Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

Vill. Kho!, Nalagarh Road, Baddi,
Disit. Solan, H.P., 173 205, INDIA

:#2il 68166,56001-02

www.drreddys.com

CEPTUOUKAT AHAJIM3A

"Product : Nise Plus, gel 100 g

Market / Poinox

Ilpoayxr: Haiis® Ilmoc, rens ans HapyxHoro npumeHenus 100 r
: Russia / Poccus

Batch No./ . V250092 Batch Quantity / . 9780.000 units /

Cepusa N2 i Pasmep cepun * 9780.000 exnnun,
Analytical Repovrt No./ . 040002808707 Date of Analysis / . 24.02.2025
AHajuTH4eckHii oTyer Ne Jata ananun3a

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026

JlaTta npoussoacTsa TIoaen oo

Mfg. License No. /

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

| JITT-Ne(003312)-(PT-RU) ot 02.10.2023

Analysis performed according ND No / Anann3s nposeaes mo HA Ne: JITT-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Page 10of 11/ Crp.1 3 11

Ne Test / IlokazaTreasb

Result / PesyabTaTthl

Specification / Hopma

1 | Appearance / Onucanue

White gel of homogeneous consistency with a

White to off-white gel of homogeneous

characteristic odor. / I'ems Gemoro uBera | consistency with a characteristic odor. /
OIHOPOAHOM  KOHCHCTCHIMHM € XapakTepHLIM | Teg, Genoro MM MoYTH OeNoro Lpera
3anaxom.

OD,HOpO)IHOﬁ KOHCUCTEHIIUH [
XapaKTEpHBIM 3arnaxoM.

2 | Identification/ Mapentndukanus

2a | By HPLC/B3KX

- Nimesulide | Humecynuo

Complies as prescribed /
CooteercTByeT 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 xpomarorpamme
UCIIBITYEMOTO PacTBOpa, MOITYUEHHOTO
npu MpOBEACHHH HCIIBITAHUS
«KonuuecrBeHHoOe oTpeieNieHHE.
Humecynua W METHIICATHLIMIATY,
JOJIKEH 0OHapY>XHMBAThCS UK,
COOTBETCTBYIOLIMH o BpEMEHH
yIOepKUBaHUS MOHKY HHMeECYJIHAa Ha
XpOMaTOrpaMme CTaHapTHOrO

Remarks : The Product confirms to ND/
Hpumeuanue: [pogyur coornerctnyeT TpebopainisM HJT

Conclusion : APPROVED /
3armoacine: OJOBPEHO
i

Prepared by /
[Tonrorosneno: Santosh Kumar
Maurya 7

el —

Checked by /
ITporepeHo: Pardeep Kumar

Approved by: Manager/Executive /
OnobpeHo: Menenzkep / PykoBoaHTe b
Abhishek Chauhan/|

Date/
Jara: 24.02.2025

-
Date /

Hara: 24.02.2025

Date /
Hara: 24.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4200 2900, Fax: +91 40 4900 2998, Binail: mail@direddys.com

CIN: L851954P1984PLC004507
www.drreddys.com




Dr.Reddy’s Q’:'

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

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

Vill. Kho!, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
Tel : +91 58166 56001-02

www.drreddys.com

Product : Nise Plus, gel 100 g

Mpoaykr: Haitz® [Tmoc, reis ans Hapy»KHOro npuMeHenns 100 r

Market / Pritok

: Russia / Poccus

Batch No./ . V250092 Batch Quantity / . 9780.000 units /

Cepusn N2 ) Pasmep cepun * 9780.000 enuHuUL
Analytical Repovrt No./ . 040002808707 Date of Analysis / . 24.02.2025
AnannTudeckuii otuer Ne JlaTa anaausa

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026

HaTa npoussoacTsa TIogen o

Mfg. License No./

IIpouspoacreennas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI-RU)
JuueH3ust Ne

JI-Ne(003312)-(PI'-RU) ot 02.10.2023

Analysis performed according ND No / Ananu3 nposeacn no HJ Ne: JIII-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Page 2 0of 11/ Crp. 2 m3 11

pacTBopa.

