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CEPTHUOUKAT AHAJIM3A

Product = Nise Plus, gel 100 g

Market / Poinok

Hpoaykr: Haiiz® ITnroc, repb 015 HapykHOro npuMeHenys 100 r
: Russia/ Poccus

Batch No./
Cepus No

: V250098

Pa3smep cepun

Batch Quantity /

. 9901.000 units /
* 9901.000 eaunMLL

Date of Analysis /

Jara npoussoacTsa

Ionen no

ATHIVGER KEportNG. | : 040002808861 : 24.02.2025
AHanuTHueckuii oTyet Ne JlaTa aHanu3a
Date of Manufacture / . 02/2025 Date of Expiry / . 01/2027

Mfg. License No. /
IlpousBoacTBeHHAS
auuensns Ne

: MNNB/05/263

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

Analysis performed according ND No / Auaans nposesen no H/1 Ne: JITI-Ne(003312)-(PT'-RU) dt. 02.10.2023 /
JIM-Ne(003312)-(PT'-RU) ot 02.10.2023

Page 1 of 11/ Crp. 1 m3 11

Ne Test / Iloka3arenn

Result / Pe3yabTaThi

Specification / Hopma

1 | Appearance / Onucanue

White gel of homogeneous consistency with a

odor. / Tenn, ©Oenoro

KOHCHUCTCHUHH C

characteristic
OJIHOPOAHOMH
3amMaxom.

XapaKTEpHBIM

White to off-white gel of homogeneous
consistency with a characteristic odor. /
I'ens 6enoro mau noutH Genoro upeta
OIHOPONHOI KOHCHCTEHLIH (o
XapaKTepHBIM 3aIlaXOM.

uBera

2 | Identification/ UnenTuduxauns

2a | By HPLC/BIOXX

- Nimesulide | Humecynio

Complies as prescribed /
CooTBeTcTBYyET TpeboBaHUAM

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
HCIBITYEMOTO PAaCTBOpa, MOJyYEHHOTO
npH [pOBEAEHUH HCTIbITAHHUA
«KonunyecTBeHHOE olpefieNieHHE.
HuMecynua H  METHICATULIWIATY,
JOJKEH OGHapYXKHBATHCH MUK,
COOTBETCTBYIOLHI o BpEMEHH
yAEpIKUBAHHA OUKY HHMECYNHAa Ha
XpoMaTorpamme CTaHAapTHOTO

Remarks : The Product confirms to ND/
IIpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanusM HJJ

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by /
IToarorosnieHo: Santosh Kumar
Maurya ﬁ

Checked by /
IIpoBepeno: Pardeep Kumar

Approved by: Manager/E kecutive /
Onobpeno: Menemxep [ RykoBoantgiib
Abhishek Chauhan i |

Date /
JHara: 24.02.2025

Date /

Hata: 24.02.2025

Date /
Jlata: 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 4500 2999, Email: mail@drraddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CEPTUDOUKAT AHAJIU3A
Product : Nise Plus, gel 100 g Bl
Hpoayxr: Haiiz® Imoc, rens ans Hapyuoro npuMenenus 100 r
Market / Peinok : Russia/ Poccus
Batch No./ . V250008 Batch Quantity / . 9901.000 units /
| Cepus Ne ) Pasmep cepun " 9901.000 eauHuLL
Analytical Repovrt No./ . 040002808861 Date of Analysis / . 24.02.2025
AHaauTHYeCKHIT 0TueT N2 Jara ananusa |
Date of Manufacture / © 02/2025 Date of Expiry/ . 01/2027 |
JlaTta npouspoacTba TI'ogen po
Mfg. License No. /
IlpoussoacTBeHHAR : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
unensust Ne B -
Analysis performed according ND No / Anaau3s nposeaed no HJl Ne: JITI-Ne(003312)-(PT-RU) dt. 02.10.2023 /
| JITI-N2(003312)-(PT-RU) ot 02.10.2023
Page 2 of 11/ Crp. 2 n3 11
pacTBopa.
- Methyl salicylate / Complies as prescribed / A peak with the retention time
Memuuicanuyunam CooTBeTcTBYET TpeOOBaHHAM 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
XpoMmarorpamMMe HCTIBITYEMOTO
pacrBopa, NOJyYEeHHOr o npu
MpOBeeHHH HCTIBITAHUS
«KonuuectreHHoe ornpeneneHe.
HuMmecynun ¥ MeTHICATHLMIATY,
JODKEH 00OHapyXHBaTHCS NVK,
COOTBETCTBYIOLUI no BpPEMEHH
yIepKUBAHUS [HKY METHJICATTHLMIATA
Ha  XpoMmarorpamMMme  CTaHAApTHOTO
pacTBopa.
Menthol / Mernmon Complies as prescribed / A peak with the retention time
CooTBeTcTBYET TpeOOBaHHUAM corresponding to that of menthol in the
standard solution chromatogram shall be
present in  the test solution
chromatogram obtained during
L "Menthol  Assay" test. / Ha

