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Product : Nise Plus, gel 100 g
Hpogykr: Haiiz® Ilnoc, rens Ans HapysxHoro nprumerenns 100 r

Market / Peinok

: Russia / Poccus

Batch No./ . V250001 Batch Quantity / . 9836.000 units /

Cepusa N2 ) Pazmep cepun " 9836.000 exunuL
Analytical Rep0“rt No./ . 040002808551 Date of Analysis / . 24.02.2025
AHajuTHYecKHii oTueT No JlaTa anaausa

Date of Manufacture / . 01/2025 Date of Expiry / . 122026

Jata nponsBoacTea T'oaen po

Mfg. License No. /

IIpoussoacreennasn : MNB/05/263 MA number: / Homep PY : JITI-N2(003312)-(PI'-RU)
auuensus Ne

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

Page1of11/Crp.1 m3 11

Ne

Test / IlokazaTeb

Result / PesyabTaTsl

Specification / Hopma

1 | Appearance / OnucaHue

White gel of homogeneous consistency with a

characteristic odor. / Tear ©Oenoro 1BeTa
OJIHOPO/IHOI  KOHCHCTEHLMH C  XapaKTEPHBIM
3aTIANOM.

White to off-white gel of homogeneous
consistency with a characteristic odor. /
Tens Genoro wiM noytH Henoro Bera
ONHOPOIHOM KOHCHUCTEHLIMH €
XapaKTepHbIM 3aM1axoM.

2 | Identification/ UnenTudurxauus

By HPLC / BOXX

- Nimesulide | Husmecynuo

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 xpomarorpamme
HCTILITYEMOrO PacTBOpa, MOJIy4eHHOro
npH HpPOBENCHHUH HCIIBITAHUS
«KonuyectBeHHoe orpeneneHHe.
Humecynua M MeTHUNCaNMLUNAT»,
NOJDKEH oGHapyKHBATbCS MUK,
COOTBETCTBYIOIIH 1o BpeMeHH
yoep)KUBaHUS MUKy HHMECYJIHAa Ha
XpoMaTorpamMme CTaHIAPTHOrO

Remarks : The Product confirms to ND/
IIpumeuanne: IpoaykT cooTBeTcTBYCT TpeboBanusaM HJJ

Conclusion : APPROVED /
3akaodeHHe: O{IOBPEHO

Prepared by / Checked by / Approved by: Mdnager/Executive /
INoarororieHo: Santosh Kumar ITporepeno: Pardeep Kumar OpnobpeHo: ME;HIr mkep / PykoBoanTens
Maurya k. O{% Abhishek Chauh n_ B

Date/ Date / Date /

JHara: 24.02.2025

Jara: 24.02.2025

Hata: 24.02.2025

Raegistared Qffire: 8-7-237, Road No_ 3, Banjara Hills, Hvderabad - 500034, Telangana, india
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

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

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
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[Product : Nise Plus, gel 100 g

TIpoaykr: Haii3® Ilnioc, rexb ans HapyxHoro npumexermns 100 r

Market / Peinokx

: Russia / Poccus

Batch No./ . V250091 Batch Quantity / . 9836.000 units /

Cepns Ne ) Pazmep cepuu * 9836.000 exuHuL
Analytical RepOft No./ . 040002808551 Date of Analysis / . 24.02.2025

| AHaIHTHYeCKMi oTHeT Ne Jara ananusa

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

JaTta npou3soacTBa T'open no

Mfg. License No. /

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

| JIMT-Ne(003312)~(PI'-RU) ot 02.10.2023

Analysis performed according ND No / Anaan3s nposexen no H/1 Ne: JII-Ne(003312)-(PT-RU) dt. 02.10.2023 /

Page20f 11/ Crp.2 m3 11

pacTBopa.

- Methyl salicylate /
Memuncanuyunam

Complies as prescribed /
CootBeTcTBYyeT TpeOOBAHMAM

the retention time
corresponding to that of methyl
salicylate in the standard solution
chromatogram shall be present in the
test solution chromatogram obtained
during  "Nimesulide and  Methyl
salicylate ~ Assay" test. / Ha
XpoMaTorpaMMe HCIBITYEMOTO
pacrBopa, MOJy4YE€HHOTO TIpH
NpOBEACHUH MCIIBITAHUS
«KonuuectBeHHOE onpeneneHue.
Humecynua W MeTHICATMLMIATY,
IOJDKEH o6HapyKUBaTHCS MUK,
COOTBETCTBYIOLIUH o BpeMEeHH
YIEP)KUBAHUS THKY METHJICAIULIHIIATA
Ha  XpOMaTorpaMMeé  CTaHJapTHOro
pacTBopa.

