Dr.Reddy’s Q':.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Badd}j,
Distt. Solan, H.P., 173 205, IND1A
Tel: +G1 98166 56001-02
vy direddys.com

Product : Nise Plus, gel 50 g

IpoayxT: Haiiz® Ilntoc, rene Uit HAPYKHOro npuMeHenus S0 r

Market / Poinok : Russia / Poccus

Batch No./ p Batch Quantity / . 19608 units /

Cepust Ne AN Pasmep cepun " 19608 enunany

Analytical Repo“rt No./ . 040002797494 Date of Analysis / . 29.01.2025
AnanutH4Yecknii oTyer Ne Jata ananusa

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

Jdata npou3BOACTBA I'open no

Mfg. License No./

IIpouszBoacTeenHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
JiMueH3Hsa Ne

Analysis performed according ND No / Anaaus nposeaen mo H/1 Ne: JIIT-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

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

Pa

elof 10/ Crp. 1 u3 10

Ne Test / Iloxazarenb

Result / PesyabTaThl

Specification / Hopma

1 | Appearance / Onucanue

White gel of homogeneous consistency with a

characteristic odor. / [Ienp ©Oenoro uBeTa
OINHOPOJHOM KOHCHCTCHUMH C  XapaKTEPHBIM
3aNaxoM.

White to off-white gel of homogeneous
consistency with a characteristic odor. /
I'ene Genoro wunm moutn Oenoro LBeTa
OIHOPOAHOI KOHCHCTEHLIUH c
XapaKTepHbIM 3aNaXoM.

2 | Identification/ UaenTndukauns

By HPLC / B2XKX

- Nimesulide | Hustecynuo

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 HCIIBITYEMOTO
pacTBOpa, MONy4eHHOTro MpH MPOBEIEHHN

HCTBITAHUA «KonuuecTBeHHOE
onpeneneHue. Humecynun u
METHIICATULIUNATY, LOJDKEH
00Hapy>KHUBATbCA THK,
COOTBETCTBYIOLIHIA no BpPEMEHH
yOepXuBaHUA THKY HHUMeCcylIuaa Ha

XpoMaTorpaMmme CTaHJapTHOrO pacTBopa.

- Methyl salicylate /
Memuncamagunam

Complies as prescribed /
CooTBeTcTBYET TPeOOBAHUIM

A peak with the retention time
corresponding to that of methyl salicylate
in the standard solution chromatogram

Remarks : The Product confirms to N/
Npumeuanune: [IponykT coorBeTcTBYET TpeOoBanusM HJT

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Hara: 29.01.2025

Harta: 29.01.2025

Prepared by / Checked by / Approved by: Manager/Hxecutive /

[onroroeneno: Pravesh Rana IIpoBepeHo: Santosh Kumar Onobpeno: Menemxep //PykogdauTenn
Maurya / Abhishek Chauhan 7“

Date / Date / Date / ]

Hara: 29.01.2025

Registered Offica: 8-2-
Tal: 421 £0 4200 2800, Fax:

3

7

Sl L SAPLIORAPLCOO4S07

www.drreddys.com

Road No_ 3, Banjara Hills, Hyderabad - 500034, Telangana, India
120 4900 2999, Email: mail@drreddys.com
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Distt. Solan, H.P., 173 205, INT A
Tel - +91 93166 56001-02

W diTedays.coim

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

[Product : Nise Plus, gel 50 g

TlpoayxT: Haiiz® Ilmoc, reas ans HapyxHOro npumenenus 50 ©

Junenszus Ne

Market / Prinok : Russia/ Poccus
Batch No./ Batch Quantity / 19608 units /
1 V250046 g
Cepus Ne Pa3mep cepun 19608 ennnML,
Analytical Repourt No./ . 040002797494 Date of Analysis / . 29.01.2025
AHaauTHYecKkHii oTyer Ne JlaTa anaau3za
Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026
Jara npouspoacTea T'ogen a0
Mfg. License No. /
IlpousBoacTBeHHAR : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)

