Dr.Reddy’s Q':

Dr. Reddy's Laboratories Ltd.

Formuiation Unit-6

Vill. Kho!, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

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

Product : Nise Plus, gel 100 g
Mpoaykr: Haiiz® [Tmoc, res ajs Hapy»HOro npuMeHenus, 100 r

auueHsusn Ne

Market / Poinox : Russia / Poccust

Batch No. / . V250630 Batch Quantity / . 9820.000 units /

Cepus Ne ) Pasmep cepuu * 9820.000 exyunL,
Analytical Repovrt No./ . 040003033294 Date of Analysis / . 27.08.2025
AHaJUTH4YeCKHii oTyeT No JaTta aHaansa

Date of Manufacture / . 08/2025 Date of Expiry / . 07/2027

JdaTa npousBojcTBa T'oxen g0

Mfg. License No. /

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

Analysis performed according ND No / Anaaus nposesen no HJL Ne: JITI-Ne(003312)-(PI'-RU)-021023

Page 1 0of 12/ Crp.1 13 12

Ne Test / [lokazaTenn Result / PesyabTaThl Specification / Hopma

1 | Appearance / Onucanue White gel of homogeneous consistency with a | White to off-white gel of homogeneous
characteristic odor. / Tems Genoro usera | consistency with a characteristic odor. /
OIHODONHOH  KOHCHCTEHUMH  C  XApakICpHBIM | Tenp, Gemoro wmnm moutH Gesoro ueera
SENERTNE OIHOPOAHOMH KOHCHCTEHLIUH c

XapaKTePHBIM 3aMaxoM.
2 | Identification/ Uaentuduxanus
2a | By HPLC/ B3XXX

- Nimesulide /| Humecynuo

Complies as prescribed /

CooTBeTcTBYET TpeOOBaHUAM

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
XpoMarorpamMmMe MCIBITYEMOrO pacTBOpa,
MOJIy4€HHOTO npu MPOBEACHUH
HCIIBITAaHUA «KonruecrBeHHOE
ornpeneneHue. Humecynun U
METUICANTHLMIATY, JOIDKEH
OBHAPYKUBATHCA KK, COOTBETCTBYIOUIHA
MO  BpEMEHU  YAEPKHBAHMA  ITHKY
HUMecCyIHnaa Ha XpoMarorpamme

CTaHAAPTHOI'O pacTrROpa.

Remarks : The Product confirms to ND/
IMpumeuanune: IIpoaykt coorsercTyer Tpedosaniam HI

Conclusion : APPROVED /
3akawuenne: OJJOBPEHO

C—

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IMoaroropneno: P, javesh INposepeno: [Tpoeepeso (AOK): person / Ono6peno: ObecneueHne Q l DL L Z
Rana ,,[ Pardeep Kumar Amit KIKnar A ka4decTBa/OTBETCTBEHHOE JIULIO: (R
= [N 7
: AN, 4 Ly
Date / Date / Date/ Date/ f\- L{" r@ '-L-"',)\)/ I
lara: 09.02.2026 Hara: 09.02.2026 laTa: 09.02.2026 Hara: ¥y g " i

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

CIN: L85195AP1984PLC004507
www.drreddys.com
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Distt. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Nise Plus, gel 100 g
HMpoaykr: Haiiz® [Tmoc, resb 1Jis Hapy»HOro npumeHeHus, 100 r

Market / Poinok : Russia / Poccust

Batch No. / . V250630 Batch Quantity / . 9820.000 units /

Cepus Ne ) Pasmep cepumn © 9820.000 enyHuUL
Analytical Repovrt No./ . 040003033294 Date of Analysis / . 27.08.2025
AHajuTHYecKHii oTueT Ne Jara anauansa

Date of Manufacture / . 08/2025 Date of Expiry / . 072027

JlaTa npon3BoACTBA Togen no

Mfg. License No. /

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

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

Page 2 of 12/ C1p. 2 m3 12
- Methyl salicylate / Complies as prescribed / A peak with the retention time
Memuncanuyunam CooTBeTCTBYET TpeOOBaHUAM corresponding to that of methyl salicylate
in the standard solution chromatogram
shall be present in the test solution
chromatogram obtained during
"Nimesulide and Methyl salicylate Assay"
test. / Ha xpomaTorpaMme HCHBITYEMOTO
pacTBOpa, MONYUEHHOTO MPH MPOBEASHHH

UCTIBITAaHHA «KonuuecrereHHoe
onpeaclCHnE, Hnmecynnn H
METWJICATTUUHIIAT, JOJIKCH

06GHapYKUBATHCA MUK, COOTBETCTBYIOIUH
Mo  BpPEeMEHU  YINEpXKUBAaHHUS  IHKY
METHNCaNHLMIaTa Ha XpoMarorpamme
CTaHJAapTHOIO PacTBOPA.

