Dr.Reddy’s Q¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distc. Solan, H.P.,, 173 205, INDIA
To!

wwwLdireddys.com

[Product : Nise Plus, gel 50 g
| Mpoayer: Haiiz® Tliso¢, rens juis Hapy#HOTO npumeHeHus 50

Market / Peinok : Russia / Poccus

Batch No. / ] Batch Quantity / . 19,608 units /

Cepnsn Nt g o Pa3mep cepun © 19,608 eguHmy
Analytical Repovrt No./ . 040002933502 Date of Analysis / . 21.05.2025
Anaaurtudyeckuii oTyer Ne JlaTa anajin3a

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

Jata nponssoacTea I'open no

Mfg. License No. /

IIpoussoacrBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
JnueH3us Ne

Pa

Analysis performed according ND No / Anaans nposeaen no HJ Ne: JIXI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
JIIT-Ne(003312)-(PI'-RU) ot 02.10.2023

elof 10/ Crp. 1 u3 10

Ne

Test / Iloka3zaTenb

Result / PesyabTaThl

Specification / Hopma

1

Appearance / Onucanue

White gel of homogencous consistency with a

characteristic  odor. / Tens Ocmoro 1LBeTa
OJHODOAHOM KOHCHCTEHUMH C XapaKTEpPHBIM
3aMaxoM.

White to off-white gel of homogeneous
consistency with a characteristic odor. /
I'ene Genoro munu moutu 6enoro upeTa
OJHOPOIHO KOHCHCTEHLIUH (&
XapaKTepHBIM 3aMaxoM.

Identification/ Maentuduxanus

2a

By HPLC/ BIJKX

- Nimesulide / Huaecynuo

Complies as prescribed /
CootrBeTcTBYeT 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 xpomartorpaMMe HCIBITYEMOTO
pacTBOpPA, NOJXYUEHHOTO MU MPOBEASHUH

HCIIBITAHUS «KonuuectreHHOE
orpeeneHue. Humecynun H
METHCAIMLUNAT, JOJIAKEH
obHapyxuBaTbcs THK,
COOTBETCTBYIOLIMH no BpPEMEHH

YACPXKHUBaHUA NHUKY HHMECYHJa Ha
XpoMarorpaMMe CTaHAapTHOro pactesopa.

- Methyl salicylate /
Memuncanuyunam

Complies as prescribed /
CooteeTcTByeT TpeOOBaHUAM

A peak with the retention time
corresponding to that of methyl salicylate

in the standard solution chromatogram

Remarks : The Product confirms to ND/
IMpumeuanne: [IponykT cooTBeTcTBYET Tpeboanusm HJ

Conclusion : APPROVED /
3axkmouenne: OJOBPEHO

Prepared by /
IToarorosneno: Shivani

b

Checked by /
IIposepeno: Pravesh Rana

Approved by: Manager/Executive /
Onobpeno: Menempkep / PykoBoauTens
Amit Kumar (\/ b

/

Date /
Hara: 21.03.2025

Date /
Jata: 21.05.2025

Date /
JHara: 21.05.2025

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

CIN: L85195AP1984PLCO04507
vwwdrreddys.com




Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel: +01 92165 56001-02
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Product : Nise Plus, gel 50 g

Ipoayxr: Haiis® ITmoc, res ans HapyXKHOTo npuMeHenus 50 r

Market / PoiHoK : Russta / Poccus

Batch No./ . V250357 Batch Quantity / . 19,608 units /

Cepus Ne Pa3zmep cepuu 19,608 eqnuumu
Analytical Repovrt No./ . 040002933502 Date of Analysis / . 21.05.2025
AHannTHdeckuii oTuer No JlaTa aHaausa

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

Jara npousBoacTea T'ogen go

Mfg. License No. /

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

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

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

Pa

e20f10/Crp.2 1310

shall be present in the test solution
chromatogram obtained during
"Nimesulide and Methyl salicylate Assay"
test. / Ha xpoMaTorpaMMe HCIIBITYEMOTO
pacTBOpa, MONy4EeHHOro MPU MPOBEAESHHH

UCIBITAHUA «Konuuecreennoe
OnpeaeIeHue. HMMCC)’J'IHH "
METHUICANTHLIHIAT, JOJIXKEH
06Hapy)KPIBaTI>CS{ UK,
COOTBCTCTB)’!OIJ.[PIFI no BPEMEHHU

YAEPKUBAHUA TIHKY MCTHJICATTHIIWIATA Ha
XpoMaTorpaMme CTaHAapTHOrO pacTBopa.

Menthol / Menmon

Complies as prescribed /
CootBetcTBYeT 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  HCITBITYEMOTrO
pacTBOpa, MOSYYEHHOTrO MPHU MPOBEASHUH
MCIIBITAHHUS «KonuuecTBeHHOE
omnpesieneHue. MeHTOM», JOJDKEH
06GHapy>KUBATHCS THK,
COOTBETCTBYIOLIUM o BpEMEHH
YOEpKMBAaHUS ~ OMKY  MEHTONa  Ha
XpOMaTOrpamMMe CTaHJapTHOTrO pacTBOpa.

