Dr.Reddy’s ":'.

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

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

CERTIFICATE OF ANALYSIS

CEPTHDOUKAT AHAJIM3A

Product : Nise Plus, gel 100 g

Npoayrr: Haiiz® [Mmoc, rens and gapysksoro npumernenns 100 r

Market / PorHok : Russia / Poccus

Batch No. / . V240543 Batch Quantity / . 9706.000 units /

Cepus Ne ) Pasmep cepun © 9706.000 eavHKLL
Analytical Repourt No./ . 040002604241 Date of Analysis / . 10.08.2024
AnajuTH4eckuii ordyer Ne JlaTta anaausa

Date of Manufacture / . 07/2024 Date of Expiry / . 06/2026

Jara npon3BoACTBa Togen ao

Mfg. License No. /

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

Analysis performed according ND No / Adaau3 nposexes no HJ Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

JIM-Ne(003312)-(PT-RU) or 02.10.2023

Page 1 of 11/ Ctp. 1 n3 11

Ne Test / IlokaszaTenn

Result / PesyabTaTst

Specification / Hopma

1 | Appearance/ Onucanue

White gel of homogeneous consistency with a
characteristic
OJHOPOAHOM
3aMaXOM.

odor. / Tens Genoro

KOHCUCTCHIIHKU C

XapaKTepHbIM

White to off-white gel of homogeneous
consistency with a characteristic odor. /
Cens Genoro unu noytd Genoro usera
OIHOPOMHOM KOHCHCTEHIIHH c
XapaKTEPHBIM 3aMaXoM.

BETA

2 | Identification/ UxenTudukanus

By HPLC/ BIXX

- Nimesulide | Huaecynuo

Complies as prescribed /
CoorBeTrcTByeT TpeGOBaHUAM

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
UCIBITYEMOT'0 PacTBOpa, MONYHEHHOro
npu NMpOoBeASHUH HCIIBITAHUS
«KomnuuecTBeHHOE onpeneneHue.
Humecynua H  MeTWICAaJMLUIATY,
JIOJIKEH 0OHapy»>XKUBaThCS TMHK,
COOTBETCTBYIOIIUI o BpEMEHH
VIEpXXUBAaHUS MUKy HHUMeCylIMaa Ha
xXpoMmarorpamme CTaHIApTHOTO
pacTBopa.

Remarks : The Product confirms to ND/

IIpumeuanue: [IponykT cooTBeTcTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO

Prepared by /
IToarorosneno: Santosh Kumar
Maurya

Checked by /
ITpoBepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurensb

Rishu Sharma )2)‘) (5

Date /
Jara: 10.08.2024

Iv’ <
Date /

Hara: 10.08.2024

Date /
Jata: 10.08.2024

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +G1 40 4900 2500, Fax: +91 4C 4300 2929, Email: maii@drrzddys.com

CIM: L85135AP1934PLLCA04507
wwvrdrreddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

Product : Nise Plus, gel 100 g

Mpoaykr: Haiis® Ilioc, reb 4715 HapyskHOrO fipimerenus 100 r

Market / Peinok : Russia / Poccus

Batch No. / . V240543 Batch Quantity / . 9706.000 units /
Cepusi N i Pazmep cepun * 9706.000 enuHuL
Analytical Repourt No./ . 040002604241 Date of Analysis / . 10.08.2024
AHaaIuTHYECKHH oTyeT Ne Jara anaaunsa

Date of Manufacture / . 07/2024 Date of Expiry / . 06/2026

JdaTta npou3BoACcTBa I'oxen po

Mfg. License No. /
IlpousBoacTreeHHAs
auneHzus N

: MNB/05/263

MA number: / Homep PY : JII-Ne(003312)-(PI'-RU)

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

Analysis performed according ND No / Auann3 nposeaes no H/L Ne: JIIT-Ne(003312)-(PT-RU) dt. 02.10.2023 /

Page 2 of 11/ Ctp. 2 n3 11

- Methyl salicylate /
Menmuncamapinam

Complies as prescribed /
CooTBeTcTByeT TPeOOBAHUAM

A peak with 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
Xpomartorpamme HCTIBITYEMOTO
pacTBopa, TOJTy4EHHOTO npu
NpoBeAEeHHH HCIIBITAHUS
«KosnuuecrBeHHOE omnpe/eseHue.
Humecynua W METHICAIMLMIATY,
JIOJDKEH 0OHapyKUBATHCH THK,
COOTBETCTBYIOIIHIA no BpeMEHH
yOEPXKHBAHHUA MHKY METMIICANHLHIATA
Ha  XpoMarorpaMme  CTaHIapTHOTO
pacTBopa.