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

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

Page 2 of 10/ Ctp. 2 u3 10

shall be present in the test solution
chromatogram obtained during
"Nimesulide and Methyl salicylate Assay"
test. / Ha XxpomaTorpaMme HCITBITYEMOTO
pacTBopa, MOYyUEHHOTO NMPH MPOBEACHUH

HCTIBITAHUS «KonnuecrBeHHOE
olipesicsicHHE. Humecynun Y
METH/ICATHLIUIATY, IOJDKEH
o6HapyKHUBaThCA UK,
COOTBETCTBYIOLIMH no BPEMEHHU

YOSp>KHUBAHUA MTUKY METHIICAITHLIWIIaTa HA
XpomarorpamMMme CTaHAapTHOro pacreopa.

Menthol / Menmon

Complies as prescribed /
CooTBETCTRYET TpeOOBAHUAM

A peak with the retention time
corresponding to that of menthol in the
standard solution chromatogram shall be
present in the test solution chromatogram
obtained during "Menthol Assay" test. /
Ha  xpomarorpaMme  HCIIBITYEMOrO
pacTBOpA, MOTy4EHHOTO IpU MPOBEACHHUH
MCIBITaHHUS «KonuuecTBeHHOE
onpeeneHue. MenTton, JOJDKEH
oOHapYy>KHBATBCA TTHK,
COOTBETCTBYOLIUH no BpEMEHH
yIOEp>KHBAHUS  THMKY  MEHTOJa  Ha
XpOMATOrpaMMe CTaHJapTHOIO pacTBopa.

Remarks : The Product confirms to ND/

IMpumeuanue: [IponykT cootsercTBYeT TpeGoBanusm HJJ

Conclusion : APPROVED /
3axmrouenne: OJIOBPEHO

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

[Togrorosneno: Pravesh Rana [Iporepeno: Santosh Kumar Onobpeno: Menemxep / PyKOBOAHTENb
Maurya fas Abhishek Chauhan /]

Date / Date / Date /

Hata: 29.01.2025 Hara: 29.01.2025 Jara: 29.01.2025

Fegistered Office: 8

37, Road Mo, 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tol #0110 4000 2900, Fax: +91 40 4900 2999, Email: mail@direddys.com

CiN: L85 195AP1SRIPLCO04507
wwav drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Dr. Reddy's Laboratories 1 td,
Formulation Unit-6

Vill. Khol, Malagarh Road, Baddi,
Distt. Solan, H.P., 172 205, INDIA
Tel: 481 95166 56001-02

wyyvaireddys.com

Product : Nise Plus, gel 50 g

MpoaykT: Haif3® Imoc, resib A1s HApY»kKHOro NpuMeHenus 50 T

Market / Poinok : Russia / Poccus

Batch No./ . Batch Quantity / . 19608 units /

Cepns Ne F V250046 Pasmep cepun 19608 eauHuULL
Analytical Repoyrt No./ . 040002797494 Date of Analysis / . 29.01.2025
AHanuTHuecKHil oTueT Ne Jara ananusa

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

JaTta npou3BoACTBa |Tonen ao

Mfg. License No./

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

Analysis performed according ND No / Ananns nposenen no H/1 Ne: JINI-Ne(003312)-(PT'-RU) dt. 02.10.2023 /

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

Pa

e30f10/Crp.3mu310

- Capsaicin / Kancauyun

Complies as prescribed /
CooteeTcTByeT TpebOBaHUAM

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
XpOMarorpamMme HCIILITYEMOIO pacTBOpa,
MOJTYYSHHOTO npu NPOBEASHUH
HCIBITaHNs1 «KonnuecrseHHoe
ompenenende. KamcaulyH M HaTpus
6eH30aT», 1o/KkeH 0OHapY >KUBATHCS NHK,
COOTBETCTBYHOIIUH no BpeMeHH
yAEPXKHBAHUS [MKY KancaulMHa Ha
XpoMaTorpaMMe CTaHJapTHOTO pacTBOpa.

