@e
Dr.Reddy’s €&

CERTIFICATE OF ANALYSIS

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

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, iINDIA
Tel : +01 98166 56001-02
www.drreddys.com

| JINT-Ne(003312)-(PI'-RU) ot 02.10.2023

CEPTUDPUKAT AHAJIM3A
[Product : Nise Plus, gel 50 g
IpoaykT: Haiiz® [11roc, reib Ans Hapy»KHOro nmpumeHeHus 50 r
Market / Poinok : Russia/ Poccus
Batch No. / . Batch Quantity / . 19,606 units /
Cepus No § MRSOGH Pasmep cepuu © 19,606 enyHuL
Analytical Repourt No./ . 040002962804 Date of Analysis / . 20.06.2025
AHaJinTHYecKHii oTyeT Ne Jarta anaauza
Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027
JlaTa npon3BoAcTBa Toxen g0
Mfg. License No. /
IIponsBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
auuenzusa Ne
Analysis performed according ND No / AHanu3s nposexed no H/ Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Pa

elof 10/ Crp. 11310

Ne Test / IlokazaTennb

Result / PesyabTaThi

Specification / Hopma

1 | Appearance / Onucanue

White gel of homogeneous consistency with a
characteristic odor. / Tens OGenoro usera
OHOPOIHOM
3ATTAXOM.

KOHCHCTEHIIUN € XapaKTEPHBIM

White to off-white gel of homogeneous
consistency with a characteristic odor. /
[Cenb Genoro umd No4YTH OEJIOro IBeTa
OIHOPOAHOM KOHCHCTEHLIWH o
XapaKTEPHbIM 3aMaXOM.

2 | Identification/ UnenTuduxauus

2a | By HPLC/B3XKX

- Nimesulide | Husecyauo

Complies as prescribed /
CooTBeTcTBYET TpeGOBaHHAM

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 HCIBITYEMOIO
pacTBOpa, MONYYEHHOrO MNPH NPOBEIEHUH

UCITBITaHHA «KonuuecrseHHoe
oTIpe/e/ieHHe. Humecynun U
METHJICANTHLIHIIATY, IOJIKEH
oOHapy>KHUBaTbHCA THK,
COOTBETCTBYIOIIMI 1o BpeMeHH
YOEP)KHBaHUA THKY HHMeCYJHAa Ha

XpomMarorpaMme CTaHAApTHOTO pacTBOpa.

- Methyl salicylate /
Memuncanuyunam

Complies as prescribed /
CooteercrByeT TpebOBaHHAM

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

Remarks : The Product confirms to ND/
MTpumeuanne: [Iponykt cooTBeTcTBYeT TpeboaHuaM HJI

Conclusion : APPROVED /
3axmrouenue: OJIOBPEHO

Hara: 29.06.2025

Hata: 29.06.2025

Prepared by / Checked by / Approved by: Manager/Executive /
[Monrorosneno: Yogesli Chauhan [TposepeHo: Pardeep Kumar Onobpeno: Menemxep / Pykoponurenb
I S ' { Amit Kumar . N
(~ == N~
Date / - Date / Date / '

Hata: 29.06.2025

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

CIN: LB5195AFP1554PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

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

vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P,, 173 205, INDIA
Tel: +81 9816€ 56001-02
www.drreddys.com

Product : Nise Plus, gel 50 g

Tpoaykr: Hais® ITmoc, reas s HapyaHoro npiuviedenns 50 r

Junenius Ne

Market / PuiHok : Russia/ Poccus

Batch No. / . V250464 Batch Quantity / : 19,606 units /

Cepus Ne Pazmep cepuu 19,606 equuuL
Analytical Repovrt No./ . 040002962804 Date of Analysis / . 29.06.2025
AHanuTn4yeckuii oTueT No Jara anajan3a

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

JaTta npousBoacTBa T'open 10

Mfg. License No. /

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

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

Analysis performed according ND No / Anaans nposenen no HJ{ Ne: JITI-Ne(003312)-(PT-RU) dt. 02.10.2023 /

Page 2 of 10/ C1p. 2 13 10

shall be present in the test solution
chromatogram obtained during
"Nimesulide and Methyl salicylate Assay”
test. / Ha xpoMaTorpamme HCITBITYEMOTO
pacTBopa, Moy4HEeHHOro MPH MPOBEJSHUH

WCIIBITAHHS «KonuuecrseHHoe
onpeJesieHHE. Humecynun U
METHJICATULIMNATY, HOOJDKEH
0o6Hapy>KUBaThLCA THK,
COOTBETCTBYIOIIHI o BpEMEHH

yIaepxuBaHus MHKY METUIICATTHLIANATA HA
XpOMaTorpaMMe CTaHIApTHOI'O pacTBOpa.

