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

Vill. Kho!, Nalagarh Read, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel 1 +91 921656 5£001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

[Product : Nise Plus, gel 100_g

MpoaywT: Haiiz® [lmoc, rens ana sapyxnoro npumenenis 100 r

Market / PoiHOK : Russia / Poccus

Batch No. / . V250455 Batch Quantity / _ 9901.000 units /

Cepust Ne ) Pasmep cepun © 9901.000 eanHuL
Analytical Repo“rt No./ . 040002976778 Date of Analysis / . 20.06.2025
AHanuTnuyeckHii oTyeT Ne JlaTa aHanu3a

Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027

Jara nponseoacTsa Togex ao

Mfg. License No. /

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

Analysis performed according ND No / Anaans nposenen no HJ Ne: JIII-Ne(003312)-(PT'-RU) dt. 02.10.2023 /
JII-Ne(003312)~(PT-RU) ot 02.10.2023

Page10f11/Crp.1u311

Ne Test / [loxazarean

Result / PesyabTaTbl

Specification / Hopma

1 | Appearance/ Onucanue

White gel of homogeneous consistency with a

odor. / Tens OGenoro

KOHCUCTCHIIHK C

characteristic
OAHOPOAHOM
3aMaxom.

XapaKTEPHLIM

White to off-white gel of homogeneous '
consistency with a characteristic odor. /
Ienb Genoro uiu mo4tH 6eyoro uBeTa
OI[HOpO,E[HOﬁ KOHCHUCTCHLUHUH [}
XapaKTEPHLIM 3aMaX0OM.

LBCTA

2 | Identification/ MgenTudnkauuns

2a | By HPLC/ BIXKX

- Nimesulide | Husrecynuo

Complies as prescribed /
CooTBeTcTBYET 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
UCTIBITYEMOTO PacTBOpa, MOJIyYEHHOTO
npu NPOBEACHUU HCTIBITAaHUS
«KonunuecTBeHHOE onpeneneHue.
Humecynua 4 MeTUICANULIUNIATY,
IOJDKEH 0GHapy>KHBATHCS MUK,
COOTBETCTBYIOLU U o BPEMEHH
yIEpKHBAHUS NOHKY HHMECylnia Ha
XpOMaTorpamme CTaHOapTHOrO

Remarks : The Product confirms to ND/
IIpumeuanue: IIpoaykt cooTBercTBYeT TpeboBanusam HJJ

Conclusion : APPROVED /
3axaovenue: OJOBPEHO

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

Ioarorosneno: Yogesh Chauhan IIposepeno: Pardeep Kumar Opobpeno: Menemxep / PykoBoauTens
Ll = F Amit Kumar

Date / g Date / Date / i

Hata: 29.06.2025 Jata: 29.06.2025 Jlata: 29.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85185AP1584PLC0O04507
www.drreddys.com
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Product :MI\qus_eP_]us, gel 100 g

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

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

vill. Khol, Nalagarh Read, Baddi,
Distt. Solan, H.P.,, 173 205, iNDiA

~i - :G1 03165 5600107
[ S8 M R S R -

10T SCluvd

www.drreduys.com

I poaykr: Hafis® Ilmoc, resk ans HapysHoro npumenerts 100 r

Market / Puinox

: Russia / Poccus

Batch No./ . V250455 Batch Quantity / . 9901.000 units /

Cepns Ne ) Pa3zmep cepun © 9901.000 enuHuUL,
Analytical Repovrt Neo./ . 040002976778 Date of Analysis / . 29.06.2025
AHaguTudecknii otuet Ne Jara ananusa

Date of Manufacture / . 06/2025 Date of Expiry / . 052027

JlaTta npou3BoACTBa Toaen no

Mfg. License No. /

IIpousBoacTBeHHAsE : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
JHUeH3NsA No

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

Page 2 of 11/ Crp.2 m3 11

pacTBopa.

