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Formulation Unit-6

Vill. Kho!, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A
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[Product : Nise Plus, gel 100 g

MNpoaykT: Haiiz® TTnioc, rep ang sapyxHoro npuMeHenus 100 r

Jarta npousBoacTea

Toxen xo

Market / Peinox : Russia / Poccus

Batch No. / . V250090 Batch Quantity / . 9750.000 units /
Cepust Ne i Pazmep cepuu * 9750.000 equHnL
Analytical Repovrt No./ . 040002808423 Date of Analysis / . 24.02.2025
AHasiuTHYeCKHIi oTueT Ne JlaTa ananu3a

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

Mfg. License No. /
IIpoussoacreenHas
JuueH3sns Ne

: MNB/05/263

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

Analysis performed according ND No / Auasus nposeaen o HJ Ne: JIIT-Ne(003312)-(PT'-RU) dt. 02.10.2023 /
| JIII-Ne(003312)-(PT'-RU) ot 02.10.2023

Page 10of 11/ Crp.1 u3 11

Ne Test / [TokazaTenb

Result / PesyabTaTst

Specification / Hopma

1 | Appearance/ OnucaHue

White gel of homogencous consistency with a

characteristic odor. / Tenr Oenoro usera
ONHOPOAHOH KOHCHCTEHIHH C XapakICpHBIM
3aMaxXoM.

White to off-white gel of homogeneous
consistency with a characteristic odor. /
I'enp Genoro wnu noutH Genoro Lseta
OJHOPOJHOIA KOHCHCTEHLIMH c
XapaKTEPHBIM 3aMaXOM.

2 | Identification/ MUgenTudukauus

2a | By HPLC/ BOKX

- Nimesulide | Huatecynuo

Complies as prescribed /
CooTBeTCTBYET TPEOOBaHHAM

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
HCITBITYEMOTO PacTBOpa, MOyYEHHOrO
npu MpOBEIEHNH HCTIBITAHHUA
«KonuuecrseHHoe omnpeaeneHHe.
Humecynua M MeTHICAHULIANIATY,
TOJDKEH o6HapyxHBaTbCs MUK,
COOTBETCTBYIOLI M no BpeMEHHR
yIOEpKUBaHUS THKY HUMecyJIMaa Ha

_XpoMartorpamme CTaHOapTHOTI'O

Remarks : The Product confirms to ND/
I pumeuanue: [Ipoxykr coorseTcTByeT TpedoBanusam HJ|

Conclusion : APPROVED /
3akao4eHHC: OﬂqlEPEHO

Prepared by /

Maurya

IToarorosneHo: Santosh Kumar.
%" L

Checked by /
ITposepeno: Pardeep Kumar

Approved by: Manaper/Executive /
OnobpeHo: Mcﬂeﬂ»@ PykxoBonuTtens

Abhishek Chauhan

Date /
JHarta: 24.02.2025

Date /

Hata: 24.02.2025

Date / '
Harta: 24.02.2025

Regisiered Oifice:
Tel: +91 4

3-2-33
04200
CIN: L85195AP1934PLCO04507
WWW.Grieddys.com

7, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, india
2900, Fax: +91 40 4900 2999, Email: mail@drraddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Kho!, Nalagarh Road, Baddi,
Disit. Solan, H.P., 173 205, iNDIA
Tel : +91 68166 5R001-02

CERTIFICATE OF ANALYSIS Www.drreddys.com

CEPTUD®UKAT AHAJIU3A

Product : Nise Plus, gel 100 g

IpoaykT: Haiis® Ilmoc, renk A1 Hapy:KHOro npumMeHeHus 100 r

JHHeH3us No

Market / Prinok : Russia/ Poccust

Batch No. / . V250090 Batch Quantity / . 9750.000 units /

Cepus Ne ) Pazmep cepun * 9750.000 enuHMLL
Analytical Repourt No./ . 040002808423 Date of Analysis / . 24.02.2025
AHaauTH4eckHii oTyeT Ne JlaTa ananusa

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

Jara npon3BoacTea Togen xo

Mfg. License No. /

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

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

Page 2 of 11/ Crp. 2 n3 11

pacTBopa.

