Dr.Reddy’s “:‘

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

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

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Product : Nise Plus, gel 100 g

IMpoaykT: Haitza® Imoc, resp ang Hapy»Horo npuMenenus 100 r

Market / PoiHok : Russia / Poccus

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

Cepus Ne ) V240544 Pasmep cepun " 9901.000 enuuuL
Analytical Repo:‘t No./ . 040002604559 Date of Analysis / . 10.08.2024
AHANUTHYECKHI oTUeT Ne JlaTa anajau3za

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

JaTta npon3BoacTsa T'ogen o

Mfg. License No. /

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

JHueH3us Ne

Analysis performed according ND No / Ananus nposejten no H/1 Ne: JIII-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

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

Page 1 0of 11/ Cyp. 1 3 11

Ne Test / Iloka3zaTean

Result / PesyasTaTsl

Specification / Hopma

1 | Appearance / Onucanue

Whitc gel of homogeneous consistency with a
Genoro  1Bera
XapaKTepHbIM

characteristic odor. / Tens
OHOPOIHOM  KOHCHCTEHLMU C
3al1axoMm.

White to off-white gel of homogeneous
consistency with a characteristic odor. /
Iens Genoro unu moutu Genoro usera
OHOPOIHOM KOHCHCTEHLIMH c
XapaKTEPHbIM 3aNaX0M.

2 | Identification/ UaenTnduxauns

By HPLC / BOKX

- 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
UCTILITYEMOTO PacTBOpa, MOMYYEHHOrO
pu NpOBEIEHHH WCITBITAHHUSA
«KonuuecTBeHHOE onpeaesneHue.
Humecynun @ MeTHICAJTMUMIIATY,
LOJDKEH 0o6GHapyKUBATHCS TMHK,
COOTBETCTBYIOLIHIA o BpeMeHH
YAEPAKHBAKIS TIHKY HUMECYNIHAA Ha
XpoMarorpamMMe. CTaHAapTHOro
pacTsopa.

Remarks : The Product confirms to ND/

Hpumeuanne: IIpoaykt cooTeTcTBYET TpeboBanusaM HJJ

Conclusion : APPROVED /
3akaouenue: OJJOBPEHO

Prepared by /
[Toarorosieno: Santosh Kumar
Maurya

Checked by /
[IpoBepeno: Pardeep Kumar

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

Rishu Sharma Q‘)W,

Date/
Hara: 10.08.2024

i
Date /

Mara: 10.08.2024

Date /
Hara: 10.08.2024

Registered Office: 8-2

]-2-
Tel. #8140 4800 2800, Fax: +41 40 4200 2999, Email: maii@drreddys.com

CiM: L35135AP1984PLC004507
wawdrreddys.com




Dr.Reddy’s Q':’.

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A

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

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

Product : Nise Plus, gel 100 g

IMpoayxT: Haita® Imoc, resb Aisi Hapy»HOro npumeHexus 100 r

Market / Puinox : Russia / Poccus

Batch No./ . V240544 Batch Quantity / . 9901.000 units /

Cepus No ) Pa3zmep cepun © 9901.000 egunmn
Analytical Repovrt No./ . 040002604559 Date of Analysis / . 10.08.2024
AHaJuTHYeCKHI oT4yeT Ne Jara ananuza

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

JaTa npon3BoACTBa Togen no

Mfg. License No. /

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

Analysis performed according ND No / Auaans nposeaen no H/I Ne: JIIT-Ne(003312)-(PT-RU) dt. 02.10.2023 /

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

Page 2 of 11/ Ctp. 2 n3 11

- Methyl salicylate /
Memuncanuyunam

Complies as prescribed /
CooTeeTcTBYyeT 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
XpomaTtorpamme UCIIBITYEMOTO
pactBopa, MOy YEHHOTO npy
NpoBeCHHH UCIIBITAHUS
«KonnuecTBeHHOE onpeneneHue.
Humecynua w  MeTHICATHMLMNATY,
JIOTDKEH 06HapyKUBATHCS KK,
COOTBETCTBYIOLIHI no BpeMEHH
yIAEPKUBAHUA MHMKY METHICAJHLMIATA
Ha  XpoMaTorpaMMe  CTaHIapTHOTO
pacTBopa.