- Methyl salicylate /
Memuncanuunam

Complies as prescribed /
CootBeTCTBYyeT TpeOORAHUAM

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 HCIBITYEMOTO
pacrBopa, TOJTy4€HHOT0 apu
MpOBEICHUU HCTIBITaHUS
«KonunuectBeHHOE orpeneneHue.
Humecynua #®  MeTHACATHLIMIATY,
IOJDKEH 0o6Hapy UBATLCA nuK,
COOTBETCTBYIOLLHIL no BpPEMEHU
yIAEepKUBAaHUS MHKY METHICANHLMIATA
Ha  Xpomarorpamme  CTaHOApTHOTO
pacreopa.

Menthol / Menmon

Complies as prescribed /
CootBeTcTBYyeT TpeGOBaHUAM

Remarks : The Product confirms to ND/
IIpumeuanue: [Tponykt cooTBeTcTBYET TpeboanusiM HJ{

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

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Hara: 29.06.2025

JlaTta: 29.06.2025

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Yogesh Chauhan [IpoBepeno: Pardeep Kumar Onobpeno: Menemxep / Pykosoautens
74 P Amit Kumar -
‘f " ¥ P el—— ‘/\ -
Date / w Date / Date /

Harta: 29.06.2025

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

CIN: L85195AP1984PLCO04507
www.drredays.com




Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
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Dr. Reddy S @ Vill. Khol, Nalagarh Road, Baddi,
’ Distt. Solan, H.P., 173 205, iNDIA
Tel - +91 93166 56001-02
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product : Nise Plus, gel 100 g
Npoaykr: Haiis® Ilmoc, reapb 11 Hapy»HOTO MpuMeHenus 100 r

Market / PoiHoK : Russia / Poccus

Batch No./ . V250455 Batch Quantity / . 9901.000 units /

Cepus Ne ’ Pazmep cepuu * 9901.000 eauHuLL
Analytical Repovrt No./ . 040002976778 Date of Analysis / . 29.06.2025
AHanuTHUYEeCKHIT oTueT Ne JlaTa ananusa

Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027

Jlata mpousBsoacTBa T'ogeH go

Mfg. License No. /

IlpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI-RU)
auueH3usa Ne

Analysis performed according ND No / Anaau3s nposeaen no HJL Ne: JITE-Ne(003312)-(PT-RU) dt. 02.10.2023 /
JIIT-Ne(003312)-(PI'-RU) ot 02.10.2023

Page30of 11/ Crp.3 m3 11

XpoMarorpamme HCTIBITYEMOTO
pacTtBopa, MOJIYYCHHOI'o Ipu
NMpOBCOCHHUH HUCIBITAHHUA
«KonunuecTtBeHHOE onpeneiIeHUE.

MeHTO/», [OOMKEH OOHApyKHUBATLCA
MUK, COOTBETCTBYIOUIHI MO BpeMeHU
yOEpXWBaHUs NUKY MEHTOJNa Ha

Xpomartorpamme CTaHAApPTHOTO

pacTBopa.
- Capsaicin / Kancauyun Complies as prescribed / A peak with the retention time
CooTBeTcTBYET TpeOOBaHUAM 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
HCIILITYEMOTO pacTBOpa, NOJyYEHHOrO

npu NpoBEACHUH HUCITBITAHUA
«KonuuecTBenHOE onpeaecicHue.
KancaunyH © Hatpus  OeHzoar»,
JOJKEH 0OHapyXHBaTLCA MK,
COOTBCTCTBleH.ll/Iﬁ o BpPEMEHHU
YACP>XKHWBaHUA TIIHKY KancaulyHa Ha
XpoMaTtorpaMmme CTaHOAPTHOI'O

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

Ilpumeuanue: [IpoaykT coorBeTcTByeT TpeboBanusim HJ| 3aknouenue: OJOBPEHO

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

IMoxroroeneno: Yogesh Chauhan [Ipoeepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoauTensb

L7 ; A Amit Kumar :
;*: /V Vi 5 (BL’--‘—' /\/‘/
Date / s Date / Date / '
JHara: 29.06.2025 Hara: 29.06.2025 Jata: 29.06.2025

Registered Office: 8-2-337, Road No. 3, Ranjara Hills, Hyderabad - 500034, Telangana, India
Tel: +31 40 45900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L851C5AF1984PLLCO04507
www.drreddys.com



Se
Dr.Reddy’s q_%’