A peak with

Menthol / Menmon

Complies as prescribed /
CooteercTByeT TpeOOBaHUAM

Remarks 1 The Product confirma to NT/

IIpumeuanue: [ponykr coorsercryeT Tpebosanusam HI

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 /
3akjar4yeHne: OIIOBi’EHO

Prepared by /
[MoaroroeneHo: Santosh Kumar
Maurya ':b”

Checked by / Approved by: Manag f' /Executive /
[Iposepeno: Pardeep Kumar Onobpeno: Menemxkep / Pykosopurens
o'f// Abhishek Chauhan L - ’T

Date /
Hara: 24.02.2025

Date /
Hara: 24.02.2025

Date /
Jara: 24.02.2025

Registered Officc: § Z 327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +61 40 4200 2900, Fax: +91 40 4500 2999, Email: mail@drraddys.com

CIN: LR5195AP1984PLCO0OAS07
www.drreddys.com
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CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOUKAT AHAJIM3A

Product = Nise Plus, gel 100 g

Market / Prinok : Russia / Poccus

Batch No. / . V250001 Batch Quantity / . 9836.000 units /

Cepus Ne ) Paszmep cepun " 9836.000 eauHMLL

Analytical Repovrt No./ . 040002808551 Date of Analysis / . 24.02.2025

AnanuTHyecKkuii oryer Ne JlaTa aHanu3a

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

Jarta npou3BoacTBa TI'ogen oo

Mfg. License No. /

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

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

Analysis performed according ND No / Ananus nposeaen no HJI Ne: JIII-Ne(003312)-(PT'-RU) dt. 02.10.2023 /

Page30f11/Crp.3 u3 11

XpoMaTtorpamMmme HCITBITYEMOTO
pacTBopa, NOJTy4EHHOTO npH
MpOBEJEHHH UCTIBITAHUA
«KonnuectBeHHOE OfpeecHHE.

Menrton», [OomkeH 0OHapy>KHBaTbCH
NUK, COOTBETCTBYIOUIMI MO BpeMEHH
yiepXKUBaHUs NUKY MEHTOJla Ha
XpoMaTtorpamme CTaHAAPTHOTO
pacTBopa.

- Capsaicin / Kancauyun

Complies as prescribed /
CooTBeTcTBYeT TpeOOBaHUAM

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 xpomartorpamme
HCIBITYEMOr0 pacTBopa, MOy4EHHOro

pH NpPOBEIEHUH MCITBITAHHSA
«KonuuecTBeHHOe orpenieneHue.
Kancaunyn u  Hatpus  OeHzoary,
JOJDKEH 0OHapy>KUBATbCSI MK,
COOTBETCTRYIOIIMI no BpeMEHHU
yOepKuBaHHS MUKy KallcCaMilMHA Ha
XPOMaTorpamMmme CTaHAAPTHOroO

Remarks : The Product conflimms to ND/
Ipumeuanue: [poaykr coorBeTcTBYeT TpeboBanusim HJ

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
IToarotosnexo: Santosh Kumar

Maurya { % )

Checked by /
[TpoBepeno: Pardeep Kumar

Approved by: Marjager/Executive /

OpnobpeHo: Meneikep / PyxoBoautens

Abhishek Chauhan j
LA

Date /
Jata: 24.02.2025

A
Date /

JHara: 24.02.2025

Date/
JHara: 24.02.2025

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

CIN: L85195A4P1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel: +01 88166 56001-02

www.drreddys.com

Product = Nise Plus, gel 100 g

Market / Poinok

: Russia / Poccus

Batch No./ . V250001 Batch Quantity / . 9836.000 units /

Cepus Ne ) Pazmep cepuu © 9836.000 eqMHHLL
Analytical Repovrt No./ . 040002808551 Date of Analysis / . 24.02.2025
AHaauTHYecKHii oTyeT No NaTa ananmnsa

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

JaTta npousBoacTBa T'open xo

Mfg. License No. /

IlponsBoacTBeHHAasA : MINB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT'-RU)
nunensnst Ne

Analysis performed according ND No / Ananns nposegen no ﬁ[l Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
JITT-Ne(003312)-(PT-RU) ot 02.10.2023

Page 4 of 11/ Crp. 4 13 11

pacTBopa.