2b

By HPLC (PDA) / B32KX ¢ 0u00HO-MAMPUYHBIM 0eHEeKmOpPOM

- Nimesulide / Husmecynuo

Complies as prescribed /
CooTBeTCTBYET TpeOOBaHUAM

The absorption spectrum of nimesulide
peak in the test solution chromatogram
obtained during "Nimesulide and Methyl
Salicylate Assay" test shall comply with
that of nimesulide peak in the standard

solution  chromatogram. /  Crekrp
MOrJIOWCHHU NHUKa HHUMECYNUAa Ha
XpomarorpaMMe HCIBITYEMOrO pacTBOpa,
MOJTYHE€HHOTO npU NMPOBEACHUH
HUCTIBITAHUS «KonnuecTBeHHOE
OmpeAcNeHHUE. Humecynna u
MCTHJICAJIMILIMNIATY), JIOJKEH

Remarks : The Product confirms to ND/
Mpumeuanue: [Iponykr coorseTctByeT TpeboBanuam HJJ

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
Iloarorosneno: Pravesh Rana

Checked by /
IIporepeno: Santosh Kumar

Maurya ﬂ

]
Approved by: Manager/Executive /
Onobpeno: Menemxep [ Pyko
Abhishek Chauhan |

s

NTEIb

Date /
Jara: 29.01.2025

Date /
Jarta: 29.01.2025

Date /
Jata: 29.01.2025

Ragistered QOffice:

Tl +91 4

<

i0

237

Clid: LES1OEAP1984PLCG0A507

www.drreddys.com

, Pead Mo, 3, Banjara Hills, Hyderabad - 500034, Telangana, India
2007, Fax: +91 20 4900 2999, Email: mail@drreddys.com




Dr.Reddy’s Q‘:.

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Malagarh Road, Baddij,

Disti, Salan, H.P., 173 205, INDiA
Tet: +91 98166 56001-02

wwvclireddys.com
CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A
Product : Nise Plus, gel 50 g
Ipoaykt: Haii3® [moc, renp A/ist HAPYKHOro npuMeHenus 50 r -
Market / Poinok : Russia / Poccus
Batch No./ . Batch Quantity / . 19608 units /
Cepus Ne s V250046 Pa3smep cepun © 19608 enunny
Analytical Repovrt No./ . 040002797494 Date of Analysis / . 29.01.2025
AnanuTHueckuii oTuer Ne Jara ananusa
Date of Manufacture / . 01/2025 Date of Expiry / . 122026
[dara npon3BoAcTBa T'ogen xo
Mfg. License No. /
IlpoussoacTreeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
JuneH3sus Ne

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

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

Page 4 of 10/ C1p. 4 u3 10

COOTBECTCTBOBATh CICKTPY MNOTJIOLICHHA
NnyWKa HUMeCyluaa Ha XpoMaTtorpamme
CTaHOapTHOIro pacTBopa.

- Methyl salicylate /
Memuncamapnam

Complies as prescribed /
CooTeeTcTBYET TpeOOBaHUAM

The absorption spectrum of methyl
salicylate peak in the test solution
chromatogram obtained during
"Nimesulide and Methyl Salicylate Assay"
test shall comply with that of methyl
salicylate peak in the standard solution
chromatogram. / Coektp MNOTIOLWEHH
nHKa MeTHsIcanuLmMIaTa Ha
XpOMAaTOrpaMMe HCHLITYEMOrO PacTBOpa,
MOJTYHEHHOTO npu MPOBEACHUH
WCIIBITAHUSA «KonuuecrsenHoe
ofpesiesIeHHE. Humecynun u
METHIICATULIUIATY ), JOJDKEeH
COOTBETCTBOBATh CIEKTPY IOTJIOWICHHA
[MKa METHJICATTHLINIATA Ha
XpOMaTorpaMMe CTaHZapTHOTO pacTBOpa.