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

vill. Khoi, Nalagarh Read, Baddi,
Diste. Solan, H.P., 173 205, iNDiA
Tel : +61 92165 56001-07

www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product : Nise Plus, gel 100 g

Ipoaykr: Haitz® Ilntoc, renb s HapyxHoro npuMenenus 100 r

Market / Poinox : Russia / Poccus

Batch No. / . V250455 Batch Quantity / . 9901.000 units /

Cepus Ne ’ Paszmep cepunu * 9901.000 equuML
Analytical Repovrt No./ . 040002976778 Date of Analysis / . 29.06.2025
ARanuTHYecKHii oTyeT Ne Jata ananuza

Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027

JlaTta nponsBoacTea ToxeH no

Mfg. License No. /

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

10.2023

Analysis performed according ND No / Ananus npoeenen no H/L Ne: JITI-Ne(003312)-(PI"-RU) dt. 02.10.2023 /
JITI-Ne(003312)-(PI'-RU) ot 02.

Page 4 of 11/ Crp. 4 m3 11

pacTBopa.

2b

By HPLC (PDA) / BIXKX ¢ 0uo0Ho-MampuiHsim 0emeKkmopom

- Nimesulide / Humecynuo

Complies as prescribed /
CooTtBercTBYeT TpeOOBaHMAM

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. / Cnextp
MOrNIOWEHHsT [HUKa HMUMeECYJHAa Ha
XpomarorpaMmme HCIBITYEMOTO
pacTBopa, TIOJIYy4EHHOrO npu
NpoBeAeHHU HCNBITaHHS
«KonnuecTBeHHOE onpeaeneHHe.
Humecynua ¥ MeTMJICATHLMIAT»),
JNOMDKEH  COOTBETCTBOBATh  CIEKTPY
OOr/OIEeHU TMKa HHMecyJaujaa Ha
XpoMaTorpamMmme CTaHOapTHOTO
pacTBopa.

- Methyl salicylate /
Memuncamnujunam

Complies as prescribed /
CooTBeTcTBYyeT 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

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBanusm HJ

Conclusion : APPROVED /
3akumouenue: OJJOBPEHO

Prepared by /

IToarorosneno: Yogesh Chiauhan

Checked by /
[Iposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Mernemxkep / PykoBoauTens

Date/
Jara: 29.06.2025

Date /
Hata: 29.06.2025

Iy : Amit Kumar N
y .
/r' A/ (Dl’:,' fJ' i
- Date / i

Jata: 29.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +31 40 4900 2900, Fax: +91 4G 4900 2999, Email: mail@drreddys.corm

CIN: L85125AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

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

Vill. Khol, Nalagarh Read, Baddi,
Distt. Solan, H.P., 173 205, iNDIiA

- 151 92166 56001-02

Tl
iC

www.drraddys.com

Product : Nise Plus, gel 100 g

IIpoayxr: Haiiz® [Tntoc, renb A Hapys>KHOro mpuMeHeHHs 100 ¢

Market / Poinox

: Russia / Poccus

Batch No./ . V250455 Batch Quantity / . 9901.000 units /

Cepus Ne ) Pa3mep cepun © 9901.000 equHUL

Analytical Repourt No./ . 040002976778 Date of Analysis / . 90.06.2025

AxaguTHyecKkHii oTuer Ne Jarta ananusa |
Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027

JaTa npousBoacTBa T'ogeH no

Mfg. License No. /

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

JuueH3ust Ne

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

Analysis performed according ND No / Asanns nposenes mo H/1 Ne: JIII-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Page5of 11/ Crp. S m3 11

solution chromatogram. / Cnextp
NOrJIOIeHHA NUKa METHIICATTHIIMIIATA Ha

XpoMmarorpaMmMe UCHIBITYEMOTO
pacTBopa, MONYYEHHOTO npH
npoBeAeHUH HCTIBITAHHS
«KonnuecreHHOE olnpejeNneHue.
Humecynun WM MeTHJICAIMUMIATY),
JOMKEH  COOTBETCTBOBaTb  CNEKTPY
HOTJIOLIEHUS MHKa METWICAIULIMIIATA Ha
XpoMaTorpamme CTaHIAPTHOTO
pacTBopa.