Menthol / Menmon

Complies as prescribed /
CooTBeTcTBYET TpeOOBaHUAM

A peak with the retention time
corresponding to that of menthol in the
standard solution chromatogram shall be

present in the test  solution
chromatogram obtained during
"Menthol  Assay" test. / Ha
Xpomarorpamme HCIIBITYEMOTO
pacTeopa, MOJIy4€HHOTO npu
NPOBEACHUH UCTBITAHUSA

Remarks : The Product confirms to ND/

Ipumeuyanne: IIpoaykT cooTBeTcTBYET TpeboBanuam HJJ

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Hoarorosneno: Santosh Kuma [Tpoepeno: Pardeep Kumar Onobpeno: MeHemxep / PykoBoauTenb
Maurya @_ Rishu Sharma z\.‘)\»,\)

Date / Date / Date /

Jara: 10.08.2024 Hara: 10.08.2024 Jara: 10.08.2024

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 560034, Telangana, India
Tl +51 40 4200 2900, Fay: +¢1 40 4900 2999, Ernail: maii@drredadys.com

CIN: L35123545P1S84PLCO04E07
wvawdireddys.com




Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

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

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

[Product : Nise Plus, gel 100 g

MpoayxT: Haiis® TMmoc, rens ang Hapys;xHoro npumenends 100 r

Market / Poinok : Russia / Poccust

Batch No./ . V240544 Batch Quantity / . 9901.000 units /

Cepus Nt i Pasmep cepun © 9901.000 enumnuLy
Analytical Repovrt No./ . 040002604559 Date of Analysis / . 10.08.2024
AHaJMTHYeCKHii oT4eT Ne Jarta anaamsa

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

Jara npon3BoacTea I'ogen no

Mfg. License No. /

IIpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JuueH3Hsd No

Analysis performed according ND No / Anaan3 nposexen no HJ Ne: JIIT-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
JITI-Ne(003312)-(PI'-RU) ot 02.10.2023

Page 30f 11/ Ctp.3 u3 11

«KonuuecrBeHHoe ornpeneneHue.
MeHTON», [HOMKEH OOHAPY>KHBATHCH
NHK, COOTBETCTBYIOLUMHA [0 BpEMEHH

CooTBeTCTBYET TpebOBAaHHAM

yNEep>KUBAaHUA MWKy MEHTONa  Ha
XpoMarorpamMmme CTaHapTHOTO
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
HCIIBITYEMOTO PacTBOpa, MOJyYeHHOTO
npu NpOBENEeHUH WCIIBITAHUS
«KonuyecTBeHHOE omnpenereHHe.
Kancauups U HaTpus  Oensoary,
NOJDKEH 0OHapyKHUBATHCS UK,
COOTBETCTBYIOLIUH 1o BpEMEHH
yIOEp>XUBaHWs MHKY KancaulliHa Ha
XpoMmarorpamme CTaHJAPTHOTO
pacTBopa.

2b | By HPLC (PDA) / B3KX ¢ duoon

O-MAMPUHHBIM Oemekmopo.u

- Nimesulide / Husmecymnio

Complies as prescribed /
CootseTtcTBYeT TpebOBaHHAM

The absorption spectrum of nimesulide
peak in the test solution chromatogram

Remarks : The Product confirms to
Hpumeuanne: [TponyKT COOTBETCTB

ND/
yet TpeboanusiM HJ

Conclusion : APPROVED /
3akmouenue: OJIOBPEHO

Prepared by /

Maurya

IlonrorosneHo: Santosh Kumar@/

Checked by /
ITpoeepeno: Pardeep Kumar

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

Rishu Sharma ,g?ﬂ*"’" .