- Methyl salicylate /
Memuncanuyuram

Complies as prescribed /
CooTeercTByeT TpeOOBaHHAM

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

XpOMaTorpaMme HCTIBITYEMOTO
pacTBopa, HOJTy4YEHHOT o npu
NpOBEISHHUH WCIIBITAHHS
«KonuuectBeHHOE oMnpeneneHue.
Humecynua W MeTHICAJIMLMNATY,
IOJDKEH 0bOHapyKHBAThCS NUK,
COOTBETCTBYIOLIMIA o BpEMEHU

YAEPKUBAHUA THMKY MeTHIcalIuuuiaTa
Ha  XpoMaTtorpaMMme  CTaHAapTHOro
pacTBopa.

Menthol / Menmon

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

Remarks : The Product confirms to ND/
IIpameuanue: [Ipoaykt cootBeTcTBYeT TpeGoranusiM HIJ

Conclusion : APPROVED /
3axmouenue: OJJOGPEHO

Prepared by /
IToarorosneno: Santosh Kumar
Maurya

Checked by /

% IIpoeepeno: Pardeep Kumar

Approved by: Managgr/Executive /
Opobpeno: Meunemxep / PykoBoautenn
Abhishek Chauhan /[

Date /
JHata: 24.02.2025

Date /

JHarta: 24.02.2025

Date /
JHara: 24.02.2025

Rogirtersd Nifica: 8-3-337, Rnad Na 3, Banjara Hills, Hyderabad - 500034, Jelangana, india
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drraddys.com

CIN: L851954P1934PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

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

vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDiA
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Product : Nise Plus, gel 100 g

Hpogyxr: Haits® TTntoc, renb ans Hapy#Horo npumenenns 100

Market / PoiHOK : Russia / Poccust

Batch No. / . V250090 Batch Quantity / _9750.000 units /

Cepus Ne ’ Pazmep cepnu " 9750.000 equHuL,
Analytical Repovrt No./ . 040002808423 Date of Analysis / . 24.02.2025
AnaguTnyeckuii otyeT Ne JlaTa anajamsa

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

JlaTa npon3BoACTBA I'ogen po

Mfg. License No. /

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

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

Analysis performed according ND No / Avaan3s nposeacu no HJ Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Page 3 0of 11/ Crp.3 m3 11

XpoMartorpamme HCIBITYEMOTI'O
pacTeopa, NOJIYYEHHOTI0 npu
TMPOBCACHUH UCITBITAHUSA
«KonuuecteenHoe onpencyiCHUE.
MeHTOJ’[», JOJIKEH 06Hapy)Kl/lBaTbCﬂ
MHK, COOTBCTCTB)’EOU.[Hﬁ o BpPEMEHH

CootBeTcTBYET TpebOOBaAHUAM

yOCpXKUBaHHS THKY MEHTOJa Ha
XpoMaTorpamme CTaHapTHOTO
pacTeopa.

- 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
HCIIBITYEMOr0 PacTBOpa, MOJyYEHHOTO
npu NpPOBEACHUH HUCIIBITAHUS
«KonnuecTeeHHOe onpeneseHne.
Karcauupn W HaTpusi  OeHzoaT»,
OJDKEH 0BGHapy>KUBaTbCS nuK,
COOTBETCTBYHOIIHI no BpEMEHH
yOEp)XUBaHUS NHKY KalcaWliMHa Ha
XpOMaTorpamMmme CTaHOAPTHOTO

Remarks : The Product confirma to ND/

IIpumeuanne: [Ipoaykt cooTBCTCTBYCT TpcboBaHusM HJT

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO

Prepared by /
[ToarorosneHo: Santosh Kumar

Maurya @/

Checked by /
ITpoBepeHo: Pardeep Kumar

Onobpeno: Menemxke / PykoBoauTteis
Abhishek Chauhan ;

Date /
Hara: 24.02.2025

of —
Date /

JHata: 24.02.2025

Date /
Hata: 24.02.2025

Regiztered Officc: & 2 227, Road Mo. 3, Banjara Hills, Hyderahad - 500034, Telanpana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emait: mail@drreddys.com

CIN: L85195A4P19384PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

Tel : +81 §8156 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOUKAT AHAJIU3A

Product : Nise Plus, gel 100 g

[ TpoayxT: Haits® Tlnroc, rens ais HapyxHOro npumenenus 100 r

Market / Poinox : Russia/ Poccus

Batch No./ . V250090 Batch Quantity / . 9750.000 units /

Cepus Ne ) Pasmep cepun * 9750.000 equHuULL
Analytical Repovrt No./ . 040002808423 Date of Analysis / . 24.02.2025
AHaguTHueckuii otuer Ne JlaTa ananau3za

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

Jdara npou3BoacTBA Togen o

Mfg. License No. /

IIpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JnueH3us Ne

JITT-Ne(003312)-(PT’-RU) ot 02.10.2023

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

Page 4 of 11/ Crp. 4 m3 11

pactaopa.