- Methyl salicylate /
Memuncanuyunam

Complies as prescribed /
CootgeTcTBYeT TpeGOBaHUAM

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
XpoMmarorpamMmmMe HCITBITYEMOTO
pacTBopa, MOTy4eHHOTO npH
NpOBEICHUH UCTIBITaHHUA
«KonnyecTeeHHOE orpeieNicHHE.
Humecynua ¢ MeTHUICanuLMiIaTy,
NOJDKEH 0b6HapyKHUBaThCH UK,
COOTBETCTBYIOLIMH no BpEMEHH
yIOepKHBaHUs TIHKY MeTWIcaTuLuiIaTa
HAa  XpoMaTtorpaMme CTaHAApTHOrO
pacrBopa.

A peak with

Menthol / Menmon

Remarks : The Product confirms to ND/

TTpumeuanne: [TponykT cooTRETCTBYET TReOoBaHWAM HI

Complies as prescribed /
CooTBeTCTBYET 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

Conclusion : APPROVED /
3akm0ueHHe: OHOBHEHO

Prepared by /
IToarorosneHo: Santosh Kumar~ ,
Maurya i

—

Checked by /
ITpoBepeno: Pardeep Kumar

|

C o

Approved by: Mzmag;‘ /Execytive /
OnobpeHo: MeHeﬂ}K(? / Pykpoautens
Abhishek Chauhan

Date /
Jara: 24.02.2025

Date /
Hara: 24.02.2025

Date /
Jara: 24.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +61 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drraddys.com

CIN: L851954P1984PLC0O04507
www.drreddys.com




Dr.Reddy’s @

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

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

Vill. Kho!, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA

- 1 IR ek ol NN _ND
el ;+51 55100 56001-0.2

www.drreddys.com

Product : Nise Plus, gel 100 g

Ipogykt: Haiia® [lnroc, reas A Hapy»KHOrO MPUMEHEHHS 100r

Market / Poinok

: Russia / Poccus

Batch No./ . V250092 Batch Quantity / . 9780.000 units /

Cepusn Ne ) Pa3zmep cepuu * 9780.000 envHHLL
Analytical Repovrt No./ . 040002808707 Date of Analysis / . 24.02.2025
AHannTHyeckuii oTyeT Ne JlaTa aHanu3a

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026

JlaTa npousBoAcTBa Togen g0

Mfg. License No. /

IlpoussoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT'-RU)
JHueH3ns Ne

Analysis performed according ND No / Azaans nposeaen no H/l Ne: JIN-Ne(003312)-(PT'-RU) dt. 02.10.2023 /
JIM-Ne(003312)-(PI-RU) ot 02.10.2023

Page3of 11/ Crp.3 3 11

CootsercrByer TpebOBaHUAM

XpoMaTorpamme HCNBITYeMOrO
pacTBopa, TOJIyYEHHOT O npH
HPOBEACHHH HCIIbITAHUA
«KonuuectpeHHoe omnpepeneHue.
MeHToM», [OMKeH OOHapy)KHUBaThCA
MK, COOTBETCTBYIOIIMH IO BpEMEHH
yOepKMBAHMS MWKy MEHTOJla Ha
XpomaTorpamMme CTaHOapTHOTO
pactsopa.

- 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. / Ha xpomarorpamme
HCIBITYEMOrO PacTBOpa, MOJIy4EHHOTO
npu NpPOBEACHHH WCITBITAHUS
«KonudectBeHHOE ornpeneseHHe.
Karncamiiid W Hatpust  OeH30aT»,
IOJDKEH 06GHapy)KHBaThCS VK,
COOTBETCTBYIOIIMI no BpEMEHH
yIOep)XKMBaHUs IMHKY KarcaullMHa Ha
XpOMaToOrpamme CTaHJIapTHOTO

Remarks : The Product confirms to ND/
Ipumeyanue: [IpoaykT cootBeTcTBYeT TpeboBanusam HJI