Menthol / Mernmon

Complies as prescribed /
CooTBeTCcTBYET 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
XpoMaTorpamMmme HCIIBITYEMOTro
pacTtBopa, TOJTy4E€HHOTO npu
pOBEACHUU WCTIBITAHUA

Remarks : The Product confirms to ND/
INpumeuanne: [IpoaykT cooTeTcTBYeT TpeboBanusam HJ|

Conclusion : APPROVED /
Zakmouenue: OJJOBPEHO

Prepared by /
[Tonrorosneno: Santosh Kumar
Maurya

Checked by /
IIpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoauresb

Rishu Sharma
_ ¥ Car

Date /
Jara: 10.08.2024

<
Date /

Jara: 10.08.2024

Date /
JlaTa: 10.08.2024

Registered Office: 8-

2-337. Road Ne. 2, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel. +61 40 4500 2500, Fax: +91 4C 4300 2999, Email: maii@drreddys.com

CIN: L85195AP19S4PLCO04507
wwviwdireddys.com




Dr.Reddy’s !':‘.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Dr. Reddy's Laboratories [td,
Formuiaticn Unii-6

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

Product : Nise Plus, gel 100 g

Mpoaywsr: Haiiz® [Tmoc, ress ans napysHoro npumenenns 100 r

Market / Poinox : Russia / Poccus

Batch No. / . Batch Quantity / . 9706.000 units /

Cepus Ne ¢ V240543 Pa3zmep cepun © 9706.000 enrbuL,
Analytical Repourt No./ . 040002604241 Date of Analysis / . 10.08.2024
AHaauTH4yeckuit oTyeT Ne Hara ananuza

Date of Manufacture / . 07/2024 Date of Expiry / . 06/2026

Jara npousBoacTBa I'ogen go

Mfg. License No. /

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

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

Analysis performed according ND No / Anaan3 nposeaen no HJl Ne: JIIT-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Page30of 11/ Crp.3 311

CooTBeTcTBYET TpeGOBaHHAM

«KonuuectsenHoe onpeneneHue.
MeHTom», JOMKEH OOHapy>KHBaTHCS
MHK, COOTBETCTBYIOLUMH IO BpPEMEHH
yOep)KUBaHHUA MHKY MEHTOJNa Ha
XpoMaTorpamme CTaHIOApTHOTO
pacTBoOpa.

- 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
HCTIBITYEMOrO pacTBOpa, MOJIYyUEHHOTro
npy NPOBEACHUU HCIIBITAHUS
«KonnuecTBeHHOe oTpeIeieHHE.
Kancanumn W Hatpus  OeHzoat»,
JOJKEH 0BHapy)KUBATHLCA UK,
COOTBETCTBYHOIIHUIA no BpEMEHH
yOepXHuBaHWs THKY KarcaulluHa Ha
XpOMAarorpamme CTaHO@pTHOTO
pacTBopa.

2b

By HPLC (PDA) / B2KX ¢ Ou00HO-MAMpUUHbIM 0emeKmopom

- Nimesulide / Humecynuo

Complies as prescribed /
CooTtBeTcTByeT TpeOOBARUAM

The absorption spectrum of nimesulide
peak in the test solution chromatogram

Remarks : ''he Producl conlirms (o ND/

IIpumeuanmne: [IpoaykT coorBeTcTBYET TpeboBanusm H]

Conclusion : APPRUVED /
3akmouenue: OJIOBPEHO

Prepared by /
IToarorosaeHo: Santosh Kumar
Maurya

Checked by /
[Iposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoAUTEb

Rishu Sharma 4
P

Date /
Jata: 10.08.2024

<3f—:‘
Date /

Hara: 10.08.2024

Date /
Hata: 10.08.2024

e,

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderakad - 560034, Telangana, india
Tel. +81 40 4900 2960, Fax: +91 4C 4900 2999, Email: maii@drraddys.com