2b | By HPLC (PDA) / B3XKX ¢ 0uodno-mampuiHsim 0enieKnopom

- Nimesulide / Humecynuo

Complies as prescribed /
CootBeTcTBYeT TpeGOBaHHAM

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. / Cnekrp
NOTJIOMEHU TMHMKa HUMECYNIWZa Ha

XpoMaTorpamMmme HCMBITYEMOTO
pactBopa, Noy4EeHHOTO npu
NpPOBEACHIH HCTIBITAHHUSA
«KonuuectBeHHoe onpenesneHue.

Humecynua v MeTHICATHUMUIATY),
JOJDKEH  COOTBETCTBOBATh  CIIEKTPY
MOrJIOMEHH MHKAa HUMECYJIMAa Ha
XpomaTrorpamMmme CTaHAApTHOTO
pacTBopa.

- Methyl salicylate /
Memuncanuyunam

Complies as prescribed /
CootBercTByeT TpeOOBaHHUAM

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

Remarks : The Product confirms to ND/

Ipumeyanne: IIpoaykT cooTBeTcTBYeT TpeboBanusiM HJ|

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO
A

Prepared by /

IToxrorosaeno: Santosh Kum

Maurya % N
D)

Checked by /
IIpoBepeno: Pardeep Kumar

OnoGpeno: Menenskep// PykoBomiTeNs
Abhishek Chauhan /

Date /
Jlara: 24.02.2025

< “_'-_‘L—""
Date /

Jata: 24.02.2025

Date /
Jara: 24.02.2025

Registcred Office: 8 2 227, Road Mo. 3, Banjara Hills, Hyderahard - 50NN34; Telangana. india
Tel: 491 40 4200 2900, Fax: +91 40 4200 2999, Emaik: maill@drraddys.com

CIN: L85195AP1934PLCO04507
www.drieddys.com
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CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHAJIM3A

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

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Teol:+21 83166 56001-02
www.drreddys.com

[Product : Nise Plus, gel 100 g

MpoayiT: Haii3® Imoc, rene ist HapykHoro npuMeHenns 100 r

Market / Peinox : Russia / Poccus
Batch No./ - V250090 Batch Quantity / _ 9750.000 units /
Cepus Ne i Pa3zmep cepuu © 9750.000 enuHuL,
Analytical Repovrt No./ . 040002808423 Date of Analysis / . 24.02.2025
AHanuTHYecKHit oryeT Ne JlaTa aHa/u3a

. Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026
Jara npouseoiacTsa I'oaen go
Mfg. License No. /
IlpousBoacTBeHHas : MNB/05/263 MA number; / Homep PY : JIII-Ne(003312)-(PI'-RU)
JHLEeH3usA Ne

Analysis performed according ND No / Asanu3s nposeaed no HJ Ne: JIII-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

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

Page Sof 11/ Ctp. S n3 11

solution chromatogram. / Cnekrp
NOTJIOLIEHHS MHKa METHIICATIHLIMTIaTa Ha
XpomarorpaMme UCTIBITYEMOTO
pactsopa, HOJIy4EHHOrO npH
NpOBeASHUH HCITBITAHHS
«KonnvecreeHHOe ompeeneHue.
Humecyaux W MeTHWICAMLMNIATY),
LNOMKEH  COOTBETCTBOBATH  CIEKTPY
MOTJIOLIEHHS KA METHJICATHLIMIIATA Ha
XpomarorpamMme CTaHOAPTHOIO
pacTsopa.