Conclusion : APPROVED /
3akno4yeHue: OI[OFPEHO

Prepared by /
IMoxrorosieno: Santosh Kumar
Maurya

@

Checked by /
ITpoBepeno: Pardeep Kumar

Abhishek Chauhan |

Approved by: Manager/Executive /
Onobpeno: Menemxep / PyI{OBTm{Tenb

Date /
JaTa: 24.02.2025

-'.':'_“_L——"
Date /

Jara: 24.02.2025

Date /
JaTa: 24.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +G1 40 4200 2900, Fax: +91 40 4300 2999, kmail: rall@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUDUKAT AHAJIU3A

B o Dr. Reddy's Laboratories Ltd.
®
2]

Product : Nise Plus, gel 100 g
Hpoaykr: Hais® T'hmoc, rene as HapykHoro npumenenus 100 r

Market / Peinok : Russia / Poccus

Batch No./ . V250002 Batch Quantity / . 9780.000 units /

Cepus Ne ) Pa3zmep cepuu © 9780.000 enuHuL,

Analytical Repourt No./ . 040002808707 Date of Analysis / . 24.02.2025

AHannTHYecknii oTueT Ne Jara aHanuza

Date of Manufacture / . 01/2025 Date of Expiry/ . 12/2026

Hata nponsBoacTaa I'ogeH no

Mfg. License No. /

IlpoussoacTBenHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JuueH3ust Ne S

Analysis performed according ND No / Anann3 nposexcn no H/l Ne: JIII-Ne(003312)-(PT-RU) dt. 02.10.2023 /
JITI-Ne(003312)-(PT-RU) or 02.10.2023

Paged of 11/ Crp. 4 n3 11

pacTeopa.

2b | By HPLC (PDA) / BOKX c Qu0odHO-MampuiHsIM OemeKkmopom
- Nimesulide / Humecynuo Complies as prescribed / The absorption spectrum of nimesulide
CootBeTcTByeT TpeGOBaHUAM 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. / Cnextp
MOrJIOEHHsT THKa HHUMECYJIMAa Ha

XpoMarorpamme HCOBITYEMOTO
pacTBopa, MOJIy4Y€HHOTO npH
[pPOBEACHUU UCTIBITAHHA
«KonuyecTBeHHOE ompenencHue.

HPlMecyII Ha H METHIICal uuvma'r»),
JOJDKEH COOTBETCTBOBATH CIIEKTpY
MOrJjiouieHUsT TIIHKa HAMECYJIMAa Ha

XpoMaTtorpamMmme CTaHAapTHOrO
pacTBopa.
- Methyl salicylate / Complies as prescribed / The absorption spectrum of methyl
Menmuncanuyunam CooTBercTBYET TpeOOBaHHAM 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

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: TIpoaykT cooTBetcTBYET Tpeboanusm HJI 3akmwuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMonroroBneHo: Santosh Kumar, Iporepeno: Pardeep Kumar Opobpeno: Menemkep / Pykosoanrens
Maurya \; ;2’ [’ Abhishek Chauhan /11

Date / Date / Date / . —

Jara: 24.02.2025 Hara: 24.02.2025 Jata: 24.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +S1 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drraddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s ":

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIUM3A

Dr. Reddy's Laboratories Ltd.

Focrmulation Unit-6
Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

- B ey al oy 4 N
Tei : +91 98166 56001-62

www.drreddys.com

Product : Nise Plus, gel 100 g

TMpoaykr: Haif3® [lmoc, rens as HapyxHoro npumenenns 100 r

Market / PeiHok

: Russia / Poccust

Batch No./ . V250092 Batch Quantity / . 9780.000 units /

Cepusa Ne ) Pasmep cepun * 9780.000 enuHuULL
Analytical Repovrt No. / . 040002808707 Date of Analysis / . 24.02.2025
AHanuTHYecKH il oT4eT Ne JlaTa ananusa

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026

JlaTa npoH3BOACTBA Togen go

Mfg. License No. /

Ilpou3soacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
auueH3us No

JITI-Ne(003312)-(PI'-RU) ot 02.10.2023

Analysis performed according ND No / Anann3s npeseaen no H/L Ne: JIII-Ne(003312)-(PT-RU) dt. 02.10.2023 / o

PageS5of11/Crp.Su3 11

solution chromatogram. / Cnextp
TOTJIOLIEHHs TMKa METHJICAIMIMWIIATa Ha
XpomaTorpamme UCIMBITYEMOTO
pacTeopa, NOJTyYEHHOT 0 py
NpOBEAEHUH MCTIBITAHUSA
«Konuyecrpennoe onpenencHue.
Humecynun UM MCETHACATHLMIATY),
JO/DKEH  COOTBETCTBOBATL  CIEKTPY
MOTJIOINEHHS THKA METHIICA/IMLIMIIATA Ha
XpoMaTorpamMMe CTaHJAapTHOTO
pacTeopa.