2b

By HPLC (PDA) / B3KX ¢ 0uodno-mampuynsim demekmopom

- Nimesulide / Humecynuo

Complies as prescribed /
CooTBeTcTBYET TpeboBaHMAM

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. / Cnektp
OOTJOLIEHHU TNHKa HHUMecyJuaa Ha
XpoMmarorpamme HCIIBITYEMOTO
pacTBoOpa, NOJTYyYEHHOTO npu
NpOBEACHUH HCIIBITAHUS
«KonuuecreeHHoe ornpeaeneHHe.
Humecynmua ¥ MeTWICATHLIUNATY),
JOJDKEH  COOTBETCTBOBATb  CIEKTPY
MOrJIOLIEHUs [HKa HUMeCylnujaa Ha
XpoMartorpamme CTaHAAPTHOrO
pacTBopa.

- Methyl salicylate /
Mennircanuyunam

Complies as prescribed /
CootBeTCcTBYET TpebOOBaHUAM

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

Remarks : The Product confirms to ND/
ITpumeuanue: [Tpogykr cooTBeTcTBYET TpeboBaHusaM HI

Conclusion : APPROVED /

Prepared by /
IToarorosneno: Santosh Kumar
Maurya

Checked by /
IIposepeno: Pardeep Kumar

Abhishek Chauhan

Date /
JHaTa: 24.02.2025

Date /
Hara: 24.02.2025

Date /
Iata: 24.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +61 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drraddys.com

CIN: L85195AP1884PLCO04507
www.drreddys.com
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Product : Nise Plus, gel 100 g

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

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

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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et +51 561006 56001-G2

www.drreddys.com

Tpoayxr: Hali3® [Tmoc, res s napysiuoro npumenesns 100 r

Market / Poinok

: Russia / Poccus

Batch No./ . V250091 Batch Quantity / . 9836.000 units /

Cepus Ne } Pa3mep cepuH * 9836.000 equHuL

Analytical Repovrt No./ . 040002808551 Date of Analysis / . 24.02.2025

AHaguTH4ecKuii oTuer Ne JaTa aHajaunsa

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

Jlata npou3BoAcTBA T'ogex go -
Mfg. License No. /

IlpousBoacTreenHan : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JuneH3usa Ne

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

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

Page 50f 11/ Crp.Sn3 11

solution chromatogram. / Cnekrp
MOTJIOLIEHH TIMKa METUIICAIKLIMIATA Ha
XpoMaTrorpamMmme HCTIBITYEMOTO
pacTeopa, NIOJTYy4EHHOTO npu
NpOBEIEHUH UCIIBITaHUA
«KonnuectreHHOE onpeneneHue.
Humecynun W METHICUIHLIAIATY),
MOJDKEH  COOTBETCTBOBATb  CIEKTPY
MOTNIOLIEHHs TTHKa METUNCATNLMIIATA Ha
Xpomarorpamme CTaHJApTHOrO
pactBopa.

- Capsaicin / Kancauyun

Complies as prescribed /
CooTtBeTcTByeT TPEOOBAHHUAM

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
NOTMOLIEHHs TMHWKa KancaulldHa Ha
XpomaTorpaMme HCIBITYEMOTO
pacTBopa, MOJ1y4E€HHOTO npu
MPOBEJIEHNH HCIIBITAHUS
«KonuuecreenHoe ofipezieNieHNe.
KancauuuH wu Harpus  OeH30aT»),
IOJDKEH  COOTBETCTBOBaTh  CIHEKTPY |

Remarks : The Product confirms to NT)/
Ilpumeuanue: [Ipoaykt coorBeTcTBYET Tpeboanusam HJI

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO
|

Prepared by /

IToarorosneHo: Santosh Kumar /ﬁ‘
)
|

Maurya

Checked by /
[Iporepeno: Pardeep Kumar

Approved by: Managgr/Executive /
Opobpeno: Menemkgp / Pykosoauresib
Abhishek Chauhan /

Date/
Jara: 24.02.2025

P
Date /

Jara: 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 4300 2999, Email: mail@drraddys.com

