Dr.Reddy’s €

CERTIFICATE OF ANALYSIS

CEPTUPHKAT AHAJIM3A

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

Vill. Khoi, Nalagarh Road, Baddi,
Distt. Soian, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
wwww.direddys.com

[Product : Nise Plus, gel 100 g

TIpoaykT: Haitz" Ilmoc, renb Ajis napyskHoro npuMenerns, 100 r

Market / Prinok

: Russia / Poccus

aunen3ust Ne

Batch No./ . V250728 Batch Quantity / . 9515.000 units /

Cepus No ) Pasmep cepuu © 9515.000 enuHULL
Analytical Repovrt No./ . 040003073457 Date of Analysis / . 19.09.2025
AHanuTMYecKui otyet Ne Jarta ananuza

Date of Manufacture / . 09/2025 Date of Expiry / . 08/2027

JlaTa nponseoacTaa I'onen no -
Mfg. License No. /

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

Analysis performed according ND No / Anaaus nposenes mo HJE Ne: JITI-Ne(003312)-(PI'-RU)-021023
PIL & artworks approved: / AHcTpyKkuusa u MakeTht yTBepaaeHbl: 17.04.2025

Page 1 0f 12/ Crp. 1 u3 12

CootBercTBYeET TpeGoBaHHAM

No Test / IloxazaTens Result / Pe3ynbTaTsl Specification / Hopma

1 | Appearance / Onucanue White gel of homogeneous consistency with a | White to off-white gel of homogeneous
characteristic  odor. / Tens Genoro usera | consistency with a characteristic odor. /
ONHOPONHOW  KOHCHCTCHUMH € NApaKTCPHBIM | Tenp, Genoro waM noutd Gesoro upera
S OHOPOIHO KOHCHCTEHLMH c

X&paKTEPHBIM 3a11aXOM.
2 | Identification/ UpenTnduxanuns
2a | By HPLC/ B9XKX
- Nimesulide | Humecynuo 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 UCIHEITYEMOrO pacTBOpa,
NOJTYYEHHOTO npu MPOBEAEHUH
HCObITAHHUS «KonuuecrseHnoe
onpesieNneHue. Humecynua u
METHICANULIMIATY, DOJDKEH
06HapyKUBAThCA MMHK, COOTBETCTBYIOLIHIA
N0  BpPEMEHU  YIEPXKUBAHHS  [HKY
HUMECYHIA Ha XpoMartorpamme

Remarks : The Product confirms to ND/

Ipumeuanne: [IpoayxT coorsetcTeyet Tpeboeaniam HJJ

Conclusion : APPROVED /
Jaxmouenne: ONOBPEHO -

Prepared by / Iloarorosneno: |[Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
Shagun I'lpogepeno: J ITpoeepeno (AOK): ||Omobpeno: ObecnedeHue kauecTsa/OTBETCTBEHHOE
5;7 » Pravesh Rana J Amit Ksmar A HLO: 5
) N oo —
('.// J . — ’_/—“‘
Date / Date / Date / Date / I' &
Jlara: 19.09.2025 Jlata:19.09.2025 Hara: 19.09.2025 Jlara: (L?(Q% W0 b

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +31 4C 4900 2998, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s ‘g

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
Tel : +91 68166 56001-02
www.drieddys.com

[Product : Nise Plus, gel 100 g

Ipoayxr: Hainz® Thuoc, renb Ajis Hapy»xHOro npuMenenus, 100 r

Market / Poinok : Russia / Poccus

Batch No. / . V250728 Batch Quantity / _ 9515.000 units /

Cepus Ne a Pasmep cepun * 9515.000 enuHmLL
Analytical Report No. / : 040003073457 Date of Analysis / : 19.09.2025
AHaJnTHYeCKHiT oTUeT Ne JaTa anannsa

Date of Manufacture / . 09/2025 Date of Expiry / . 08/2027

JlaTa npoussoacrea Tonen no

Mfg. License No. /

IipousBoacrBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT'-RU)
auueH3us Ne

Analysis performed according ND No / Auasau3 uposeaen no HJ Ne: JITT-Ne(003312)-(PT'-RU)-021023
PIL & artworks approved: / UHcTpykuus u MakeTnl yTBepxaeHb!: 17.04.2025

Page 2 0of 12/ Crp. 2 u3 12

CTaHAAPTHOTO PacTBOPA.

- Methyl salicylate /
Memuncanuyunam

Complies as prescribed /
CootBeTcTBYeT TpeOOBAHUAM

A peak with the retention time
corresponding to that of methyl salicylate
in the standard solution chromatogram
shall be present in the test solution
chromatogram obtained during
"Nimesulide and Methyl salicylate Assay"
test. / Ha xpomarorpaMme HCIBITYEMOro
pacTBOpAa, MONYHEHHOTO MPU MPOBEACHUH
WCIIBITAaHUS «KonuuecTBeHHOE
omnpezeseHue. Humecynnn u
METHIICAJTULIMIATY, IOJDKEH
00HapyXHUBAThCS MUK, COOTBETCTBYIOLIMH
M0  BpeMeHH  yHepXKHBAHHsI  IMHKY
METHJICAIMIMIATA Ha XpoMaTorpamme
CTaHAApTHOTO PacTBOpA.