Menthol / Mernmon Complies as prescribed / A peak with the retention time
CooTBeTcTBYET TpeGoBaHUIM 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  HCIBITYEMOro
pacTBOpa, TMOJy4E€HHOTO MIPH NPOBEIeHHH

HCIBITaHUS «KonnyecTeeHHOE
OITpEAENIEHHE. MeHTOM», JOJDKEH
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumeuanne: TpoaykT cootercrayer Tpebosanmam HJL 3axiaroueHue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized _
[oaroroeeno: Pravesh  |TlposepeHo: ITporepeno (AOK): person / Onobpeno: Obecneyenme Q [ r%,l_ gl
Rana [ Pardeep Kumar Amit Kumar kayecTBa/OTBETCTBEHHOE JIUIIO! LT
Date / Date / Date / Date/ / N~
Jara: 09.02.2026 Hara: 09.02.2026 Jlara: 09.02.2026 [ara: } £ A7) Vi Zb

T O ':}

\

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

Formuiation Unit-6

Vill. Kho!, 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 100 g

Ipoayser: Haiis® [Lioc, rens ans HapyxkHOro npumenenus, 100 r

Market / Poinox : Russia / Poccus

Batch No. / . V250630 Batch Quantity / . 9820.000 units /

Cepna Ne ) Pa3zmep cepun * 9820.000 equHuL,
Analytical Repourt No./ . 040003033294 Date of Analysis / . 27.08.2025
AnasuTHyeckuii oruer Ne Jara ananusa

Date of Manufacture / . 08/2025 Date of Expiry / . 07/2027

JlaTa npou3BOACTBA Togen no

Mfg. License No. /

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

Analysis performed according ND No / Auaans nposeact no HJI Ne: JITI-Ne(003312)-(PT-RU)-021023

Page 3 of 12/ C7p. 3 3 12

06GHapY>KUBATHCS MUK, COOTBETCTBYIOILIMit
[0 BPEMEHH yIEepPKHBAHHA MMUKY MEHTO/Na

Ha  XpoMarorpaMme  CTaHIapTHOro
pacTBopa.
- Capsaicin / Kancauyun Complies as prescribed / A peak with the retention time

CooteercTByeT TpeGoBaHUAM

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
XpOMAaTOrpaMMe HCIBITYEMOI'O PacTBOpa,
[OJIy4EeHHOTO npH TIPOBEAEHHU
HCIIBITaHNs «KonuuectpeHHOE
onpenenenve. KancauwupH ¢ HaTpus
6eH30aT», ZODKeH 06HapYKUBATHCH IMHK,
COOTBETCTBYIOLINH o BpeMEeHH
YOEP)KHBAHWUS T[HKYy KancaWluHa Ha
XpOMAaTorpamme CTaHEapTHOTO pacTBOPA.

2b | By HPLC (PDA) / BOXKX ¢ 0uodHo-mampuiHsiyi 0emeKmopom
- Nimesulide / Humecynuo Complies as prescribed / The absorption spectrum of nimesulide
CooteercTByeT TpeboBaHHAM 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 /
Ipumeuanne: [NpoaykT cooreercTryeT Tpebosannam HJL 3axaiouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Aut 1ze
[Moarotorneno: Pravesh  [|[Ipoeepeno: Ipogepeno (AOK): person / OnobpeHo: ObecnieueHre ( (_, Al
Rana - Pardeep Kumar Amit Kumar N kauectea/OTBETCTBEHHOE JIMLO: L q
) \._::-L—:—- \_/
= l == N,
Date/ Date / Date / Date / X
Jlara: 09.02.2026 Iara: 09.02.2026 Jara: 09.02.2026 Hara: 0 e

/6)