Date /
JHara: 10.08.2024

Date /

Hara: 10.08.2024

Date /
Jara: 10.08.2024

Registered Offt
Tel: 48

ce: 8-2-33
1404900
CIM: L35185AP1SS4PILCN04507
wyewdrreddys.com

7, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
2960, Fax: +91 40 4900 2999, Enail: maii@drraddys.com




Dr.Reddy’s ‘%.‘

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

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

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

Product : Nise Plus, gel 100 g

MpoayxT: Haiis® ITmoc, renb And HapyxHoro npumeteHus 100 r

Market / Prinok : Russia/ Poccust

Batch No./ . V240544 Batch Quantity / . 9901.000 units /

Cepusi Nt ) Pazmep cepuu * 9901.000 equnuL
Analytical Repoz‘t No./ . 040002604559 Date of Analysis / . 10.08.2024
AuajiuTHYecKHIi oTyeT Ne Hara anaausza

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

JlaTa npoM3BOACTBA T'ogen g0

Mfg. License No. /

IIpouspoacTeenHas : MNB/05/263 MA number: / Homep PY : JII-Ne(003312)-(PI'-RU)
JnueH3Hs Ne

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

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

Page 4 of 11/ Ctp. 4 u3 11

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

solution chromatogram. / Cnektp
MOTJIOIEHH THKa HHMECYNuaa Ha
XpoMarorpamme HUCOBITYEMOTO
pacTBopa, NOJIy4EHHOTO npH
NpoBEASHUU WCIIBITaHHS
«Konn4ecTBeHHOE onpeneseHue.
Humecynua W METWICATHUMIATY),
JIOIDKEH  COOTBETCTBOBATH  CIIEKTPY
MOrNOIEHUA THKa HHUMECYIWAa Ha
XpOMaTorpamme CTaHapTHOTO
pacTeopa.

- Methyl salicylate /
Mennuncanuyunam

Complies as prescribed /
CooTBeTcTBYET TpeOOBaHHAM

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. / Cnekrtp
MOTJIOUIEHHS THKa METHJICATHLIMIIATa Ha
XpoMaTorpaMmme HCIIBITYEMOTO
pacTtBopa, TMIOJTy4EHHOTO npu
NpOBEACHUU HCTIBITAHUA
«KosnyecTBeHHOE omnpeneneHye.

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

IIpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanusM H/I 3axmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarotosneHo: Santosh Kumar [Tposepeno: Pardeep Kumar OnobpeHo: Menemxep / PykoBoaureb
Maurya @)__ Rishu Sharma KB'L

<L Y
Date / Date / Date /
Hara: 10.08.2024 Hata: 10.08.2024 JaTa: 10.08.2024

Registered Office: 8

-2-337, Road No. 3, Banjera Hills, Hyderabad - 560034, Teiangana, India
Tel: +81 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreadys.com

CIN: L85195AP15S4PLCO04507
www.drreddys.com




Dr.Reddy’s Q‘:'

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

Vill. Khol, Nalagarh Road, Baddj,
Disit. Solan, H.P., 173 205, INDIA
Tel : +91 98166 556001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

Product : Nise Plus, gel 100 g
IpoayxT: Haii3® Intoc, rens ang HapyskHoro npumeHesus 100 r

Market / Poinok : Russia / Poccus

Batch No./ . V240544 Batch Quantity / . 9901.000 units /

Cepust Ne ) Pazmep cepun © 9901.000 exnnuL
Analytical Repo“rt No./ . 040002604559 Date of Analysis / . 10.08.2024
AnanuTHueckunii oTyet Ne JlaTa anaaunsa

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

Jlara npousBoacTea T'oneH oo

Mfg. License No. /

Hpouspoacreennasn : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
auueH3ns Ne

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

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

Page Sof 11/ Crp. S u3 11

Humecynun W METHICATMLIMIATY),
JIOJDKEH  COOTBETCTBOBATb  CIIEKTPY
MOTJIOIEHHS MUKa METHJICATMUMIIATA Ha
Xpomarorpamme CTaHJApPTHOTO
pacTtBopa.

