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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tl +01 92166 56001-02

www drreddys.com

CEPTUOUKAT AHAJIM3A

Product : Nise Plus, gel 50 g o
{Ipoayscr: Ha#is® [moc, res ana HapyxHoro npumereting 50 r S
Market / PoiHok : Russia / Poccus

Batch No./ . Batch Quantity / . 20000 units /

Cepns Ne P V250353 Pasmep cepun © 20000 enuHuL

Analytical Repovrt No./ . 040002930746 Date of Analysm / . 21.05.2025
AHasuTHYecKHil oTyeT No Harta anaau3a

Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027

Jara nponseoacTea Togen g0

Mfg. License No. /

IIpousBoacreeHnas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
JHueH3UsA Ne

Analysis performed according ND No / Auaaus nposened no H/1 Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
JITI-N2(003312)-(PT-RU) ot 02.10.2023

Page 1 0f 10/ C1p. 1 13 10

CooteeTcTBYeT TpeOOBAHUAM

Ne Test / [lokazaTenanb Result / Pe3yabTaThi Specification / Hopma

1 | Appearance / Onucanue White gel of homogeneous consistency with a | White to off-white gel of homogeneous
characteristic odor. / Temw Gemoro uBeTa | consistency with a characteristic odor. /
OZHOPOLHOM  KOHCHCTCHUMM € XapakTCPHLIM | T'emrp, Genoro wmu moutd 6enoro Lpera
DN OITHOPOJIHOI KOHCHCTEHLIHH (o

XAPAKTEPHBIM 3aTaXOM.
2 | Identification/ UpenTndukauus
2a | By HPLC / BOKX
- Nimesulide | Humecymo Complies as prescribed / 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 xpoMaTorpaMMe HCIBITYEMOTO
pacTropa, roJiyueHHOro Npu nNpoBeAeHUH

HCIBITaHUS «KonnuecTBeHHOE
omnpefeneHue. Humecynun u
METHUNCATHLIUNATY, JOJDKEH
0oGHapyXMBaTbCA THK,
COOTBETCTBYIOLIMH no BpEMEHH
YOEpKHUBAaHHA MHKY HHMECYIHAa Ha

XpoMarorpamMme CTaHOapTHOro pacTBopa.

- Methyl salicylate /
Memuncanuyuram

Complies as prescribed /
CooreercTByeT TpebOBaHUAM

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

Remarks : The Product confirms to

IIpumeyanne: [Iponykt cooTBeTcTBYET TpeboBaHusam HJJ

ND/

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /

IMoxrorosneno: Shivani

T

p

Checked by /
IIpoeepeHo: Pravesh%ana

Approved by: Manager/Executive /
Opobpeno: Menemxkep / PykoBoauresb

Amit Kumar L
Pt

Date /
Jara: 21.03.2025

Date /
Harta: 21.05.2025

Date/
Jara: 21.05.2025

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@drreddys.com

CIN: LB5195AP1984PLCOD4507
www.drreddys.com
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Product : Nise Plus, gel 50 g

[Mpoaykt: Haiis® [Lnoc, res Ang HapyxHoro ripumMerenus 50 r

Market / PeiHOK

: Russia / Poccus

Batch No. / i Batch Quantity / . 20000 units /

Cepusi Ne R Pasmep cepun © 20000 equHuL
Analytical Repo“rt No./ . 040002930746 Date of Analysis / . 21.05.2025
AHaTHTHYeCKHH oTyeT Ne Jarta ananusa

Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027

|JlaTa mpoN3BOACTBA Tonen no

Mfg. License No. /

IIponssoacTBenHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
nuueH3ng Ne

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

Analysis performed according ND No / Avaau3s nposenen no H/1 Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Pa

e20f10/ Crp. 2 m3 10

shall be present in the test solution
chromatogram obtained during
"Nimesulide and Methyl salicylate Assay"
test. / Ha xpomarorpaMme HCIEBITYEMOIO
pacTBOpa, MOMYHEHHOTO MPH MPOBEASHHH

MCTIBITAHUS «KonuuecteeHHOE
onpeJeNneHue. Humecynmn "
METUIICAITULIHIATY, JOJDKEH
o6HapyXUBaThCA TIHK,
COOTBETCTBYIOUINH no BPEMEHHU

yAepKHUBaHHs ITUKY METHIICAJIMLIWIIaTa Ha
XpoMaTorpamMe CTaHAapTHOrO pacTBOpa.