- 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
NOTJIOMEHHss THKa KalcauuydHa Ha
XpoMmarorpamMmme HCIIBITYEMOTO
pactBopa, MOJTy4EHHOTO npu
NpoBENEHUH HCIIBITAHUSA
«KomuuecTBeHHOE onpeneneHue.
Kancayuuu wu  Hatpus GeHzoar»),
JIOJDKEH  COOTBETCTBOBATE  CHEKTPY

Remarks : The Product confirms to ND/

ITpumeuanue: [Tponykt cooTBeTCTBYET TpeboBaHuam HJJ

Conclusion : APPROVED /

3akiouenue: OJOBPEHO
]

Prepared by /

[MoxrorosneHo: Santosh Kumar~

Maurya }Sﬁ, s
i

Checked by /
[Tposepeno: Pardeep Kumar

xecutive /
PykoBqaurens

Approved by: Manager/
Onobpeno: Mesemkep)
Abhishek Chauhan /

Date/
Harta: 24.02.2025

o=
Date /

Hara: 24.02.2025

Date /
Jara: 24.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4200 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

-1 N O TN N
€] . +J1 0100 D0ULV L UL

www.drreddys.com

Product : Nise Plus, gel 100 g

| IpoaykT: Haiis® Ilmoc, reib ans HapyxHoro npumeHenus 100 r

Market / Poinok

: Russia / Poccus

Batch No. / . V250092 Batch Quantity / . 9780.000 units /

Cepns Ne ) Paszmep cepun * 9780.000 equHuUL

Analytical Repoz‘t No./ . 040002808707 Date of Analysis / . 24.02.2025

Ananurayeckuii oTuer Ne Jara anajmsa

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026

JlaTta npouzsoacTea I'ogeH po -
Mfg. License No. /

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

JITI-Ne(003312)-(PI'-RU) ot 02.10.2023

Analysis performed according ND No / Anaan3 nposeses mo HJ1 Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Page 6 of 11/ Crp. 6 m3 11

MOrJIoIEHUA [IMKa KallCaullkHa Ha
Xpomartorpamme CTaHOapTHOIrO
pacTsopa.

2¢ | By TLC/TCX

- Menthol / Menmon

Complies as prescribed /
CooTBeTcTBYET TpeOOBaHUIM

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 MATHO Ha
XpOMaTorpamme HCIBITYEMOTO
pacTeopa MO TOJIOKEHHIO  JOJDKHO
COOTBETCTBOBATL OCHOBHOMY TSITHY Ha
Xpomarorpamme pacteopa
CTaHAAPTHOro 06pasiia MEHTOJIA.

3 | Net weight / Macca 101 g/ 101r According to requirement / B
COAEPIKNUMOro YIAKOBKH COOTBETCTBUHU C TPeOOBaHUAMH
4 | pH/pH 4.7/4.7 4.6 to 6.0 (for 1.0 % aqueous solution) /

Ot 4,0 o 6,0 (nns 1,0 % BoaxoTO
pacTeopa)

5 | Viscosity / BaszkocTb

213600 cP /213600 cII

150,000 cP to 350,000 cP at 25 °C/
Ot 150000 cIT po 350000 cII npu 25
°C

Remarks : The Product confirms to ND/
IIpumeuanne: [Iponykt coorBeTcTBYET TpedoBaHusaM HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO
A

Prepared by / Checked by / Approved by: Managgr/Executive /
Ionrorosneno: Santosh Kumar - Iposepeno: Pardeep Kumar Onobpeno: Meneskdp / PykooanTens
Maurya ( &\ - ‘:I Abhishek Chauhan