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

CIN: L85195AP1984PLC004507
www.drreddys.com




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

@
Dr.Red dY’S ‘.o. Vill. Kho!, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A
Product : Nise Plus, gel 100 g
Ipoayxr: Haitz® Imoc, rens /1 Hapy»KHOTo npuMeHenus, 100 r
Market / PoiHOK : Russia/ Poccus
Batch No. / . V250630 Batch Quantity / . 9820.000 units /
Cepus Ne ) Pasmep cepun * 9820.000 enunnL
Analytical Repovrt No./ . 040003033294 Date of Analysis / . 27.08.2025
AHanuTHYeCKHii oTdyeT Ne JlaTa aHaau3a
Date of Manufacture / . 08/2025 Date of Expiry/ . 07/2027
JaTa npousBoacTBa T'ogen o
Mfg. License No. /
IlpoussoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
Jnuen3us Ne
Analysis performed according ND No / Anaau3 nposenen mo H/1 Ne: JIII-Ne(003312)-(PT-RU)-021023

Page 4 of 12/ C1p. 4 u3 12
solution  chromatogram. /  Cnektp
MOrjoleHnss TMKAa HUMECYJIMAa Ha
XpOMarorpaMMe HCIBITYEMOTO DPAacTBOpa,

TOJIyYEHHOTO npu TIPOBEICHUH
WCTIBITaHUS «KonnuecrsenHoe
omnpeeneHue. Humecynun H
METHJICATTULHIIATY), JOJDKEH

COOTBETCTBOBATE CHEKTPY TIOrJIOMIECHHA
NMHKa HUMECYIMOa Ha XpoMartorpamme
CTaHOApTHOIrO pacTBopa.

- Methyl salicylate / Complies as prescribed / The absorption spectrum of methyl
Memuncanuyunam CooTteeTcTBYET TpeOOBaHUAM 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 mNOroMeHHs
nuka MeTHJICaTHLMIaTa Ha
XpOMATOrpaMMe MCIHBITYEMOTO PacTBOPA,
NOJIY4eHHOTO npu IpOBeACHUH
HCIIBITAHUSA «KonuuecteHHoe
oIpeieNieHHE. Humecynun u
METHIICATULIMIIATY), DOJKEH
COOTBETCTBOBATh CHEKTPY [MMOTJIOLIEHHS

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
N pumeuanue: Ipoaykt cooTBeTcTBYEeT Tpeboarusam HJ| 3aknwuenne: ONOBPEHO
Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized s
[NoaroTosneHo: Pravmh Iposepeno: IpoeepeHo (AOK): person / Opobpeno: ObecneyeHue "\i ) L )
Rana p Pardeep Kumar Amit Kumar kayecTea/OQTEBETCTBEHHOE MHLO! A VR
i =l 5
: \—
Date / Date / Date / Date /
Hara: 09.02.2026 JHara: 09.02.2026 Hata: 09.02.2026 Hara: /L(@ ,\"7/(»3
L/ [ = o

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-5

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
Npoayxr: Haiis® [moc, res as HapyxHOro npuMeHeHus, 100 r

Market / PoiHOK : Russia / Poccus

Batch No. / . V250630 Batch Quantity / . 9820.000 units /

Cepus Ne i Pa3mep cepHH * 9820.000 egunHL,
Analytical Repovrt No./ . 040003033294 Date of Analysis / . 27.08.2025
AHanuTHYECKHI 0TYeT Ne JlaTa anaansa

Date of Manufacture / . 08/2025 Date of Expiry / . 07/2027

Jara npoH3BoACTBA Topen no

Mfg. License No. /

IIpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT'-RU)
JnueH3ust Ne

Analysis performed according ND No / Auaaus nposeaer no HJ/I Ne: JITI-Ne(003312)-(PI'-RU)-021023

Page 50f 12/ Crp. S u3 12

NnUuKa METHIICATIMLMIIaTa Ha
XpoMaTrorpaMme CTaHAapTHOTO pacTBopa.

- Capsaicin / Kancauyun

Complies as prescribed /
CooTBeTcTBYeT TpeOOBaHHAM

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 mnorioueHus
NMUKa KancauuuHa Ha XpoMarorpaMme

HMCIIBITYEMOTO pacTBOpa, [MOJYYECHHOro
npu [IpOBEACHHUU HUCIBITAHUA
«KonuuecTBeHHOE OTIpCACIICHHE.

KancavuuH U Hatpus 6eH3o0aT»), TOJIKEeH
COOTBETCTBOBATh CIEKTPY IMOTJIOLIEHUS
nvka KafcCaullMHA Ha XpOMarorpaMme
CTaHIapTHOrO pacTBoOpa.