Menthol / Menmon

Complies as prescribed /
CootBeTrcTByeT 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  HCHBITYEMOTO
pacTBOpa, MOMy4EHHOTO MPH NPOBEIESHUH
HCTIBITAaHUS «KonuyecteeHHOe
OTIpEJENICHHUE. Menron», JTOJTKEH
0o6GHapy>XUBaTbCSA ITHK,
COOTBETCTBYOLIMH 1o BpEMEHHU
YOEpKHBaHUs ~ [HKY  MEHTOJa  Ha
XpOMAaTorpaMme CTaHAapTHOTO pacTBOPA.

Remarks : The Product confirms to ND/
IIpumeuanue: IIpogykt cooTBeTcTBYET TpeboBanusaM HJL

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by /
IMoarorosneno: Shivani

7

Checked by /
IIpoBepeHo: Pravesh Rana

Approved by: Manager/Executive /
OnobpeHo: Menemkep / PykoBoaurens
Amit Kumar =

>

Date /
Jara: 21.03.2025

Date /
Hara: 21.05.2025

Date /
Jara: 21.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 49C0 2999, Email: mail@drreddys.com

CIN: L85195AP1284PLC004507
www.drreddys.com
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CEPTUOUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P., 173 205, INDIA
Tal 401 22165 5A001-02
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Product : Nise Plus, gel 50 g

poayxT: Haiiz® [1moc, reap ans Hapy#Horo npuMedenus 50

Market / Poinok

: Russia / Poccus

Batch No./ . Batch Quantity / . 20000 units/

Cepus Ne RVt Pasmep cepun * 20000 equuuL

Analytical Repovrt No./ . 040002930746 Date of Analysis / . 21.05.2025
|AHaJIMTHYECKHii oT4yeT Ne JaTa anannsa

Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027

JaTa npousBoacTBa I'oaen no

Mfg. License No. /

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

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

Analysis performed according ND No / Auanu3s nposeact mo H/ Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Page 3 of 10/ Ctp. 3 3 10

- Capsaicin / Kancauyun

Complies as prescribed /
CootsercTByer TpeSoBaHUAM

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
XpOMAaTOrpaMMe HCITBITYEMOI'O PacTBOpA,
MOJTY4EHHOTO npu NpOBEICHUH
UCIIBITAHHUS «KomuuecrBeHHOE
ompenenenye. KancaulluH M HaTpus
GeHz0aT», NOJDKEH OOHAPYKUBATHCS MUK,
COOTBETCTRYIOIIHH o BPEMEHU
YOEPXUBAaHUA THKY KancaullMHa Ha
XpOMaTOrpamMMe CTaHIAPTHOTO pacTBoOpa.

2b | By HPLC (PDA) / BI2KX ¢ 0u0o0Ho-MampuuHsIM 0emeKmopom

- Nimesulide / Humecynuo

Complies as prescribed /
CooteeTtcTByeT TpebOBaHUAM

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. /  Cmekrp
MOrJIOIEHNS NHKa HUMECYJHAa Ha
XpOMATOrpamMmMe HCIBITYEMOro pacTBOpa,
NOJYYEHHOTO npy MPOBEACHNN
UCTIBITAHUSA «KonnyectBeHHoe
omnpeneneHue. Humecynun u
METHIICATTULIAIIATY ), JOJDKEH

Remarks : The Product confirms to ND/
IIpumeuanne: [TpoaykT cootBeTcTBYET TpeboBanusm HJ|

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by /
IToarorosneno: Shivani

il

Checked by /
ITpoBepeno: Pravesh Rana

1

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykoBoautens

Amit Kumar [\( L

Date /
Hara; 21.03.2025

Date /
Jata: 21.05.2025

Date /
Jara: 21.05.2025

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

CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tot 01923166 55001-02
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CEPTUOUKAT AHAJIU3A