Menthol / Meumon

Complies as prescribed /
CooteercTByeT TpeboBaHUAM

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  HCIBITYEMOro
pacTBOpa, MOMYYSHHOTO NPH POBEAECHHU

HCHIBITaHUS «Konuuecrsennoe
olpesieNieHHe. Menrom», JOJDKEH
oOHapy>KKUBaThCS MuK,
COOTBETCTBYIOII KM no BpEMEHU

YaepKUBaHUsA NUKy MEHTOJ1a Ha
XpoMartorpaMme CTaHAapTHOrO pacTBopa.

Remarks : The Product confirms to ND/

NIpumeuanue: [Iponykt coorBeTcTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3akmwouenune: OJOBPEHO

Prepared by /

TTonrorornenn Yogesly Chanhan
.11:/ Vo
LA

Checked by /
TTparepern: Pardeep Knmar

.

Approved by: Manager/Executive /

Onofpenn Menemcen / PykoRoauTenh
. A

Amit Kumar K e

J;' S S

Date / Date /

JHara: 29.06.2025

Hata: 29.06.2025

L

Date /
Hata: 29.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 560034, Telangana, India
Tel: +971 40 4900 2900, Fax: +91 40 4900 29399, Email: mail@drreddys.com

CIN: L85195AP1984 PLCOU4507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHUOUKAT AHAJIM3A

Product : Nise Plus, gel 50 g
HNpoayxr: Haits® Ilmoc, reae ans HapyxHaoro npumeneHus 50 r

Market / Peinokx : Russia/ Poccus

Batch No./ . V250464 Batch Quantity / . 19,606 units /

Cepusi Ne i Pazmep cepun © 19,606 enuHMLL
Analytical Repovrt No./ . 040002962804 Date of Analysis / . 29.06.2025
AHaaurTnueckuii oTuer Ne JaTta aHanunza

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

Jarta npousBoacTBa T'open g0

Mfg. License No. /

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

Analysis performed according ND No / Anaan3 nposencu mo H/JI Ne: JIH-N9(005312)-(PF-RU) dt. 02.10.2023 /
JIII-Ne(003312)-(PT-RU) ot 02.10.2023

Page 3 of 10/ C1p. 3 u3 10

- Capsaicin / Kancauyun Complies as prescribed / A peak with the retention time
CootBeTcTBYeT TpeboBaHUAM 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 HCIIBLITYEMOI'O pacTBOpa,
NOJTYYEHHOTO npH MpOBEIeHUH
HCIIBITAHUs «KonnuecrseHHoe
ompeaenenue. KancaulluH M HaTpus
6eH30aT», 10/DKeH OOHAPYKUBATHCS MUK,
COOTBETCTBYOILH no BpEMeHH
yOep>KUBaHUs I[MKY KafncauuuHa Ha
XpOMAaTOrpamMMe CTaHJapTHOTO pacTBopa.

2b | By HPLC (PDA) / B32KX ¢ 0u00HO-MampuiHboiM 0emeKmopom

- Nimesulide / Husecynud Complies as prescribed / The absorption spectrum of nimesulide
CoOTBETCTBYET TpeOHOBAHUAM 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. /  Crnekrp
NOTJIOIIEHWsT NOHMKAa HHMecyluga Ha
XpPOMATOTPAaMME HCIIBITYEMOTO pacTBOpa,