2¢ | By TLC/TCX

- Menthol / Menmon

Complies as prescribed /
CooteeTcTByeT TpebOBaHUAM

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 TMATHO Ha
XpoMaTorpaMme HCOBITYEMOTO pacTBOpa
T10 MOJIOXEHHIO JOJKHO COOTBETCTBOBATE

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

Mpumeuaanne: [Ipoaykr coorBeTcTBYeT TpebopaHusim HJJ BaxmouyeHue: OJJOGPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authopized

[Moarortoeneno: Pravesh  ||[Iposepeno: Ipoeepeno (AOK): person / OnobpeHo: Obecneuenue / i Lﬂ L/Cc

Rana Pardeep Kumar { Amit Kumar KayecTBa/OTRETCTBEHHOE JINLO: v
o ."ﬁ"-. - ., [

Date / Date / Date /' Date / N} AL »;

Hara: 09.02.2026 Hara: 09.02.2026 Hara: 09.02.2026 Hara: ( k/(—* = L4 b L

= gy =

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@drraddys.com

CIN: L.85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJIU3A

Dr. Reddy's Laboratories Ltd.
Formuiation 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

I poayxr: Haitz® Intoc, rens ans Hapy»kHoro npuMenenus, 100

Market / PuiHok : Russia / Poccus

Batch No. / . V250630 Batch Quantity / . 9820.000 units /

Cepus Ne ) Pa3zmep cepuu * 9820.000 equHuL
Analytical Repovrt No./ . 040003033294 Date of Analysis / . 27.08.2025
AHananTuyeckuii oruer Ne Jara anajusa

Date of Manufacture / . 08/2025 Date of Expiry / . 07/2027

Jara npousBoicTBa I'open no

Mfg. License No. /

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

Analysis performed according ND No / Ananus nposeaen no HJI Ne: JITI-Ne(003312)-(PI'-RU)-021023

Page 6 of 12/ Ctp. 6 13 12

OCHOBHOMY IIATHY Ha XpoMaTorpaMmme

pacTBOpa CTaHAapTHOTO obpasua
MEHTOJIa.
3 | Net weight / Macca 101g/101r According to requirement / B
COAePIKUMOro YIAKOBKH COOTBETCTBHH C TPEOOBaHHAMH
4 | pH/pH 43 4.0 to0 6.0 (for 1.0 % aqueous solution) /
Ot 4,0 no 6,0 (ans 1,0 % BogHOTO
pacTBOpa)
5 | Viscosity / BaskocTs 210120 cP /210120 cII 150,000 cP to 350,000 cP at 25 °C/
Ot 150000 cIT no 350000 cIl npu 25 °C
6 | Particle size / Pazmep yacTuu 18 pm/ 18MKm Not more than 50 pm / He 6onee 50 mxm
7 | Related Substances / PogcTBeHHbIe mpuMecH*

Impurity C / ITpumecs C

Not detected / He obHapy>xeHa

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

Impurity D / Ilpumecs D

Not detected / He obHapyxeHa

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

Highest Unknown Impurity /
Enunnunas
HeUIeHTHOUIUPOBaHHAS
pUMech

Below BDL / Hue nopora perucrpaudu

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

Total impurities / Cymma

Below LOQ / Hixe npenena

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

npumeceii KOJIMYECTBEHHOTO OTpe/IeNeHHs
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanne: [Iponykr cooreercTRyeT TpebopaHuAM HJJ 3akmoyenne: OJIOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
Honrorosnewo: Prayesh  |[TTposepeHo; [Mposepeno (AOK): person / Opodpeno: Obecrieuenne 0 Y/
Rana L Pardeep Kumar Amit Kumar kayecTBa/OTBETCTECHHOE JIMLO; DY
_ =l A ﬁ.
2 / — \
{ e
Date / Date / Date / Date / - {/'
Jara: 09.02.2026 Jara: 09.02.2026 Jata: 09.02.2026 Jara: ' '\_,Lf/ él}ﬂ

\u ‘(« tf:-!gp; r ’zpy j::'j

-

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +31 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Ltd.