- 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. / Cnektp
MOMJIOLIEHHs] [MKa KalcaulMHa Ha

XpomarorpaMmme HCIIBITYEMOro
pactBopa, MOJTyYEHHOT0 npH
NPOBENEHHH UCTIBITaHUS
«KonuyecTBeHHOE ornpeneneHue.

KancauuuH u  natpus  OeH30aT»),
JIOJDKEH  COOTBETCTBOBaTb  CIEKTPY
MOFJIOLIEHMsT [MMKa KalcaulMHa Ha
Xpomarorpamme CTaHAApPTHOTO
pacTBopa.

2¢ | By TLC/TCX

- Menthol / Menmon Complies as prescribed /
CoOTBEeTCTBYET TPeOOBaHUAM

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeyanue: [Iponykr cooreTcTBYeT Tpeboanusm HJL 3axkmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroromineHo: Santosh Kumar IMporepeno: Pardeep Kumar Onobpeno: Menemkep / Pyxosoautens
M ' Ris

aurya % c:-f-/ hu Sharma /ﬁ Y14
Date/ Date / Date /
Hara: 10.08.2024 Hata: 10.08.2024 Hara: 10.08.2024

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4903 2300, Fax: +91 40 4300 2999, Email: maii@drreddys.com

CIf: LE5195AP1SSAPLTOG4507
wiewdireddys.com




Dr.Reddy’s ":'.

Dr. Reddy's Laboratories Ltd,
Formulaticn 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 AHAJIU3A

Product : Nise Plus, gel 100 g

MpoayrT: Haiiz® [Nmoc, rens mas HapymkHoro npimedenns 100 r

AuneHznus No

Market / Ppiok : Russia / Poccus

Batch No./ . V240544 Batch Quantity / . 9901.000 units /

Cepus N ) Pa3zmep cepun * 9901.000 eguHuL
Analytical Repovrt No./ . 040002604559 Date of Analysis / . 10.08.2024
AHajuTH4eckuii oTyeT No Jara anaausa

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

Jarta nponspoacTea I'open no

Mfg. License No. /

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

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

Analysis performed according ND No / Anasnn3 nposeaen no HJI Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Page 6 of 11/ Crp. 6 m3 11

reference standard solution
chromatogram. / OcHOBHOE MATHO Ha
XpoMaTorpamMmme UCTIBITYEMOTO
pacTBopa IO TIOJIOXEHHIO  JOJDKHO
COOTBETCTBOBATH OCHOBHOMY IISTHY Ha
Xpomarorpamme pacTBopa
CTaHAapTHOro 06pa3ua MEeHToJIa.

3 | Net weight / Macca 101g/101r According to requirement / B
COAEPIKUMOro YNaKoBKHU COOTBETCTBHUH C TPeOOBAaHUAMU
4 | pH/pH 43/43% 4.6 to 6.0 (for 1.0 % aqueous solution) /
Ot 4,0 10 6,0 (ana 1,0 % BogHOTO
pacTBopa)
5 | Viscosity / BaskocTs 233040.0 cP /233040.0 cI1 150,000 cP to 350,000 cP at 25 °C/

Ot 150000 cIT mno 350000 Il npu 25
°C

6 | Particle size / Pazmep uacTun

19 pm / 19 MKM

Not more than 50 pm / He 6onee 50
MKM

7 | Related Substances / PoacTBeHHbIE npuMecH

Impurity C / Ilpumece C
Impurity D / ITpumecs D

Highest Unknown Impurity /
EnuHuuHas

Not detected / He ob6Hapyxena

Not detected / ne obHapy>xeHa

Not more than 0.2 % / ne 6onee 0,2 %
Not more than 0.2 % / He 6onee 0,2 %
Not more than 1.0 % / ue 6onee 1,0 %