Remarks : The Product confirms to ND/

IIpumeuanue: [TpoayxT cooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3aknwuenue: OJIOBPEHO
)

JHara: 24.02.2025

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

IMoarotoBneHo: Santosh Kumar IIporepeHo: Pardeep Kumar Onobpeno: Menemxep / Bykosoaurensb

Maurya ﬁ p Abhishek Chauhan 2
— = =

Date / Date / Date /

Jata: 24.02.2025

Jara: 24.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195A4P1984PLCO0A507
www.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 5546¢ 56001-02

www.drreddys.com

Product : Nise Plus, gel 100 g

Tlpoayrr: Haiia® [Tmoc, reas ans napyxHoro rpumerenns 100 r

Market / PoiHok

: Russia / Poccus

Batch No./ . V250008 Batch Quantity / . 9901.000 units /

Cepusa N2 ) Pasmep cepun © 9901.000 enuuuL
Analytical Repovrt No./ . 040002808861 Date of Analysis / . 24.02.2025
Ananntuiecknii oTuer Ne Jara ananusa

Date of Manufacture / . 02/2025 Date of Expiry / . 01/2027

JlaTa npoH3BOACTBA T'oxen no

Mfg. License No. /

IIpoussoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT™-RU)
JHueH3ust Ne

| JIIT-Ne(003312)-(PI'-RU) ot 02.10.2023

Analysis performed according ND No / Auanns nposeaen no Hji Nos JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Page30of 11/ Crp.3 u3 11

CooTeeTcTBYET TpeOOBaHUAM

XpoMarorpaMmme HCOBITYEMOTO
pacreopa, [OJIy4E€HHOTO npu
IIPOBEICHHH HCITBITAHUA
«KonuuecTBeHHOe olnpenesneHue.
Meuron», [OKEH OOHapy»KuBaThCS
MK, COOTBETCTBYIOIIMH MO BpEMEHU
yIAEepP)KHUBAHUS MWKy MEHTONIAa Ha
XpoMaTorpamme 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. / Ha xpomarorpamme
HCIIBITYEMOrO pacTBOpa, MOSTyYEHHOTO
npu [pOBEEHUH UCTIBITAHUS
«KonnuecTeeHHOE onpeneeHue.
Kancauuun w  Hatpusa  OeHzoar»,
IOJDKEH obHapyXUBaThCSA IHK,
COOTBETCTRYFOIIHUIt o BpEMEHH
yOepXKHBaHHs NMKY KalcavbiMHa Ha
XpoMaTorpaMme CTaHIAPTHOTO

Remarks : The Product confirms to ND/

Ipumeuanue: [IponykT coorsercTBYeT TpeboBanusm HJI

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by /
IToarorosneHo: Santosh Kumar

Maurya ﬁ’

—

Checked by /
[poeepeno: Pardeep Kumar

.
<;—:.‘J/->'