Menthol / Menmon

Complies as prescribed /
CooTBETCTBYET TPeOOBAHUAM

iA 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  HCIBITYEMOTO
PacTBOpa, MOJTYYEHHOTO NPH MPOBEAEHHH

Remarks ;: The Product confirms to ND/

Ipumeuanne: TpoaykT cooTBeTCTRBYeT TpeboBanuaM HJ|

Conclusion : APPROVED /
Jakawuenne: OJOBPEHO

Prepared by / Iloarorosnero: ||Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
Shagun ITposepeno: [Tporepeno (AOK): ||Onobpeno: Obecnieuenue kauecTBa/OTBETCTBEHHOE
. Pravesh Rana f Amit Kumar JHLO: N
K N — _
Date / Date / Date / Date / ! %8
Hara: 19.09.2025 Hata:19.09.2025 Hara: 19.09.2025 Hara: ()/(L"O%( <),ﬂ

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +31 4C 4900 2959, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




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

Dr. Reddy’s ‘% Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 68166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Product : Nise Plus, gel 100 g
MpoaycT: Haiiz™ Tnioc, rens a8 Hapykuoro npumenenns, 100

Market / PoiHok : Russia / Poccus

Batch No. / . V250728 Batch Quantity / . 9515.000 units /

Cepusn Ne ) Pazmep cepun * 9515.000 eamHumL
Analytical Repovrt No./ . 040003073457 Dat_e of Analysis / . 19.09.2025
AHanuTHYeCKHl oTueT No Jara ananuiza

]?ate of Manufacture / - 09/2025 Date of Expiry / . 08/2027

JlaTa nponiBoacTBa I'ogen po B
Mifg. License No. /

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

Analysis performed according ND No / Auaaus nposeaen mo HJT Ne: JITI-Ne(003312)-(PT-RU)-021023
PIL & artworks approved: / HECTpYKIHA M MaKeThbl yTeepakaennl: 17.04.2025

Page 3 of 12/ Crp. 3 n3 12

WCIIBITAHUS «KonuectseHHoe
ornpeaeneHne. MenTon», NODKEeH
06BHapyKMBATLCA MUK, COOTBETCTBYIOILIKI
110 BPEMEHH YAEPKUBAHUSA ITMKY MEHTOJIA
Ha  XpomarorpamMme  CTaHAapTHOrO

pacteopa.
- Capsaicin / Kancauyun Complies as prescribed / A peak with the retention time
CooTBeTCTBYET TpeOGOBaHUAM 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 MCILITYEMOrO PacTBOpa,
[OJTYYEHHOr O TIpK MIPOBEACHUN
HCIIBITAHUS «KonnyectBeHHOE
onpenenenue. KamcanuMH M HaTpus
HeH30aTy», NOHKeH OOHapYKUBATHCA THK,
COOTBETCTBYHOIIU I 1o BpEMEHU
yoep>uBaHuWs THKy KarcauLWHa Ha
XpOMaTorpamMMe CTaHIapTHOro pacTBOpa.

By HPLC (PDA) / B3KX ¢ Ou00HO-MAMPUHHBIM 0eHEeKmMOPOM

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

Mpumeuanue: [pogykr coorercrpyer Tpedosanuam HJT Zakmouenne: OJJOBPEHO

Prepared by / TloarorosneHo:  ||Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /

Shagun IIpoBepeHo: Iposepeno (AOK):  ||Onobpeno: Obecnieuenne kadecTea/OTBETCTBEHHOE
?\/ — Pravesh Rana i Amit Kumar . NHLO: !

Date / Date / Date / ; Date / ! Q]

Jara: 19.09.2025 HaTta:19.09.2025 Jarta: 19.09.2025 Hara: (2/2 0™ - M

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLL004507
www.drreddys.com



Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

Dr. Reddy's Laborateries Ltd.
Fermulation Unit-6

Vill. Khol, Nalagarh Road, Baadi,
Disit. Solan, H.P., 173 205, INDIA
Tel : +91 55166 56001-02
www.drreddys.com

[Product : Nise Plus, gel 100 g

TipoaykT: Haiis® Ilmoc, rens ans HapysxHoro npuMexeHus, 100 r

Market / PoiHok : Russia / Poccus

Batch No./ . V250728 Batch Quantity / . 9515.000 units /

Cepusa Ne ) Pasmep cepun " 9515.000 enuHuML
Analytical Repovrt No./ . 040003073457 Date of Analysis / . 19.09.2025
AHanuTHYecKMiH oTyeTr No Jara aHann3a

Date of Manufacture / . 09/2025 Date of Expiry / . 08/2027

JaTa npousBoacTea T'open a0

Mfg. License No. /

IpousgoacTeennas : MNB/05/263 MA number: / Homep PY : JITI-Ne(003312)-(PI'-RU)
JuLeH3ns Ne