Remurks ¢ The Product confinms (o WD/

I pumeuanne: [Tponykt coorseTcTByeT TpebopanusaM HJ{

Cunclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by /

IToarotoBieHo: Santosh Kuma%
Maurya

Checked by /
IIpoBepeHo: Pardeep Kumar

—

Approved by: Manager/Executive /
Onobpeno: Menemiep / PykoBoaures
Rishu Sharma ™

Date /
Jlara: 10.08.2024

Date /
Jlata: 10.08.2024

Date /
Hara: 10.08.2024

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

CIN: L85135AP1584PLC004507

www.direddys.com




Dr.Reddy’s ":‘

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

Vill. Khol, Nalagarh Road, Baddj,
Disit. Solan, H.P., 173 2G5, INDIA
Tel : +91 98166 56001-02
www.drredays.com

CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIM3A

Product : Nise Plus, gel 100 g

poayxT: Hais® [nroc, ress s HapyxHoro npumetrenns 100 r

Market / Poisok : Russia / Poccus

Batch No./ . V240544 Batch Quantity / . 9901.000 units /

Cepusi N ) Pasmep cepun * 9901.000 exurHmy
Analytical Repog‘t No./ - 040002604559 Date of Analysis / . 10.08.2024
AHaJnTHMYECKHH oTyeT Ne JlaTa aHaau3a

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

JlaTa npoussoicTea I'ogen g0

Mfg. License No./

Ilpou3sBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JnueHsus Ne

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

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

Page 7 0of 11/ Crp. 7 n3 11

HeraeHTHULMpoBaHHas
npUMech

Total impurities / Cymma
npUmMecei

npeacina
(TIKO = 0.0392 %)

Below LOQ (LOQ = 0.0392 %) / Hmxe
onpeneneHus

KOJIMYECTBEHHOT O

0.2%

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

8 |Microbial contamination / MHKpOOHOJIOrHYECKAS YHCTOTA

Total viable aerobic count /
Obuiee KOJIMYECTBO
JKHU3HECTTOCOOHBIX a3poOHBIX
MMKpPOOPraHU3MOB

Total combined yeast and mold
count / Obuiee uucio
JPOXOKEBBIX U TIECHEBBIX
rpubos

Pseudomonas aeruginosa

Staphylococcus aureus

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

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

Absent in 1 g/ OtcyrcTByerB 1 1
Absentin 1 g/ OtcytcTByerB 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 B 1 1

Absentin 1 g/ Orcyrcteue B 1 1

9 | Assay / KonnuecTBennoe onpejeneriie

Nimesulide /Humecynuo

10.3 mg/10.3 mr
103.1%

9.0 to 11.0 mg of Ciz3H|2N>OsS
(nimesulide) per 1 g of the product (90
to 110 % of label claim) /Ot 9,0 1o 11,0
mr Ci3HppN>OsS (Humecynua) B 1 r

Remarks : The Product confirms to ND/

I pumeyanne: Ipoaykt cootBeTcTBYET TpebopanusM H/L

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MonrorosneHo: Santosh Kum ITposepeHo: Pardeep Kumar Onobpeno: Menemxep / PykoBofUTENb
M Rishu Sh

aurya I ‘ ishu Sharma K‘m -
Date / Date / Date /
Hara: 10.08.2024 Jara: 10.08.2024 Jlara: 10.08.2024

Registered Office: 8-

2-337, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
Tol, 401 40 4900 2960, Fax: +41 40 4900 2999, Ernail: maii@drreddys.com

CIM: L35195AP1984PLC004E07
weendireddyz.com




Dr.Reddy’s Q::"

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

Vill. Khol, Nalagarh Road, Badd,
Disit. Solan, H.P., 172 205, IND!A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Nise Plus, gel 100 g
HpoayxT: Haiiz® Ilnioc, reas 1is

Hapy»kHoro npuMenenus 100 r

Market / Poinok

: Russia / Poccus

Batch No./ . V240544 Batch Quantity / . 9901.000 units /

Cepus Ne ) Pasmep cepuu * 9901.000 enuHuil
Analytical Repovrt No./ . 040002604559 Date of Analysis / . 10.08.2024
AHanuTHYeCKHIi oTueT Ne JaTta anasunsa