- Capsaicin / Kancauyun

Complies as prescribed /
CootBeTcTBYET TpeOOBAHUAM

The absorption spectrum of capsaicin
peak in the test solution chromatogram
obtained during "Capsaicin and Sodium
Benzoate Assay" test shall comply with
that of capsaicin peak in the standard
solution chromatogram. / Cnektp
MOTJIOUIEHUss MMKa KallCaullMHa Ha
xpoMmarorpamMmMe HCTIBITYEMOTO
pacrBopa, NOJyYEeHHOTO npu
NPOBEACHUH WCIIBITAHUA
«KonuuecrenHoe onpejenexye.
KancauuyH u  Hatpus  OeHzoam»),
JOJDKEH  COOTBETCTBOBATE  CIIEKTPY

Remarks : The Product confirms to ND/

ITpumeuanue: [Ipoaykt cooTBeTcTRYyeT TpeboBanusaM HJI

Conclusion : APPROVED /
3axnrouenue: OJJOBPEHO

Jara: 29.06.2025

Hata: 29.06.2025

Prepared by / Checked by / Approved by: Manager/Executive /
IlonrorosneHo: Yogesh Chauhan IIposepeno: Pardeep Kumar Onobpeno: Menemxkep / Pykorogurens
Ky P Amit Kumar AL
f"f;// QLt /\//
Date / g Date / Date / !

Hara: 29.06.2025

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: L85195AP1984PLCOV4507
www.drreddys.com




Dr.Reddy’s ":.

CERTIFICATE OF ANALYSIS

CEPTH®HUKAT AHAJIU3A

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

vill. Khoi, Nalagarh Road, 3addi,
Distt. Solan, H.P., 173 205, iNDIA
Tel - 491 93166 56001-02
www.drraddys.com

Product : Nise Plus, gel 100 g
Mpoaykr: Hais® [Mmoc, rens aig HapykHOro npumedeniis 100 r

Market / PoiHoK : Russia/ Poccus

Batch No. / . V250455 Batch Quantity / . 9901.000 units /

Cepus Ne ) Pazmep cepuu © 9901.000 enuHuL
Analytical Repovrt No./ . 040002976778 Date of Analysis / . 29.06.2025
Ananurnyeckuii oruer Ne Jarta ananusza

Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027

|[laTa npousBoacrBa Topen a0

Mfg. License No. /

IlpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
JHueH3us Ne

Analysis performed according ND No / Anann3s nposedex no H/L Ne: JITII-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

NMOrJIOIEHUsA TINHWKa KarncaulHa Ha
Xpomarorpamme CTaHOAapTHOTO
pacTBoOpa.

2¢ | By TLC/TCX

- Menthol / Menmon

Complies as prescribed /
CootBeTrcTByeT TPEOOBAHHUAM

The position of the main spot in the test
solution chromatogram shall correspond
to that of the main spot in menthol
reference standard solution
chromatogram. / OcHOBHOE TISITHO Ha
XpoMaTtorpamMme HCIIBITYEMOTO
pacTBopa MO MOJIOXKEHUIO  JOIDKHO
COOTBETCTBOBATH OCHOBHOMY IIATHY Ha
XpoMmarorpaMMe pacTeopa
cTanaapTHoro obpaslia MEHTOJIA.

3 | Net weight / Macca 101g/101r According to requirement / B
COAEPKUMOT0 YIIAKOBKH COOTBETCTBUH C TPEOOBaHHAMH
4 | pH/pH 55755 4.6 to 6.0 (for 1.0 % aqueous solution) /

Ot 4,0 5o 6,0 (mas 1,0 % BoxHOrO
pacTBopa)

5 | Viscosity / BR3kocTb

210900 cP /210900 cI1

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

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipoaykr cooreTcTBYeT TpeboBanusm HJL