Analysis performed according ND No / AHasus nposeaen no HJ Ne: JITT-Ne(003312)-(PI'-RU)-021023
PIL & artworks approved: / MHcTpykuust m Mmakersl yrBepsaensi: 17.04.2025

Page 4 of 12/ Crp. 4 u3 12

2b |- Nimesulide / Husecynuo

Complies as prescribed /
CootBeTcTBYyeT TpeGOBaHHUAM

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. /  Cnektp
MOMIOIIEHUs] NHKAa  HUMecyluaa Ha
XpOMaTOrpaMMe HCTIBITYEMOrO pacTBOpa,
MOJIy4€HHOT0 npu nNpoBeAeHUH
MCIIBITAHHS «KonnuecrsenHoe
OMpeAcncHHE. Humecynup U
METHIICATULIUNATY), JOMKeH

COOTBETCTBOBATH CIEKTPY [OIJIOIIEHHUS
nMKa HHUMECYJIMAAa Ha XpoMaTorpamme
CTaHOAapTHOTO PacTBOpA.

- Methyl salicylate /
Memuncanapnam

Complies as prescribed /
CooTBeTCTBYET TpeOOBAHUAM

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. / CunekTp nOr/IoOLEHHUS
nuKa METHJICATULIMIIATA Ha

The absorption

Remarks : The Product confirms to ND/
[Mpumeyanue: lponykt coorsercreyet TpeGorannam HJT

Conclusion : APPROVED /
3axmouenue: OJIOGPEHO

Prepared by / IToarotogneHo:
Shagun

Checked by /
Iposepeno:
Pravesh Rana

3 St

Checked by (AQA) /
[Mposepeno (AOK):
Amit Kumar

—

Approved by: Quality Assurance/Authorized person /
Onobpeno: OGscnequne kayecTBa/OTBETCTBEHHOE

N JHuo:
Al «

Date/
Jara: 19.09.2025

Date /
JHara:19.09.2025

Date /
Hara: 19.09.2025

Date /
JMara:

32291

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560024, Telangana, India
Tel: +91 40 4900 2300, Fax: -+31 4C 4300 2999, Email: mait@drreddys.com

CiN: L85195AP1984PLLC0O04507
www.drreddys.com




Dr.Reddy’s ‘;

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 55266 56001-02
www.drreddys.com

Product : Nise Plus, gel 100 g
Ipoayxket: Haitz* [Tntoc, redb anis napyHoro npumenetus, 100 r

Market / Poinok

: Russia / Poccus

nuueH3usi Ne

Batch No. / . V250728 Batch Quantity / . 9515.000 units /

Cepusn Ne ) Pa3mep cepun * 9515.000 equHML
Analytical Repovrt No./ . 040003073457 Date of Analysis / . 19.09.2025
AHanuTnyecknii oTuet Ne JlaTa ananuza

Date of Manufacture / . 09/2025 Date of Expiry / . 08/2027

Jata nponsBoacTea ~ |Iopen mo

Mfg. License No. /

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

Analysis performed according ND No / Avaaus nposeaen no HJ/L Ne: JITI-Ne(003312)-(PI'-RU)-021023
PIL & artworks approved: / HHcTpyKuus u MaKkeTh! YrBepxaeHbl: 17.04.2025

Page 50f 12/ Crp. 5 n3 12

XpomartorpamMme HCIBITYEMOIO pacTBOpa,

MOJTy4YEHHOTO npu NpOBEAECHUH
HCNIBITAaHUSA «KonnuyecrsenHoe
orpeliesieHHE. Humecymun "
METHJICATHLIMNIATY), JIOTDKEH
COOTBETCTBOBATb CIEKTPY MOTJIOEHHS
nuKa MeTHJICaNMuIaTa Ha

XpoMarorpaMmme CTaHAApTHOroO pacTtBopa.

- Capsaicin / Kancauyuu

Complies as prescribed /
CootBeTcTByeT TpeOOBaHUSIM

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. / CrhekTp MOrJIOWEHUs
nMka KarcaullMHa Ha XpoMaTtorpaMmme

UCMBITYEMOTO pacTBOpa, [MOJIYYEHHOTO
npu NMpPOBEOACHUHN HUCIILITAHUSA
«KonnuecrBeHHoe OolnpeacieHue.

KancauuiH v Hatpusi 6eH30at»), NODKEH
COOTBETCTBOBATh CHEKTPY TMOTJIOWIEHHS
MHKa KarcaullMHa Ha XpoMmaTorpaMmme
CTaHIAapTHOTO PacTBoOpa.