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

Jara npou3BOACTBA Ioaen no

Mfg. License No. /

IIponssoacTeenHan : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT'-RU)
JuueH3ua Ne

Analysis performed according ND No / Anaans nposeaen mo H/1 Ne: JITI-Ne(003312)-(PT-RU) dt. 02.10.2023 /
JITI-Ne(003312)-(PI'-RU) ot 02.10.2023
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Methyl salicylate /
Memuncanuyunam

Menthol / Menmon

Capsaicin / Kancauyun

Sodium benzoate / Hampus
benzoam

102.6 mg/ 102.6mr
102.6 %

50.3 mg/ 50.3mr
100.6 %

0.2440 mg/ 0.2440 mr
97.6 %

0.99 mg/0.99 mr
99.3 %

nperiapata (ot 90 no 110 % or

HOMHHAJIbHOI'O conepxcaﬂux)

90.0 to 110.0 mg of CsHsO3 (methyl
salicylate) per 1 g of the product (90 to
110 % of label claim) / Ot 90,0 no
110,0 mr CsHgO3 (MeTHICaNMLIMIAT) B
1 r npenapata (ot 90 no 110 % or
HOMMHAJILHOTO COJepKaHus)

45.0 to 55.0 mg of CioH200 (menthol)
per 1 g of the product (90 to 110 % of
label claim) / Ot 45,0 mo 55,0 wmr
C10H29O (menton) B 1 r npenapara (ot
90 o 110 % HOMUWHAJIBHOTO
COIEpIKaHU)

Not less than 0.225 mg of CisH27NO3
(capsaicin) per 1 g of the product (not
less than 90 % of label claim) / He
MmeHee 0,225 mr CisH27NO3
(xancauuun) B 1 r npenapara (He
MeHee 90 % oT HOMHHANIBHOrO
colleprKaHus)

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) /

Remarks : The Product confirms to ND/
IIpumeuanne: [poaykt cooTBeTcTBYeT Tpebosanusm HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /

IToarotosieno: Santosh Kumalﬁd

Maurya P

Checked by /
Iposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Opobpexo: Meneg‘skcp / PykoBouTEND

Date/
Jara: 10.08.2024

Date /

Hata: 10.08.2024

Rishu Sharma /-
%Wﬂ
Date / )

Harta: 10.08.2024

Registered Office: 8-2-337, Road No. 2, Bonjara Hills, Hyderabad - 500034, Telangana, India
Tel: +S1 40 4908 29C0, Fax: +41 40 4900 2929, Email: mai:@drredays.com

CiN: L851954P1584PLCO04507
wyivsCirreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulaticn Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

[Product : Nise Plus, gel 100 g

M poayx: Haitz3® Tlmoc, renp juis HapysxHoro npuMenenns 100 r

Market / Poinox : Russia / Poccus

Batch No./ . V240544 Batch Quantity / . 9901.000 units /

Cepun Ne ) Pa3mep cepuun © 9901.000 exnnun,
Analytical Repovrt No./ . 040002604559 Date of Analysis / . 10.08.2024
AHaJnTHYecKnii oTyeT Ne JlaTa aHaau3a

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

JlaTa npounspoicTsa I'ogen o

Mfg. License No. /

IIpousBoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-N2(003312)-(PI'-RU)
Junensus Ne

JITN-Ne(003312)«(PT-RU) ot 02.10.2023

Analysis performed according ND No / Ananus npoeeaex mo HJ1 Ne: JIIT-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
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He menee 0,85 mr C7HsNaOz (HaTpus
6enzoar) B 1 r npenapara (He MeHee 85
% OT HOMHHAJILHOTO COIEepPIKaHMs)

Buthylhydroxytoluene /
Bymuneuopoxcumonyon

0.40 mg / 0.40 mr
99.1%

Not less than 0.34 mg of CisH2O
(buthylhydroxytoluene) per 1 g of the
product (Not less than 85 % of the label
claim) / He menee 0,34 mr CisH»40
(6yrunruapokcuronyon) B 1 r
npernapata (He meHee 85 % ot
HOMHMHAJILHOTO COJIEPYKaHHUA).