NOJYHYEHHOTI'O pu MpOBEACHNA
UCIIBITAHUSA «KonuuecTBeHHOE
onpeneneHye. Humecynun H
METPIJ'IcaIIHLlHIIaT»), JOJKEH
Remarks < The Product confirms to ND/ Conclusion : APPROVED /
TIpumeuyanue: [IponykT cooTBercTBYeT TpeboBanusam HJJ 3akmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Tonrotorneno: Yogesh Chauhan ITposepeno: Pardeep Kumar Onobpeno: Menemwxep / PykoBoaurens
Yy 4 Amit Kumar N
v~ = N~
Date / b Date / Date / !
Jara: 29.06.2025 Jarta: 29.06.2025 Hata: 29.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiiis, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Fermulation Unit-6

Vill. Khol, Natagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iINDIA
Tel:+01 9816€ 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIM3A

Product : Nise Plus, gel 50 g

HMpoaykr: Haiiz® [lmoc, renb 111 Hapy*HOro npuMeHeHHs 50

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

Market / PoiHoK : Russia / Poccus

Batch No. / . V250464 Batch Quantity / . 19,606 units /

Cepusa Ne i ' Pa3mep cepun © 19,606 enuHML
Analytical Repovrt No./ . 040002962804 Date of Analysis / . 29.06.2025
AnagnTuyeckuit oryer Ne Jara ananusa

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

JaTa npou3soacTsa T'ogen o

Mfg. License No. /

IponssoacrBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT'-RU)
Jnuen3us Ne

Analysis performed accordi_ng ND No / Anajns nposexen no HJ1 Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Page 4 of 10/ C1p. 4 13 10

-

COOTBETCTBOBATL CHEKTPY TIOTIJIOUICHUA
MUKa HHUMECYJIMAa Ha XpoMaTorpamme
CTaHAAPTHOI'O pacTBOpa.

- Methyl salicylate /
Memuncanuyuram

Complies as prescribed /
CooteetcTByeT TpeboBaHUAM

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. / CrexkTp NOroWEHKs
nuka METHIICATMLIAIATA Ha
XpOMATOrpaMMe HCILITYEMOro pacTBopa,
I0JTy4EHHOTO npu MPOBEACHUN
HCIBITaHUS «KonuyecreeHHoe
ornpeneneHue. Huwmecynun "
METHIICATULIMIIATY), HOJKEH
COOTBETCTBOBAThH CIEKTPY IOMJIOLIEHUs
nuka MeTHIICaNHLIUIaTa Ha
XPOMATOrPaMMe CTAaHIAPTHOTO PAcTBOPA.

The absorption

- 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. / CrekTp NOrIOLEHHUA
MMKa KalcauldHa Ha XpOMaTorpamMme

Remarks : The Product confirms to ND/
Npumeuanue: [Ipoayxt cooteTcTByeT Tpeboanmsm HJJ

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Tlata: 29.06.2025

Hara: 29.06.2025

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

IMoarorosneHo: Yogeslt Chauhan ITposepeno: Pardeep Kumar Opno6peno: Menemxep / PykoBoautens
Moo ) Amit Kumar

Date / - Date / Date / |

Hata: 29.06.2025

Registared Office: 8-2-337, Road No. 3, Banjara Hiiis, Hyderabad - 560034, Telanigana, India
Tel: +91 4G 4900 2900, Fax: +91 40 4500 29399, Email: mail@drreddys.com

CIN: L85i95AP1984PLCOL4507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Fermulation Unit-6

vill. Khol, Nalagarh Road, Baddi,
Distt. Soiain, H.P.,, 173 205, iNDIA
Tal:+21 9816€ 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Nise Plus, gel 50 g

IIpoaykr: Haiis® ITntoc, reae Ans Hapy»kHOro npuMeHenms 50 r

Market / Poinok

: Russia/ Poccus

JauueH3us Ne

Batch No. / _ Batch Quantity / 19,606 units /

Cepus Ne % V250464 Pa3mep cepun 19,606 enuHuL
Analytical Repovrt No./ . 040002962804 Date of Analysis / . 29.06.2025
AHaanTHYecKHi oTdyeT Ne JaTa ananusza

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

JarTa npon3BoAcTBa T'ogeH no

Mfg. License No. /

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

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

Analysis performed according ND No / Anaan3s nposeaes nmo HJ Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Page S of 10/ Crp. S 13 10

HCIBITYEMOTO  PacTBOpa, IOJIy4EHHOTO
npu MpOBeIEeHNH HCITBITAHUS
«Konuuectrennoe orpezeneHue.
Kancaunun u Hatpus 6eH30aT»), NOKEH
COOTBETCTBOBATh CMEKTPY MOTJOEHHs
NUKa KarncaulMHa Ha XpoMaTorpaMme
CTaHAapTHOTO pacTBOpA.