CIN: L85195A4P1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

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

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

"Product : Nise Plus, gel 100 g

Market / Puinox

Ilpoaykr: Haifs® Ilmoc, rep aas HapyxHoro npumedends 100 r

: Russia / Poccust

JUneH3ust Ne

Batch No./ . V250001 Batch Quantity / . 9836.000 units /

Cepus Ne ) Pasmep cepuu * 9836.000 enuHuL

Analytical Repovrt No./ . 040002808551 Date of Analysis / . 24.02.2025

AnanuTuyeckuii otuer Ne Jata anaauza

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026 [
Jara nponssoacTea I'ogen a0

Mfg. License No. /

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

Analysis performed according ND No / Anann3s nposenen no HJ Ne: JITI-Ne(003312)~(PI'-RU) dt. 02.10.2023 /
JITT-Ne(003312)«(PT-RU) ot 02.10.2023

Page 6 of 11/ Ctp. 6 13 11

MOrJIOWIEHHsT THKa KarcaulMHa Ha
XpoMarorpamme CTAaHOAPTHOTO
pacTBopa.

2¢ | ByTLC/TCX

- Menthol / Mexnmon

Complies as prescribed /
CootBercrByeT 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 MATHO Ha
XpoMmarorpamme HCIIBITYEMOTrO
pacTBopa MO IMOJIOKEHHIO JOJDKHO
COOTBETCTBOBATH OCHOBHOMY ITSITHY Ha
XpoMaTorpamMme pacreopa
CTaHAApTHOro 06pasia MeHTOoNA.

3 | Net weight / Maceca 100g/100T According to requirement / B
COIePAKUMOTr0 YNAKOBKH COOTBETCTBHH C TPeOOBaHUAMH
4 | pH/pH 46/4.6 4.6 to 6.0 (for 1.0 % aqueous solution) /

Ot 4,0 no 6,0 (nna 1,0 % BogHOTO
pacTBopa)

5 | Viscosity / BaskocTb

214560 cP /214560 cIl

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

Remarks : The Product confirms to ND/
Ipumeuanue: [Tpoaykt cooTBeTcTBYET TpebopanusM HI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO
A

Prepared by /
Ioarotosneno: Santosh Kumar
Maurya

¢

Checked by /
IIposepeHo: Pardeep Kumar

al—

e

Approved by: Mana
Onobpeno: Menemjep / Pykosogurens
Abhishek Chauha

er/Executive /

Date /
Hata: 24.02.2025

Date /
Hata: 24.02.2025

Date /
Hata: 24.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +81 40 4200 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Kho!, Nalagarh Road, Baddi,
Disti. Solan, H.P., 173 205, INDIA
Te! vl 9N 56 5600102

www.drreddys.com

Product :_I\ﬁse_Plus, gel 100 g

Horo npumeHenus 100 r

Tlpoaykr: Haiiz® [Inroc, rens ans Hapyx

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

Market / Prinok : Russia / Poccus
Batch No./ Batch Quantity / 9836.000 units /
: V250091 g
Cepusa Ne Pazmep cepun 9836.000 enyHuL,
Analytical Repovrt No./ . 040002808551 Date of Analysis / . 24.02.2025
AHaguTH4eckHii oTueT Ne Jara anajamsa
Date of Manufacture / . 01/2025 Date of Expiry / . 122026
Jata npou3BoAcTBa |Toaen a0
Mfg. License No. /
IlpousBoacTBEeHHAR : MNB/05/263 MA number: / Homep PY : JITI-Ne(003312)-(PT'-RU)
JinneH3nst Ne

Analysis performed according ND No / Anann3 nposenen no HJL Ne: JIH-N!(0033123-(PF-RU) d¢. 02.10.2023 /

Page 7of 11/ Crtp. 73 11

6 | Particle size / Pazmep uacTai

16 pm/ 16 mMkm

Not more than 50 um / He 6onee 50
MKM

7 | Related Substances / PoacTeeHHble MpHMecH

Impurity C / Ipumece C
Impurity D / ITpumece D

Highest Unknown Impurity /
Envanynas
HEeUOEeHTUDULHPOBAaHHAS
pHUMech

Total impurities / Cymma
npuMeceit

Not detected / e oOHapyskeHa

Not detected / e obHapyxeHa

Below LOQ (LOQ = 0.0392 %) / Hike

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

Not more than 1.0 % / "He Gonee 1,0 %

npenesia  KOJNMYECTBEHHOTO  OMpeneneHHs
(ITKO = 0.0392 %)
Below LOQ / Huxe npexaena | Not more than 1.5 % / ne 6onee 1,5 %