10 | Package / YnakoBka

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 Ty6y U3 J1aMMHMPOBAHHOrO amMOMHUHHs ¢ edoM u3 II9BII, cHabxeHHYIO
MeMOpaHoii s KOHTPOJIS IIEPBOrO BCKPBITHS, W TOJIHUIIPONMHICHOBOH KpbIKOH. ITo 1
TyGe B MayKy KapTOHHYIO C JINCTKOM-BKJIaJIbILLEM.

API name / Haumenosanue ADC: Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
Huwmecynun MeTuicanuuuaar JleBOoMeHTON Kancanuun
Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
INN / MHH:
Humecynup Metuncanuuuiar JleBOMEHTOJ Kancaunun
APl manufacturer batch number / NMS-1A-243009 |  LOT T7521 MLC-0070324 F001-24001
Howmep cepun npouspoauteas A®C:
FP Manufacturer AP1 Batch number / FERA00251 FERA00258 FERR00185 FERA00338
Homep cepun ADC npoussoautens IJID:

Remarks : The Product confirms to ND/

ITpumeuanue: [Ipogykt cooTeTcTBYET TpeboBaHusM H/J

Conclusion : APPROVED /
3axmouenune: OJOBPEHO

Prepared by /
IToarorosieHo: Santosh Kumar
Maurya

Checked by /
[Iposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Opnobpeno: Menemkep / PykoBogutens

Date/
Jara: 10.08.2024

-
Date /

Jara: 10.08.2024

Rishu Sharma
Lo
Date /

Jarta: 10.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +81 40 4900 2960, Fax: +91 40 4500 2999, Email: maii@drreadys.com

CIN: L85195AP15S4PLCO94507
wwvy.direddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

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

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

Product : Nise Plus, gel 100 g
HNpoayxT: Haiiz® Iliroc, renb ans HapyxkHoro npumenenns 100 r

Market / Poinok

: Russia / Poccns

Jaunenzus Ne

Batch No./ . V240544 Batch Quantity / . 9901.000 units /

Cepust Ne i Pa3mep cepuu © 9901.000 enuHuML,
Analytical Repovrt No./ . 040002604559 Date of Analysis / . 10.08.2024
AHaJuTHYeCKH# oTyeT No JlaTa ananusa

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

JaTta npou3BoacTBa T'open xo

Mfg. License No. /

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

Analysis performed according ND No / Ananns nposeaen no HJL Ne: JIII-Ne(003312)-(PT-RU) dt. 02.10.2023 /
JIXI-Ne(003312)-(PI'-RU) ot 02.10.2023
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dopmoza

Apopa ApoMaTukc Jla6oparopuc

API Manufactured by & country /
NpoussoauTtens ADPC, crpaHa:

MaHranam
Jiparc sun Anbra
Oprauukce JITa,
Jla6oparopuc JItz,
Wupus /
Hupus / Alta
Mangalam .
Laboratories Ltd.,
Drugs & India
Organics Ltd.,
India

IeT. JITA, Unous /
Arora Aromatics
Pvt. Ltd., India

WHk, TaliBaHb,
Kuraii/ Formosa
Laboratories
Inc., Taiwan,
China

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

HaumeHnoBaHue, agpec U HOMep JHUEH3HMU
0OAAKH, 0CYLeCTB/ISIOLIeH
NPOH3BOACTBO/KOHTPOJb Ka4eCTBa/BhINy CK

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

India (License No MNB/05/263) /

[IponzBoacTBeHHOE NofpazaeneHue-6, Bun. Kxons, Hanarapx Poyn, bamay,
Jucrpuxt Conan, X.I1., 173205, Unaus (JInuensus Ne MNB/05/263)

) (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».