2¢c | ByTLC/TCX

Remarks : The Product confirms to ND/
IMpumeyanue: INpoaykr coorsercreyer Tpedboannam HJl

Conclusion : APPROVED /
3axmovenne: OJJOBPEHO

Prepared by / IToaroroeneno: ||Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
Shagun Iposepeno; y [Tposepeno (AOK): ||Oxobpeno: Obecneuenue kauecTBa/OTBETCTBEHHOE
41_“ Pravesh Rana Amit I%‘nar \ JIHLO: N
/;:/" [ _— (//-brf/_‘u
& { [}
Date/ Date / Date / Date / 'A 8 OW
Hara: 19.09.2025 Jata:19.09.2025 Jara: 19.09.2025 Jara: R R

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +91 40 4900 2300, Fax: +31 4C 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s €&

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Disit. Solan, H.P., 173 205, INDIA
Tel : +91 §8166 56001-02
www.drieddys.com

Product : Nise Plus, gel 100 g

MpoayxT: Haiis™ ITmioc, rens mis Hapy»XHOro npimetenns, 100 r

Market / Poinox

: Russia / Poccus

Batch No./ . V250728 Batch Quantity / . 9515.000 units /
Cepusn Ne : Pasmep cepun * 9515.000 equHuLL
Analytical Repovrt No./ . 040003073457 Date of Analysis / . 10.09.2025
ARaJIHTHYeCKHUI oTueT Ne Jarta anaauza

Date of Manufacture / . 09/2025 Date of Expiry / . 08/2027

JaTa npou3BoAcTBa T'ogen o

Mfg. License No. /
IlpouseoacreeHHas
JHueH3ua Ne

: MNB/05/263

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

Analysis performed according ND No / Auasns nposenen mo H/ Ne: JITI-Ne(003312)-(PI'-RU)-021023
PIL & artworks approved: / UHeTpykuus n makersl yreep:xaenbi: 17.04.2025

Page 6 of 12/ C1p. 6 u3 12

- Menthol / Menmon

Complies as prescribed /
CooTBercTByeT TpebOBaHHAM

| 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 TIATHO Ha
XpOMaToOrpamMme HCITBITYEMOTO pacTBoOpa
10 [TONOKEHHEO JOMMKHO COOTBETCTBOBATh
OCHOBHOMY [TSTHY Ha XpoMarorpaMmme

pactBopa CTaHIapTHOTO obpasua
MEHTOJIA.
3 | Net weight / Macca 100g/100r According to requirement / B
COAEePKUMOro YIAKOBKH COOTBETCTBHH C TPeOOBAHUAMHU
4 | pH/pH 43 4.0 to 6.0 (for 1.0 % aqueous solution) /

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

5 | Viscosity / Bsaszkoctb

208140 cP /208140 cIT

150,000 cP to 350,000 cP at 25 °C/
Or 150000 cIT no 350000 cIT npu 25 °C

6 | Particle size / Pazmep uacTuiy

15 pm / 15 mMkMm

Not more than 50 pm / He 6onee 50 mxm

7 | Related Substances / PoacTBenHble npumecu™®

Impurity C / [Tpumecs C

Not detected / He oOHapyxeHa

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

Remarks : The Product confirms to ND/

IIpumeuanue: I[IpoaykT cooTBeTcTBYET TpeboBaHUAM HJJ

Conclusion : APPROVED /
3akmiouenne: OJJOBPEHO

Prepared by / TToarotosneHo:

Shagun ITpoeepeno:

)
My

Checked by /

-~

Pravesh Rana Ir

/J

£

Checked by (AQA) /
[Mposepeno (AOK):
Amit Kumar

M
N

Approved by: Quality Assurance/Authorized person /
Ono6peHo: O6ecnel:\qeﬂue KayecTBa/OTBETCTBEHHOE

cm

Date / Date /

Hara: 19.09.2025

JlaTa:19.09.2025

Date /

Jata: 19.09.2025

Date /
Jlara:

OREE PRVICS

—_—

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4900 2939, Email: mail@drreddys.com

www.drreddys.com

CIN: L85195AP1984PLCO04507




Dr.Reddy’s ":‘

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

Vill. Khol, Nalagarh Road, Baddi,
Disit. Solan, H.P., 173 205, INDIA
Tet : +61 65166 56001-N2
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Nise Plus, gel 100 g

Mpoayxr: Haiiz* [Imoc, refs 1i1s HapyxHoro npuMeHeHus, 100 r

Market / Poinok : Russia / Poccust

Batch No. / . V250728 Batch Quantity / . 9515.000 units /

Cepus Ne Y Pazmep cepun © 9515.000 eauHML
Analytical Repovrt No./ . 040003073457 Date of Analysis / . 19.09.2025
ABaJIHTHYECKHH oTueT No JlaTa ananuza

Date of Manufacture / . 09/2025 Date of Expiry / . 08/2027

JarTa npousBoacTBa B T'oxen po -
Mfg. License No. /

IIpoussoacTBeHHasn : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JIHueH3us Ne

Analysis performed according ND No / Auaans nposenen no H/ Ne: JITT-Ne(003312)-(PT-RU)-021023
PIL & artworks approved: / MHCTpYKUMSA M MaKeThl YTBep:KAeHbI: 17.04.2025