- Capsaicin / Kancauyun

Complies as prescribed /
CooTBeTcTBYET TpeOOBAHUAM

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. / Chextp mnornomeHHs
MUKa KancauiydHa Ha XpOMaTorpamme

Remarks : The Product confirms to ND/
I pumeuanne: [Ipoaykr coorseTcTByeT TpeboBanusam HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO
i

Prepared by /
[Toprorosneso: Pravesh Rana

Checked by /
Iposepeno: Santosh Kumar
Maurya |

Onob6peno: Menemkep / Pyxopoanrens
Abhishek Chauhan | f

Date /
Hata: 29.01.2025

Date /
Hata: 29.01.2025

Date /
Hara: 29.01.2025

Registered Office: §-2-227, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tol 491 30 4000 2900, Fax. +91 40 4500 2999, tmatt: maili@direddys.com

Cipd: LEB 185 APTOEAPLCO0ASQ0T
vavw.drreddvs.com
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi],
Distt. Solan, H.P., 173 205, IND{A
Tel 1 +91 98166 56001-02
vy direddys.com

[Product : Nisc Plus, gel 50 g

NpoayxT: Haiiz® ITntoc, refb 1S HapyKHOTO npuMeHeHus 50 r

Market / Poinox : Russia / Poccus

Batch No./ y Batch Quantity / . 19608 units /

Cepus Ne VR e Paszmep cepun " 19608 enynun
Analytical Repourt No./ . 040002797494 Date of Analysis / . 29.01.2025
AHanuTHYecKHid oTueTr No Jlara anaauza

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

Jara npou3BoacTBa I'ogen go

Mfg. License No. /

IlpousBoacTBeHHasn : MNB/05/263 MA number: / Homep PY : JII-Ne(003312)-(PI'-RU)
auneH3ua Ne

Analysis performed according ND No / Anaaus nposenen no HJI Ne: JIII-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

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

Page 5 0of 10/ Ctp. S5 u3 10

UCIIBITYEMOr0  pacTBOpa, IMOJIYYEHHOro
pH MpOBEACHUH HCIIBITaHHA
«KonuyecrseHHoe olnpefeeHue.
KancauuuH u Hatpus 6eH30aT»), Ho/keH
COOTBETCTBOBATb CIIEKTPY IIOTJIOLEHUS
MHKa KancallMHa Ha XpoMarorpamme
CTaHAapTHOTO pacTBOpA.

2¢ | BvTLC/TCX

- Menthol / Menmon

Complies as prescribed /
CooTBeTcTBYET TpeOOBaHHUAM

The position of the main spot in the test
solution chromatogram shall correspond
to that of the main spot in menthol
reference standard solution
chromatogram. / OcHOBHOe mNATHO Ha
XpOMaTorpaMMe HCIBITYEMOr'O pacTBopa
[0 TTOJIOKEHHIO JOKHO COOTBETCTROBATH
OCHOBHOMY IBITHY Ha XpOMaTorpamme

pactBopa CTaHAaPTHOTO obpasua
MEHTOJa.
3 | Net weight / Macca 51g/5lr According to requirement / B
COJIeP;KUMOr0 YNaKOBKH COOTBETCTBHH € TPEOOBAHUAMH
4 | pH/pH 5.2 4.6 t0 6.0 (for 1.0 % aqueous solution) /

0t14,0 po 6,0 (s 1,0 % Boaxoro
pacTBopa)

5 | Viscosity / BaskocTn

237720 cP /237720 clIl

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/
IIpumeuanue: IIpogykt cooTBeTCTBYET TpeboBanusM HJ

Conclusion : APPROVED /
3akmwuenne: OJOBPEHO

Prepared by /
TTonrorosneHo: Pravesh Rana

Checked by /
ITpoBepeno: Santosh Kumar

Maurya @

Approved by: Manager/Executive /
OnoGpeno: Menemkep J Pykopoautens
Abhishek Chauhan | [

Date /
Mara: 29.01.2025

Date /
Jara: 29.01.2025

Date /
Jara: 29.01.2025

Rocictered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 20 4900 2000, Fax: 451 40 4400 2949, Email: mail@drreddys.com

CIN: LRE1ASAPLORAPLCO04ASDY

vaww.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHUO®UKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddij,
Distt. Sclan, H.P., 173 205, INDA
Tel - +91 98166 56001-02
www.drreddys.com