CIM: L85195AP1984PLCN04507
wawvsdireddys.com




Dr.Reddy’s ":‘

Dr. Reddy's Laboratories [td.
Formulation Unit-6

Vill. khol, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, IND!A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

[Product : Nise Plus, gel 100 g

HNpoaywxr: Haita® Tlntoc, rens ans Hapy:kHOro npumenenns 100 r

Jannensust Ne

Market / Poinok : Russia / Poccus

Batch No. / . V240543 Batch Quantity / . 9706.000 units /

Cepus Ne ) Pa3smep cepuu * 9706.000 exunun
Analytical Repovrt No./ . 040002604241 Date of Analysis / . 10.08.2024
Anajuruyecknii oTuer Ne Jata ananusa

Date of Manufacture / . 07/2024 Date of Expiry / . 06/2026

JlaTa npou3BoACTBA I'open o

Mfg. License No./

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

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

Analysis performed according ND No / Ananu3 nposeaes no H/1 Ne: JIII-Ne(003312)-(PT'-RU) dt. 02.10.2023 /

Page 4 0f 11/ Ctp.4 m3 11

obtained during "Nimesulide and Methyl
Salicylate Assay" test shall comply with
that of nimesulide peak in the standard

solution chromatogram. / Crextp
MOMJIOIEHU TNHKa HUMECYIMAA Ha
XpoMarorpamMmme HCIBITYEMOrO
pacTBopa, T0JIyYEHHOTO npu
NpOBENEHHH HUCTIBITAHUS
«KonuuecTBeHHOE OTIpeneeHHeE.
Humecynua W MeTHJICATHLIMNATY),
JIOJDKEH  COOTBETCTBOBATb  CHEKTPY
MOrJIOEHUs TIMKa HUMECYJIWIa Ha
XpoMarorpaMmme CTaHOAPTHOTO
pacTtBopa.

- Methyl salicylate /
Mennncanuyunam

Complies as prescribed /
CootBeTcTBYET 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. / CnexTp
MOTJIOIEHUs! THKA METHUICATMLIWIATA Ha -
XpoMaTorpaMmme HCIIBITYEMOTO
pacTropa, MOJTy4E€HHOTO npu
NIPOBEAECHUU HCNBITaHUA
«KonmyecTBeHHOE onpenesneHue.

Remuarks : 'The Product conlirms (o ND/

Ipumeuyanue: [Tpoaykt coorBeTcTBYET TpeboBanusM HJI

Conclusion : APPROVED /
3axmrouenne: OJJOBPEHO

Prepared by /
IMonrorosieHo: Santosh Kumar
Maurya

Checked by /
Iposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoauTeb

Rishu Sharma
oLy

Date /
Hara: 10.08.2024

.
Date /

Jara: 10.08.2024

Date /
JaTa: 10.08.2024

Registered Office: 8-2-337

, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India

Tal: +81 40 4900 2900, Fax: +91 4C 4960 2999, Ermnail: moii@drreddys.com

CIN: 1L.851854P1984PLCO04507
wwyedireddys.com




Dr.Reddy’s ":"

Dr. Reddy's Laboratories Ltd.
Formulatiocn Unii-6

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

CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIM3A

Product : Nise Plus, gel 100 g

Hpoaykr: Haiiz® [lmoc, rens aia napysxoro npumenenus 100 r

Market / Peinok : Russia / Poccust

Batch No. / . V240543 Batch Quantity / . 9706.000 units /
Cepusi Ne ) Pa3zmep cepuu * 9706.000 equHuL
Analytical Repovrt No./ . 040002604241 Date of Analysis / . 10.08.2024
AHajuTUHYeCKHiH oT4eT Ne Jara ananausa

Date of Manufacture / . 07/2024 Date of Expiry / . 06/2026

Jara nponssoacTsa

T'open xo

Mfg. License No. /
IlpousBoacTBeHHaAs
Juuensus No

Ll

: MNB/05/263

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

Analysis performed according ND No / Auasan3s nposexcd no HJ Ne: JIII-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

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

Page 5of 11/ Crp.5Sn3 11

Humecynun M MeTWICAIHLIMNATY),
JIOJDKEH  COOTBETCTBOBaTb  CIEKTPY
MOTJOIEHHS [TMKA METHIICANUIIMIaTa Ha
XpoMmarorpamme CTaHAPTHOTO
pacTBopa.