- Capsaicin / Kancaunyun

Complies as prescribed /
CooTBeTcTBYeT 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. / Cnektp
OOrJIOIIEHNS [MKa KancaWlWHa Ha
XpoMaTorpamMmme HCITBITYEMOTO
pacTBopa, TOJTyYEHHOT 0 npy
MpOBeNeHHH UCHBITAHHS
«KomiuecTBeHHOE oTpeeNicHHE.
KancauuvH u  Hatpus  OeH3oaT»),
IOJDKEH  COOTBETCTBOBATh  CIEKTPY

Remarks : The Product conlins v WD/
ITpumeuanne: [Ipoaykt coorBeTcTBYeT TpeboBanusiM HJI

Cuncluslun : APFROVED /
3axmouenune: OJJOPEHO

Prepared by /
[Toarorosneno: Santosh Kumar—,..
Maurya | g

e

Checked by /
ITposepeno: Pardeep Kumar

- |
N

Approved by: Manag
OnoGpeno: Menemiep / PykoBoauTe b
p Abhishek Chauhan/

@\

Date/
Jara: 24.02.2025

Date /
Jara: 24.02.2025

Date /
Jara: 24.02.2025

Negistored Offico: 8 I 337, Road N 3, Ranjara Hills, Hyderahad - 500034 Telaneana. india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drraddys.com

CIN: L85195AP1934PLCOOA507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

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

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

Tel: +51 98166 5600102

wwww.drreddys.com

Product : Nise Plus, gel 100 g

Mpoaykt: Haits® Tlmoc. reas a1s sapysHoro npumereHns 100 r

Market / PuiHok : Russia / Poccus

Batch No./ . V250090 Batch Quantity / . 9750.000 units /

Cepus Ne i Pasmep cepun © 9750.000 exuHumL
Analytical Repovrt No./ . 040002808423 Date of Analysis / . 24.02.2025
AHanuTHYeCKHiT oTueT No JlaTa anaausa

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

Jlara nponzsoactsa Toaen a0

Mfg. License No. /

IlpoussoacreenHnas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
AuneH3us Ne

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

Analysis performed according ND No / Auanu3 nposeaes no H/ Ne: JIII-Ne(003312)-(PT'-RU) dt. 02.10.2023 /

Page 6 of 11/ Ctp. 6 u3 11

NnorjoleHus nHKa KalcanlyHa Ha
XpomarorpamMmme CTaHOAapTHOIO
pacTBopa.

2¢ | By TLC/TCX

- Menthol / Menmon

Complies as prescribed /
CooTBeTcTBYET TpeOOBAaHUAM

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 IMATHO Ha
XpoMmarorpamme HCIIBITYEMOTO
pacTBopa MO TMOJOXKEHHIO JOJDKHO
COOTBETCTBOBATH OCHOBHOMY MATHY Ha
xpoMmarorpamme pacTeopa
CTaHAAPTHOro 0bpaslia MEHTOIA.

3 | Net weight / Macca 100 g/100Tr According to requirement / B
COAEPHHUMOro YIIAKOBKH COOTBETCTBHU C TPEOOBAHUAMU
4 | pH/pH 4.7/4. 4.6 to 6.0 (for 1.0 % aqueous solution) /
Ot 4,0 no 6,0 (ans 1,0 % BonHOrO
pacTBopa)
5 | Viscosity / Baskoctb 220200 cP /220200 cI1 150,000 cP to 350,000 cP at 25 °C/

Ot 150000 cIT no 350000 cIT mpu 25
°C

Remarks : The Product confirms to ND/
IIpumeuanne: [pogykr coorseTeTBYCT TpcOOoBaHsIM H T

Conclusion : APPROVED /
3axoueHue: OI[O]?PEHO

Prepared by /

Maurya

IToaroroBneHo: Santosh Kumar,—,

Checked by /
[IpoBepeHo: Pardeep Kumar

& oL

Approved by: Mana er/Executive /
OnobpeHo: Menemgep / Pykosoaureits
Abhishek Chauha - /

Date /
Hara: 24.02.2025

Date /
Jarta: 24.02.2025

Date /
Jata: 24.02.2025

Registarcd Office: 6 2 327, Road No. 8, Banjara Hifls, Hyderahad - 50NN34, Telanpgana, India
Tel: +91 40 4200 2900, Fax: +91 40 4200 2999, Email: maii@drraddys.com

CIN: L85195AP1534PLCO0A507
www.drreddys.com
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Dr. Reddy S '. Vill. Khe!, Nalagarh Road, Baddi,
Disit. Solan, H.P., 173 205, iNDIA
Tel: 401 58165 5600%-02
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www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHUDOUKAT AHAJIU3A

Product : Nise Plus, gel 100 g
Ipoayxr: Haiiz® [lmioc, rens ansg HapyxHoro npuMenerns 100 r