Conclusion : APPROVED /
3akmouyenue: OJJIOBPEHO

Prepared by /

[oarorosneno: Yogesh Chauhan

Checked by /
IIposepeno: Pardeep Kumar

- -

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykopogurens
Amit KXumar

Date /
Hara: 29.06.2025

Vi
|

Date /
Jara: 29.06.2025

Date /
JHara: 29.06.2025

LN
N
¥

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.corm

CIN: L851S5AP1964FPLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

yill. Khol, Nalagarh Rcad, Baddi,
Distt. Solan, H.P., 173 205, iNDiA
- 4G1 92168 56001-02
www drreddys.cam

Teal

Product : Nise Plus, gel 100 g
TIpoayxr: Haits® [Tioc, resb s HAPY>KHOTO NpuMeHenns 100 r

Market / PoiHok : Russia/ Poccus

Batch No. / . V250455 Batch Quantity / . 9901.000 units /

Cepus No ) Pasmep cepun * 9901.000 enyHUL
Analytical Repourt No./ . 040002976778 Date of Analysis / . 29.06.2025
AHajqnTHuecKHii oT4yeT No JiaTa ananusa

Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027

Jara npon3BoacTBa I'open go

Mfg. License No. /

IIpoussoacTBeHHasn : MINB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT'-RU)
JAunensus Ne

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

Page 7of 11/ Crp. Tm3 11

6 | Particle size / Pasmep yacTun 12 pm / 12 mxMm Not more than 50 um / He 6onee 50
MKM

7 | Related Substances / PogcTBeHHbIe IpUMecH
Impurity C / ITpumecs C Not detected / e o6HapyxeHa Not more than 0.2 % / ue 6onee 0,2 %
Impurity D / [pumecs D Not detected / He obHapyxeHa Not more than 0.2 % / ve 6onee 0,2 %
Highest Unknown Impurity / Below LOQ (LOQ = 0.0392 %) / Hmxe | Not more than 1.0 % / ve 6onee 1,0 %
Enunununas mpenena KOAMMECTBEHHOTO  OMpPEAENEHHA
HeuAeHTHOHUUMPOBaHHAS (ITKO = 0.0392 %)
npuUMech
Total impurities / Cymma Below LOQ / Huxe npenena | Not more than 1.5 % / ne 6onee 1,5 %
npumeceii KOJINYECTBEHHOTO OMNpeaeIeHUs

8 |Microbial contamination / MukpoGuojiorgyeckas YMCTOTa

Total viable aerobic count /
Ob1ee KOJINYECTBO
YKHU3HECTIOCOOHBIX a3pOOHBIX
MHUKPOOPTraHU3MOB

Total combined yeast and mold
count / O6iee uucno
IPOMOKEBBIX U MIECHEBBIX
rpuboB

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

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

Not more than 10° CFU/g /
He Gonee 10> KOE/r

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

Remarks : The Product confirms to ND/
IIpumeuanne: TIpoayKT cOOTBETCTBYET TpeOoBaHusM HJ|

Conclusion : APPROVED /
3akmouyenue: OJJOBPEHO

Prepared by /
ITonrorosneno: Yogesh Chduhan

V.

Checked by /
[Iposepeno: Pardeep Kumar

=l

Approved by: Manager/Executive /
Ono6peno: Menemxep / PyxoBogurens
Amit Kumar \

N

Date /
Jlara: 29.06.2025

O Date /

Jara: 29.06.2025

Date/ f
Hara: 29.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +31 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85185AP1984PLCOO45G7

www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Nise Plus, gel 100 g

Hpoaykr: Haiiz® Ilmoc, reas s Hapyxuoro npumenenus 100 r

Market / Poinok : Russia / Poccus

Batch No. / . V250455 Batch Quantity / . 9901.000 units /

Cepus Ne i Pasmep cepun * 9901.000 enuHML

Analytical Repovrt No./ . 040002976778 Date of Analysis / . 29.06.2025

AHajguTHYecKHii oTueT No JaTa aHanau3sa

Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027

Jara npoussoacTsa Topen ao

Mfg. License No. /

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

Juuenzus Ne ]

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

Analysis performed according ND No / Ananan3 nposeaen mo HJ1 Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Pseudomonas aeruginosa