- Capsaicin / Kancauyun

Complies as prescribed /
CootsercTByeT TpeGOBaHUAM

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
NOTJIOLIEHUsT TNMKa KalcaulUHa Ha
Xpomarorpamme HCIIBITYEMOTO
pacrBopa, MOTy4EHHOTrO npu
NpPOBEACHUH HCITBITAHUA
«KonuuecTBeHHOE onpeaeneHue.
KancavumHn ©  HaTpus  OeH3o0ar»),
JNOJDKEH ~ COOTBETCTBOBAaTh  CIEKTPY
NOTJOIIEeHHsT THKa KancaulHdHa Ha
XpOoMaTorpamMmme CTaHAAPTHOTO
pacTBopa.

2¢ | By TLC/TCX

- Menthol / Meumon

Complies as prescribed /
CooTBeTcTBYET TpeOOBAHHAM

The position of the main spot in the test
solution chromatogram shall correspond
to that of the main spot in menthol

Remarks : 1he Product contirms to NL/

IIpumeuanne: [IpoaykT coorBeTcTBYET TpeboBaHusam HJ

Conclusion : AFPFRUVED /
3axmouenue: OJOBPEHO

Prepared by /
IToxrorosneno: Santosh Kumar

Maurya @
L

Checked by /
IlpoBepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Opobpero: Menemxkep / Pykosoauntesns
Rishu Sharma  / Y1

Date /
Hara: 10.08.2024

Date /
JlaTta: 10.08.2024

Date /
Jara: 10.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangane, india
Tel. +61 40 4900 2860, Fax: +91 40 4300 2999, Email: mait@drreddys.com

CIN: L85195AP1984PLCO04507
wwdireddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

Dr. Reddy's Laboratories (td.
Formulation Unit-6

Viil. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Product : Nise Plus, gel 100 g

HNpoayxr: Hatis® Inroc, reb Juia Hapyskuoro npumenenns 100 r

Market / PoiHok : Russia / Poccus

Batch No. / . V240543 Batch Quantity / . 9706.000 units /
Cepust Ne ) Pazmep cepuu © 9706.000 enyHuL
Analytical Repovrt No./ . 040002604241 Date of Analysis / . 10.08.2024
AHasuTHYeckHnii oTueT Ne Jara ananunza

Date of Manufacture / . 07/2024 Date of Expiry / . 06/2026

Hata npoussoacrsa

T'ogen po

Mfg. License No. /
IlpouszBoacTBeHHan
auueH3ust Ne

: MNB/05/263

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

Analysis performed according ND No / Auanu3 nposegen mo HJ Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

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

Page 6 of 11/ Crp. 6 m3 11

reference standard solution
chromatogram. / OCHOBHOE TATHO Ha
XpomaTorpamMmme UCIILITYEMOTO
pactBopa IO  MOJIOXKEHHIO  JOJDKHO
COOTBETCTBOBAThH OCHOBHOMY IIATHY Ha
XpoMaTorpamMmme pacTBOpa
CTaHAapTHOro o6pasua MeHToJIA.

3 | Net weight / Macca 101 g/101r According to requirement / B
COEP/KHMOTrO YNAKOBKH COOTBETCTBHMH C TpeOOBaHUAMH
4 | pH/pH 43/43% 4.6 to 6.0 (for 1.0 % aqueous solution) /