Page 7of 12/ Crp. 713 12

Impurity D / TTpumecs D

Not detected / He obHapy»eHa

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

Enunuynas
HeuAeHTH(PULMPOBaHHas
NpHUMech

Highest Unknown Impurity /

Below LOQ (LOQ =0.0392 %) / Huxe mpeacna
konudgecrseHHoro onpeaeienus (ITKO = 0,0392 %)

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

Total impurities / Cymma
npumeceit

Below LOQ / Huke npeaena
KOJIMYECTBEHHOTO ONpeAeneHHs

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

8 |Microbial contamination / MukpoOuoJoruueckas 4ucToTa

Total viable aerobic count /
O6imee KOJIMYECTBO
JKH3HECTOCOOHBIX a’poOHBIX
MHKPOOpraHu3MOB

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

| Not more than 10> CFU/g /
He 6onee 10° KOE/r

count / O6uiee yHcno
JPOMOKEBBIX U TUIECHEBBIX
rpubos

Total combined yeast and mold

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

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

Pseudomonas aeruginosa

Absent in 1 g/ OrcytctByeTB 1 T

Absent in 1 g/ OtcyrctBue B 1 1

Remarks : The Product confirms to ND/
Ilpumeuanue: IIponykT cooTBeTcTBYeT TpeboBanusam HJL

Conclusion : APPROVED / -
3akawuenune: OJOBPEHO

Prepared by / Iloarorosneno: ||Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
Shagun [Tposepero: Ipoeepeno (AOK):  ||Omo6peno: Obecneuenne kauecTsa/OTBETCTBEHHOE
e . Pravesh Rana. : Amit Kumar JIMLIO: =
/7 / N /A’?J
Date / Date / Date / Date / <)/~L A \ - )0 ’]/X’
Hara: 19.00.2025 Hata:19.09.2025 Jara: 19.09.2025 Jlara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 4C 4900 2999, Emaii: mai!@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
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Distt. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIM3A
'Product : Nise Plus, gel 100 g -
HMpoaykr: Haiiz" [lmoc, resb A1s HapyxHoro npuMeHenus, 100 r
Market / PoiHoK : Russia / Poccus
Batch No. / . V250728 Batch Quantity / . 9515.000 units /
Cepusi Ne ) Paszmep cepun © 9515.000 enunnn,
Analytical Repovrt No./ . 040003073457 Date of Analysis / . 19.09.2025
AHanutTHdecknii oryer Ne Jarta ananusa
Date of Manufacture / . 09/2025 Date of Expiry / . 08/2027
JaTta npoH3BoACTBA Togen xo
Mfg. License No. /
IlpousBoacTeeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
auueH3ua Ne

Analysis performed according ND No / Anaiuns nposeaen no HI Ne: JITI-Ne(003312)-(PT'-RU)-021023
|PIL & artworks approved: / MHCTpyKUHS il MaKeThl yTBep&aeHbl: 17.04.2025

Page 8§ of 12/ C1p. 8 u3 12

Staphylococcus aureus

Absentin 1 g/ OtcytctByerB 1l 1

Absent in 1 g/ OtcyrcTBHe B 1 1

Assay / KosinuecTBeHHOE onpeesieHHe

Nimesulide** / Humecynuo**

10.2 mg/ 10,2 mr
102.2 %

90 to 11.0 mg of C3H2N-OsS
(nimesulide) per 1 g of the product (90 to
110 % of label claim) / Ot 9,0 no 11,0 mr
Ci3H;aN>OsS  (Humecynua) B 1 r
npenapara (ot 90 npo 110 % or
HOMMHAJILHOIO COAEpIKaHNsA)

Methyl salicylate** /
Memuncanuyunam™**

101.0 mg/101,0 mr
101.0 %

90.0 to 110.0 mg of CsHgO;3 (methyl
salicylate) per 1 g of the product (90 to
110 % of label claim) / Ot 90,0 no
110,0 mr CsHsOj3 (MeTHICaTMLMNIAT) B
1 r npenapara (ot 90 go 110 % ot
HOMHWHAJIEHOTO CONEPIKAHHA)

Menthol** / Menmon**

50.6 mg/ 50,6 mr
101.1 %

45.0 to 55.0 mg of CigH»0O (menthol) per
1 g of the product (90 to 110 % of label
claim) / Ot 45,0 mo 55,0 mr CjoH200
(menTon) B 1 r mpenapata (or 90 10 110 %
HOMMHAJILHOTO COAEPKaHHsA)

Capsaicin** / Kancauijun**

0.2537 mg/ 0,2537 mr
101.5 %

Not less than 0.225 mg of CigH27NO;
(capsaicin) per 1 g of the product (not

Remarks : The Product confirms to ND/

IIpumeuanue: IIponykT cooTBeTcTBYeT TpeboBanusam HII

Conclusion : APPROVED /
3axmouyenune: OJOBPEHO

Shagun

&8

Prepared by / ITonrotorneHo: ||Checked by /
[NporepeHo:
Pravesh Rana

Checked by (AQA) / ||[Approved by: Quality Assurance/Authorized person /
" INposepeno (AOK): ||Onobpeto: Obecnicuenne kauecTsa/OTBETCTBEHHOE
Amit Kumar '