Approved by: Manager/Executive /
Onobpeno: Mene
Abhishek Chauhan |

ep / PykoBonMrens

Date /
Hara: 24.02.2025

Date /
Jara: 24.02.2025

Date / |
JHara: 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 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.
Forrnulation Unit-56

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tei; +91 53166 56001-02
www.drreddys.com

Product : Nise Plus, gel 100 g

| Mpoaykr: Haiis® [moc, renb 414 HapysHoro npumenenus 100 r

Market / Poinox

: Russia / Poccust

Batch No./ . V250008 Batch Quantity / . 9901.000 units /
Cepust Ne ) Pazmep cepumu © 9901.000 equHuL,

Date of Analysis /

JnueHsust N

ARl ICAREPUENG. : 040002808861 : 24.02.2025
AnanuTHyeckuii oryeT No JaTa anaaunza

Date of Manufacture / . 02/2025 Date of Expiry / . 01/2027

JlaTta npousBojcTBA |TomeH a0

Mfg. License No. /

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

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

Analysis performed according ND No / Anasnin3 nposenen no HJ1 Ne: JIII-.N‘R003312)-(PF-RU) dt. 02.10.2023 /

Page 4 of 11/ Crp. 4 u3 11

pacTtBopa.

2b | By HPLC (PDA) / BOKX ¢ QuoOHO-MampuiHsiM OemeKknopom

- Nimesulide / Humecynuo

Complies as prescribed /
CooTeeTcTByeT TpeGoBaHUAM

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
HOTNIOLIEHHUs TMHKa HUMECYJIHzaa Ha
XpoMmarorpamme HCIIBITYEMOTO
pacTBopa, MOJ1y4eHHOTO npH
NpOBEACHWU UCTIBITAHHSA
«KonunuecteenHoe oTIpeieNIcHHE.
Humecyiua ¥ METWICATMUMIATY),
JNOMDKEH  COOTBETCTBOBATH  CIEKTPY
NOrJOIIEeHHss NMKa HUMeCynIuaa Ha
XpomarorpamMmme CTaHAapTHOTO
pacTBopa.

- Methyl salicylate /
Mennmcamuagunam

Complies as prescribed /
CooTBeTcTByeT TpeGOoBaHUAM

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
IIpumeuanue: [IpogyKT COOTBETCTB

ND/
yeT TpeboBanusaM HJT

Conclusion : APPROVED /
3akayeHHe: OI[OB,’EHO

Prepared by /
IToarorosieHo: Santosh Kumar -
Maurya J‘f)

(o
-~

Checked by /
IIposepeno: Pardeep Kumar

Approved by: Managet/Executive /

Abhishek Chauhan |

Onobpeno: Menemxkej /Pyxoao/{lm‘eﬂh

!

Date /
Hara: 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, Telangane, india
Tel: +81 40 4200 2900, Fax: +91 40 4500 2999, Email: mail@drraddys.com

CIN: L85195AP1984PLCO04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT 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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Product : Nise Plus, gel 100 g

Hpoaykr: Haita® [lmoc, renk A/ Hapy»HOro MPHMEHEHHS 100 r

Market / Poinok

: Russia / Poccus

Batch No./ . V250098 Batch Quantity / . 9901.000 units /

| Cepust Ne i Pazmep cepuu © 9901.000 eauHuLL
Analytical Repovrt No./ . 040002808861 Date of Analysis / . 24.02.2025
AHanuTHyecKHii oTyeT No JlaTa anaau3a

Date of Manufacture / . 02/2025 Date of Expiry / . 01/2027

JlaTta npoH3BoACTBA Togen no

Mfg. License No./

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

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

Analysis performed according ND No / Auaaus nposeaen no HJ/L Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Page 50f 11/ Crp. S u3 11

solution chromatogram. / Crnekrtp
TIOTIOLIEHHS [THKA METHIICATTMLIMIIATA Ha
XpoMarorpamme HCIIBITYEMOTO
pacTsopa, TIOJTYYEHHOT O TIpH
npoBeAeHHH HCTIBITAHHS
«KonunyecTBeHHOE oTpeieNeHHeE.
Humecynun M METUJICAIMLIUNATY),
IOJDKEH  COOTBETCTBOBAaTb  CHEKTPY
NOTJIOWEHHs TIHKA METUICAIULIMIIaTa Ha
XpomartorpamMmme CTaHapTHOTO
pacTBopa.