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

5 | Viscosity / BaskocTtb

235140.0 cP /235140.0 cI1

150,000 cP to 350,000 cP at 25 °C/
Ot 150000 cIT mo 350000 cIl mpu 25
°C

6 | Particle size / Pasmep wacruu

19 um /19 MxMm

Not more than 50 um / He 6onee 50
MKM

7 | Related Substances / PoacTBeHHble IpHMeCH

Impurity C / Ilpumecs C
Impurity D / Ilpumecs D

Highest Unknown Impurity /
Enunuynas

Not detected / He oOHapyxeHa

Not detected / He obHapysxeHa

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

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

Remarks : The Product confirms to ND/

Ipumeuanue: TlpoaykT cooTBercTByeT TpeboBauusm HJL

Conclusion : APPROVED /
3akawyenune: OJJOBPEHO

Prepared by /
INoxarorosneno: Santosh Kumar
Maurya

Checked by /
Ilpoepeno: Pardeep Kumar

Rishu Sharma

Approved by: Manager/Executive /
Opodpeno: MeHe:;Pep / PykoBoauTensb

b »

Date /
Jara: 10.08.2024

.
Date /

Hara: 10.08.2024

Date / )
Jata: 10.08.2024

Registered Office: 8-2-33

7, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel. +61 40 4900 2900, Fax: +591 40 4900 2999, Email: maii@drreddys.com

CIN: L851954P1984PLCO04507
e dnieddys.conm




Dr.Reddy’s “:'.

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND!IA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Nise Plus, gel 100 g
Ipoayxt: Haiiz® Ilmoc, rejie 414 Hapyx

Horo nprumeHenus 100 r

Market / Poinok : Russia / Poccus

Batch No. / . V240543 Batch Quantity / . 9706.000 units /
Cepust No ) Pasmep cepun © 9706.000 equHHL
Analytical Repourt No./ . 040002604241 Date of Analysis / . 10.08.2024
AHaguTHyeckuii oTyer No JaTa ananuza

Date of Manufacture / . 07/2024 Date of Expiry / . 06/2026

JaTa npousBoacTea

T'oxen xo

Mfg. License No./
IIpousBoacTeenHasn
JnueH3us Ne

: MNB/05/263

MA number: / Homep PY :

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

Analysis performed according ND No / Ananu3 nposeaes no HJL Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

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

Page 7 of 11/ Ctp. 7 n3 11

HEHMAEHTHOHULHPOBAHHASA
TIpUMECh

Total impurities / Cymma
npHMecei

Below LOQ (LOQ = 0.0392 %) / Huxe
ornpeaeneHus

npenena  KOJMYECTBEHHOrO
(ITKO = 0.0392 %)

0.2%

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

Microbial contamination / MukpoOHnoJiornueckasi 44cToTa

Total viable aerobic count /
Ob1ee KOJIHYECTBO
YKH3HECTIOCOOHBIX a3poOHBIX
MUKpPOOPraHU3MOB

Total combined yeast and mold
count / Obiiee YUCIO
JPOMOIKEBBIX U TUIECHEBBIX
rpuboB

Pseudomonas aeruginosa

Staphylococcus aureus

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

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

Absent in 1 g/ OrcytcTByerB 11
Absent in 1 g/ OrcytctByerB 1 T

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/ OrcyTctBue B 1 1

Absent in 1 g/ OtcyrctBue B 1 1

Assay / KosnuecTBeHHOe onpese/ienie

Nimesulide /Huaecynio

10.3 mg /10.3 mr
102.6 %

9.0 to 11.0 mg of C;3H;2N-OsS
(nimesulide) per 1 g of the product (90
to 110 % of label claim)/ Ot 9,0 no 11,0
mr CisHipN-OsS (Humecynun) B 1 r

Remarks : 'The Product conls to NDY/
Ipumeuanue: [IponyxT coorBeTcTByeT TpeboBanusM HJL

Counclusion : APPRUVED /
3akmouenue: OJJOBPEHO

Prepared by /
TToarorosneno: Santosh Kumar
Maurya

Checked by /
[Tposepeno: Pardeep Kumar

Approved by: Manager/Executive /
OnobGpeno: Menenzxep / Pykosoaurens
Rishu Sharma /|

s

Date /
JlaTta: 10.08.2024

Date /

Jara: 10.08.2024

Date /
Iara: 10.08.2024

Registered Office: 8-2-237, Road Ne. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: #8140 4500 29C0, Fax: +91 4C 4900 2999, Email: maii@drreddys.com

CIN: L851954P1984PLC0O04507
wv Bireddys.com




Dr.Reddy’s Qf‘

Dr. Reddy's Laboratories [td.
Formulaticn Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Nise Plus, gel 100 g