Date / Date /
Hara: 19.09.2025

Tara:19.09.2025

Date / Date / -
ate I A
Mara: 19.09.2025  ||Mara: XL -2

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: L851954P19384PLCO04507
www.drreddys.com

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P.,, 173 205, iNDIA

§g166 56001-02

R
G LU

ol

Tel:
www.drieddys.com

CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIU3A

Product : Nisc Plus, gel 100 g

Mpopyiet: Haiiz® [Tmoc, reas ang HapyskHoro npuvenenns, 100 ¢
po) : 3 P

Market / Peinok

: Russia/ Poccus

'Batch No./ . V250728 Batch Quantity / . 9515.000 units /

Cepus Ne i Pasmep cepnu * 9515.000 enuHuL
Analytical Repo;t No./ . 040003073457 Date of Analysis / . 19.09.2025
AHanuTHYecKuii oTuer No JlaTa anaau3za

Date of Manufacture / . 09/2025 Date of Expiry / . 08/2027

JaTa npouzBoacTBa T'ogen no

Mfg. License No./

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

Analysis performed according ND No / Anaaus nposeaes no [ Ne: JITI-Ne(003312)-(PT'-RU)-021023
|PIL & artworks approved: / UHcTpyKkuus H MmakeThl yTBepaxaenbr: 17.04.2025

Page 90f 12/ Crp. 9 n3 12

Sodium benzoate / Hampus
berzoam

0.99 mg/ 0,99 mr
98.7 %

less than 90 % of label claim) / He menee
0,225 mr C13H27NO3 (kancauuuu) B 1 r
npenapara (He meHee 90 % ot

| HOMHHAJIBHOTI'O co,uepn(al-mﬂ)

|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) /
{He meunee 0,85 mr C;HsNaO» (Hatpus
GeHzoat) B 1 r mpenapara (He MeHee 85 %
OT HOMHHAJIEHOT'O COAEpIKaHHA)

Buthylhydroxytoluene /
Bymunzuopoxcumonyon

0.40 mg/ 0,40mr
100.3 %

Not less than 0.34 mg of CisH240
(buthylhydroxytoluene) per 1 g of the
product (Not less than 85 % of the label
claim) / He menee 0,34 mr CisH240
(byTunruapokcuTonyon) B 1 r npenapara
(e menee 85 % OT HOMUHAJILHOTO
co/iepXaHus).

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/

Mpumeuanne: ponykt coorsercTByeT Tpebopanusm HJT

Conclusion : APPROVED /
3arkmiouenne: OJJOBPEHO

Prepared by / ITonrorosneno: ||Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
Shagun [Tposepeno: * ||Mposepeno (AOK):  ||OnoGpeno: Obecneuenue kayecTsa/OTBETCTBEHHOE
L. Pravesh Rana // Amit Kumar —  |lnio: J
d; e I;." \// /A/‘?
1
Date / Date / Date / Date / (L‘L’Qgi - A 2%
JNara: 19.09.2025 Harta:19.09.2025 Jara: 19.09.2025 Tara:

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2899, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




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

B
DI'. ReddY’S ‘_... Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
Tet: +51 95166 56001 02

www.dlreddys.com

CERTIFICATE OF ANALYSIS

CEPTU®HKAT AHAJIM3A
Product : Nise Plus, gel 100 g
MpoaykT: Haiiz® [Loc, renb I7if Hapy»KHOro npumeHenus, 100 r
Market / PoiHok : Russia / Poccus
Batch No. / . V250728 Batch Quantity / . 9515.000 units /
Cepust Ne ) Pasmep cepun " 9515.000 equuHL
Analytical Repovrt No./ . 040003073457 Date of Analysis / . 19.09.2025
AnaaunTHyeckuii oTuer No JlaTa aHanu3za
Date of Manufacture / . 09/2025 Date of Expiry / . 08/2027
JlaTa npou3BOACTBA Topen ao
Mfg. License No./
IpouspoacTeeHHas : MNB/05/263 [MA number: / Homep PY : JITI-Ne(003312)-(PI'-RU)
auuensus Ne
Analysis performed according ND No / Auanns nposeaen no Hl Ne: JIII-Ne(003312)-(PT-RU)-021023

|PIL & artworks approved: / MucTpyKuHs 1 MaKeTbl yTBepkaeHbl: 17.04.2025

Page 10 of 12 / Ctp. 10 n3 12

[To 100 r B Ty6y M3 NaMHHMpPOBAHHOrO amoMuHusa ¢ mnedoM u3 I19BII, cnaGxeHnyro
MeMOpaHO#l 171 KOHTPOJIS MEPBOrO BCKPBITHSA, W MONMNPONMIeHoBoH Kpbuukoi. Ilo 1
Tybe B MayKy KapTOHHYIO C JIMCTKOM-BKJIABIIIEM.