Product : Nise Plus, gel 50 g

IIpoayiT: Haiiz® [moc, reas Misi Hapy»KHOro npyMeHenus 50

Market / PoiHOK

: Russia / Poccus

Batch No. / N Batch Quantity / . 20000 units /

Cepus Ne EES0Ts Pasmep cepun " 20000 eqmann
Analytical Repourt No./ . 040002930746 Date of Analysis / . 21.05.2025
AnajquTHYecKHii oTyeT No Jarta ananuza

Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027

Jara npou3BogcTBa I'open no

Mfg. License No. /

IlpoussoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JHueH3Hs Ne

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

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

Page 4 of 10/ Ctp. 4 13 10

COOTBCTCTBOBATL CIIEKTPY TMNOIJIOWCHUA
MHKa HHMeECynnaa Ha XpoMaTtorpamMe
CTAHAApPTHOIO pacTBOpa.

- Methyl salicylate /
Memuncaruyunan

Complies as prescribed /
CooTtBeTcTBYET TPeOOBAHUIM

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. / CnekTp norjoueHus
nuKa MeTHIIcCan1uunaTa Ha
XpomarorpamMMe HCIBITYEMOTO PacTBOpa,
MOYYEHHOTO aopu MPOBEACHUU
HCTIBITAHUS «KonuuecrBeHHOe
onpeneneHue. Humecynun L
METHJICATTHLIUIATY), JOJDKEeH
COOTBETCTBOBATh CIIEKTPY TMOTJIOMEHHS
nuka MeTHJIcaTMLImIaTa Ha
XpoMmaTorpaMme CTaHAapTHOrO pPacTBOpa.

The absorption

- Capsaicin / Kancauyun

Complies as prescribed /
CooTBercTByeT TpeGOBaHHAM

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. / Cnexktp mMOrIOLUIEHUA
NMKa KalcaulldHa Ha XpOMaTorpamme

Remarks : The Product confirms to ND/ ,
ITpumeuanne: [Ipoaykr coorBeTcTBYET TpebobanusmM HJ|

Conclusion : APPROVED /
3akimouenue: OJJOBPEHO

Prepared by /
IToarorosneno: Shivani (
hf

Checked by /
[Iposepeno: Pravesh Rana

Approved by: Manager/Executive /
Onobpeno: Menenxep \/’ PykoBogutens
Amit Kumar -

4/\/

Date /
Hata: 21.03.2025

Date /
Jata: 21.05.2025

Date /
JHara: 21.05.2025

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@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P., 173 205, INDIA

T 0T o0 e Tonnt N9
iC1 . T2l JOLOUU Juvwu L v

www.drreddys.com

CEPTUOHUKAT AHAJIU3A

Product : Nise Plus, gel 50 g

Market / PbiHOK

MpoaykT: Haiis® Ilmoc, resb Aas HapyHOro npumereHus 50 ©

: Russia/ Poccus

Batch No./ . V250353 Batch Quantity / . 20000 units /

Cepus N ' Paszmep cepunu 20000 equuHLL
Analytical Rep‘ovrt No./ . 040002930746 Date of Analysis / . 21.05.2025
AHaJuTHYeckHii oTueT No Jarta ananusa

Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027

JlaTa npousBoacTBa Togen g0

Mfg. License No. /

IIpousBoacTeeHHasn : MNB/05/263 MA number: / Homep PY : JII-Ne(003312)-(PI'-RU)
aunneH3usi Ne

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

Analysis performed according ND No / Anaqns nposeies mo HJ Ne: JII-Ne(003312)-(PT'-RU) dt. 02.10.2023 /

Page 5 of 10/ Ctp. 513 10

HCIIBITYEMOr0 pacTBOpa, TNOJIYYEHHOIro
MpH IpoOBEACHHH HUCTIBITAHUA
«KonnuecrBeHHOE OonpenciieHHue.

Kanicanuua u Hatpusi 6€H30aT»), DOJDKEH
COOTBETCTBOBATh CIIEKTPY TNOTJIOLIEHHs
NUKa KafcaWluHa Ha XpoMaTorpamme
CTaHOapTHOTO pacTBOpa.