Ipoaykr: Haiiz® Ilmoc, rens a1 Hapyxuoro npumerenvs 100 r

Juuensus Ne

Market / Poinok : Russia / Poccust

Batch No. / . V240543 Batch Quantity / . 9706.000 units /

Cepusi Ne ) Pa3mep cepun © 9706.000 enunnL
Analytical Repourt No./ . 040002604241 Date of Analysis / . 10.08.2024
AHaguTHYeCKHi oTyeT Ne Jlata ananausza

Date of Manufacture / . 07/2024 Date of Expiry / . 06/2026

JaTa npousBoacTsa T'ogen no

Mfg. License No. /

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

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

Analysis performed according ND No / Auann3s nposexen no HJL Ne: JIII-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Page 8 of 11/ Crp. 8 m3 11

Methyl salicylate /
Memuncanapunam

Menthol / Menmon

Capsaicin / Kancauyun

Sodium benzoate / Hampus
benzoam

102.4 mg/ 102.4mr
102.4 %

50.0 mg/ 50.0mr
99.9 %

0.2473 mg/ 0.2473 mr
98.9 %

0.99 mg/0.99 mMr
99.1 %

npenapara (ot 90 mo 110 % ot
HOMHHAJIEHOTO COJEepKaHHs)

90.0 to 110.0 mg of CsHO3 (methyl
salicylate) per 1 g of the product (90 to
110 % of label claim) / Ot 90,0 mo
110,0 mr CsHsgO3 (MeTHICanuumiIar) B
1 r npenapata (o1 90 no 110 % or
HOMMHAJILHOT'O COAEPHKAHHNA)

45.0 to 55.0 mg of CioH200 (menthol)
per 1 g of the product (90 to 110 % of
label claim) / Ot 45,0 no 55,0 mr
C\oH20O (Menrton) B 1 r npenaparta (or
90 i (¢ 110 % HOMHHabHOIO
CoZIepKaHus)

Not less than 0.225 mg of C;sH»7NO3
(capsaicin) per 1 g of the product (not
less than 90 % of label claim) / He
MCHEEC 0,225 Mr C|3H27NO3
(xancavuuH) B 1 T npenapara (He
meHee 90 % OT HOMHHaJIBHOTO
conepIKaHus)

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) /

k’emarks @ The roduct conflrma 1o ND/

Ipumeuanue: [IponykT cooTBeTcTBYeT TpeboBaHusam HJL

Conclusion ! APPROVED /
3axiouenue: OJJOBPEHO

Prepared by /
IToarorosneno: Santosh Kumar
Maurya

Checked by /
ITpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Opnobpeno: Menexep / PykoBoautens

Rishu S
u Sharma f(ﬁ)L‘—“"’

Date /
Jara: 10.08.2024

<[
Date /

Harta: 10.08.2024

Date /
Hara: 10.08.2024

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 560034, Telangana, India
S00 2900, Fax: +91 4C 4900 2999, Email: mai!@drreddys.com

Tel: +5140 4

CIN: L85135AP1984PLCO04507
www.direddys.com




Dr.Reddy’s ‘;

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

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

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Nise Plus, gel 100 g
I poayxt: Haiiz® Ilmoc, resb 1 Hapyx

Horo npumeHenus 100 r

Market / PuiHok : Russia / Poccus

Batch No. / . V240543 Batch Quantity / . 9706.000 units /

Cepnus Ne i Pasmep cepun * 9706.000 enuHuL
Analytical Repo“rt No./ . 040002604241 Date of Analysis / . 10.08.2024
AHanuTHYecKHil oTueT No JlaTta aHanu3a

Date of Manufacture / . 07/2024 Date of Expiry / . 06/2026

JaTa npou3BoacTBA I'ogen no

Mfg. License No. /

IponsBoacTeenHas : MNB/05/263 MA number: / Homep PY : JII-Ne(003312)-(PT-RU)
auueH3us Ne

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

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

Page 90of 11/ Ctp. 9 m3 11
He menee 0,85 mr C7HsNaO: (Hartpus
Genzoar) B 1 r npenapata (He menee 85
% OT HOMUHANBLHOTO COAEPIKAHMS)

Buthylhydroxytoluene /
Bymunzudpoxcumonyon

0.40 mg/ 0.40 mr
99.7 %

Not less than 0.34 mg of CsH>4O
(buthylhydroxytoluene) per 1 g of the
product (Not less than 85 % of the label
claim) / He menee 0,34 mr CisH>40
(6yTHNTHAPOKCUTOTYON) B 1 T
npenapara (He meHee 85 % ot
HOMUHAJILHOTO CONEPIKaHHUA).