Formuiation Unit-56

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

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

Product : Nise Plus, gel 100 g

Ipoaykr: Haiiz® ITmoc, rens uis HapyxHOro npuMedenud, 100 r

Topen go

Market / Prinok : Russia/ Poccus

Batch No. / . V250630 Batch Quantity / . 9820.000 units /
Cepusa Ne ’ Pa3zmep cepum © 9820.000 enuHHML
Analytical Repovrt No./ . 040003033294 Date of Analysis / . 27.08.2025
AHanuTudeckuii oTuer Ne JlaTa ananusza

Date of Manufacture / . 08/2025 Date of Expiry / . 07/2027

JlaTa npou3BoACTBa

Mfg. License No. /
IIponssoacTBeHHasn
NnueH3ns Ne

: MNB/05/263

MA number: / Homep PY :

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

Analysis performed according ND No / Anaans nposeaed no HJ Ne: JITI-Ne(003312)-(PT"-RU)-021023

Page 7 of 12/ C1p. 7 u3 12

8 |Microbial contamination / Mukpo6ronornueckasi 4uMcToTa

Total viable aerobic count /
Obee KOJIMUECTBO
YKHU3HECTIOCOOHBIX a3pOoOHBIX
MHKPOOPTraHH3MOB

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
count / Oburee uuciao
IPOXOKEBBIX M [UIECHEBBIX
rpu6os

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

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

Pseudomonas acruginosa

Absent in 1 g/ OtcyrcTByeTr B 1 T

Absent in 1 g/ OrcytcTBHEB 1 T

Staphylococcus aureus

Absent in 1 g/ OrcytctByeTrB 1 T

Absent in 1 g/ OrcyTcTBME B 1 T

9 | Assay/ KosiuuecTBeHHOE onpejieneHiie

Nimesulide** / Humecynuo**

10.1mg/ 10.1mr

9.0 to 11.0 mg of Ci3H2N:05S

100.8% (nimesulide) per 1 g of the product (90 to
110 % of label claim)/ Ot 9,0 no 11,0 mMr
Ci3H12N20sS  (uumecynun) B 1 r
npenapara (ot 90 mo 110 % or
HOMHUHAJILHOTO COZIEPIKaHHA)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanue: [ponykr coorrercTByeT TpeboBanmsam HJT 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
ToarorosneHo: Pravesh  [[[IpoBepeHo: Mpoeepeno (AOK): person / Onobpeno: Obecneueniie 10 4
Rana Pardeep Kumar Amit Kumar kavecTea/OTBETCTBEHHOE JHLIO! / LA A
f// I A '
( £ 2N
Date / Date / Date / Date / }i, {_/‘L‘" 4
Jara: 09.02.2026 Jara: 09.02.2026 Hara: 09.02.2026 Hara: /»ﬁ//{; ?,__ N
T = (C") 7 ‘ ) 2
e

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

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

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A

Product : Nise Plus, gel 100 g

Ipoayxt: Haiiz® Ilmoc, rens ans HapyxHoro npuMeHenus, 100 r

Market / Peinok : Russta / Poccust

Batch No. / . V250630 Batch Quantity / . 9820.000 units /

Cepusn Ne ) Pa3mep cepun * 9820.000 enuHULL
Analytical Repourt No./ . 040003033294 Date of Analysis / . 27.08.2025
AnaauTHuyeckuil oryer Ne JlaTa aHanuza

Date of Manufacture / . 08/2025 Date of Expiry / . 07/2027

JlaTa npou3BoACTBA Tonen g0

Mfg. License No. /

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

JauneHsnsa Ne

Analysis performed according ND No / Anaau3s nposeae mo HJI Ne: JITI-Ne(003312)-(PI'-RU)-021023

Methyl salicylate** /
Memuncanuyunam™**

Menthol** / Menmon**

Capsaicin** / Kancauyun**

Sodium benzoate / Hampus

100.3mg / 100.3Mr
100.3%

49.5mg/ 49.5mur
99.0 %

0.2430mg / 0.2430mr
972 %

0.99mg / 0.99mr
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90.0 to 110.0 mg of CgHsOs (methyl
salicylate) per 1 g of the product (90 to
110 % of label claim) / Ot 90,0 mo
110,0 mr CgHgO3 (MeTHIICATMLIMIAT) B
1 r npenapara (ot 90 5o 110 % ot
HOMUHAIBHOTO COJEPIKaHH)

45.0 to 55.0 mg of CigH20O (menthol) per
1 g of the product (90 to 110 % of label
claim) / Ot 45,0 mo 55,0 mr CigH>O
(menTon) B 1 r npenapata (ot 90 1o 110 %
HOMHUHAIBHOTO COJAEPIKaHHUA)