Market / PoiHok : Russia / Poccus

Batch No. / . V250090 Batch Quantity / . 9750.000 units /

Cepust Ne ) Pazmep cepun © 9750.000 eanHuy
Analytical Repovrt No./ . 040002808423 Date of Analysis / . 24.02.2025
AHanuTHYecKHi oTueT Ne JlaTa aHann3a

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

Jarta npon3BoAcTBa Toaen a0

Mfg. License No. /

IIpousBoacTBeHHAast : MNB/05/263 MA number: / Homep PY : JIII-N(003312)-(PT-RU)
JuueH3us Ne

Analysis performed according ND No / Ananu3 nposeaen no H/ Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
JII-Ne(003312)-(PI'-RU) ot 02.10.2023

Page 7 of 11/ Ctp. Tn3 11

6 | Particle size / Pasmep yacTuu 14 pm / 14 mxm Not more than 50 um / He 6onee 50
MKM

7 | Related Substances / PoacTBeHHbIe npuMecu

Impurity C / Ilpumecs C Not detected / He obHapyxkeHa Not more than 0.2 % / ne 6onee 0,2 %
Impurity D / IIpumecs D Not detected / ne obHapyxxena Not more than 0.2 % / He 6onee 0,2 %
Highest Unknown Impurity / Below LOQ (LOQ = 0.0392 %) / Hwxe | Not more than 1.0 % / ne Gonee 1,0 %
EnunHuuHas npefena  KOJMUYECTBEHHOTO  ONpPEHeNeHHUs
HeUIeHTH(DHLIMPOBAHHAS (ITKO = 0.0392 %)
npUMech
Total impurities / Cymma Below LOQ / Hinke npenena | Not more than 1.5 % / ne 6onee 1,5 %
npuMeceit KOJMYECTBEHHOTO ONPEAENEHUs
8 |[Microbial contamination / Mukpobuosornuyeckasi Y4McToTa
Total viable aerobic count / Less than 50 CFU/g / Not more than 10 CFU/g /
Obuiee KOJIN4ECTBO Meuee 50 KOE/r He 6onee 10> KOE/r
JKU3HECTTOCOOHBIX a3poBHBIX
MHKPOOPraHH3MOB
Total combined yeast and mold Less than 10 CFU/g/ Not more than 10! CFU/g /
count / Obimee yucio Menee 10 KOE/r He 6onee 10! KOE/r
JOPOKIKEBBIX U [IECHEBBIX
rpuboB
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanue: [Ipoyykr coorsercrByer TpeboBanusam HI 3akawueHue: O}IOBPE)HO
Prepared by / Checked by / Approved by: Manager/Executive /
INonrorosneHo: Santosh Kumar IlposepeHo: Pardeep Kumar Onobpeno: Menemiep// Pykosoress
Maurya @ i Abhishek Chauhan / /
C‘I—f = :
Date / Date / Date /
JHata: 24.02.2025 JHarta: 24.02.2025 Hata: 24.02.2025

Registered Offire: 8-7-337, Rnad No. 3, Banjara Hiils, Hvderabad - 500034, Telangana, indizs
Tel: +91 40 4200 2900, Fax: +91 40 4200 2999, Email: mail@drreddys.com
CIN: L85195AP1934PLCO04507
WWW.dirreduys.com
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

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

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

.01 o185 BAGOT-0OD
SO VY

ici. o SBUUL-UL

www.drreddys.com

[Product z Nise Plus, gel 100 g

Market / Poinox

Ilpoaykr: Hafis® Flmoc, rens ans Hapy»xHoro npumenenus 100 r

: Russia / Poccus

9750.000 units /

Batch No./ . Batch Quantity / .

Cepust Ne } VIaS009 Pa3mep cepnn " 9750.000 eqmuuL
Analytical Repovrt No./ . 040002808423 Date of Analysis / . 24.02.2025
AHasuTHwyeckHii oTueT No JlaTa aHaau3a

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

HaTta npouspoacTBa Topen no

Mfg. License No. /

IlpousBoacTeenHas : MINB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
JHueH3Uus1 Ne

Analysis performed according ND No / Ananun3 nposened mo HJ Ne: JITI-Ne(003312)-(PT'-RU) dt. 02.10.2023 /
JHI-Ne(003312)-(PT"-RU) ot 02.10.2023