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.

ITo 100 r B TyOy W3 1aMHHMPOBAHHOrO AKOMHHHUS ¢ naedom u3 IIDBII, cHabxeHHY1O
MeMOpaHO AJIsl KOHTPOJISI NEPBOTO BCKPEITHSA, W MOTUIPONMICHOBOH KpelKoOi. ITo 1
Tybe B MayKy KapTOHHYIO C JJUCTKOM-BK/IabIIIEM.

API name / Haumenosamnue ADC: Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
Humecynun Metuncanuuuiat JleBomenToun Kancanuun
Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
INN / MHH:
Humecyaun Metuncanyuuniat JleBomenToI Kancanunx
API manufacturer batch number / NMS-1A-243009 | LOT T7521 MLC-0070324 F001-24001
Howmep cepuu nponspoautensa APC:
FP Manufacturer API Batch number /
Homep cepun ADC npoussoauTens LJID: FERA00251 FERAO00258 FERRO00185 FERA00338

Remarks : The Product confirms to ND/
ITpumeuanue: IIpoayxT coorBeTcTBYET TpeboBaHusam HJJ

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Checked by /

Approved by: Manager/Executive /

TMoarorosneno: Santosh Kumar
Maurya @

ITposepeno: Pardeep Kumar

=

Onobpeno: Menemxep / PykoBogurensb
Rishu Sharma K]m G

Date/
Jata: 10.08.2024

Date /
JlaTta: 10.08.2024

Date /
Jara: 10.08.2024

Registered Office: 8-
Tet +G1 40 4

7, Road No. 2, Banjara Hills, Hyderabad - 560034, Telangana, India
2960, Fax: +91 40 4900 2929, Email: maii@drradadys.com
CIN: L85195AP1984PLCO04507
wwivedireddys.com
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Dr. Reddy's Laboratories |td.
Formulaticn Unit-6

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

Product : Nise Plus, gel 100 g

Ipoaykr: Haiiz® [Tnroc, rene juis HapyxHoro npumeHenust 100 r

Market / Poinok : Russia/ Poccus

Batch No. / . V240543 Batch Quantity / . 9706.000 units /
Cepus Ne ) Pasmep cepuu °9706.000 enunmLL
Analytical Repovrt No./ . 040002604241 Date of Analysis / . 10.08.2024
AHaauTHYeCKMii oTueT No JlaTa anaaunsa

Date of Manufacture / . 07/2024 Date of Expiry / . 06/2026

Jdata npoussoicrea T'open 1o

Mfg. License No. /
IpousBoacTBenHasn
JHueH3ust Ne

: MNB/05/263

MA number: / Homep PY :

JII-Ne(003312)-(PT-RU)

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

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

Page 10 of 11/ Ctp. 10 n3 11

API Manufactured by & country /
Ipoussoautens A®C, crpaHa:

Manranam
Tparc ok ®opmoza
p A AJbTa Jlaboparopuc
Opranukce JITz, Apopa ApomaTHKC .
Jlabopatopuc Jlta, Hnk, TaiiBaus,
WUnnus / IlBr. JItn, Unpus / .
Hnaus / Alta . Kurait/ Formosa
Mangalam . Arora Aromatics .
Laboratories Ltd., . Laboratories
Drugs & . Pvt. Ltd., India .
. India Inc., Taiwan,
Organics Ltd., .
. China
India

Name, address, authorization No for FP
manufacturing site / Control site / Release
site /

HaumeHoBaHuUe, agpec U HOMEp JHLEH3HU
MJI0LAAKH, OCYLUIECTBIIAI eI
TIPOH3BOACTBO/KOHTPONb KaYecTBa/BbINYCK
rJo

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt. Solan, H.P. 173205,
India (License No MNB/05/263) /
[IpousBoacTBeHHOE NoApasaeneHue-6, Bum, Kxons, Hanarapx Poyn, banawu,
Huctpukt Conan, X.IL., 173205, Unaus (JTnuenzus 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».