Not less than 0.225 mg of Ci1sH27NO;
(capsaicin) per 1 g of the product (not
less than 90 % of label claim) / He meHee
0,225 mr C3H27NOj; (kancauuuH) B 1 ©
npenapara (He MeHee 90 % ot
HOMHHAJIBHOTO COJEPKAHU)

Not less than 0.85 mg of C;HsNaO»

benzoam 98.6 % (sodium benzoate) per 1 g of the product

(not less than 85 % of the label claim) /
He menee 0,85 mr C;HsNaO» (HaTpus
6ensoat) B 1 r npenapara (He meHee 85 %
OT HOMHHAJIBHOT'O COASPIKaHHU)

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

Ipumeqanne: [poxykT cooTBeTcTBYeET Tpeboranusam HJ 3axmoyenne: OJIOEPEHO

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

[Tonroroeneno: Pravesh  ||lTposepeno: TMposepexo (AOK): person / Opobpeno: Obecnieuenne ( Z @ 2 1

Rana /‘ Pardeep Kumar [ Amit Kumar kauecTra/OTBETCTEEHHOE JIULIO: Vg

{/ ) ——g—— E\\ =
Date / Date / Date/ l Date/ k[/ ) N é
Hara: 09.02.2026 Hara: 09.02.2026 Hara: 09.02.2026 Hara: L/L,,‘;,, /n/N T 2 4

T )T =
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Dr. Reddy's Laboratories Ltd.
Formuiation Unit-6

Vill. Kho!, Nalagarh Road, Baddi,
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Product : Nise Plus, gel 100 g
IpoaykT: Haiiz® [Tmoc, rens st Hapy»kHOro npuMeHeHus, 100 r

Market / PoiHOK : Russia / Poccus

Batch No. / . V250630 Batch Quantity / . 9820.000 units /

Cepns Ne ) Pasmep cepun * 9820.000 enuHML
Analytical Repo“rt No./ . 040003033294 Date of Analysis / . 27.08.2025
AHasnTUYeCKHil 0TUeT No Jara ananausa

Date of Manufacture / . 08/2025 Date of Expiry / . 072027

Jara npou3BoacTBa TI'open go

Mfg. License No. /

IIpon3BoacTBeHHAR : MINB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
JnneH3us Ne

Analysis performed according ND No / Auanus nposeaen mo H/L Ne: JITI-Ne(003312)-(PI'-RU)-021023
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Buthylhydroxytoluene /
Bymunzuoporxcumonyon

0.40mg / 0.40mr
100.0 %

Not less than 0.34 mg of CisH240
(buthylhydroxytoluene) per 1 g of the
product (Not less than 85 % of the label
claim) / He menee 0,34 mr CsH>40
(6ytuaruapokcuroinyon) B 1 T npenapata
(ue menee 85 % OT HOMHHANBHOTO
COTEpIKaHus).

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.

[To 100 r B Ty6y W3 JaMHHMPOBAHHOTO aMOMHHHA ¢ ruiedoM u3 IIOBII, cHabxeHHyro
MeMOpPaHO# A/ KOHTPOJIs TEPBOTO BCKPBITHS, U MOJMMPONUICHOBOH Kpbiukoi. ITo 1
TyGe B mauKy KapTOHHYIO C JIMICTKOM-BKIAABILIEM.

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 C13H2N>OsS (nimesulide) per 1 g of the product (95 to 110 % of label claim)
Methyl salicylate — 95.0 to 110.0 mg of CsHsOs (methyl salicylate) per 1 g of the product (95 to 110 % of label claim)