2¢ | By TLC/TCX

- Menthol / Menmon

Complies as prescribed /
CootBeTcTBYET TpeOOBaHHAM

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
XpOMaTorpamMMe HCIBITYEMOTO PacTBOpa
IO TON0KEHHUIO AOKHO COOTBETCTBOBATD
OCHOBHOMY [MATHY Ha XpoMmarorpamme

~

pactBOpa CTaHAAPTHOTO obpazua
MEHTOJIa.
3 | Net weight / Macca 50g/50r According to requirement / B
COJePKHMOro YNaKOBKH COOTBETCTBHH C TpeGOBaHUAMU
pH /pH 53 4.6 to 6.0 (for 1.0 % aqueous solution) /

Ot 4,0 no 6,0 (s 1,0 % BogHOTO
pactBopa)

5 | Viscosity / Baskocts

L1

214680 cP /214680 cI1

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

Remarks : The Product confirms to ND/
Tpumeuanue: [IponykT cooTBeTCTBYET TpeOOBaHMAM HJ|

Conclusion : APPROVED /
3axkmouenue: OJJOBPEHO

Jara: 29.06.2025

Hara: 29.06.2025

Prepared by / Checked by / Approved by: Manager/Executive /
[Tonrorosneno: Yogesh'Chauhan [TpoBepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBogurens
v ' Amit Kumar .
I}r" P4 = )\/ _—
Date / i Date / Date / J

Jara: 29.06.2025

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

CIN: L85195AP1984PLLCOL4S0T
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
Tel : +91 95166 56001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Nise Plus, gel 50 g

| IMpoaykT: Hatis® [lnioc, res Ans Hapy»*HOro npuMeHenus 50

Market / Proinok

: Russia / Poccus

JITI-Ne(003312)«(PI’-RU) ot 02.10.2023

Batch No. / . V250464 Batch Quantity / . 19,606 units /

Cepns Ne ) Pasmep cepun © 19,606 enunnn
Analytical Repovrt No./ . 040002962804 Date of Analysis / . 29.06.2025
AHagnTuYecknit oTueT Ne JlaTa aHaau3a

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

JlaTa npousBoacTBa I'ogen no

Mfg. License No. /

IIpouseoacTBEHHAS : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
[nuen3ua Ne

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

Page 6 of 10/ Ctp. 6 13 10

6 | Particle size / Pasmep wacTui

11 pm /11 mxm

" Not more than 50 pm / He Gonee 50 mxm

7 | Related Substances / PoacTeeHHble IpHMeECH

Impurity C / IIpumecs C
Impurity D / llpumecs D

Highest Unknown Impurity /
Envnngnas
HenaeHTUULMPOBaHHAS
npuMech

Total impurities / Cymma
npumMeceit

Not detected / He o6GHapy>keHa

Not detected / He obHapykeHa

Below LOQ (LOQ = 0.0392 %) / Hinke
Mpeacna KOJMM4ECTBEHHOIO onpeacsicHNA

(TTKO = 0.0392 %)

Below LOQ / Huxe npenena
KOJIMYECTBEHHOTO ONpEAeneHHA

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

Not more than 1.0 % / e Gonee 1,0 %

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

8 |Microbial contamination / Mukpo6uojioruyeckasi 4McTOTA

Total viable aerobic count /
Obee KOJIMYECTBO
SKU3HECMTOCOOHBIX a3pO6HBIX
MHKpPOOPTraHH3MOB

Total combined yeast and mold
count / Ob1ee 4ucno
IOPO}OKEBBIX U IJIECHEBBIX
rpubos