Staphylococcus aureus

Absent in 1 g/ OtcytctByerB 1 T

Absentin 1 g/ OtcytcTByeTrB 11

Page 8 of 11/ Ctp. 8 M3 11
Absentin 1 g/ OrcyrcTBue B 1 r

Absentin 1 g/ OtcyrctBHE B 1 T

Assay / KotnuecTBeHHOe pripeneieHue

Nimesulide /Humecynuo

Methyl salicylate /
Memuncamugunam

Menthol / Menumon

10.2 mg /10.2 mr
102.3 %

102.6 mg/ 102.6 mr
102.6 %

51.1mg/51.1 mr
102.2 %

9.0 to 11.0 mg of Ci;3H;2N-OsS
(nimesulide) per 1 g of the product (90
to 110 % of label claim)/ Ot 9,0 10 11,0
mr Ci3sHi2N>OsS (Humecynunm) B 1 r
nperapatra (ot 90 mo 110 % or
HOMHUHAJIEHOTO COJEPKAHM )

90.0 to 110.0 mg of CgHgO3 (methyl
salicylate) per 1 g of the product (90 to
110 % of label claim) / Ot 90,0 no
110,0 mr CsH3O3 (MeTuncanuuunar) B
1 r mpenapara (ot 90 no 110 % or
HOMHHAJIBHOTO COJepXKaHu)

45.0 to 55.0 mg of CipH200 (menthol)
per 1 g of the product (90 to 110 % of
label claim) / Ot 45,0 mo 55,0 wmr
Ci10H200 (mentoun) B 1 T npenapata (ot
90 oo 110 % HOMUHAJILHOI'O
coJepKaHN)

Remarks : The Product confirms to ND/

IIpumeuanue: IIpoaykt cooTBeTCTBYET TpeGoBanusam HJI

Conclusion : APPROVED /
3akmouenue: OJIOBPEHO

Prepared by /
Tloarorosneno: Yogesh Chauhan

Y.

Checked by /
IIporepeno: Pardeep Kumar

ol —

Approved by: Manager/Executive /
OnobpeHo: Menemxep / Pykopoautens
Amit Kumar /\ o~

Date / L

Hara: 29.06.2025

Date /
Jara: 29.06.2025

/
Date / )
Hara: 29.06.2025

Registerect Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85125AP1984PLCO04507
www.drreddys.com
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Dr.Reddy’s ‘;

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

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

vill. Khol, Nalagarh Read, 3addi,
Distt. Solan, H.P.,, 173 205, iNDiA
Tal 1 491 98165 56001-02

www.drreddys.com

Product : Nise Plus, gel 100 g

IpoaykT: Ha#i3® [lmoc, rens ans HapyxHoro npuMenenns 100 r

Market / PoiHOK : Russia / Poccns
Batch No. / . V250455 Batch Quantity / . 9901.000 units /
Cepus Ne ) Pazmep cepuu * 9901.000 enuHuULL

Analytical Report No. /

Date of Analysis /

JuueH3us Ne

. : 040002976778 : 29.06.2025
AHajJuTH4uecKHii oTueT Ne Jarta anaau3a
Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027
JaTa npousBoacTBa Togen o
Mfg. License No. /
IIpouzpoacTeenHasn : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)

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

Analysis performed according ND No / Anaaun3s nposexen no H/I Ne: JIII-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Capsaicin / Kancauyun

Sodium benzoate / Hampus
beHzoam

0.2433 mg/0.2433 mr
973 %

0.99 mg/0.99 mr
98.9 %

Page 9 of 11/ Ctp. 9 13 11
Not less than 0.225 mg of CisH»7NO3
(capsaicin) per 1 g of the product (not
less than 90 % of label claim) / He
menee 0,225 mr Ci3H7NO;
(kancauuuy) B 1 r npenapata (He
MeHee 90 % oT HOMUHAIBHOrO
colepxaHu)

Not less than 0.85 mg of C7HsNaO»
(sodium benzoate) per 1 g of the product
(not less than 85 % of the label claim) /
He menee 0,85 mr C7HsNaO:z (HaTpus
6enzoart) B 1 r npenapara (He MeHee 85
% OT HOMHHAJIFHOTO COJEepXKaHH)

Buthylhydroxytoluene /
Bymuneuopoxcumonyon

0.40 mg/ 0.40 mr
99.7 %

Not less than 0.34 mg of Ci5H24O
(buthylhydroxytoluene) per 1 g of the
product (Not less than 85 % of the label
claim) / He menee 0,34 mr CsH240
(6yTunruapoxcutosyon) B 1 r
npemnapata (He meHee 85 % ot
HOMMHAJILHOTO COOEpIKaHH1).

