMHYECKOro COI03ay.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: I[Mpoaykr coorsercreyer Tpeboanmam HJL 3axnwuenne: OJJOGPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IToarorosneno: Sarita ITpoBepeno: Pravesh [Tposepeno (AOK): person / Ogobpeno: Obecneuenne
Sharma Rana Amit Kumar kauecTBa/OTBETCTBEHHOE JIMLO:

- LUNIC U AL

f\ s <

Date / Date / Date/ Date / A612-202L,
Jlara: 26.03.2026 Jlata: 26.03.2026 Jlara: 26.03.2026 JlaTa: _

Registered Office: 8-2-337, Road No, 3, Banjara Hills, Hyderabati - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

vww, drreddys.com