Remarks : The Product confirms to ND/

IMpumeuanue: IIpoaykr cooteercTRyeT TpeGopaHuaM HJL

Conclusion : APPROVED /
3akmouyenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Moaroroenexo: Prachh IIpoBepeno: [Mpogepeno (AOK): person / Onobpeno: Obecrnievenne =
Rana / Pardeep Kumar Amit Kumar A kadccTra/OTBETCTBEHHOE JIMLO:! u C A/
- ) Oi_"/ f\" -
: i (
Date / Date / Date/ Date /
Jlata: 09.02.2026 Jata: 09.02.2026 Jara: 09.02.2026 Jlara: ( i "/"L/ i A 2 26
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A
Product : Nise Plus, gel 100 g
Ipoayxr: Haitz® [Timoc, resb ais HapyxHoro npumeHedus, 100 r
Market / PoiHok : Russia/ Poccus
Batch No. / . V250630 Batch Quantity / . 9820.000 units /
Cepus Ne ) Pasmep cepun * 9820.000 envHuL,
Analytical Repourt No./ . 040003033294 Date of Analysis / . 27.08.2025
AHaJuTHYecKnii oTyeT Ne JlaTa ananu3za
Date of Manufacture / . 08/2025 Date of Expiry/ . 07/2027
JlaTa npousBoacTBa T'ogen no
Mfg. License No./
IIpousBoacrBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT'-RU)
JuneH3us Ne
Analysis performed according ND No / Auaans nposeaed no HJI Ne: JITI-Ne(003312)-(PI'-RU)-021023
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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 C sH27NOQ; (capsaicin) per 1 g of the product (not less than 95 % of label claim)

Ilpumeuanus.

* Hopma crieurkaliuy npy BBIIYCKE MO NoKa3aTeNo «PoACTBEHHEIE IPHMECH)!
ITpumecs C — ne 6onee 0,10 %;

IIpumecs D — He 6onee 0,10 %;

EnuHu4Has HeuaeHTHGUUMpOoBaHHAas MpuMeck — He 6oiee 0,10 %,;

Cymma npumeceti — He 6onee 1,5 %.

** Hopma crieurHKaliiy NpH BHITyCKe Mo rnokasaTemo «KonuuecTBeHROE onpeaeeHue:

Humecynua — Or 9,5 1o 11,0 mr Ci3H12N20sS (numecynun) B 1 r npenapara (ot 95 1o 110 0T HOMHHANEHOTO COAEPKAHKA)
Metuncanuumiar — Ot 95,0 go 110,0 mr CsHsO3 (Meruncanuumnar) B 1 r npenapara (ot 95 no 110 % OT HOMHHAJILHOTO COEPXKaHHs)
MenTon — Ot 47,5 1o 55,0 mr CioH200 (menTon) B 1 r npenapata (oT 95 1o 110 % OT HOMHHAIBHOTO CONEPIKAHMS)

Kancauuun — He menee 0,2375 mr C3H2yNO; (kancauumn) B 1 r npenapara (He MeHee 95,0 % OT HOMMHAJIBHOTO COAEpMaHMs)

API name / Hanmenosanmne ADC: Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
Humecynun MeTHicanuuuiar JleBoMeHTON Kancanuuu
Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
INN / MHH:
Humecynun MeTHcaJHuuIaT JleBoMeHTOI Kancanuun
API manufacturer batch number / MS-1A-243031- |LOT T 8166, LOT T
Homep cepun npounssoaurtensa ADC: Ml 8167 LALHC-O ORI ORI
FP Manufacturer API Batch number / FESA00104,
Homep cepuu ADC npoussoguress [JID: B UG FESA00105 e RS
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: IlpoaykT cooTBeTcTBYET Tpebosanmsam HJT Z3akawuenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
lMonrorosneno: Prayesh  ||[Iposepeno: IIpoeepeno (AOK): person / Onobpero: ObecneueHue ) ;
Rana /[' Pardeep Kumar s Amit Kumar kauecTBa/OTBETCTBEHHOE JIULIO: (i_, L/ OAA
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Nise Plus, gel 100 g
Ipoayxr: Haiis® [Tmoc, rens [Uls Hapy»kHOro npuMeHenus, 100 r

Market / PeiHOK : Russia / Poccus

Batch No. / . V250630 Batch Quantity / . 9820.000 units /

Cepus Ne i Pa3smep cepnn © 0820.000 eguHuL
Analytical Repourt No./ . 040003033294 Date of Analysis / . 27.08.2025
AHananTudyeckuii oTuer Ne JlaTa aHaJM3a

Date of Manufacture / . 08/2025 Date of Expiry / . 072027

Jarta npon3zsoacTBa Tomen a0

Mfg. License No. /

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

Analysis performed according ND No / Auaan3 nposeaen no HJI Ne: JIII-Ne(003312)-(PI'-RU)-021023
Page 11 of 12/ Ctp. 11 u3 12