T’roductTI_\Iise Plus, gel 50 g

Npoayx T Haifs® Ilmoc, reas ans napysxHoro npumeneHus 50 r

Market / Poinok

: Russia / Poccus

Batch No./ Batch Quantity / 19608 units /

1 V250046 =
Cepnst N¢ Pasmep cepun 19608 enununL
Analytical Repovrt No./ . 040002797494 Date of Analysis / . 29.01.2025
AHanuTHYecKHIi oTueT Ne JaTta anannsa
Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026
Jata npousBoacTea T'ogen oo
Mfg. License No. /
HpouszsoacTBenHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JuueH3zus Ne

Analysis performed according ND No / Ananu3 nposenen no HZA Ne: JIII-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
JITT-Ne(003312)-(PI'-RU) ot 02.10.2023

Page 6 of 10/ Ctp. 6 u3 10

6 | Particle size / Pasmep uactun

20 pm / 20 MkM

Not more than 50 pm / He 6onee 50 mxm

7 | Related Substances / PogcTBenHbie nplMecH

Impurity C / ITpumecs C
Impurity D / ITpumecs D

Highest Unknown Impurity /
Enmununas
HenAeHTUGULHPOBAHHAS
NpHUMeCh

Total impurities / Cymma
npyMecei

Not detected / ne oGnapyxena
Not detected / ne obHapyxeHa

Below LOQ (LOQ = 0.0392 %) / Huxe
npelieNia KOJIMUECTBEHHOTO OTNpPEACICHHS
(TTKO = 0.0392 %)

Below LOQ / Hwxe npenena
KOJIMYECTBEHHOTO OTIpeleNieHNs

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

Not more than 1.0 % / ve Gonee 1,0 %

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

8 |Microbial contamination / MukpoGuo/ioruyecKkas 4McToTa

Total viable aerobic count /
Ob1uee KOJUUYECTBO
YKH3HECTTIOCOOHBIX a3poBHBIX
MUKPOOPraHU3MOB

Total combined yeast and mold
count / Ob1uee yucno
JPOAOKEBBIX U IIECHEBBIX
rpuboB

Pseudomonas aeruginosa

Staphylococcus aureus

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

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

Absentin 1 g/ OrcytctRyeTrB I T
Absentin 1 g/ OrcytctByerB 1 1

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

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

Absentin 1 g/ OrcyrcTBue B1 1
Absentin 1 g/ OrcytcTBHe B 1 T

Assay / KosinyecTBeHHOE onpee/ieHue

Remarks : The Product confirms to ND/
IIpumedanne: IIpoaykr cooTBeTcTBYET TpeboBanusaM HIJ

Conclusion : APPROVED /
3aknwuyenne: OJIOBPEHO
!

Prepared by /
IonrorosineHo: Pravesh Rana

Checked by /
[IposepeHo: Santosh Kumar

Maurya f%,

Approved by: Manager/Executive /
OnobpeHo: Menekery/ PykoBoanTens
Abhishek Chauhan ?

Date /
Jlara: 29.01.2025

Date /
Hara: 29.01.2025

Date /
Hara: 29.01.2025

Rocistered Office: $-2-227, Road Ne. 3, Banjara Hills, Hyderahad - 500034, Telangana, India
Tel: +91 40 4900 2800, Fax: +91 40 4905 2999, Email: mail@drreddys.com

Cii: LOZISSAP1I9S84PLIO04507
weavdrreddys.com




Dr.Reddy’s Q':.

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

vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, IND1A
Tal:+91 92166 56001-G2

www, drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product'TNise Plus, gel 50 g

Mpoayw: Haiiz® ITnioc, reap ans HapyxHoro npumeHenus 50 r

Market / Poinox : Russia / Poccus

Batch No./ . Batch Quantity / . 19608 units /

Cepusi N2 § V250046 Pasmep cepnn 19608 enunany
Analytical Repourt No./ . 040002797494 Date of Analysis / . 29.01.2025

| AHanuTHMYecKHii oTyeT No ___|[aTa ananu3za

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

JlaTa mpou3BoACTBA T'open o

Mfg. License No. /

IIpon3BoAcTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
MUUeH3u s No

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

Analysis performed according ND No / Ananns aposenen mo H/ Ne: JIIT-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Page 70f 10/ Crp. 7 u3 10