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/

IIpumeuanue: [lponykT cootercTByeT TpeboBanusm HJJ

Conclusion : APPROVED /
3akimouenue: OJJOBPEHO

Prepared by /

IToarorosieno: Yogesh Chauhan
;—V -
 Z

Checked by /
IIpoBepeno: Pardeep Kumar

L —

Approved by: Manager/Executive /
Opnobpeno: Menemxep / Pykoroautens
Amit Kumar \

S —

L’

Date /
Jarta: 29.06.2025

Date /
Hara: 29.06.2025

Date /
Hara: 29.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1584PLC004507
www.drreddys.com




Dr.Reddy’s ":’

Dr. Reddy's Labaratories Lid.
Formulation Unit-6
vill. Khol, Nalagarh Read, Baddi,
Distt. Solan, H.P.,, 173 205, iNBiA

Tel:

+61 93163 56001-0?

www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Product : Nise Plus, gel 100 g

Hpoaykr: Haits® [lmoc, renb s HapyxHOro npuMeHenus 100

JuneH3us Ne

Market / Poinok : Russia / Poccus
Batch No. / Batch Quantity / 9901.000 units /
: V250455 :
Cepus Ne Pasmep cepuu 9901.000 equHuL
Analytical RepO}‘t No./ . 040002976778 Date of Analysis / . 20.06.2025
AHanuTHYecKH i oTueT No JlaTa aHaaunsa
Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027
JaTa npon3BoacTBa I'oneH 10
Mfg. License No. /
IIpon3BoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)

JIIT-No(003312)-(PT-RU) ot 02.10.2023

Analysis performed according ND No / Auann3 nposened no HJ1 Ne: JITT-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Page 10 of 11/ Ctp. 10 m3 11

ITo 100 r B TYOY M3 JaMHHHUPOBAHHOrO aMOMHUHUA ¢ naeyoM u3 I1DBII, cHabxeHHYyO
MeMOpaHOM sl KOHTPOJS MEPBOTO BCKPBITHS, W MOJIMNPONUIIEHOBON KpbIlKOH. ITo 1
Ty6e B MauKy KapTOHHYIO C JINCTKOM-BKJIAbILIEM.

API name / HanmeHoBanne A®C:

Nimesulide /

Methyl Salicylate /

Levomenthol /

Capsaicin /

Humecynun Metuncanuuunar JleBOMeHTON Kancanuun
INN / MHH: Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
Humecynun Metuncanuuunar JleBoMeHTON Kancanuut
API manufacturer batch number / MS-1A-243030- LOT T 8166 MLC-2501008 F001-24003
Homep cepun npouspoautesns A®C: M1
FP Manufacturer AP1 Batch number / FERA00716 FESA00104 FESR00087 FESA00156
Howmep cepun A®C npoussoautens I'JId:
MaHranam
VP B EH Popmo3za
Opranuke JItno, | Aunbta Jlaboparopuc A OMA;EEEE er g:fo{_)z;(;g:i
API Manufactured by & country / Wnnus / JItn, Uupus / Alta p ’ % ’
. Jltn, Unpus / Kuraii/ Formosa
IMpoussoaurtens APC, crpana: Mangalam Laboratories Ltd., . .
. Arora Aromatics Laboratories
Drugs & India ) .
X Pvt. Ltd., India Inc., Taiwan,
Organics Ltd., .
. China
India

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

India (License No MNB/05/263) /

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

Remarks : The Product confirms to ND/

IIpumeuanue: IIpoaykT cooTBeTCTBYET TpeboBaHmsam H/JJ

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by /
IToarorosneno: Yogesh Chauhan

Checked by /

[Tposepeno: Pardeep Kumar

=l —

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PyxoBoaurens
Amit Kumar

A

/Y_/
Date / s
JHara: 29.06.2025

Date /

Jata: 29.06.2025

Date /
Jata: 29.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +531 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.comi
CIN: L85195AP1984PLCO04507
www.drredays.com