KOJIHYECTBEHHOI0 ONIPCACIICHUS

8 |Microbial contamination / Muxpo6nosoriueckas 4McTOTA

Total viable aerobic count /
Obiee KOJIMYECTBO
HKH3HECTOCOOHBIX a’pOOHBIX
MHKPOOPraHH3MOB

Total combined yeast and mold
count / Ob1ee yuciIo
IPOXIKEBBIX U MIECHEBBIX
rpubos

NA

NA

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

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

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipoaykt cooTBeTcTBYET TpeboBanusimM HJT

Conclusion : APPROVED /
3akimouenue: OJOBPEHO

Prepared by /
IToaroroeneHo: Santosh Kumar,
Maurya 2.}

Checked by /
IIpoBepeno: Pardeep Kumar

]

Approved by: M | ager/Executive /
OpoGpeno: Mengmiep / PykoBoauTens
Abhishek Chauhhn /]

Date /
JHara: 24.02.2025

=l
Date /

Hara: 24.02.2025

Date / ' \
Jlara: 24.02.2025

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

CIN: L85195AP1984PLCO04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

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

Viil. Kho!, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
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www.drreddys.com

[Product : Nise Plus, gel 100 g

IMpoayxt: Haiiz® Intoc, res juis napyxHoro npuMerenus 100 r

Market / Poinox

: Russia / Pocewmst

Batch No./ © V250091 Batch Quantity / . 9836.000 units /

Cepusn Ne ) Pa3mep cepun " 9836.000 egunny
Analytical Repovrt No./ . 040002808551 Date of Analysis / . 24.02.2025
AHanuTH4YecKHH oTyeT No JlaTa anaausa

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

JaTa npou3BoAcTBa TI'oaen 10

Mfg. License No. /

IlponsBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
| THueH3 s Ne

Analysis performed according ND No / Ananns ﬂpOBeJeH no H/ Ne: JIIT-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
JITT-Ne(003312)-(PI'-RU) ot 02.10.2023

Pseudomonas aeruginosa

Staphylococcus aureus

NA
NA

Page 8 of 11/ Ctp. 8 113 11
Absentin1 g/ OrcyrctBue B 1l r

Absent in 1 g/ OtcytcTBUe B 1

9 | Assay/ KoanuecTBenHoe onpenenesne

Nimesulide /Humecynuo

Methyl salicylate /
Memuncanuyunam

Menthol / Meumon

10.1 mg /10.1 mr
101.2 %

101.3 mg/101.3 mr
101.3 %

50.2 mg/ 502 mr
100.4 %

9.0 to 11.0 mg of Ci3H2N20sS
(nimesulide) per 1 g of the product (90
to 110 % of label claim) / Ot 9,0 no 11,0
mr Ci;3H;aN-OsS (Humecynun) B 1 r
npenapara (or 90 mo 110 % or
HOMUHAILHOTO COAEPKaHHS)

90.0 to 110.0 mg of CgH3O3 (methyl
salicylate) per 1 g of the product (90 to
110 % of'label claim) / Ot 90,0 no
110,0 mr CsHgO3 (MeTHcanuumiar) B
1 r npenapata (ot 90 g0 110 % ot
HOMMHAJIEHOTO COIEpKAHHUA)

45.0 to 55.0 mg of CigH»O (menthol)
per 1 g of the product (90 to 110 % of
label claim) / Ot 45,0 no 55,0 wmr
CioH200 (menTon) B 1 r npenapara (ot
90 o 110 % HOMMWHAa/bHOIO
colepaHus)

Remarks

: The Product confirms to ND/
IMpumeuanne: [IpoaykT coorBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO

Prepared by /

IlonrorosneHo: Santosh Kumar

Maurya

@‘

Checked by /
[Iposepeno: Pardeep Kumar

Date /
Jara: 24.02.2025

Date /

JHara: 24.02.2025

Date /
Hata: 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: L85195A4P1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.