Pseudomonas aeruginosa

Staphylococcus aureus

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

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

Absent in 1 g/ OtcyrcTByerB 1 1
Absent in 1 g/ OrcytctByeTB 1 I

Not more than 102 CFU/g /
He 6onee 10> KOE/r

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

Absent in 1 g/ OtcyrcTBue B 1 1
Absent in 1 g/ OrcyrcTBue B 1 1

Remarks : The Product confirms to ND/

IIpumedanne: IponykTt cooTBeTcTBYET Tpebosanusam HJJ

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
TMonrororneno: Yogesh Chauhan ITporepenn: Pardeep Kumar Onofipero: Menemwep J’lF‘}fh‘OBOI[I/ITeJTb
V / Amit Kumar ."\\-- —
1/~ e {
Date / ~ Date / Date / '
Hata: 29.06.2025 Hara: 29.06.2025 Hara: 29.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiiis, Hyderabad - 5060034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

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

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

[Product : Nise Plus, gel 50 g

MpoayxT: Haii3® I[moc, resis ans HapyHoro npumeHeHns 50 r

Market / Pbinok

: Russia / Poccus

Batch No./ . Batch Quantity / . 19,606 units /

Cepus N S s Pasmep cepun * 19,606 ennuuL
Analytical Repovrt No./ . 040002962804 Date of Analysis / . 20.06.2025
AHaJuTHYeCKMii oTueT Ne JlaTa aHanu3a

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

JlaTa npou3BoacTsa I'ogeH no

Mifg. License No. /

IIponsBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT'-RU)
JHIeH3Hs Ne

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

Analysis performed according ND No / Anann3 nposexen no HA Ne: JIIT-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Page 7 of 10/ C1p. 7 u3 10

9 | Assay / KonnuecTBeHHoe onpegeenne

Nimesulide /Humecynuod

10.2 mg/ 10.2mr
101.9%

9.0 to 11.0 mg of Ci3H;pN-OsS
(nimesulide) per 1 g of the product (90 to
110 % of label claim) / Ot 9,0 mo 11,0 mr
CisHi2N2OsS  (uumecynmun) B 1 1
npenapata (ot 90 no 110 % ot
HOMHHAJIBHOTO COIEpKaHus)

Methyl salicylate /
Memuncanuyunam

102.1 mg/102.1 mr
102.1 %

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 mMr CsHsO3 (MeTHnCaNHLIMIAT) B
1 r npenapara (ot 90 g0 110 % ot
HOMMHANBHOTO COJIEPXKaHHA)

Menthol / Menmon

50.6 mg/ 50.6 mr
101.3 %

45.0to 55.0 mg of C¢H20O (menthol) per
1 g of the product (90 to 110 % of label
claim) / Ot 45,0 no 55,0 mr CioHx0O
(menTou) B 1 rnpenapara (ot 90 mo 110 %
HOMHHAJIBHOTO COJCPIKAHH)

Capsaicin / Kancauyun

0.2466 mg/0.2466 mr
98.7 %

Not less than 0.225 mg of CgH»7NO3
(capsaicin) per 1 g of the product (not
less than 90 % of label claim) / He meHee
0,225 mr C1gH27NO3 (kancaunuH) B 1 r
npenapata (He MeHee 90 % ot
HOMUHATBEHOTO COAEPKAHHA)

Remarks : The Product confirms to ND/
Tpumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBaHusAM HJ|

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[logrorosneno: Yogesh Chauhan [Mpoepeno: Pardeep Kumar Onobpeno: Menemxep / PyxoBoautens
7/ P Amit Kumar p..
V 7 S N—_—
Date / = Date / Date / |
Hara: 29.06.2025 Hara: 29.06.2025 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: L85195AP1984PLC004507

www.drreddys.com




Dr. Reddy's Laboratories Ltd.

@ k )
Formulation Unit-6
? ®
DI'. Reddy S ‘ & Vill. Khol, Nalagarh Road, Baddi,
i Distt. Solan, H.P,, 173 205, INDIA

Tei : +51 98166 506001-02
CERTIFICATE OF ANALYSIS Wvww.drreddys.com
CEPTU®UKAT AHAJIM3A

[Product : Nise Plus, gel 50 g
HpoayxT: Haliz® Ilntoc, rensb 11 Hapy*HOro npuMeHenns 50 r

Market / Peivok : Russia/ Poccus

Batch No./ . V250464 Batch Quantity / ; 19,606 units /

Cepust Ne Pazmep cepuu 19,606 equnun
Analytical Repovrt No./ . 040002962804 Date of Analysis / . 29.06.2025
AunajsnTHYecKHif oTueT Ne JaTta anann3a