- Capsaicin / Kancauyun

Complies as prescribed /
CooTBeTcTBYeT TPeOOBaHUIM

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. / Cnextp
MOrJIOMIeHUsT THKa KalCaWluWHa  Ha
XpomarorpaMme UCIIBLITYEMOTO
pacTBopa, HOJIyHEHHOT0 npu
MpOBEJEHUU UCITBITAHUS
«KonuuecTeeHHOE onpeneneHue.
Kancauuun wu Hatpus 6eHzoaT»),
JNOJDKEH  COOTBETCTBOBATH  CHEKTPY

Remarks : The Product confirms to ND/

Ipumeuanmne: ITpoaykt coorBeTcTBYET Tpebopanusm HJI

Conclusion : APPROVED /
3akmoyeHHe: O)IOBliEHO

/

Prepared by /
IToarorosneno: Santosh Kumar
Maurya (&

i,

Checked by /
[Iporepeno: Pardeep Kumar

Approved by: Managet/Executive /
OnobpeHo: Menemxeff / PykoBogutessb
Abhishek Chauhan

f

Date /
Jata: 24.02.2025

/;£>/‘f
Date /

Hata: 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 4500 2999, Email: mail@drreddys.com

CiN: L85195A4P1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.

Forrnulation Unit-6
Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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Product : Nise Plus, gel 100 g

TpoaykT: Haiis® ITmoc, rens A4 Hapyxuoro npumenenus 100 r

Market / Poinox

: Russia / Poccus

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

Batch No. / . V250008 Batch Quantity / . 9901.000 units /

Cepus N2 ' Pa3zmep cepumu © 9901.000 envHML
Analytical Repovrt No./ . 040002808861 Date of Analysis / . 24.02.2025
AHnasuTHuecKkHnii oTyet Ne JlaTa anaansa

Date of Manufacture / . 02/2025 Date of Expiry / . 01/2027

Jara npon3BoacTBa Toxen xo

Mfg. License No./

IlponsBoacTBenHas : MNB/05/263 MA number: / Homep PV : JIII-Ne(003312)-(PT-RU)
JHIeH3us Ne

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

Page 6 of 11/ Crp. 6 u3 11

norJjouieHuss TMHUKa KalncauuurHa Ha
XpoMaTtorpamme CTaHOapTHOIO
pacTBopa.

2¢ | By TLC/TCX

- Menthol / Menmon

Complies as prescribed /
CoOOTBETCTBYET TPEOOBAHUSM

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 MSITHO Ha
XpoMaTorpamme UCIIBITYEMOTrO
pacTBOopa MO [MOJNIOXKEHUIO JOMKHO
COOTBETCTBOBaTh OCHOBHOMY ITATHY Ha
xXpomarorpamme pacrBopa
CTaHAapTHOTro 06pa3la MeHToIa.

- 3 | Net weight / Macca 101 g/101r According to requirement / B
COAEPIKUMOTrD YNAKOBKH COOTBETCTBHH C TPpeGOBaHHAMH
4 | pH/pH 4.7/4.7 4.6 to 6.0 (for 1.0 % aqueous solution) /
Ot 4,0 no 6,0 (nns 1,0 % BogrOroO
pacTBOpa)
5 | Viscosity / BaskocTb 224460 cP / 224460 cIl 150,000 cP to 350,000 cP at 25 °C/

Ot 150000 cIT no 350000 cIT npu 25
°C

Remarks : The Product confirms to ND/

IIpumeuanne: [TpoaykT cooTBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3aknyeHue: OI[OETEHO

Jara: 24.02.2025

Prepared by / Checked by / Approved by: Managef/Executive /
IMoxnrorosneno: Santosh Kumar IIporepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoauTenb
Maurya @ f Abhishek Chauhan '