Page 8 of 11/ Ctp. 8 m3 11
Absentin 1 g/ OtcyrctBue B 1 r

Absentin 1 g/ OrcytctBHe B 1 1

Pseudomonas aeruginosa Absent in 1 g/ OtcytctByerB 11
Staphylococcus aureus Absent in 1 g/ OrcyrctByerB 1 1
9 | Assay/ KoanuecTBeHHOe onpejieietne
Nimesulide /Hunecynuo 10.1 mg/10.1 mr
101.5%

Methyl salicylate / 101.7 mg/101.7 mr
Menmuncanuygunam 101.7%
Menthol / Menmon 50.2 mg/50.2 Mr

100.4 %

9.0 to 11.0 mg of Ci3H;2N.OsS
(nimesulide) per 1 g of the product (90
to 110 % of label claim) / O1 9,0 1o 11,0
mr C;3H;2N>OsS (Humecymum) B 1 r
npenapata (ot 90 mo 110 % ot
HOMHHAJIEHOIO COICPKaHHs)

90.0 to 110.0 mg of CsHgO3 {methyl
salicylate) per 1 g of the product (90 to
110 % of label claim) / Ot 90,0 no
110,0 Mr CsHgO3 (MeTHNICaIMUUIAT) B
1 r mpenapara (ot 90 go 110 % ot
HOMHHAJILHOTO COJep>KaHHs)

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 mr
CigH2O (mentou) B 1 1 mpenapara (oT
90 o 110 % HOMMHAJIBHOTO
COJepIKaHUA)

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipogykt cooTBeTcTBYET Tpeboranusm HJL

Conclusion : APPROVED /
3axmouyeHue: OI[(},)BPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneno: Santosh Kumar [Iposepeno: Pardeep Kumar Onobpeno: Menejxep / Pykpsoaurens
Maurya @ Abhishek Chauh : f

ol
Date / Date / Date /
Hara: 24.02.2025 Hata: 24.02.2025 Jara: 24.02.2025

Ragictarad Office: 8-7-337, Raad tln 2, Ranjara Hilis, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mall@drraddys.coni

CIN: L85195AP1834PLCODAS0Y
WWW.Grreddys.com




A Dr. Reddy's Laboratories Ltd.

DI’. Reddy,s ‘... Formulation Unit-6

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

Tei :+91 98156 56601-02
CERTIFICATE OF ANALYSIS wWww.drreddys.com
CEPTUOUKAT AHAJIU3A
Product = Nise Plus, gel 100 g
IpoayxT: Hais® [lnioc, rens ans HapyxkHoro npimenenus 100 r
Market / PriHoxk : Russia / Poccus
Batch No./ . V250090 Batch Quantity / . 9750.000 units /
Cepus Ne ) Pa3zmep cepuu © 9750.000 eayiHuL
Analytical Repog‘t No./ . 040002808423 Date of Analysis / . 24.02.2025
AnaauTuyeckuii oTyer No JaTa ananusa |
Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026
Jara npoussogcTea Togen no
Mfg. License No. /
IlpousBoacTBeHHasn : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
AuueHsusi Ne 1
Analysis performed according ND No / Ananus nposeaen mo HJ1 Ne: JIIT-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
JITI-Ne(003312)-(PI'-RU) or 02.10.2023
Page 9 of 11/ Ctp. 9 u3 11
Capsaicin / Kancauyun 0.2540 mg/ 0.2540 mr Not less than 0.225 mg of Ci;sH27NO;
101.6 % (capsaicin) per 1 g of the product (not
less than 90 % of label claim) / He
menee 0,225 mr CisHa7NO;
(xancauuuH) B 1 r npenapara (He
menee 90 % oT HOMHUHANBHOTO
coepuaHHa)
Sodium benzoate / Hampus 1.01 mg/1.01 mr Not less than 0.85 mg of C;HsNaO:
6enzoam 101.5% (sodium benzoate) per 1 g of the product
(not less than 85 % of the label claim) /
He menee 0,85 mr C7HsNaO» (HaTpus
6enzoat) B 1 r mpenapata (He MeHee 85
% OT HOMHHAJILHOTO COJEPKAHM )
Buthylhydroxytoluene / 0.40 mg/ 0.40 mr Not less than 0.34 mg of C5H240
Bymunzudpoxcumonyon 98.9% (buthylhydroxytoluene) per 1 g of the
product (Not less than 85 % of the label
claim) / He menee 0,34 mr C;sH240
(6yTunruapoxcuronyon) B 1 r
npenapata (He MeHee 85 % ot
HOMUHANBHOTO CONEPKAHUA).
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.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Ipoayxt coorBeTcTBYCT TpeboBanuaM HI 3axmwuenue: OJOBPEHO
A
Prepared by / Checked by / Approved by: Managgr/Executive /
Iloxroroinexo: Santosh Kumar [IporepeHo: Pardeep Kumar Onobpeno: Menenxep / Pykopoaurens
Maurya »@: L/ Abhishek Chauhan/
Date / Date / Date /
Jara: 24.02.2025 JHata: 24.02.2025 Jara: 24.02.2025