2¢ | ByTLC/TCX

- Menthol / Menmon

Complies as prescribed /
CoOTBETCTBYET TpeHOBAHUAM

The position of the main spot in the test
solution chromatogram shall correspond
to that of the main spot in menthol
reference standard solution
chromatogram. / OCHOBHOe MATHO Ha
XpOMATOrpaMMe HMCIBITYEMOrO pacTBopa
TI0 MOJIOXKEHHUIO I0JKHO COOTBETCTBOBATD
OCHOBHOMY TSITHY Ha XpoMaTorpamme

pacTBopa CTAHAAPTHOTO obpazua
MEHTONA.
3 | Net weight / Macca 5l1g/slr According to requirement / B
COAEPHKUMOro YIAKOBKH COOTBETCTBHH C TPeOOBAHUAMH
4 | pH/pH 5.0 4.6 to 6.0 (for 1.0 % aqueous solution) /

Ot 4,0 10 6,0 (mns 1,0 % BogHOTO
pacTBOpa)

5 | Viscosity / BazkocThb

229020 cP /229020 cIl

150,000 cP to 350,000 cP at 25 °C/
Ot 150000 cII po 350000 cIT rpu 25 °C

Remarks : The Product confirms to ND/
IIpumeuanune: [poaykr coorBercTBYeT TpeboBanusiM HJJ

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by /
IMoarorosneHo: Shivani

il

Checked by /
IIpoeepeHo: Pravesh Rana

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoguteis
Amit Kumar S

[N

Date /
Jara: 21.03.2025

Date /
JHata: 21.05.2025

Date /
Hara: 21.05.2025

Registerad 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@drreddys.com

CIN: L85195AP1884PLC004507
www.drreddys.com




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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
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Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Product : Nise Plus, gel 50 g
TposyiT: Haiiz® Tmoc, reb A1 HapyxHOIo fpimMenerns 50

Market / Peinox : Russia / Poccus

Batch No. / . V250353 Batch Quantity / . 20000 units /

Cepus Ne ’ Pazmep cepuu * 20000 equHuUL,
Analytical Repo:‘t No./ . 040002930746 Date of Analysis / . 21.05.2025
AnaguTHYecKkHii oTyeT No Jarta anasansa

Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027

JlaTa mpou3BoacTBa I'ogen no

Mfg. License No. /

IlpoussoacTBenHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
JHueH3usa Ne

Analysis performed according ND No / Auanus nposexen mo HJ/I Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
JITI-Ne(003312)-(PI'-RU) ot 02.10.2023

Page 6 of 10/ Crp. 6 u3 10

6 | Particle size / Pazmep uacTuu 13 pm/ 13 mxm Not more than 50 um / He 6onee 50 Mkm

7 | Related Substances / PogcTBeHHble IpuMecH

Impurity C/Ilpumecs C
Impurity D / IIpumecs D

Highest Unknown Impurity /
Enunuauas
HeuaeHTH(PULHpOBaHHAS
NpHUMECh

Total impurities / Cymma
npumecei

Not detected / He o6HapyxkeHa

Not detected / He oGHapyxeHa

Below LOQ (LOQ = 0.0392 %) / Husxe
npenena KOMHIECTBEHHOTO ONnpeACICHNA

(IIKO = 0.0392 %)

Below LOQ / Hike npenena
KOJMYECTBEHHOTO OMPEAENCHHUS

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

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

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

8 |Microbial contamination / Muxpo6Hoaoru4eckas 4HCTOTA

Total combined yeast and mold
count / Obwmee uucio
JIPOMOKEBBIX U IJIECHEBBIX
rpubos

Pseudomonas aeruginosa

Staphylococcus aureus

Total viable aerobic count /
Obmee KOJIMYECTBO
YKH3HECTIOCOOHBIX a3poOHBIX
MHKPOOPTraHH3MOB

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

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

Absent in 1 g/ OtcyTrcTByeTB 1 T
Absent in 1 g/ OtcyrcTByerB 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/ OrcyrcTBe B 1 1
Absent in 1 g/ OtcyrcTBue B 1 T

Remarks : The Product confirms to ND/
IIpumeuanue: [Tpoaykr coorseTcTByeT TpeboBanusM HJ|