B L’:__-:"t"f J R
Date / Date / Date /

Jlata: 24.02.2025 Hara: 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@drraddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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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
jei ; +91 95166 50001-02
www.drreddys.com

Product : Nise Plus, gel 100 g

I poaykr: Haiiz® Ilntoc, reb A5t HApY)KHOTO NPUMEHEHHA 100 r

Market / Poinok

: Russia / Poccus

Analysis performed according ND No / Auann3 nposexen no H/1 Ne: JITI-Ne(003312)-(PT-RU) dt. 02.10.2023 /I
JITI-Ne(003312)-(PI'-RU) ot 02.10.2023

Batch No./ . V250098 Batch Quantity / _9901.000 units /

Cepus Ne i Pasmep cepun * 9901.000 eauHML

Analytical Repovrt No./ . 040002808861 Date of Analysis / . 24.02.2025

AnagurHyecknii oryer Ne JaTta anaamnsa

Date of Manufacture / . 02/2025 Date of Expiry / . 01/2027

JlaTta npousBoacTBA Topen po

Mfg. License No. /

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

JuneH3ng Ne |
|
[

Page 70f 11/ Ctp. 7Tm3 11

6 | Particle size / Pasmep uacTui

20 um /20 MM

Not more than 50 um / He 6onee 50
MKM

Impurity C / ITpumecs C
Impurity D / ITpumecs D

Highest Unknown Impurity /
EnunuuHas
HeuIeHTHHULUUPOBAHHAS
puMech

Total impurities / Cymma
npumeceit

7 | Related Substances / PoacTBeHHbIe NpUMECH

Not detected / He o6Hapy:xeHa
Not detected / He obGHapyxeHa

Below LOQ (LOQ = 0.0392 %) / Hwuxe

npenesia  KOJHYECTBEHHOTO  OMPEAENIEHHs
(ITKO = 0.0392 %)
Below LOQ / Hioke npenena

KOJIMYECTBEHHOI'O OTNIPEACTICHU

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

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

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

8 |Microbial contamination / Mukpo

OHoMOrHYecKas YHCTOTA

Total viable aerobic count /
Ob1ee KOMHUYECTBO
JKU3RECTIOCOOHBIX a3pOBHBIX
MHMKpPOOPraHU3MOB

Total combined yeast and mold
count / Obmee unuciIo
IOPOMOKEBBIX 1 TUIECHEBBIX
rpuboB

NA

NA

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

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

Remarks : The Product confirms to ND/
Ilpumeuanmne: [Iponykr coorBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /

3akayeHue: OI[OBI/’FHO

Prepared by /
ITonrorosneno: Santosh Kumar
Maurya

Checked by /
ITpoeepeno: Pardeep Kumar

/)

Approved by: Manage/Executive /
Onobpeno: Menemkef] / PykoeganTens
Abhishek Chauhan |

Date/
Hata: 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, Telangane, India
Tel: +81 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drraddys.com

CIN: L851954P1984PLC0O04507
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

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

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +51 53166 56001-02

www.drreddys.com

Hpoaykr: Haiiz® [Lmoc, rens Ang HapysxHoro npumeHerns 100 r

Market / Poinox

: Russia / Poccus

Batch No. / . V250008 Batch Quantity / . 9901.000 units /

Cepus Ne ) Pasmep cepun " 9901.000 exvHUL

Analytical Repovrt No./ . 040002808861 Date of Analysis / . 24.02.2025

AHanurnyeckmii oTuer No Jarta aHanausa

Date of Manufacture / . 02/2025 Date of Expiry / . 01/2027

Jarta nponssoacrsa T'ogen no -

Mfg. License No. /
IIponsBsoacrBeHHas
| IHIeH3Hs] No

: MNB/05/263

MA number: / Homep PY :