— —
Date/ Date / Date /
Hara: 24.02.2025 Jlara: 24.02.2025 Hara: 24.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangara, india
Tel: +91 40 4200 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com

CIN: L851954P1984PLC004507
www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTHU®UKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.F., 173 205, INDIA
Tel: +51 98166 56001-02

www.drreddys.com

Product = Nise Plus, gel 100 g

Ipoaykr: Haiis® Imoc, renb s HapyxHoro npumeHenns 100 r

Market / Poinok

: Russia / Poccus

Batch No./ . V250002 Batch Quantity / . 9780.000 units /

Cepust N2 i Pazmep cepun © 9780.000 enuHmLL
Analytical Repo“rt No./ . 040002808707 Date of Analysis / . 24.02.2025
AHanuTH4deckHii oTueTr No Jlara aHau3a

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026

Jara npounssoacTsa Topen o

Mfg. License No. /

IlpousBoacTeeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
JuueH3ust Ne

Analysis performed according ND No / Anann3 nposexen o H/{ Ne: JITI-Ne(003312)-(PT'-RU) dt. 02.10.2023 /
JI-Ne(003312)-(Pr-RU) or 02.10.2023

Page 70f 11/ C1p. 713 11

6 | Particle size / Pazmep yacTun

17 pm/ 17 MM

Not more than 50 um / He 6onee 50
MKM

7 | Related Substances / PoagcTBeHHBI

e npumMecH

Impurity C / [Ipumecs C
Impurity D / Ilpumecs D

Highest Unknown Impurity /
Ennnnunas
HeuIeHTHPHUMPOBaHHAs
npuMech

Total impurities / Cymma
npumecei

Not detected / He oOGHapyxeHa
Not detected / He obHapyxeHa

Below LOQ (LOQ = 0.0392 %) / Huxe

npegena  KOJWYECTBEHHOTO  OMNpeAesieHUs
(ITKO = 0.0392 %)
Below LOQ / Hixe npenena

KOJIMYECTBEHHOTO ONpPERCICHNA

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

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

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

8 |Microbial contamination / Muxpo

fHoJIOrHyecKast YueTrora

Total viable aerobic count /
Obuee KOJIMYECTBO
JKH3HECTIOCOOHBIX a3poOHBIX
MHKPOOPTaHHU3IMOB

Total combined yeast and mold
count / Obee yucio
JIPOMOKEBBIX M IIECHEBBIX
rpubos

NA

NA

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

Not more than 10' CFU/g /
He 60nee 10' KOE/r

Remarks : The Product confirms to ND/

IIpumeuanue: [Tponykt cooTBercTByeT TpeOoBanusaM HJT

Conclusion : APPROVED /
3axmouenune: OZOBPEHO

i
Prepared by / Checked by / Approved by: Manager/Executive /
Ioarotosnexo: Santosh Kumar, ITpoBepeno: Pardeep Kumar Onobpeno: Menemiep / PykoponuTens
Maurya ( _ %-\ _J Abhishek Chauhan
Date / Date / - Date /
Hara: 24.02.2025 Hata: 24.02.2025 Hara: 24.02.2025

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: L85195A4P1984PLCO04507

www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

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

Vill. Kho!, Nalagarh Road, Baddi,
Disit. Solan, H.P., 173 205, INDIA
Tol; +51 56166 56001-02
www.drreddys.com

Product : Nise Plus, gel 100 g

Market / Puinox

Ipoaykr: Haii3s® [Taioc, rens ang Hapy»HOro npumereHns 100 r

: Russia / Poccus

JITI-N2(003312)-(PI'-RU) ot 02.10.2023

Batch No./ . V250002 Batch Quantity / _ 9780.000 units /

Cepusn Ne ) Pa3zmep cepun * 9780.000 exvHuL
Analytical Repovrt No./ . 040002808707 Date of Analysis / . 24.02.2025
Anaaurnyecknii otuer Ne JlaTa anannsa

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026

Jlata npoussojacTBa T'open a0

Mfg. License No. /

IIpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JIHUEeH3HsA Ne

Analysis performed according ND No / Anaans nposenen no HJI Ne: JIIT-Ne(003312)-(PT-RU) dt. 02.10.2023 /