Notes.

*Release specification limits for the "Related substances" test:
Impurity C — not more than 0.10 %;

Impurity D — not more than 0.10 %;

Any single unidentified impurity — not more than 0.10 %;
Total impurities — not more than 1.5 %.

**+Release specification limit for Assay of:

Nimesulide — 9.5 to 11.0 mg of C;3H2N-OsS (nimesulide) per 1 g of the product (95 to 110 % of label claim)

Methyl salicylate —95.0 to 110.0 mg of CsHsO3 (methyl salicylate) per 1 g of the product (95 to 110 % of label claim)
Menthol —47.5 to 55.0 mg of C10H200 (menthol) per 1 g of the product (95 to 110 % of label claim)

Capsaicin — not less than 0.2375 mg of CisHa7NOs (capsaicin) per 1 g of the product (not less than 95 % of label claim)

IlpyumeuaHus.

* Hopma crieuM(pHKaluyy IpH BBITyCKE 110 NOKa3aTemo «PoACTBEHHBIC MTPUMECH:
ITpumecsk C — ne 6onee 0,10 %;

IMpumece D — ne 6onee 0,10 %,

Envnuynasg HenaenTuULUUpoBaHHas npuMeck — He Gonee 0,10 %;

Cymma npumeceii — He Honee 1,5 %.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Mpumeuanue: [Mpoaykr cootsercrryer Tpedosanmam HJL Jawmouenne: OJJOBPEHO
Prepared by / TToarotosneno: ||Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
Shagun ol [Tporepeno: s |[MTporepeno (AOK):  |[Onobpeno: Obecrieuenue kayecTBa/ OTBETCTBEHHOE
‘—:}' - Pravesh Rana ‘,( Amit .Kumar ! JIHLO: '
& i ‘ =
Date / Date / Date / Date / %
pua] -
Hara: 19.09.2025 Jata:19.09.2025 Hara: 19.09.2025 Jlara: ‘):)’ Ci Ve

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4C 4900 2959, Email: mai!@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd

Fermulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

Product :msﬁlus,.gel 100 g

HOpoayxT: Haiis® [ntoc, res anst HapysHoro npumeHerus, 100 r S

Market / PeiHoK

: Russia / Poceus

Batch No./ . V250728 Batch Quantity / . 9515.000 units /

Cepnst Ne § Pa3zmep cepuu " 9515.000 eguHuL
Analytical Rep0ft No./ . 040003073457 Date of Analysis / . 19.09.2025
AHanuTHYecKHii oTHeT No Jara anajausa

Date of Manufacture / . 09/2025 Date of Expiry / . 08/2027

Jata npousBoacTBa Togen go

Mfg. License No. /

IIpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT'-RU)
JaueH3zus Ne

Analysis performed according ND No / Anann3 nposeacn no H/1L Ne: JITI-Ne(003312)-(PI'-RU)-021023
PIL & artworks approved: / UHcTpykuusi v MmaxeThl yTBep:kaenst: 17.04.2025

Page 11 of 12/ Ctp. 11 113 12

** Hopma crnieuMdMKalMH NPH BBIMYCKE MO MOKa3aTeo «KoauuecTBeHHOE onpeaeeHren:
Humecynua — Ot 9,5 no 11,0 Mr C13H12N20sS (Humecynun) B 1 T npenapata (o1 95 10 110 0T HOMHHAJIBHOTO COIEPKAHHS)
Meruncanmmumnar — Ot 95,0 no 110,0 mr CsHgO3 (MeTuncanuuunar) B 1 r npenapata (0T 95 1o 110 % OT HOMHHANIEHOTO CONEPKAHHUA)
Menron — Ot 47,5 m0 55,0 mr C0H200 (MenTOn) B 1 r npenapara (ot 95 10 110 % 0T HOMUHANLHOTO COOEPMHKaHHs)

Kancauuns — He menee 0,2375 mr C1sH27NOs (kancauuus) B 1 r npenaparta (de menee 95,0 % OT HOMHHAJIBHOTO COAEPIKAHUA)