Regislered Office: 8 2 337, Noad Mo. 2, Banjara Hiils, Hyderahad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drraddys.com
CIN: LR5195AP1584PLCO0A507
www.arreddys.com



Dr.Reddy’s ":.

Dr. Reddy’s Laboratories Ltd.
Formulation Unit-6
\ill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.F.,, 173 205, INDIA
£ 491 62165 5R001-02

Tnl
{HCH

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

www.drreddys.com

Product = Nise Plus, gel 100 g

Ipoaykr: Haiiz® ILmoc, rens Ans Hapys»HOro npuMeHenus 100 r

Market / Poinok

: Russia / Poccnst

Batch No./ . V250090 Batch Quantity / . 9750.000 units /

Cepus Ne i Pasmep cepum * 9750.000 equrm
Analytical Repovrt No./ . 040002808423 Date of Analysis / . 24.02.2025
A"ajuTHYecKHH oTyeT Ne JlaTa aHaju3a

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

Jarta npouspoacTaa Togen no

Mfg. License No. /

IlpousBoacrBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JuueH3usi Ne

Analysis performed according ND No / AHaau3 nposexcs mo HJI Ne: JIII-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

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

Page 10 of 11/ Crp. 10 i3 11

ITo 100 r B TyOy M3 JIAMUHHPOBAHHOCO antoMuHus ¢ MiedoM u3 [1OBI], cHabxkeHHyto
MeMOpaHOH Uil KOHTPOJISL NEPBOTO BCKPBITUS, K NONUNPONUIEHOBON KpbIlIkoH. o 1
Tybe B Mauky KapTOHHYIO C JIMCTKOM-BK/IaJbILIEM.

API name / Haumenosaue ADC: Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
I Humecynun Metuncanuuunar JleBoMeHTON Karncauuux
Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
INN / MHH:
Humecyaun Meruncanuuunar JleBoMeHTON Kancanuuu
API manufacturer batch number / MS-1A-243030- LOT T 7929 MLC-2409084 F001-24002
Homep cepuu npouseogutensi APC: M1
FP Manufacturer AP1 Batch number / FERA00716 FERA00665 FERR00844 FERA00696
Homep cepun ADC npoussoautens I'JIdD:
Mauranam
N paneiwm dopmoza
P Anbta Jlaboparopuc
QpragHic,ITvg Jlabopatopuc JIT, PO OMATHE Huk, Taiipanb
API Manufactured by & country / WUnpus / parop | e Jitn, Unpus / % ’
Wuaus / Alta . Kurait/ Formosa
IpousBoaures ADC, crpana: Mangalam . Arora Aromatics .
Laboratories Ltd., . Laboratories
Drugs & ; Pwvt. Ltd., India .
. India Inc., Taiwan,
Organics Ltd., .
. China
India
Name, address, authorization No for FP
manufacturing site / Control site / Release Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt. Solan, H.P. 173205,
site / India (License No MNB/05/263) /

Remarks : The Product confirms to ND/

IIpumenanune: [TpoaykT cootBercTBYET Tpebopainisim HJI

Conclusion : APPROVED /
3acmoncnue: OJJOBPEHO

!\

Prepared by /
IToarorosieHo: Santosh Kumar
Maurya @

Checked by /
IIporepeno: Pardeep Kumar
_f Abhishek Chauhan L
N—

Approved by: Managgf/Executive /
Onobpeno: M.EHe,H,}K(r / PykgBoanTeib

Date /
JHara: 24.02.2025

Date/ Date /

Jata: 24.02.2025

Hara: 24.02.2025

Ragistered Offire: 8-3-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Jelangana, india
Tel: +91 40 4800 2900, Fax: +91i 40 4900 2999, Email: mail@diveddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