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

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

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

Pseudomonas acruginosa

Staphylococcus aureus

NA
NA

Page 8 of 11/ Ctp. 8 n3 11
Absentin 1 g/ OtcytcTBue B 1 r

Absentin 1 g/ OtcytctBue B 1 r

9 | Assay / KoqnyecTBeHHOe onpeae/nenne

Nimesulide /Humecymio

Methyl salicylate /
Mennucamapnam

Menthol / Menmon

10.3 mg/10.3 mr
102.6 %

102.1 mg/102.1 mr
102.1 %

50.6 mg/ 50.6 mr
101.1 %

9.0 to 11.0 mg of CisHixN2OsS
(nimesulide) per 1 g of the product (90
to 110 % of label claim)/ Ot 9,0 g0 11,0
mr C;3HjsN2OsS (Humecynun) B 1 r
npenapara (or 90 mo 110 % or
HOMMHAJIBHOTO COJEP KaHH)

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 (MeTHIicanlLMIIaT) B
1 r npemnapara (ot 90 1o 110 % or
HOMHHAJILHOTO COIEpaHHUA)

45.0 to 55.0 mg of CigH200 (menthol)
per 1 g of the product (90 to 110 % of
label claim) / Ot 45,0 no 55,0 mr
C10H20O (menton) B 1 r npenapara (ot
90 o 110 % HOMHHANLHOTO
coliepKaHns)

Remarks : The Product confirms to ND/

Ilpumeuanue: ITpoaykT coorBeTcTBYeT TpeboanusM HJI

Conclusion : APPROVED /
3axsiouenue: OI[OB]?EHO

Prepared by /
[MoarorosneHo: Santosh Kumar

Maurya 62

Checked by /
Iposepeno: Pardeep Kumar

Abhishek Chauhan

Approved by: ManageyExecutive /
OnoGpeno: Menemxeyt / P_v:cma(fmenb

Date /
Jara: 24.02.2025

<_:;j/“‘*_
Date /

Hara: 24.02.2025

Date /
Harta: 24.02.2025

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

CIN: L85195A4P1984PLCO04507
www.drreddys.com




Dr.Reddy’s Q':

Dr. Reddy's Laboratories Ltd.

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

nnnnnnnnn

CERTIFICATE OF ANALYSIS Wwww.drreddys.com

CEPTUOUKAT AHAJIM3A

Product : Nise Plus, gel 100 g

Ipoaykr: Hait3® Ilntoc, resib 115 HapyxHoro npuvenenns 100 r

Market / PoiHok

: Russia / Poccus

Batch No./ . V250008 Batch Quantity / . 9901.000 units /

Cepun Ne ) Pasmep cepun * 9901.000 equHyLL
Analytical Repo:‘t No./ . 040002808861 Date of Analysis / . 24.02.2025
AHanuTuyecknii oryer Ne JlaTa anaausa

Date of Manufacture / . 02/2025 Date of Expiry / . 01/2027

JlaTa npon3BoJcTBa ToxeH no

leg. License No. /

IlpousBoacTBeHHASA : MNB/05/263 MA number: / Homep PY : JIII-N2(003312)-(PT'-RU)
JIHeH3Hs Ne

Analysis performed according ND No / Ananus nposexer no HJ1 Ne: JITI-Ne(003312)-(PT-RU) dt. 02.10.2023 /

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

Capsaicin / Kancauyun

Sodium benzoate / Hampus
benzoant

0.2522 mg/ 0.2522 mr
100.9 %

1.01 mg/1.01 mr
100.9 %

Page 9 of 11/ Ctp. 9 u3 11
Not less than 0.225 mg of C13H27NO3
(capsaicin) per 1 g of the product (not
less than 90 % of label claim) / He
menee 0,225 mr CsH27NO3
(xancauumH) B 1 T npenapara (He
menee 90 % OT HOMHHAJIBHOTO
conepaKaHusl)

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 meunee 0,85 mr C7HsNaO:» (HaTpu4
6enzoar) B 1 r npenapara (He MeHee 85
% OT HOMHMHAJIEHOTO COJIEPIKAHHUSA)

Buthylhydroxytoluene /
Bymuneudpoxcumonyon

0.39 mg/0.39 mr
98.3 %

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>50
(6yTunruppokcuToayon) B 1 r
npenapara (He MeHee 85 % ot
HOMMHAJIBHOTO CONEPIKaHHS).