Conclusion : APPROVED /
3akawuenue: OJOBPEHO

Hara: 21.03.2025

Hara: 21.05.2025

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

IMoxrorosnexo: Shivani [IposepeHo: Pravesh Rana Onobpeno: Menemxkep / PykoBoaurtens
)( ,L Amit Kumar /\/ '1/

Date / Date / Date / '

Jata: 21.05.2025

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@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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Product : Nise Plus, gel 50 g

MpoayT: Haiis® Ilntoc, refib /11 HapyKHOro puMeHenus 50 r

Market / Peinok

: Russia / Poccns

JnneH3Ha No

Batch No. / . V250353 Batch Quantity / . 20000 units /

Cepus NNe ' Paizmep cepunu " 20000 exmAnL
Analytical Repovrt No./ . 040002930746 Date of Analysis / . 21.05.2025
AHaauTHyeckHit oTueT Ne Jara ananusa

Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027

JdaTta npousBoacrea Topen a0

Mfg. License No. /

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

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

Analysis performed according ND No / Auanu3s nposesed mo HJ Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Page 7 of 10/ Cp. 7u3 10

9 | Assay / KosinyecTBeHHOE onpeaeeHHe

Nimesulide /Humecynuod

103 mg/ 10.3mr
102.9 %

9.0 to 11.0 mg of CizH]2N-OsS
(nimesulide) per 1 g of the product (90 to
110 % of label claim) / Ot 9,0 no 11,0 mr
Ci3H12N>OsS  (numecynun) B 1 1
mpenapata (ot 90 mo 110 % or
HOMHHAJILHOTO COAEPXKaHUA)

Methyl salicylate /
Memuncanuyunam

101.2 mg/101.2 mr
101.2%

90.0 to 110.0 mg of CsHgOs3 (methyl
salicylate) per 1 g of the product (90 to
110 % of label claim) / Ot 90,0 no
110,0 mr CgHgO3 (MeTuncanuupiiaT) B
1 r npenapara (ot 90 no 110 % ot
HOMHHAJILHOI'O COIepPIKaHHs)

Menthol / Mernmon

51.9mg/51.9 mr
103.8 %

45.0 to 55.0 mg of CoH200 (menthol) per
1 g of the product (90 to 110 % of label
claim) / Ot 45,0 no 55,0 mr C,0HxO
(menTon) B 1 rnpenapara (o190 1o 110 %
HOMMHAJILHOTO COAEPIKAHUA)

Capsaicin / Kancauyun

0.2515mg/0.2515 mr
100.6 %

Not less than 0.225 mg of C;3H27NO;
(capsaicin) per 1 g of the product (not
less than 90 % of label claim) / He meHee
0,225 mr C3H27NO;3 (kancanuun) B 1 1
npenaparta (ne meHee 90 % ot
HOMHHAJIBHOTO COJEPKAHUA)

Remarks : The Product confirms to ND/

Hpnmeuanue: [Ipoaykt cooTBeTcTBYET TpeboBanusm H]I

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
Ioarorosneno: Shivani

A

Checked by /
IIpoeepeno: Pravesh Rana

&

Approved by: Manager/Executive /
Opnobpeno: MeHemxep / PykoBoauTteinb
Amit Kumar

Date /
Jara: 21.03.2025

Date /
Jara: 21.05.2025

Date /
Hata: 21.05.2025

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@drreddys.com

CIN: L85195AP1884PLC004507

www.drreddys.com




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

Qe
Dr. Reddy,s ‘.... Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P, 173 205, INDIA

Jei 1451 92166 556001-02
CERTIFICATE OF ANALYSIS www.drrecdys.com
CEPTUOUKAT AHAJIM3A

[Product : Nise Plus, gel S0 g
[ poayxeT: Haiis® Ilmoc, renk g HapysHoro npuMeHenus 50 r _
Market / PoiHok : Russia / Poccust
Batch No./ . Batch Quantity / . 20000 units /
Cepusn Ne | §2S0858 Pazmep cepuu * 20000 enununL;
Analytical Repo:‘t No./ . 040002930746 Date of Analysis / . 21.05.2025
AHa/IUTHYECKHI oTueT Ne JlaTa anaJsn3a
Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027
JlaTa npou3soacTBa T'oaen no
Mfg. License No. /
IIponssoacTeeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT'-RU)
JMueH3us Ne