9 |Nimesulide /Humecynud

10.2 mg/ 10.2mr
102.2 %

9.0 to 11.0 mg of Ci3H;2N20sS
(nimesulide) per 1 g of the product (90 to
110 % of label claim)/ Ot 9,0 no 11,0 mMr
C13HipN-OsS  (vumecynun) B 1 1
npenapata (ot 90 no 110 % or
HOMHHANIBHOT'O COEPKaHHUA)

Sodium benzoate / Hampus
benzoam

0.99 mg/ 0.99 mr
98.6 %

Methyl salicylate / 101.4 mg/101.4 mr 90.0 to 110.0 mg of CsHsO3 (methyl
Memuuicanuyunam 101.4 % salicylate) per 1 g of the product (90 to
110 % of label claim) / Ot 90,0 no
110,0 mr CsHgO3 (MeTuncanuumnar) B
1 r npenapara (ot 90 g0 110 % ot
HOMMHAJIBHOTO COTEPKaHN)
Menthol / Menmon 50.6 mg/ 50.6 mr 45.0 to 55.0 mg of CoH»O (menthol) per
101.3 % 1 g of the product (90 to 110 % of label
claim) / Or 45,0 ao 55,0 mr CioHxO
(menron) B 1 rnpenapata (0190 no 110 %
HOMHHAJIEHOTO COJAEPIKaHHUA)
Capsaicin / Kancauyun 0.2534 mg/ 0.2534 mr Not less than 0.225 mg of Ci1sH>7NO3
101.3 % (capsaicin) per 1 g of the product (not

less than 90 % of label claim) / He meHee
0,225 mr CigH»7NO3 (kancauuyH) B 1 r
npenapata (He MeHee 90 % ot
HOMHHAJIBHOT'O COAEP KAHHA)

Not less than 0.85 mg of C7H5NaO:
(sodium benzoate) per 1 g of the product

Remarks : The Product confirms to ND/
Ipumeuanne: [Ipoaykt coorseTcTBYeT TpeboBanusm HJL

Conclusion : APPROVED /
3akmogenue: OJJIOBPEHO

Prepared by /
IMToarorosieno: Pravesh Rana

Checked by /
[Tporepeno: Santosh Kumar
Maurya

Approved by: Manager/Executive /
Onobpeno: Mernemxkep f Pykqsoantens
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Product : Nise Plus, gel 50 g

Mpoayw: Haits® ['lntoc, reas ans Hapy:Horo npruMesenng 50 r

Market / Poinok

: Russia/ Poccus

Batch No./ ] Batch Quantity / 19608 units /

Cepust N2 g NE00AE Pasmep cepun * 19608 equauL

Analytical Repovrt No./ . 040002797494 Date of Analysis / . 29.01.2025

AHaauTHYecKknii oTueT Ne JaTa ananusa B
Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026

| laTa npoH3BOACTBA T T'oxen no

Mfg. License No./

IIponseodcreeHnast : MNB/05/263 MA number: / Homep PY : JITI-Ne(003312)-(PT-RU)
auuen3us Ne

Analysis performed according ND No / Ananns nposegen no HJI Ne: JITI-Ne(003312)-(PT'-RU) dt. 02.10.2023 /
JI-Ne(003312)-(PT-RU) ot 02.10.2023

Page 8 of 10/ Ctp. 8 u3 10

(not less than 85 % of the label claim) /
He menee 0,85 mr C7HsNaO- (HaTpus
Genzoar) B 1 r npenapara (He MeHee 85 %
OT HOMHHAJIBHOTO COIEPHKAHHS)

Buthyvihwdroxytoluene /
Bymuneuopoxcumonyon

0.40 mg/ 0.40 mr
99.9 %

Not less than 0.34 mg of CsH240
(buthylhydroxytoluene) per 1 g of the
product (Not less than 85 % of the label
claim) / He menee 0,34 mr C5H240
(6yTuarHapokcuToayos) B 1 r mpenaparta
(He meHee 85 % OT HOMUHANILHOTO
COJIEPIKAHHUS).