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/

IMpumeuanue: [IpoaykT coorBeTcTByeT TpeboBanusam HJJ

Conclusion : APPROVED /
3aka0vYeHHne: OHOBPAEHO

Prepared by / Checked by / Approved by: 1\/[21113.g<:fr Executive /
[Noxrororneno: Santosh Kumar [porepeno: Pardeep Kumar Ono6peno: Menemkep|/ PykoosnTeins
Maurya fﬂ%‘f - / Abhishek Chauhan -

Date / Date / Date /

Hara: 24.02.2025 Jlara: 24.02.2025 Hata: 24.02.2025

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: L85195AP1934PLC0O04507

www.drreddys.com



Dr.Reddy’s “:

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

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

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIU3A

fel : +91 55166 56001-02

www.drreddys.com

\Product : Nise Plus, gel 100 g

Market / Poinox

Opoaykr: Haii3® ITmoc, rens ais HapyxHoro npumeredus 100 r

: Russia / Poccus

Batch No./ — Batch Quantity / 9901.000 units /

Cepus Ne ) Pasmep cepuu © 9901.000 eguuuL
Analytical Repourt No./ . 040002808861 Date of Analysis / . 24.02.2025
AxannTHyecKHii otueT Ne JlaTa anajausa

Date of Manufacture / . 02/2025 Date of Expiry / . 01/2027

JaTa npou3BoacTBa T'oxen no

Mfg. License No. /

IlponsBoacTrBeHHas : MNB/05/263 MA number: / Homep PY : JITI-Ne(003312)-(PT'-RU)
JHueH3us No

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

Analysis performed according ND No / Anaau3s nposeaen no HJ Ne: JITII-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Page 10 of 11/ Ctp. 10 u3 11

ITo 100 r B Ty6y H3 JJAaMHHMPOBAHHOTO AMOMHHHUA ¢ niedoM u3 IISBII, cHabxeHHy o
MeMOpaHoii 171 KOHTPOJIS ePBOrO BCKPBITHS, M MOJUIPONUIEHOBOH KpbiKoH. [To 1
Tybe B MayKy KapTOHHYIO € IMCTKOM-BKJIA/IBILICM.

API name / Haumenosanne ADC: Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
Humecynun Meruncanuuunar JleBomeHTON Kancauuun
Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
INN / MHH:
Humecynun MeTtuncanuuunar JleBoMenTon Kancauuun
API manufacturer batch number / MS-1A-243030- |[LOT T 7929, LOTT
Homep cepuut npoussoaurens ADC: Ml 7929 MIEC220508% BOON-25002
FP Manufacturer API Batch number / FERAQ0665,
Homep cepuu ADC npoussoaurens [ JID: BER00HIG FERAQ0666 FERR00844 FERA00696
Mauranam
TMparcinn dopmoza
P Anbra Jlabopatopuc
OpgagiEnEn, Jlabopatopuc JIT i o N T Huk, TaiiBanb
API Manufactured by & country / Hunus / parop | e JIta, Uunus / o ’
Hupus / Alta . Kurait/ Formosa
IMpoussoautear ADPC, 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/

ITpumeuanue: [TpoxykT coorBeTcTBYeT TpeboBanuam HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO
}

Prepared by /
[Toxrorosneno: Santosh Kumar
Maurya % :)]F :

P

Checked by /
IIposepeno: Pardeep Kumar

Approved by: Manage
Onobpeno: Menemxep / Pykos

xecutive /

shek Chauhan (
L

O?l 1TEeIb

Date /
Jara: 24.02.2025

;LJ Abhi
Date / Date
Hata: 24.02.2025 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 4900 2999, Email: mail@drraddys.com