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

- ey S AL 1_N"
el :+91 56100 56001-02

www.drreddys.com

Product : Nise Plus, gel 100 g

TIpopywer: Hais® [lmoc, renb uis napysicHoro npumenenus 100

Market / Poinox

: Russia / Poccus

Batch No./ . V250001 Batch Quantity / . 9836.000 units /

Cepus Ne ) Pazmep cepun °© 9836.000 equnaML
Analytical Repovrt No./ . 040002808551 Date of Analysis / . 24.02.2025
AnaguTHYecKHii oTueT No JlaTa aHaJu3a

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

Jlara npoH3BoACTBA Topen o0

Mfg. License No. /

Ilpon3BoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
MueH3Hus Ne

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

Analysis performed according ND No / Ananu3 nposeaen no HJL Ne: JI_II-N9(003312)-(PF-RU) dt. 02.10.2023 /

Capsaicin / Kancauyun

Sodium benzoate / Hampus
benzoam

0.2499 mg/ 0.2499 mr
100.0 %

0.99 mg/ 0.99 mr
99.3 %

Page 9 of 11/ CTp. 9 13 11
Not less than 0.225 mg of CigH»7NO;
(capsaicin) per 1 g of the product (not
less than 90 % of label claim)/ He
menee 0,225 mr CigH27NO3
(xancauuuH) B 1 r npenapara (He
MmeHee 90 % OT HOMUHAIIBHOTO
conepxaHus)

Not less than 0.85 mg of C;HsNaO»
(sodium benzoate) per 1 g of the product
(not less than 85 % of the label claim) /
He menee 0,85 mr C7HsNaO» (HaTpus
6enzoar) B 1 T mpenapara (He MeHee 85
% OT HOMHHAJILHOT'O CONEPKAHHUSA)

Buthylhydroxytoluene /
Bymunzuopoxkcumonyon

0.40 mg/ 0.40 mr
99.2 %

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 CisH240
(6ytunruppokcutonyomn) B 1 r
npenapata (He meHee 85 % or
HOMHHAJIBHOTO COAEPIKaHHS).

10 | Package/ Ynakoska

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/

IIpumeuanmne: IIpoaykT cooTBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO
A

Prepared by /
IToarorosnedo: Santosh Kumar

Maurya %

s

Checked by /
[Iposepeno: Pardeep Kumar

Approved by: Mang
Onobpeno: Meneskep / Pykoonutens
Abhishek Chauhaf

Date /
Hara: 24.02.2025

Date /
JaTa: 24.02.2025

Date / [
Hata: 24.02.2025

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

CIN: L851954P1984PLCOD4507
www.drreddys.com




Dr.Reddy’s €@

CERTIFICATE OF ANALYSIS

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

Tl
LS

CEPTUOUKAT AHAJIM3A

;401 98166 56001-02
www.drreddys.com

Product : Nise Plus, gel 100 g

Market / Poinok

Hpoaykr: Haii3® [Tmoc, rens ans napysxHoro npumenenns 100 r
: Russia / Poccust

Batch No./ Batch Quantity / 9836.000 units /
: V250091 :
Cepus Ne Pasmep cepun 9836.000 eauHULL
Analytical Repovrt No./ . 040002808551 Date of Analysis / . 24.02.2025
| AHasTMTHYeCKHii oT4yeT Ne JlaTa aHaJu3a
Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026
JlaTra npou3BoAcTBa T'ogen no
Mfg. License No. /
IHpoussoacTeenHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT'-RU)
JuneHsusa Ne

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

Analysis performed according ND No / Auaan3s nposeaen no HJ/1 Ne: JIIT-Ne(003312)-(PT'-RU) dt. 02.10.2023 /

Page 10 of 11/ Crp. 10 n3 11

ITo 100 r B Ty6Y M3 JaMHHHUPOBaHHOTO amoMUHUA ¢ miedom U3 [IOBII, cHabkennyro
MeMEpaHoil 111 KOHTPOJISt IEPBOTO BCKPBHITHS, U MOJHIPOMHICHOBOH KpBIKOMH. ITo 1
Ty6e B Mauky KapTOHHYIO C TMUCTKOM-BKJIaJBIILIEM.