=

API name / Haumenosamue ADC: Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
Humecynupn Meruncanuuunar JleBomeHTON Kancauunn
INN / MHH: Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
Humecynua Meruncanuuunar JleBOoMeHTON Kancauiun
API manufacturer batch number / MS-1A-243031- LOT T 8167 MLC-2503028 F001-24003
Homep cepuu nponssoauress ADOC: Ml
g Manufactuner AR Batch Eumber) FERA00717 FESA00105 FESR00270 FESA00197
Homep cepuu A®C npoussogutens I'JID: R
Mamnranam
ipakcloih dopmoza
P AneTa Jlaboparopuc
Oprasuic JItz, Jlaboparopuc JIT, APOpeI pOMIIKS Huk, TaiiBaHb
API Manufactured by & country / Hunus / parop | Mer. JItn, Uupus / % ’
Wnnus / Alta . Kuraii/ Formosa
I[Ipoussoaurtens ADPC, cTpauna: Mangalam ; Arora Aromatics .
Laboratories Ltd., . Laboratories
Drugs & . Pvt. Ltd., India .
. India Inc., Taiwan,
Organics Ltd., .
. China
India
Remarks : The Product confirins to ND/ Conclusion : APPROVED /
pumeuanue: [Ipoaykt cooTBeTcTBYET TpeGoBaHUAM HJI 3akiaiouenue: QJOBPEHO
Prepared by / Hoarotoenero: ||Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
Shagun IMpoeepeno: Iposepero (AOK): (|Ono6peno: ObecneueHue kauecTBa/OTBETCTBEHHOE
L= Pravesh Rana .

Amit Kumar JIULIO: -
N ,/brﬁ»

Date/

Jara: 19.09.2025

Date /
Hara:19.09.2025

Date / Date / J -
Jara: 19.09.2025 Hata: ZlAﬂ e

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +91 40 4900 2300, Fax: +91 4C 4900 2999, Email: mait@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.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
Te!: +91 38166 56001-02
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A
[Product : Nise Plus, gel 100 g
MpoaykT: Haiiz" [oc, resb ang Hapy»)Horo npumenenns, 100 r
Market / Puinok : Russia / Poccus
Batch No. / . V250728 Batch Quantity / . 9515.000 units /
Cepusa No 3 Pazmep cepun © 9515.000 enuHuLL
Analytical Repovrt No./ . 040003073457 Date of Analysis / . 19.09.2025
AHnanuTHYecKHii oTyeT Ne Jlata anannsa
Date of Manufacture / . 09/2025 Date of Expiry / . 08/2027
JaTa npousBoacTBa Togen no B
Mfg. License No. /
IIponsBoacTBeHHAs : MINB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU) |
Januen3us Ne

Analysis performed according ND No / Auaaus nposeaen mo H Ne: JIII-Ne(003312)-(PT'-RU)-021023 |
PIL & artworks approved: / MHCTpYKUHS M MaKeThl yTBepkaenbl: 17.04.2025 |

Page 12 of 12/ Crp. 12 u3 12

Name, address, authorization No for FP

manufacturing site / Control site / Release

site / Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt. Solan, H.P. 173205,
HaumeHnoBaHue, agpec U HOMEP JHUEH3HH India (License No MNB/05/263)/

MJI0MAJKH, OCYIIEeCTBAAIOIIEH IMpoussoncTeeHHoe nogpasueneHue-6, B Kxons, Hanarapx Poyn, banau,
NMPOU3BOACTBO/KOHTPOIE KauecTBa/BbINYCK Huctpuxt Conan, X.I1., 173205, Unauns (Jluuenzus 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 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».

3aKIH04YeHHe 0 COOTBETCTBUH: «HacTosALIMM st TOATBEPKAAL0, YTO IPUBEAEHHAs! Bblllle UHGOPMALM ABJIAETCA JOCTOBEPHOM
1 TOYHOH. DTa cepysi IPOIYKIHH NPON3Be/eHa (BITIOUas YakoBKy (MapkHPOBKY) H KOHTPOIIb KauecTBa) Ha BblLleyKasaHHOM
TMPOM3BOACTBEHHOM mnomanke (MIOW@AKax) B IOJHOM COOTBETCTBMM C Tpebosanuamu [lpaBun Hannexaien
NPOU3BOJICTBEHHOMN MPAaKTHKH EBpasuiickoro 3KOHOMHYECKOro COr03a U TPe6OBAHUAMH KOHTPOJIS KA4ECTBA JIEKAPCTBEHHBIX
CPENCTB, & TAKXKE B COOTBETCTBUM CO ClEUUPUKAUUAME, COAEPKALINMHUCA B PETUCTPALMOHHOM A0ChE CTPaHbI-UMIIOPTEPA.
3anucy MO NPOU3BOACTBY, YNAaKOBKE W aHalW3y TPOBEPEHBI, H YCTAaHOBJIEHO HX COOTBETCTBHE TpeboBaHmsaM I[IpaBun
Hajyexalelt Mpou3BOACTBEHHOM NpakTyky EBpa3uicKoro 3kOHOMHYECKOTO COK3a».

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

IIpumeuanue: [TponykT coorpercreyeT Tpebopanuam HJL 3akmouenne: OJOBPEHO

Prepared by / [Toarotorneno: |[Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /

Shagun [poBepeHo: [posepeno (AOK): |[Onobpeno: Obecnieuenue kauecTBa/OTBETCTBEHHOE
éz —"||Pravesh Rana , Amit Kumar JHLO: 2
/ { -'\(___, L %?4

Date / Date / Date / Date / . 0 ?( ; -~

Hara: 19.09.2025 Hara;19.09.2025 Hara: 19.09.2025 Iara: UL AN

Registered Office: 8-2-327, 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