CIN: L85195/4P1934PLC0O04507
www.drreddys.com




‘. e Dr. Reddy's Laboratories Ltd.
) @ s .
Fermulation Unit-6
Dr. Reddy s '. Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tei: +91 98166 56001-02
CERTIFICATE OF ANALYSIS Www.drreddys.com
CEPTHOUKAT AHAJIM3A

Product : Nise Plus, gel 100 g

| Mpoaywr: Haiiz® Ilitoc, reb Ana HapykHoro npumenenns 100 r B - _
Market / PoiHok : Russia / Poccus

Batch No./ . V250098 Batch Quantity / . 9901.000 units /

Cepus Ne ) Pa3mep cepun © 9901.000 exuann
Analytical Repo“rt No./ . 040002808861 Date of Analysis / . 24.02.2025
AHauTHYeCKHIH oTyeT No JaTta aHannza

Date of Manufacture / . 02/2025 Date of Expiry / . 01/2027

JlaTta npoussoacTBa T'oaen g0

Mifg. License No./

IlpouseoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
Juuen3us Ne

Analysis performed according ND No / Auanns nposexex no HJL Ne: JIIT-Ne(003312)-(PT-RU) dt. 02.10.2023 /
JIII-Ne(003312)-(PI'-RU) ot 02.10.2023

Page 11 of 11/ Ctp. 11 m3 11

HauMeHoBaHUe, agpec H HOMEP JHUEH3UH [MpousBoacTBEHHOE MoapasaeneHue-6, Bumt. Kxons, Hanarapx Poya, bamau,
MJOIIAJKH, OCYLIEeCTBJSIIOIEH uctpukr Conan, X.I1., 173205, Uaansa (JTuuenzus Ne MNB/05/263)
MPOU3BOACTBO/KOHTPOIbL KAYeCTBA/BbINMYCK

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/Il04eHHe 0 cOOTBeTcTBHH: «HacToslMM s TNOATBEPXKAAIO, YTO NpUBEJEHHAs Bblle HH(OPMaUMs SIBISETCS
JOCTOBEPHOM M TOYHOM. DTa Cepust MPOAYKLMH MPON3BeeHa (BKJIOUast YITaKOBKy (MapKMPOBKY) H KOHTPOJIb KavyecTBa)
Ha BbIlIEYKa3aHHO} MPOM3BOACTBEHHON muowanke (MIOLAfKax) B TOMHOM COOTBETCTBUM ¢ TpeboBaHusMH IlpaBui
HajJIexalleil Npon3BoACTBEHHOM npakTHki EBpasuiickoro skoHoMuyeckoro coroza (Ne GMP/EAEU/RU/00554-2022 ot
02 centsbps 2022) u TpeOOBaHUAMM KOHTPOJS KaueCTBa JIEKAPCTBEHHBIX CPEJICTB, a Taloke B COOTBETCTBHUHM CO
ceudpUKAUMAMY, COAEPKAUIUMUCS B PErUCTPALIOHHOM JOChE CTPaHbI-UMIIOpPTEpA. 3alMCH [0 TNPOU3BOACTBY,
YIIAKOBKE M aHalIM3y MPOBEPEHBI, W YCTAHOBIIEHO HX COOTBeTCTBME TpeboBanusaM [lpaBun Haiexalleh
NPOU3BO/ICTBEHHON NMPaKTHKU EBpa3niickoro IKOHOMHYECKOI0 COK03ay.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: ITpofykT cooTBeTcTBYET TpedoaHusM HJI 3akJoueHne: OI[OB,PEHO
Prepared by / Checked by / Approved by: Managgr/Executive /
[TonroroBneHo: Santosh Kumar ITposepeno: Pardeep Kumar Onobpeno: Menemkep / PykoBoauTens
Maurya (4 Abhishek Chauhan

il ;_-’;L—*“"':/ _— 4
Date / Date / Date / !
Jara: 24.02.2025 Hara: 24.02.2025 Jara: 24.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: LR51954P1934PLCO04507
www.drreddys.com