3aKioueHHe 0 COOTBeTcTBHH: «HacTosuMM s NOATBEPXKIAl0, YTO NpHUBEJEHHas BbIlle HHPOpMAalMs sBISETCS
JOCTOBEPHOI U TouHO. DTa cepusl POAYKLMK IPOM3BEEHA (BKIIOYAs yIAKOBKY (MAPKUPOBKY) X KOHTPOJIb Ka4eCTBa)

Remarks : The Product confirms to ND/
Ilpumeuanue: [IpoaykT cooTBeTcTBYET Tpebopanusam HJJ

Conclusion : APPROVED /
3akmwuenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorossneno: Santosh Kumar [posepeno: Pardeep Kumar Onodpeno: Menekep / Pykosoaurens
Maurya m f\, Rishu Sharma ? o

Date/ Date / Date /

Hara: 10.08.2024 Hara: 10.08.2024 Hara: 10.08.2024

Registered Office: 8-2-337, Road No. 3, Banjera Hills, Hyderabad - 560034, Telangana, India

Tel. +61 40 4900 29060, Fax: +91 40 4300 2999, Ernail: mait@drrzadys.com
CIN: L85195AP1584PLLCO04E07
wiwvedireddys.cuni
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Dr. Reddy's Laboratories Ltd.
Formulaticn Unit-6

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

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHUOUKAT AHAJIM3A

Product : Nise Plus, gel 100 g

Hpoayxr: Haiis® Tlioc, resb ang HapysHoro npumenenus 100 r

Market / Poinok

: Russia / Poccus

Batch No. / . V240544 Batch Quantity / . 9901.000 units /

Cepus Ne ) Pa3mep cepun * 9901.000 eguuuy,
Analytical Repo;t No./ . 040002604559 Date of Analysis / . 10.08.2024
AxanuTHyeckmii oTyeT Ne Jara aHaausa

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

JlaTta npon3soacTea T'onen po

Mfg. License No./

IlIpousBoacTBeHHAsN : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI"-RU)
JHueH3us Ne

Analysis performed according ND No / Ananns nposeaen no HJ/1 Ne: JIH-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

JITI-Ne(003312)-(PI'-RU) ot 02.10.2023
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Ha BBILIEYKA3aHHOW MPOM3BOACTBEHHON IUIOLIAZKe (MJIOLIa/Kax) B MOJHOM COOTBETCTBUM ¢ TpebopaHusMH Ilpaun
HaJiexallieil IpoM3BOACTBEHHOM npakTiki EBpasniickoro skoHomudeckoro cotoza (Ne GMP/EAEU/RU/00554-2022 ot
02 centsi6bpst 2022) u TpeGOBaHMAMU KOHTPOJISI KAuyeCTBA JIEKAPCTBEHHBIX CPENCTB, a TAKXKE B COOTBETCTBUH CO
cneuudUKaLMIMH, COAEPXKAIIUMUCS B PETHCTPALMOHHOM JOCh€ CTpaHbl-UMIOpTepa. 3alUCH M0 TPOM3BOJICTBY,

YNaKOBKE€ W aHaJu3dy NPOBEPEHBHI,

ﬂpOI/ISBOILCTBeHHOH MPAaKTUKH EBpasm“{cmro 3KOHOMHYECKOTO COr03an.

M YCTQHOBJIEHO WX COOTBeTCTBHE TpeOoBaHuaM [lpaBun Hamtexaluei

Remarks : The Product confirms to ND/

M pumeuanue: [TponykT coorBeTcTBYET TpeboBanusm HJ

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INonrorosneno: Santosh Kuma: IIposepeno: Pardeep Kumar Opnobpeno: Menemxep / Pykosoaurenb
Maurya '%! i / Rishu Sharma faﬂ o

Date / Date / Date /

JlaTta: 10.08.2024 Hara: 10.08.2024 Jlata: 10.08.2024

Registered Office: 8-2-33
Tel: #8140 4900 29C0, Fax: +91 40 49
CIl: L851954P1484PLCO04507

7, Road No. 2, Banjar

1 1y -
ATARAY TFECd\/.;.COm

a Hills, Hyderabad - 500034, Telangana, India
00 2999, Einail: maii@drreadys.com