3akm0oueHHe O COOTBETCTBUH: «HacTosIMM s TIOATBEPXIAK0, YTO NPUBEACHHAS BbIIIE HWHGOpPMALUs SBISETCA
JIOCTOBEPHOM ¥ TOUHOM. DTa cepusi MPOAYKLHH MPOoKM3BeAeHa (BKIII0Yas YakoBKy (MapKUPOBKY) U KOHTPOJIb KauecTBa)

Remarks @ The Produet confirms o WD/
Ilpumeuanne: [TpoaykT cooTBeTCTRBYET TpedoBanusm HJ

Conclusion : ATTROVED /
3axmouenune: OJJOBPEHO

Prepared by /
ITonrorosnerno: Santosh Kum
Maurya

Checked by /
[Tposepeno: Pardeep Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBoaurens

Rishu Sharma 4
1)

Date /
Jara: 10.08.2024

Date /

Jata: 10.08.2024

Date /
Jara: 10.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +G1 40 4900 2900, Fax: +91 48 4300 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCO04507

wusvzdireddys.cun




Dr.Reddy’s ":‘

Dr. Reddy's Laboratories Ltd,
Formulation Unit-6
Vili. Khol, Nalagarh Road, Baddi,
Disit. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

Product : Nise Plus, gel 100 g
ITpoayxr: Hali3® Imoc, rene pia HapyskHoro npumenenys 100 r

Market / Poinok : Russia/ Poccus

Batch No. / . V240543 Batch Quantity / . 9706.000 units /

Cepus Ne ' Pasmep cepun * 9706.000 enuHHLL
Analytical Repo“rt No./ . 040002604241 Date of Analysis / . 10.08.2024
AHaNHTHYECKHH oTUeT Ne Jlara aHaau3a

Date of Manufacture / . 07/2024 Date of Expiry / . 06/2026

JaTa npou3BoACTBA Iogen no

Mifg. License No. /

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

Analysis performed according ND No / Anaau3 nposeaen no HJ Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
JITN-Ne(003312)-(PI'-RU) ot 02.10.2023

Page 11 of 11/ Crp. 11 n3 11

Ha BBILIEYKA3aHHOH NMPOM3BOACTBEHHOM Mioliajake (MIoLlaaKax) B MOJHOM COOTBETCTBUM ¢ TpeboBanusamu [IpaBun
Hajnexallell Npou3BOACTBEHHOM NpakTrkyi EBpasuiickoro skoHoMuyeckoro corosa (Ne GMP/EAEU/RU/00554-2022 ot
02 cenrts6ps 2022) m TpeOOBaHMAMH KOHTPOJS KauecTBa JICKAPCTBEHHBIX CPEJCTB, a TaKXKe B COOTBETCTBHHM CO
cielMpUKaLUsIMHI, COOEPKAIMMKUCA B PErHCTPALlUOHHOM JOChE CTpaHbl-UMIOpTepa. 3alMCH IO [POM3BOACTBY,

yIIaKOBKE W aHaju3y

MNPOBEPEHBI, H

YCTAHOBJICHO HMX COOTBETCTBHE Tpe6OBaHl/l$[M HpaBun HaJJIexalen

HpOI/I3BOHCTBeHHOﬁ NNpaKTHKHA EBp&HﬁCKOFO 3KOHOMHYECKOI'0o COr03an.

Remarks : The I'roduct confirms to WD/ Conclusion : AI''ROVED /
IIpumeqanue: [IpoaykT cooTBeTCTBYET Tpeboranusam H/J 3akoyenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneno: Santosh Kumar @ ITposepeno: Pardeep Kumar Onobpeno: Menemxkep / Pykooaurtens
Maurya Rishu Sharma

Date / Date / Date /

Jara: 10.08.2024 JlaTa: 10.08.2024 Jata: 10.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +61 40 4900 2200, Fax: +91 40 4900 2929, Email: maii@drreddys.com

CIN: L85135AP1334PLCO04507
WL ATTeddyYs.com