Pseudomonas aeruginosa

Staphylococcus aureus

NA
NA

Page 8 of 11/ Ctp. 8 m3 11
Absentin 1 g/ OrcyrctBHe Bl r

Absentin 1 g/ OrcyrctBue B 1

9 | Assay/ KoanuecrseHndoe onpenesenne

Nimesulide /Hunecynuo

Methyl salicylate /
Memuncamujunam

Menthol / Meumon

10.2 mg/10.2 mr
102.1 %

101.7 mg/ 101.7 mMr
101.7 %

50.9 mg/ 50.9 mr
101.8 %

9.0 to 11.0 mg of Ci3H2N>OsS
(nimesulide) per 1 g of the product (90
to 110 % of label claim)/ Ot 9,0 no 11,0
mr C;3Hj2N2OsS (Humecynum) B 1 ¢
npenapata (or 90 mo 110 % or
HOMHHaNbHOTO COAEp KaHUA)

90.0 to 110.0 mg of CgHgOs3 (methyl
salicylate) per 1 g of the product (90 to
110 % of label claim) / Ot 90,0 no
110,0 mr CsHgO;3 (MeTuncanuumnar) B
1 r npenapara (ot 90 no 110 % ot
HOMHHAJILHOTO CONEPIKaHHs)

45.0 to 55.0 mg of CioHxO (menthol)
per 1 g of the product (90 to 110 % of
label claim) / Ot 45,0 oo 55,0 wmr
CioH2¢O (menrton) B 1 r npenapara (oT
90 JI0 110 % HOMUHaJILHOTO
CoJIepIKaHKs)

Remarks : The Product confirms to ND/
ITpumeuanne: IIponykr cootBercTBYeT TpeboBanusaM HJI

Conclusion : APPROVED /
3akioueHne: OI[OB?EHO

Prepared by /

Checked by /
ITpoeepeno: Pardeep Kumar

Onobpeno: Menemkep / PykoBogurelb

JHara: 24.02.2025

Jara: 24.02.2025

TToxgrorosneno: Santosh Kuma
Maurya :I}ﬁ H Abhishek Chauhan

e— c‘__,:L—f = .
Date / Date / Date /

JHata: 24.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Jelangana, india
Tel: +81 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO0A4A507
www.drreddys.com




Dr.Reddy’s Q%.’.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Nise Plus, gel 100 g

Ipoayxr: Haitz® ITmoc, reas ans HapyxHoro npumeHenus 100 r

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

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel:+91 58166 56001-02

www.drreddys.com

Market / Poinok

: Russia / Poccus

Batch No./ . V250092 Batch Quantity / . 9780.000 units /

Cepus Ne ) Pasmep cepuu " 9780.000 exnHUL
Analytical Repovrt No. / . 040002808707 Date of Analysis / . 24.02.2025
AnaguTH4eckuii oryer No JlaTa ananusa

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026

Jarta npou3BoAcTBa T'oaen o -

Mfg. License No. /

IlpoussoacTBeHHasn : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JHLEeH3HA No

JITT-Ne(003312)-(PT-RU) ot 02.10.2023

Analysis performed according ND No / Asaauns nposeaen no HJ/1 Ne: JIH-NQ(O(TBIZ)-(PF-RU) dt. 02.10.2023 /

Capsaicin / Kancauyun

Sodium benzoate / Hampus
benzoam

0.2532 mg/0.2532mr
101.3 %

1.01 mg/ 1.01 mr
101.0 %

Page 9 of 11/ Ctp. 9 13 11
Not less than 0.225 mg of CjsH27NO3
(capsaicin) per 1 g of the product (not
less than 90 % of label claim) / He
meHee 0,225 mr CigH27NO3
(kancauuuH) B 1 r mpenapata (He
meHee 90 % OT HOMHHANBHOTO
coaepHxaHun)

Not less than 0.85 mg of C7HsNaO»
(sodium benzoate) per 1 g of the product
(not less than 85 % of the label claim) /
He menee 0,85 mr C7HsNaO- (Hatpus
Genzoar) B 1 r mpenapara (He MeHee 85
% OT HOMHHAJILHOTO COAEPIKAHNS1)

Buthylhydroxytoluene /
Bymunaudpoxcumonyon

0.39 mg/ 0.39 mr
98.1%

Not less than 0.34 mg of Ci5H2,0
(buthylhydroxytoluene) per 1 g of the
product (Not less than 85 % of the label
claim) / He menee 0,34 mr CsH240
(6ytunrugpokcuronyon) B 1 r
npenapata (He meHee 85 % oT
HOMHHAJILHOTO COEPKAHHUS).