API name / Haumeropausue ADC: Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
Humecynug MeTuncanuuuaar JleroMeHTON Kancanunu
Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
INN / MHH:
Humecynupn MeTtuncanuuuiat JlesoMenTON Kancauunu
API manufacturer batch number / MS-1A-243030- LOT T 7929 MLC-2409084 F001-24002
Homep cepun npounspoautens ADC: M1
R FERA00716 FERA00665 FERR00844 FERA00696
Homep cepuu A®C npoussoautens I'JID:
Mamnranam
Wil dopmosa
P Anbta Jlaboparopuc
Oprasuks JiTs, Jlaboparopuc JIT Aipopa:/\POMATIEE Wuk, TaiiBanb
API Manufactured by & country / Nunus / parop | Mer. JItn, Unaus / . ’
Hnpus / Alta ) Kuraii/ Formosa
Ipoussoautens ADC, 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 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: IIpogykT coorBeTcTBYeT TpeboBaHusM HJI

Conclusion : APPROVED /
3akatoyeHne: O,ZIOEPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Santosh Kumar IIporepeno: Pardeep Kumar Onobpeno: Menemkep / Pykgsonurens
Maurya / 22 d,/» Abhishek Chauhan| \_ 7&

Date/ Date / Date /

Jlara: 24.02.2025 Hara: 24.02.2025 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 2999, Email: mail@drraddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




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

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS www.drreddys.com

Dr.Reddy’s Q‘:

CEPTHOUKAT AHAJIM3A
Product : Nise Plus, gel 100 g B N
Hpoaykr: Halz® Iiioc, reas ans napyxHoro npumenenss 100 r B -
Market / Pridok : Russia/ Poccus
Batch No. / . V250091 Batch Quantity / . 9836.000 units /
Cepus Ne ) Paszmep cepuu © 9836.000 earHML
Analytical Repovrt No./ . 040002808551 Date of Analysis / . 24.02.2025
| AHaauTHYecKHii oTyeT Ne JaTa anaausa
Date of Manufacture / . 01/2025 Date of Expiry / . 122026
Jarta npoussoacTea logenpgo
Mfg. License No. /
IlpoussoacTBeHHA : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
JuLeH3ust Ne I
Analysis performed according ND No / Anaans nposegen mo H/1 Ne: JITNT-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

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

Page 11 of 11/ Ctp. 11 m3 11

HaumenoBanHe, agpec 1 HoOMep JTHLEH3UH TpouszBoacTBeHHOE NoApazaeneHue-6, Bumn. Kxons, Hanarapx Poyn, Baaau,
MJIOINAJKH, OCYIIeCTBASIOLIeH Juctpuxt Conan, X.I1., 173205, Uuaus (JInuenzus Ne MNB/05/263)
NMPOU3BOACTBO/KOHTPOJIb KAYeCTBA/BBINYCK

1o

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».

3akaoueHde o coorBercTBHH: «HacTosuuM si MOATBepXkIalo, YTO MpPHBEACHHAs Bbllle HHPOpPMALMA SABIAETCA
JIOCTOBEPHOM 1 ToYHOMN. DTa cepus NPOAYKLHH POU3BEcHa (BIUIIOUas YIIaKOBKY (MapkKHPOBKY) H KOHTPOJIb Ka4eCTBa)
Ha BblllleyKa3aHHOMW MPON3BOACTBEHHOM Muolake (TUIOaaKax) B IIOJHOM COOTBETCTBHH ¢ TpeboBanvamu Ilpapun
HajNiexalilei MpoU3BOACTBEHHOM npakTHKH EBpasuiickoro skoHoMuueckoro cotosa (Ne GMP/EAEU/RU/00554-2022 ot
02 centabps 2022) u TpeOOBaHUSIMHU KOHTPOJ KAYECTBA JIEKAPCTBEHHBIX CPEJACTB, a TAKXKE B COOTBETCTBHH CO
cnenrdUKaLUsIMH, COAEPKAIMMUCA B PErHCTPAMOHHOM JOChE CTPaHbI-MMIOpTEpa. 3aluCcH M0 IPOU3BOACTBY,
yIaKoBKE M aHalu3y T[pPOBEPeHbl, W YCTAHOBJIEHO HX COOTBEeTCTBUe TpeboBaHMsaM lIpaBun Hamiexaieln
MPOU3BOJCTBEHHOH NpakTHkH EBpa3uiickoro 3kOHOMHYECKOTO COKO3a».

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

IIpumedanue: [IpoaykT cooTBeTCTBYET TpedoBaHusm HJT 3akaoueHue: O,I[OﬁPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

[Toarorosnero: Santosh Kumar IIposepeno: Pardeep Kumar OnobpeHo: Menemigp / PyxoBoauTens

Maurya ‘i ! Abhishek Chauhan /]
N =

Date / Date / Date / [

Jara: 24.02.2025 Jara: 24.02.2025 Jara: 24.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +41 40 4200 2900, Fax: +91 40 4300 2993, Emall: mail@direddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