Analysis performed according ND No / Ananns n [Ios_e;eu no H/ Ne: JIII-Ne(003312)-(PT'-RU) dt. 02.10.2023 /
JITI-Ne(003312)-(PT"-RU) ot 02.10.2023

Page 8 of 10/ Ctp. 8 u3 10
Sodium benzoate / Hampus 1.00 mg/ 1.00 mr Not less than 0.85 mg of C;HsNaO»
benzoam 99.6 % (sodium benzoate) per 1 g of the product
(not less than 85 % of the label claim) /
He menee 0,85 mr C;HsNaO: (HaTpus
6ensoar) B 1 r npenapara (He MeHee 85 %
OT HOMHHANBHOIO CONEPXKaHUs )

Buthylhydroxytoluene / 0.40 mg/0.40 mr Not less than 0.34 mg of CsH2O
Bymunzudpoxcumonyon 99.2 % (buthylhydroxytoluene) per 1 g of the
product (Not less than 85 % of the label
claim) / He menee 0,34 mr CisH240
(6ytunruapoxcuronyoi) B 1 r npenapara
(He menee 85 % OT HOMHHAJIBHOT'O
co/iepXaHus).

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.

Ilo 50 r B TyOy W3 namuHUpOBaHHOrO amOMUHHs ¢ miedoM u3 ITIBII, cHabxeHnyio
MeMEpaHoi [Nl KOHTPOJISl MEPBOr0 BCKPBITHA, U MONHNponuieHosoil kpeimkoil. o 1
Ty6e B MayKy KapTOHHYIO C TUCTKOM-BKJIaJbILIEM.

API name / Haumenosanmne ADC: Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
Humecynug, MeTuncanuuuiiat JleBoMeHTON Kancanuun
INN / MHH: Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
Humecynupa Meruncanuuunar JlesomeHTON Kancanuux
API manufacturer batch number / MS-1A-243030- LOT T8086 MLC-2501008 F001-24002
Howmep cepnu npouspoauteas A®C: Ml
Remarks : The Product confirma to ND/ Conclusion : A'TROVED /
IIpumeuanne: [IpoaykT cooTBeTCTBYET TpeboBaHusM HJ 3axmouenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
TToarorosneHo: Shivani [Ipoeepeno: Pravesh Rana Ono6peHo: Menemxep / PykoBoauteiib
” Amit Kumar LA
N
Date / ' Date / Date / !
Jlata: 21.03.2025 Hata: 21.05.2025 Hara: 21.05.2025

Registered Office: 8-2-337, Road No. 3, Banjera Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1284PLCO04507
www.drreddys.com



Dr.Reddy’s “:’.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Nise Plus, gel 50 g -
HpoayxT: Haiis® ITmoc, resb [s Hapy)HOTO NpumeHeHns 50

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Y S0 Qo1 0n Connd
Tel : +21 98166 56001

www.drreddys.com

02

Market / Pelnok : Russia/ Poccus

Batch No. / . V250353 Batch Quantity / . 20000 units /

Cepusa Ne ' Pazmep cepuu 20000 eguHuL
Analytical Repovrt No./ . 040002930746 Date of Analysis / . 21.05.2025
AHanuTHYeCKn it oTueT No JlaTa aHaau3a

Date of Manufacture / . 05/2025 Date of Expiry/ . 042027

Hdarta npou3BojcTBa Togen g0

Mfg. License No. /

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

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

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

Page 9 of 10/ C1p. 9 13 10

FP Manufacturer API Batch number /

Howmep cepnn ADC nponssomurens TID: FERAO00716 FESA00088 FESRO00086 FESA00040
Manranam
Tiparc sH ®opmosa
p - AJbTa Jlaboparopwnc
Oprasue iz, Jlabopatopuc JIT, £ApOpa.ApOMATHEG Huk, TaiiBaHb
API Manufactured by & country / Hnaua / partop % e JNtn, Uagus / B ’
Hunus / Alta N Kuraii/ Formosa
ITponseoautens A®C, 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
site /

HauMeHoBaHHe, apec H HOMep JHLEH3NH
MJI0IAJKH, OCYLECTBIA et
IPOH3BOJACTBO/KOHTPO/b KA4eCTBAa/BbIMYCK
o

Declaration of certification: «l 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».