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

’
Dr‘ Reddy S ‘ Vill. Kho!, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
Tel : #2914 538166 Z0001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

[Product : Nise Plus, gel 100 g
| IMpopyscr: Hala® [moc, reap ana HapysxHoro npuMeHeHud 100 r N

Market / Poinok : Russia / Poccus

Batch No./ . V250090 Batch Quantity / . 9750.000 units /

Cepusi Ne ) Paszmep cepun * 9750.000 equHuLL

Analytical Repovrt No. / . 040002808423 Date of Analysis / . 24.02.2025

AHasnTHYecKHH oTyeT No Jara ananusa

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

JlaTa npoH3BoAcTBa ___|T'onen ao

Mfg. License No. /

IIpousBoacTBennan : MINB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
auueH3us Ne -

Analysis performed according_ND No / Ananns nposenen no HJ Ne: JITT-Ne(003312)-(PT-RU) dt. 02.10.2023 /
| JITI-Ne(003312)-(PT-RU) or 02.10.2023

Page 11 of 11/ Crp. 11 m3 11
[Npouzeoacreennoe noapazaenenue-6, Bunn. Kxons, Hanarapx Poya, bagnu,
Iuctpuxt Conan, X.J1., 173205, Unaus (Jluuensus Ne MNB/05/263)

HaumenoBaHue, aipec U HOMep JHUEH3HH
MJIOLUAXKM, OCYLIECTBJIAIO e
NPOoU3BOACTBO/KOHTPOIb KA4eCTBA/BbINyCK
o

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product
has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full compliance
with the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/00554-2022 dt. 02 September 2022)
and requirements to the medicinal quality and with the specifications in the Marketing Authorization dossier of the
importing country. Production, packaging and testing records are verified and their compliance with Good Manufacturing
Practice of the Eurasian Economic Union is established».

3ak/moYeHHe 0 COOTBeTCTBHM: «HacTosfiuM s MOATBEPXkJAl0, YTO IPUBEJICHHAS BbILIE HMHPOPMaLUs sBIAETCH
JIOCTOBEPHOM U TOUHOH. DTa cepus NPOAYKLUMH Mpon3BeieHa (BKIJIFOUas YNakoBKy (MapKUpPOBKY) H KOHTPOJIb Ka4ecTBa)
Ha BLIIEYKA3aHHOW MPOM3BOJACTBEHHON Iowlaake (Miolanakax) B MOJHOM COOTBETCTBUU ¢ TpebosaHMAMH [lpasuu
HajJexalelt npon3BoACTBeHHOM npakTiku EBpasuiickoro sxoHoMuueckoro corosza (Ne GMP/EAEU/RU/00554-2022 ot
02 centabps 2022) u TpeGOBaHUSMHU KOHTPOJS KauecTBa JIEKApPCTBEHHBIX CPEACTB, a TakkKe B COOTBETCTBHH CO
cneUdUKALUAMY, CONEPKAIMMUCS B PETHCTPALMOHHOM JOChE CTPAaHBI-UMIIOpTEpa. 3alMCH IO IMPOHU3BOJICTRY,
yMakoBKe W adalu3y TPOBEpeHbl, M YCTAHOBJIEHO MX COOTBETCTBHE TpeOoBaHMsaM IlpaBun Hagnexaulei
[POM3BOJICTBEHHOH NMpakTHKH EBpa3uiickoro 3KOHOMHUYECKOTO COH3a.

Remarks : The Product confirms to ND/

IIpumeuanue: IIpoaykt cooTBeTcTBYET TpeboBaHUAM H]I

Couuclusion ;: APPROVED /
3akmaouenue: OJJOBPEHO
!

Prepared by /
IToxrorosneno: Santosh Kumar

Maurya

Checked by /
[Tporepeno: Pardeep Kumar

C_———

Approved by: Mangger/Executive /
Onobpeno: Meunemfep / Pyygosoanrens
Abhishek Chauhan

Date /
Jara: 24.02.2025

Date /
Hata: 24.02.2025

Date /
JHata: 24.02.2025

Registered Office: 8 2 337, Road Mo. 3, Banjara Hiils, Hydrrahad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4200 2999, Email: mail@drraddys.com

CIN: LB5195AP1934PLC004507
WWW.drreddys.com