10 | Package / YnakoBka

50 g in a laminated aluminum tube with HDPE shoulder equipped with a tamper-evident
membrane and a polypropylene cap. 1 tube and a patient information leaflet in a carton.

ITo 50 r B TyOy M3 JaMHHUPOBAHHOrO AIOMHHMA ¢ MuedyoM H3 [IOBII, chabxeHHYO
MeMOpaHoii I KOHTPOJIS MEPBOrO BCKPBITHSA, U [MOJUIIPONWISHOBON Kpbimkoil. ITo 1

Ty6e B MMa4Ky KapTOHHY1O C JIMCTKOM-BKJIAALIIEM.

API name / Haumenosamue ADC: Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
Humecynun, Merwicanuuunar JleBoMeHTON Karncanuun

INN / MHH: Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
Humecynun, MeTuncanuuwiar JleBomeHTON Kancanuun

API manufacturer batch number / MS-1A-243030- LOT T 7920 MLC-2409084 F001-24002

Howmep cepun nponssoautensst ADC: M1

PN anuldceiton SEIEaChmberR FERAN0716 FERAN0G63 FERR00844 FER AD0GO6

Howmep cepun A®C nponssoautes 1 J1d:

Remarks : The Product confirms to ND/
I pumeaanue: IIpoaykr coorBeTcTBYET TpeboBaHusm HJJ

Conclusion : APPROVED /
3aknwuenue: OJIOGPEHO
A

Prepared by / Checked by / Approved by: Manager/Bxecutive /
Tloarorosneno: Pravesh Ran ITposepeno: Santosh Kumar Onobpeno: Mernemxep // Pykos@nuTens
Z— Maurya ‘ Abhishek Chauhan | Z’
&1
Date / Date / Date /
Hara: 29.01.2025 Hata: 29.01.2025 Jara: 29.01.2025
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Di. Reddy's Laboratories Lid

Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddii,
Distt. Solan, H.P., 173 205, INC{A
Tel 491 98166 56001-02

wiwyw.drreddys.com

Product : Nise Plus, gel 50 g
| HpoayxT: Haiiz® [lntoc, resib aas HapyXHOro np

umeHenus 50 r

Market / Poinok : Russia / Poccus

JuneH3us Ne

Batch Neo./ . Batch Quantity / . 19608 units /

Cepus No X V250046 Pa3mep cepuu © 19608 ennnuLl

Analytical Repovrt No./ . 040002797494 Date of Analysis / . 20.01.2025
AHATHTHYeCKHH oTHeT No Jata anaausza -
Date of Manufacture / - 01/2025 Date of Expiry / . 12/2026

Jarta npoussoacTsa I'open a0

Mfg. License No./

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

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

Analysis performed according ND No / Auanuz nposened nmo H/L Ne: JITT-Ne(003312)-(PT-RU) dt. 02.10.2023 /

Page 9 of 10/ C1p. 9 u3 10

API Manufactured by & country /
Mponssoantenn, A®C, crpana:

Manranam
Jparc 381
Opranukc JIta,
Wnnus /
Mangalam
Drugs &
Organics Ltd.,
India

AnbTa
Jlabopatopuc JItn,
Hunus / Alta
Laboratories Ltd.,
India

Apopa Apomartukc
Met. Ito, Uuous /
Arora Aromatics
Pvt. Ltd., India

®opmoza
Jlaboparopuc
Unk, TaiiBanb,
Kuraii/ Formosa
Laboratories
Inc., Taiwan,
China

Name, address, authorization No for FP

manufacturing site / Control site / Release

site /

HaumMeHoBaHMe, ajpec H HOMeP JIMLIEH3IUH

ITOWAAKH, OCYLUECTBJISAI0LIeH

NPOH3BOACTBO/KOHTPOJb KA4eCTBA/BLINYCK
IrJI®

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

India (License No MNB/05/263) /

IpounsBoncTBeHHOE NMoApasaeneHue-6, Bunn. Kxons, Hanarapx Poyn, bannwu,
Huctpuxt Conan, X.I1., 173205, Unaus (JIuuensunsa Ne MNB/05/263)

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».