India (License No MNB/05/263) /

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

IMpoussoacTeeHHoe noapasaenenye-6, Bumn. Kxons, Hanarapx Poyn, banau,
Juctpuxt Conan, X.I1., 173205, Uumus (JInuensus Ne MNB/05/263)

Remarks : The Product confirms to ND/
ITpumeuanue: TTponykTt cooTBeTcTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Checked by /

Approved by: Manager/Executive /

Jlara: 21.03.2025 Hara: 21.05.2025

[MoarorosnexHo: Shivani c IIposepeno: Pravesh Rana OnobpeHo: Menemxkep / P{KOBO}IHTCJ‘[L
Amit Kumar N\
\ I [\
Date / Date / Date / '

Hara: 21.05.2025

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@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



Qe
Dr.Reddy’s €3¢

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

Vill. Khol, Nalagarh Road, Baddi,
Disti. Solan, H.P., 173 205, INDIA

el

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

N LTt laTa I )
42 1 S0l J0UUL-UL

[Product : Nise Plus, gel 50 g

IIpoayxT: Haiiz® Ilmoc, rens 1ns Hapy»XHOro npumeneHus 50 r

Market / PbiHOK

: Russia / Poccus

20000 units /

Batch No./ ; Batch Quantity / .

Cepus Ne S Pasmep cepun 20000 ennHuL
Analytical Repovrt No. / . 040002930746 Date of Analysis / . 21.05.2025
AHaauTHYECKHIT oTueT Ne JlaTa aHasnu3a

Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027

JlaTa npou3zBoacTBA Togen ao

Mfg. License No. /

[Iponseoacreennasn : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JunueH3nun Ne

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

Analysis performed according ND No / Auanu3 nposeiaed no HJI Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

3akIo4eHHne 0 COOTBETCTBHH: «HacToALIMM st MOTBEPK A0, YTO NPHBEIeHHAs BbILLE MHPOPMALMS SBJIAETCS JOCTOBEPHOH
¥ TOuHOM. DTa cepus NPOAYKLMHU NPOU3BEAEHA (BKIIFOUAs YIAaKOBKY (MapKMPOBKY) M KOHTPOJIb Ka4€CTBA) Ha BbILUEYKAa3aHHOM
MPOM3BOACTBEHHOM muowanke (TUIOLAAKAX) B TMOJHOM COOTBeTCTBUM ¢ TpeboBanusaMu [lpaBun  Hapnexauien
NPOU3BOACTBEHHOM NpakTHkh EBpasuiickoro sxkoHomuueckoro cowsa (Ne GMP/EAEU/RU/00554-2022 ot 02 centa6ps 2022)
M TpeOOBaHUAMM KOHTPOJIA KauecTBa JIeKApCTBEHHBIX CPEICTB, a TakKe B COOTBETCTBUM CO CHelH(UKALUAMH,
COJIEPIKALIUMUCS B PETHCTPALIHOHHOM JIOChE CTPAHBI-UMIIOpPTEpa. 3alUCH 10 IPOU3BOACTBY, YIIAKOBKE H aHAIN3Y NPOBEPEHBI,
H YCTAaHOBJIEHO MX COOTBETCTBHE TpeboBaHusM IIpaBun Hamiexailell MPOW3BOACTBEHHOH npakTHkH EBpasuiickoro
9KOHOMHYECKOTO COK3a».

Page 10 of 10 / Ctp. 10 13 10

Remarks : The Product confirms to ND/
IIpumeuanne: [Iponykt cootBeTcTBYET TpeboBanusM HJL

Conclusion : APPROVED /
3akmouyenue: OJJOBPEHO

Prepared by / Checked by /

II : Shivani
OIroTOBJIEHO: Shivani /> ’(

Ilposepeno: Pravesh Rana

1

Approved by: Manager/Executive /
Opobpeno: Mernemxkep / PykoBoauTeb
Amit Kumar A

f\( T

Date /
Jara: 21.05.2025

Date /
Jata: 21.03.2025

Date/
Jlara: 21.05.2025

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@drreddys.com

CIN: LR5195AP1984PLCO04507

www.drreddys.com