10 | Package / Ynaxkoska

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.

Remarks : The Product confirms to ND/

Ipumeuanne: Ilpoaykr cooreTcTByeT TpeboanusaM HI

Conclusion : APPROVED /
3akmwuenue: OJOBPEHO
A

Prepared by / Checked by / Approved by: Manag' /Executive /
IMoaroronexo: Santosh Kumar IlpoBepeHo: Pardeep Kumar Onobpeno: Menemxep / PykopopuTtens
Maurya @_ Abhishek Chauhan |

Date / Date / Date /

Hara: 24.02.2025 Hara: 24.02.2025 Hara: 24.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, ielangana, India
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@diraddys.com

CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s €

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Ferrnulation Unit-6
Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

www.drreddys.com

CEPTUOUKAT AHAJIU3A

L0 OGIRE TENANT N7
LTl JOLCD SOuva UL

[Product  Nise Plus, gel 100 g
Hpoaykt: Haiia® Iioc, resis ans HapyskHoro npumenerns 100

Market / Poinox

: Russia / Poccus

Analysis performed according ND No / Ananus nposeen no H/ Ne: JITI-Ne(003312)-(PT-RU) dt. 02.10.2023 /

Batch No./ . V250092 Batch Quantity / . 9780.000 units /

Cepus Ne ) Pazmep cepuu © 9780.000 enunuy,

Analytical Repo:‘t No./ . 040002808707 Date of Analysis / . 24.02.2025

AHanuTHyecKnii oTuyer Ne JaTa anaansa

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026

Harta npouspoacrsa T'ogeH no

Mfg. License No. /

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

Januensust Ne ,_

| JII-Ne(003312)-(PT-RU) ot 02.10.2023

Page 10 of 11/ Crp. 10 u3 11

ITo 100 r B TyDy M3 TaMUHMPOBAHHOTO aMOMHHMA ¢ IedoM u3 [IDBII, cHabskenHylo
MeMOpaHoii I KOHTPOJIS TIEPBOro BCKPBITHA, M NMOMUIIPONMIEHOBOH KpeIukoit. ITo 1
Tybe B nauky KapTOHHYIO C TUCTKOM-BKJIAABILIEM.

API name / Haumenosanue ADC: Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
HumMmecyaun Metuacanduuiat JleBOMeHTOII Kancauuun
Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
INN / MHH:
Humecynua Metuncanuuunar JleBOMEHTOJ Kancaunun
API manufacturer batch number / MS-1A-243030- |LOT T 7929, LOTT
Homep cepun nponssoantens ADC: M1 7929 MEC:2405034 FODIeEne
FP Manufacturer API Batch number / FERAO00665,
Homep cepun APC npoussoantens [JID: FERAIO0MLS FERAQ00666 EERROGSY FERA00696
Mauranam
i dopmo3sa |
p AnpTa Jlaboparopwuc
Oprasuxe Jitz, Jlaboparopuc JIt Apopa ApomartHic HHk, TaiiBaHb
API Manufactured by & country / Hnnus / parop % | e JItn, Unomst / =3 y
Wnpus / Alta . Kuraii/ Formosa
IIpoussoautens ADC, cTpaHa: Mangalam 3 Arora Aromatics .
Laboratories Ltd., A Laboratories
Drugs & . Pvt. Ltd., India .
; India Inc., Taiwan,
Organics Ltd., -
; China
India
Name, address, authorization No for FP
manufacturing site / Control site / Release Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt. Solan, H.P. 173205,
site / India (License No MNB/05/263) /