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

Vill. Khol, Nalagarh Read, Baddi,
Diste. Solain, H.P., 173 205, INDIA
Tel 1 4161 98166 550061-07
www.drraddys.com

CERTIFICATE OF ANALYSIS
CEPTHUOUKAT AHAJIM3A

Dr.Reddy’s €3¢

Product : Nise Plus, gel 100 g
Ilpoayxr: Haiiz® Ilmoc, rens and HapysxHoro npumenenns 100 r -

Market / Poinok : Russia / Poccus

Analysis performed according ND No / Anaau3 nposenes mo HJl Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
JIIT-Ne(003312)-(PT-RU) ot 02.10.2023

Batch No./ . V250455 Batch Quantity / . 9901.000 units /

Cepust Ne ) Pasmep cepun * 9901.000 eguHMLL

Analytical Rep0ft No./ . 040002976778 Date of Analysis / . 29.06.2025

AHanuTHyecKni oryeT No Jara anaausa

Date of Manufacture / . 06/2025 Date of Expiry / . 052027 |
JlaTa npou3BoACTBA ToneH xo

Mfg. License No. / |
ITpoussoacTBeHHast : MNB/05/263 MA number; / Homep PY : JIII-Ne(003312)-(PT-RU)

JuneH3us Ne

Page 11 of 11/ Crp. 11 n3 11
MpoussoacteenHoe nofpazaenenue-6, Bumn Kxone, Hanarapx Poyn, banau,
Huctpukt Conan, X.I1., 173205, Unpus (JIuuensus Ne MNB/05/263)

HaumeHoBaHHe, apec H HOMep JHUEH3UH
NNOUIAAKH, OCYIIECTBIASAIOMEH
HPOU3BOJCTBO/KOHTPOIb KA4eCTBa/BhIMYCK
| K0

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».

3akJl0ueHde 0 cooTBeTcTBMM: «HacTodlmuMm s TMOATBEpXKOAW, YTO MpPHUBEICHHAs Bblille HHPOpMALUA sBIfETCA
JIOCTOBEPHOM ¥ TOYHOI. DTa cepust MPOAYKLMN MpOoU3BeeHa (BKItOUast YIakoBKy (MapKUpPOBKY) U KOHTPOJIb Ka4eCTBa)
Ha BBILICYKA3aHHOW MTPOU3BOACTBEHHOM MUIoaaKe (MIOIaAKax) B MOJHOM COOTBETCTBHM ¢ TpebGoBaHusmH IlpaBun
HaJUIeXallel MPOM3BOACTBEHHOM nipakTky EBpasuiickoro skoHomudeckoro cotosa (Ne GMP/EAEU/RU/00554-2022 ot
02 centsa0ps 2022) u TpeOOBaHUAMH KOHTPOJISl KaUECTBA JIEKAPCTBEHHBIX CPENCTB, a TAKKE B COOTBETCTBHH CO
crieudUKAIKSIMHE, CONEPKALIMMUCSH B DPErHCTPALMOHHOM HOChE CTPaHbI-UMIOpPTEpa. 3anucd MO TMPOU3BOACTBY,
yIaKoBKE W aHaliu3y TpOBepeHbl, W YCTaHOBJIGHO MX COOTBeTCTBMe Tpebosanuam IlpaBun Hamnexaluei
NPOU3BOACTBEHHO NPaKTUKA EBpa3uiickOro 3KOHOMHUYECKOIO COO3a».

Remarks : The Product confirms to ND/

IIpumeuanne: IIpoaykt cooTBeTcTBYET TpeboBanusam H]

Conclusion : APPROVED /
3akimouenune: OJIOBPEHO

Prepared by /
[ToarorosneHo: Yogesh Chauhan

Checked by /
IIposepeno: Pardeep Kumar

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

Amit Kumar /\ A

—
_—

Date / s
Hata: 29.06.2025

S.[-——ff
Date /

Hara: 29.06.2025

Date / !

Jara: 29.06.2025

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: L851S5AP1554PLCC0O4507

www.drreddys.com