Remarks : The Product confirms to ND/

Hpumeuanue: [Ipoaykr coorBeTcTBYeT TpeboBanmsM HJJ

Conclusion : APPROVED /
3akmouenune: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Ekecutive /

IToxrororneno: Pravesh Rana INpoBepeno: Santesh Kumar Onobpeno: Menemxep //PykogoanTenb
Maurya ( g Abhishek Chauhan

Date / Date / | Date /

Hara: 29.01.2025 Hara: 29.01.2025 Hata: 29.01.2025

Renisiered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 4901 40 4900 2900, Fax; +91 40 4900 2999, Email: mail@drreddys.com
CiN: L35195AP1984PLCO04S07
wwwdrreddys.com




Dr.Reddy’s Q

CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJIM3A

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

Vill. Khol, Malagarn Road, Baddi,
Distt. Solan, H.P., 173 205, IND1A
Tal : +91 98166 56001-02
wyvw.drreddys.com

Product : Nise Plus, gel 50 g

Tpoayxt: Haii3® TTmoc, reas ana HapykHoro npumenenns 50 r

Market / Peinok : Russia / Poccus

Batch No./ . Batch Quantity / . 19608 units /

Cepusa N2 5 V250046 Pazmep cepun * 19608 enuHuL
Analytical Repovrt No./ . 040002797494 Date of Analysis / . 29.01.2025
AHanurHyeckHuii oTyeT No JlaTa agajansa

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

Jata npousBoacTsa T'ogeH oo

Mfg. License No./

IIponssoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
JauueH3us Ne

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

Analysis performed according ND No / Ananns nposencH no H/1 Ne: JIII-Ne(003312)-(PT'-RU) dt. 02.10.2023 /

3akai0deHHe 0 COOTBETCTBHH: «HacTosaumM s IOATBEPIK A0, YTO NPUBEIeHHAs BblILe HHPOpMAaLns SABNAETCS JOCTOBEPHOM
¥ TOYHO#M. DTa cepyst MPOAYKIKHH pou3BeaeHa (BKIIFoyas ynakoBKy (MapKHPOBKY) U KOHTPOJIb Ka4€CTBa) Ha BbILLIEYKa3aHHON
NpOM3BOJACTBEHHON muolanke (IUIOL@aAKax) B TONHOM COOTBETCTBMH ¢ TpeboBanusMu Ilpasun
IPOM3BOICTBEHHOMN npakTHkK EBpasuiickoro sxkoHoMuyeckoro cotosa (Ne GMP/EAEU/RU/00554-2022 ot 02 centa6ps 2022)
u TpebOBaHMAMM KOHTPOJISl KauecTBa JIEKAPCTBEHHBIX CPEACTB,
COlEPKALIMMHUCS B PETHCTPALIMOHHOM JIOChE CTPaHbI-UMIIOPTEPa. 3aMUCH [0 IIPOU3BOACTBY, YIIAKOBKE U aHAIU3Y NPOBEPEHBL,
¥ YCTaHOBJIEHO MX COOTBeTCTBHE TpeGoBaHusM IIpaBusi Haanexalleldl Npou3BOACTBEHHOH NpakTUkK Espasuiickoro

OKOHOMHYECKOI'0 COrO3an.

Page 10 of 10 / Ctp. 10 u3 10

a TaKXe B COOTBETCTBHH CO CHCL[I/I(I)I/IKaLIHHMI/I,

Remarks : The Product confirms to ND/
IMpumeuanne: [IpoaykT cooTeTcTBYeT TpebosaHuaM HJ

Conclusion : APPROVED /
3akmouenue: QJJOBPEHO

A

Prepared by / Checked by / Approved by: Mana ger/ xecutive /
[loxrorosneno: Pravesh Rana [posepeno: Santosh Kumar OnobpeHo: Mwenmepf PyK OJIITEND
Maurya Abhishek Chauhan
g Al
Date / Date / Date /
Hara: 29.01.2025 Hara: 29.01.2025 Hara: 29.01.2025
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