Remarks : The Product confirms to ND/
IIpumeuanne: IIponyxT coorsercTByeT TpeboBanusm HJJ

Conclusion : APPROVED /
3akiaoueHHe: OI[O]?PEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneno: Santosh Kumar / ITporepeno: Pardeep Kumar Onobpeno: Menemiep / PykoBoanrenb
Maurya \J] | Abhishek Chauhan |

e T'd N s
Date/ Date / Date /

Hara: 24.02.2025

Hata: 24.02.2025

Hara: 24.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, india

Tel: +S1 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1934PLCO0A4507
www.drreddys.com




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

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

www.drreddys.com

Dr.Reddy’s Q':

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Nise Plus, gel 100 g
T pogyxr: Haliz® Tlnoc. rens ans Hapy#Horo npumenenus 100 r

Market / Poinok : Russia / Poccus

Batch Neo./ . V250092 Batch Quantity / . 9780.000 units /

Cepust N2 ) Pazmep cepun © 9780.000 enunuLy

Analytical Repourt No./ . 040002808707 Date of Analysis / . 24.02.2025 i
AuanuTudeckuii oTuer Ne JlaTta ananusa

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026

Jara npousBoacTea I'ogeH ao

Mfg. License No. /

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

JIHLeH3HsT Ne

Analysis perforr;le_d according ND No / Anaans nposeaen no HJ Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
JITI-Ne(003312)-(PT'-RU) ot 02.10.2023

Page 11 of 11/ Crp. 11 u3 11
MpoussoacreeHHoe noapasaenenue-6, Bumn. Kxons, Hanarapx Poya, baaau,
Huctpukt Conan, X.I1., 173205, Unaus (JIuueHsus Ne MNB/05/263)

HaumenoBaHue, aApec H HOMep JHLIEH3MH
UIOWIAAKH, OCYLIeCTBAAIO el
NPOU3BOACTBO/KOHTPONIb KauecTBa/BbIMYCK
o

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product
has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full compliance
with the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/00554-2022 dt. 02 September 2022)
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».

3aK/a0ueHHe 0 COOTBeTCTBHH: «HacTosUM s NOATBEP)KAAI0, YTO MpHBeleHHas Bbillle HH(OpPMALUA SBIAETCH
JIOCTOBEPHOM M TOYHOM. DTa cepust MPOAYKIHU IPOU3BEAeHa (BKIIOYas YaKoBKY (MapKHpPOBKY) W KOHTPOJIb Ka4ecTBa)
Ha BbIIIEYKA3aHHOHW MPOM3BOJACTBEHHOM Miouanke (MIOLaKax) B [OJHOM COOTBETCTBUM C TpeboBaHusMH IlpaBui
Ha/UIexallel npou3BoACTBEHHOM NpakTHKK EBpasuiickoro sxoHoMuueckoro cowosa (Ne GMP/EAEU/RU/00554-2022 ot
02 centabps 2022) u TpeboBaHUSAMU KOHTPOJIS KAadeCTBA JIEKAPCTBEHHBIX CPEINCTB, a TaKKE B COOTBETCTBUU CO
crienuGUKALUAMY, COAEPKAIMUMHUCS B PETHCTPALHOHHOM JA0ChE CTPaHbl-UMIOpPTEpa. 3alucH MO TPOU3BOACTBY,
YIaKOBKE K aHaNM3y [pOBEPEHbl, M YCTAHOBIEHO HX COOTBETCTBUE TpebopanusaM Ilpasun Hagnexaier
IPOU3BOJCTBEHHOM MPaKTUKH EBpa3zniickoro 3K0HOMHUYECKOTO COO3a».

Remarks : The Product confirms to ND/
IMpumeuanue: [Tpoayxr coorBeTcTBYeT TpebopanusM HJI

Conclusion : APPROVED /
3akiogenune;: OJJOBPEHO

Prepared by /
INoarorosneno: Santosh Kumar
Maurya

Checked by /
IIpoBepeno: Pardeep Kumar

]
Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoaurens
Abhishek Chauhan J {

Date /
Hara: 24.02.2025

-
Date /

Hata: 24.02.2025

Date /
JHara: 24.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: 491 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com