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

JaTa npousBoacTsa T'onen o

Mfg. License No./

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

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

Page 8 of 10/ Ctp. 8 3 10
Sodium benzoate / Hampus 0.98 mg/ 0.98 Mr Not less than 0.85 mg of C;HsNaO»
berHzoam 98.5% (sodium benzoate) per 1 g of the product
(not less than 85 % of the label claim) /
He menee 0,85 mr C7HsNaO» (HaTpus
6eusoat) B 1 r npenapara (He MeHee 85 %
OT HOMHHAJBEHOTO COJIePIKAHYS)

Buthylhydroxytoluene / 0.40 mg/0.40 mr Not less than 0.34 mg of C;sH2;,0
Bynmunzuopoxcumonyon 99.6 % (buthylhydroxytoluene) per 1 g of the
product (Not less than 85 % of the label
claim) / He menee 0,34 mr C;sH»40
(6ytunruapokcuToayon) B 1 r npenapara
(He MeHee 85 % OT HOMHHANLHOTO
COEpIKaHUS).

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.

ITo 50 r B Ty0y u3 JaMHHUPOBaHHOTO aMOMHUHHUA ¢ rieuoM u3 [1OBII, cHabxeHHyto
MeMOpaHoii Uil KOHTPOJISi [IEPBOTO BCKPBITHSA, W MOJMNPONHIEHOBOH Kpbiwikoil. ITo 1
Ty6e B NauKy KapTOHHYIO C JINCTKOM-BKJIaJBILIEM.

API name / Haumenosanme ADC: Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
Humecynun MeTtuicanuuumnar JleBomenroun Kancaunumx
INN / MHH: Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
Humecynun MeTuncanuuunar JlesoMeHTON Kancaunux
API manufacturer batch number / MS-1A-243030- LOT T 8166 MLC-2501008 F001-24003
Homep cepuu npoussoautea ADC: M1
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
TIpumeuanue: I[Mponykt cooTBeTcTBYET TpeboBaHusM HJJ 3akawuenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMonrorosneHo: Yogesh-Chauhan IIposepeno: Pardeep Kumar Onobpeno: Menemxep / Pykosoaureib
N p Amit Kumar /
J - - - /
vV /- S N
Date / S Date / Date / '
Hara: 29.06.2025 Hara: 29.06.2025 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 4800 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

Tel : +91 93166 56001-02

www.drreddys.com

Product : Nise Plus, gel 50 g
Tlpoayxr: Haiiz® I'moc, reas A8 HAPYKHOFO NPUMeHeHNs 50 ¢

Market / PoiHox

: Russia / Poccus

Batch No. / . Batch Quantity / . 19,606 units /

Cepusa Ne | V25046 Pazmep cepun * 19,606 equHRL
Analytical RepoIt No./ . 040002962804 Date of Analysis / . 29.06.2025
AHanuTHYecKHIi oTHeT Ne JlaTa anaausa

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

Jlara npousBoacTea T'open o

Mfg, License No./

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

Analysis performed according ND No / Ananns l;po_;e)leu no HJ1 Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
JIIT-Ne(003312)-(PI'-RU) ot 02.10.2023

Page 9 of 10/ Ctp. 9 u3 10

FP Manufacturer API Batch number /

Howmep cepun ADC npoussonueas LID: FERAO00716 FESA00104 FESR00087 FESA00156
Manranam
Dopmoza
Hparc 381 ~
AnbTa Jlaboparopuc
Opranukc Jita, Jlaboparopwc JIT, HiPORLIROMaTHIE Huxk, TaiiBaHb
API Manufactured by & country / Hnaus / partop 1 er. JNrta, Unpms / . g
Wnpus / Alta . Kurai#i/ Formosa
Ilpouzsoautens A®C, crpana: Mangalam . Arora Aromatics .
Laboratories Ltd., . Laboratories
Drugs & : Pvt. Ltd., India .
; India Inc., Taiwan,
Organics Ltd., .
. China
India

site /

rii®

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

HaumeHoBaHHe, axpec U HOMeP JIMIEH3HH
MJIOIIAAKH, OCYUIeCTBJIS IO MIei
MPOH3BOACTBO/KOHTPOJb KAUeCTBA/BhINYCK

India (License No MNB/05/263) /

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

[MpouspoacteenHoe noapasaeneHue-6, Bunn. Kxons, Hanarapx Poya, banaw,
Huctpukt Conan, X.I1., 173205, Uaaus (Jluuenszus No MNB/05/263)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product has
been manutactured, including packaging/labeling and quality control at the above mentioned site(s) 1n tull 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».