Masnranam
I — dopmo3sa
P ArnbTta Jlabopatopuc
O i, Jla6opatopwuc JIT, Apopa Apomatike HHk, TaiiBaHb
API Manufactured by & country / Wnpus / patop % | e JIta, Uaaus / > i
Wunus / Alta . Kurait/ Formosa
IpousBoautens A®C, crpana: Mangalam . Arora Aromatics .
Laboratories Ltd., . Laboratories
Drugs & . Pvt. Ltd., India .
. India Inc., Taiwan,
Organics Ltd., .
; China
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,
HauMeHoBaHHe, aapec U HOMeP JHIEH3UH India (License No MNB/05/263)/
MJI0IIAAKH, OCYLIeCTB/sA0meil [MpowussoacTeeHHOE MoApasfeneHue-6, Bumi. Kxons, Hanarapx Poyn, banay,
NPOH3BOACTBO/KOHTPOL Ka4ecTBa/BbIMYCK Juctpuxr Conan, X.I1., 173205, Huaus (JInuensua Ne MNB/05/263)
e

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».

3akm0ueHHe 0 CO0TBeTCTBHH: «HacTosmuM s MOATBEPIXKAAI0, YTO PUBEACHHAS BbILLIE HHPOPMALIUA ABNAETCS NOCTOBEPHOM
¥ TOUHOM. DTa cepys NPOLYKIMH NPOU3BEeHa (BKIFOYAs YITaKOBKY (MapKUpPOBKY) U KOHTPOIIb Ka4eCTBa) Ha BhlILEYKa3aHHOM

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanmne: ITpoaykT cooTBeTcTByeT TpeboBanmsm HJL 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Moarorosneno: Pravesh  ||[Iposepeno: [Tposepeno (AOK): person / Onobpeno: ObecrnieueHune
Rana ! Pardeep Kumar Amit I?iumar N kauecTsa/OTBETCTBEHHOE JIHLO: ﬂ
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Date / Date / Date / Date / \«ﬁ, , Q
Jara: 09.02.2026 Hara: 09.02.2026 Hara: 09.02.2026 Jara: L Q /IO — 0 '}
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Formuiation Unit-6

Viil. Kho!, 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

Ipoayrer: Haiis® [nioc, rens fuist HapykHOro npumeHenns, 100 r

Market / Peisok : Russia/ Poccust

Batch No. / . V250630 Batch Quantity / . 9820.000 units /

Cepusi Ne ) Pa3zmep cepun © 9820.000 eanHuL
Analytical Repo“rt No./ . 040003033294 Date of Analysis / . 27.08.2025
AHaguTrYecknil oTuer No JaTa anauu3za

Date of Manufacture / . 08/2025 Date of Expiry / . 07/2027

JaTa npon3BoacTBa T'onen go

Mfg. License No. /

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

Analysis performed according ND No / Anaans nposeacu no HJI Ne: JITI-Ne(003312)-(PI'-RU)-021023

IPOM3BONCTBEHHON IUIoHmIgAKe (MJOLIaAKaXx) B IOJHOM COOTBETCTBMM C TpeboBanuamu Ilpasun
NPOM3BO/ICTBEHHON MpakTHKN EBpasuiickoro 5KOHOMHMYECKOr0 CO3a U TPEOOBAHMAMM KOHTPOJIS Ka4yeCTBA JICKAPCTBEHHBIX
CPENCTB, & TaKXKe B COOTBETCTBHH CO CNElUPHKALUSAMY, COAECPKALIMMUCSA B PETMCTPALIMOHHOM J0ChE CTPaHbI-UMIIOpTEpa.
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3anicH 1O TPOU3BOACTBY, YIIAKOBKE M aHAIN3Y MPOBEPEHBI, H YCTAHOBIEHO MX COOTBETCTBHE TpeboBaHMsaM IlpaBun
HaaJeXxariei Mpou3BOACTREHHOH npakTUKH EBpa3zuiickoro 3k0HOMHUYECKOrO COIO3a».

Remarks : The Product confirms to ND/
Mpumeuanue: [Ipoaykt coorBercTBYET Tpeboranusm HJL

Conclusion : APPROVED /
3axmouyenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized

IMoarorosneHo; Pravesh  ||[Ipoeepeno: ITpoeepeno (AOK): person / OnobpeHo: OfecnevucHHg

Rana _ Pardeep Kumar | Amit Kumar . kayecTsa/OTBETCTBEHHOE JIHLIO: o7 yd
s .;—_-«LL—— — % . (LJ U E& Ut
= e

Date / Date / Date / Date /
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