Remarks : The Product confirms to ND/
Mpumeuanue: [Iponykr coorBeTcTBYeT TpeboBanuam HJ|

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Monrotorneno: Yogesh Chauhan [IpoBepeno: Pardeep Kumar Onobpeno: Menemxkep / PyKoBOOUTENb
A Amit Kumar o>
Iy SN N~
= ¥

Date /
Hara: 29.06.2025

Date /
Jata: 29.06.2025

Date /
Hata: 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 49C0 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s “.

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

Vili. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA
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CERTIFICATE OF ANALYSIS

www.drreddys.com

CEPTUDOUKAT AHAJIM3A
Product : Nise Plus, gel 50 g -
HpoaykT: Haifts® TLnoc, refib s Hapy/kHOro npuMeHeHus 50 r N B
Market / PuiHOK : Russia/ Poccus
Batch No. / . Batch Quantity / . 19,606 units /
Cepus N R V250464 Pa3zmep cepun * 19,606 enuHuL,
Analytical Repovrt No./ . 040002962804 Date of Analysis / . 20.06.2025
AHanuTHyecKHi oTyeT Ne Jara ananusa
Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027
[JaTa npon3BoaCTBA Toaen a0
IMfg. License No. /
IlpoussoacTeeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI"-RU)
JHueH3ns Ne
Analysis performed according ND No / Ananus nposeaen mo H/l Ne: JIIT-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
JITI-Ne(003312)-(PI'-RU) ot 02.10.2023

3aks0uenne 0 COOTBETCTBUH: «HacToammm s moATBep 1ato, YTO MPUBEIeHHAs BbILle HH(OpMalUs ABJISETCS 10CTOBEPHOM
¥ TouHOl. DTa cepus NPOAYKLMHU POU3BEAEHA (BKIIFOUAS YIaKOBKY (MapKHPOBKY) M KOHTPOJIb Ka4eCTBA) Ha BbiLIEYKAa3aHHOH
MPOM3BOACTBEHHOM mnomanke (MUIOL[aAKax) B TIOJHOM COOTBETCTBHH C TpeboBaHusmu IIpaBun
POM3BOJCTBEHHOI MpakTHkK EBpasuiickoro skoHomuueckoro cotosa (Ne GMP/EAEU/RU/00554-2022 ot 02 centsbps 2022)
1 TpeOOBAaHUAMM KOHTDPOJIA Ka4eCTBA JIEKAPCTBEHHBIX CPEACTB, a4 TaKXKe B COOTBETCTBHM CO CHELUHKALHUIMH,
colepXXallluMUCS B PETHCTPALIMOHHOM J1I0Che CTPaHbl-UMIOpTepa. 3aliCH 110 IPOU3BOACTBY, YIAKOBKE W aHANM3Y MPOBEPEHHI,
M YCTAHOBJEHO HX COOTBeTCTBHE TpeboBaHWsM [IpaBun Hajnexalled NpPOM3BONCTBEHHOM mpakTuku Eppasuiickoro

3KOHOMMHYECCKOI'O COrHO3an.

Page 10 of 10/ Ctp. 10 u3 10

Remarks : The Product confirms to ND/

TIpumeyanne: [Tpogykr coorseTcTByeT TpebosanusM HJI

Conclusion : APPROVED /
3aknouenne: OJJOBPEHO

Prepared by /

IToarorosneno: Yogesh €hauhan

Checked by /
[posepeno: Pardeep Kumar

Approved by: Manager/Executive /
Opobpeno: Menemkep / PykoBoauTenb

Date /
Hara: 29.06.2025

Yo a Amit Kumar f\/ \
If ) s g___..lr--—--:" ‘/ —

Date /
Hara: 29.06.2025

Date /
JHata: 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@crreddys.com

CIN: L85195AP1984PLC0O04507
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