Remarks : The Product confirms to ND/
IMpumeuanne: [TpoxykT cootBeTcTBYeT TpeboBanuam HJ{

Conclusion : APPROVED /
3axmogenue: OJOBPEHO

Prepared by /
ITogrorosne”o: Shivani

Checked by /
IIpoBepeno: Praveshilana

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

Amit Kumar A
N

Date/
Jara: 21.03.2025

Date /
Jata: 21.05.2025

Date /
Jara: 21.05.2025

¥

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

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.F.,, 173 205, INDIA
Tel 101 G8166:55061-02

www.drrecadys.com

[Product : Nisc Plus, gel 50 g -
Ipoayicr: Haiiz® I[Tmoc, rens A HApy»HOro npuMeHeHus 50 r

JanneH3usa Ne

Market / Poinok : Russia / Poccus
Batch No./ Batch Quantity / 19,608 units /
1 V250357 R
Cepust Ne Pasmep cepun 19,608 enynuiL
Analytical Repo“rt No./ . 040002933502 Date of Analysis / . 21.05.2025
Aunannrudecknit ordeT No JlaTa aHanusa
Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027
Jara npoussoacTea Toaen g0
Mfg. License No. /
IlpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)

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

Analysis performed according ND No / Avanus nposeaen no HJL Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Page 3 of 10/ Ctp. 3 13 10

- Capsaicin / Kancauyjun

Complies as prescribed /
CooTtBetcTBYeT TpeOOBaHHAM

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
XpOMaTOrpamMMe MCIbITYEMOro pacTBopa,
NOJYYEHHOTO npu MPOBEACHHH
HCIIBITAHUS «KonmnuecTBeHHOE
onpenenenve. KancauuuH M HaTpus
Genzoar», NOmKeH 0OHAPY>KUBATHCS IHK,
COOTBETCTBYHIIUH 1o BpEMEHH
yoepKMBaHMA [HKY KarcaulWHa Ha
XpOMaTOrpaMMe CTaHIAPTHOTO PacTBOpa.

2b | By HPLC (PDA) / BOXXX ¢ ouodn

0-MaAmpUYHbIM OeMEeKMOopoOM

- Nimesulide / Humecynio

Complies as prescribed /
CooTteeTcTBYET TpEOOBaHHAM

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. /  Croektp
OOTNIOUIEHHsT  [MKa HUMECYJNMaa Ha
XpOMaTorpamMMe HCIMBITYEMOTrO pPacTBoOpa,

MIOJIY4E€HHOTO npu MPOBEASHUU
UCTIBITAHUS «KonuuecreeHHOE
OfIpeeNeHHe. Humecynun H
METHIICAIULUIIAT), JOJIKEH

Remarks : The Product confirms to ND/
ITpumeuanne: [IponykT coorBeTcTBYET Tpeboanusm HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /

IToarorosneno: Shivani

b

Checked by /
IIpoBepeno: Praveshfana

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pe/KOBonHTenb
Amit Kumar

;’\ -

Date /
JHara: 21.03.2025

Date /

Hara: 21.05.2025

Date /
Jara: 21.05.2025

T

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: L85195AP1984PLCOU4507

www.drredays.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Malagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tal - 01 921A5 AN DD

waww.drrecdvz.com

Product : Nise Plus, gel 50 g

Hpoayk: Haiis® [moc, resb ans HapykHOro npumeneHus 50 r

nuueHsus Ne

Market / Poinok : Russia / Poccus

Batch No./ . Batch Quantity / _ 19,608 units /

Cepus Nt § eSOl Pasmep cepun " 19,608 emuHuIL
Analytical Repourt No./ . 040002933502 Date of Analysis / . 21.05.2025
AnanuTHueckuii oryet No JlaTra aHaau3a

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

Jarta nponspoacTaa T'opeH no

Mfg. License No. /

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

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

Analysis performed according ND No / Anaaun3 nposeacn no HJL Ne: JIIT-Ne(003312)-(PT-RU) dt. 02.10.2023 /

Page 4 of 10/ C1p. 4 M3 10

COOTBCTCTBOBATL CIHEKTPY MNOTJIOLICHUSA
NHKa HHUMECYITMAa Ha XpoMaTorpamme
CTaHIAapTHOTrO pacTBOpa.

- Methvi salicylate /
Memuncanmunam

Complies as prescribed /
CooTeeTcTByeT TpeboBaHUAM

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 solution
chromatogram. / CnoekTp IOTJIOWEHHUS
nuKa MeTH/ICATULINIIaTa Ha
XpOMaTOrpaMMe HCIBITYEMOrO PacTBOpa,
[I0JIy4€HHOTO npu MPOBEACHHUH
WCITBITAHUS «KonnuecrBeHHOe
omnpeneneHue. Humecynun u
METHNCATTULIIIATY), JOJDKEH
COOTBETCTBOBATH CMEKTPY MOIJIOMWEHHUS
nHKa METHJICAITHLIUIATA Ha
XpoMaTorpaMmMe CTaHAapTHOTO pacTBOpa.

- Capsaicin / Kancauyun

Complies as prescribed /
CooTBETCTBYET TpeOOBaHUIM

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. / CnexTp HOTJIOWEHHS

MMUKa KarcauuHHa Ha XpoMarTrorpaMme

Remarks : The Product confirms to ND/
Ilpumeuanue: [TponykT coorBeTcTByeT TpedopanusaM HJI

Conclusion : APPROVED /
3akmoyenne: OJJOBPEHO

Prepared by /
IMoarorosneno: Shivani

N

Checked by /
[TpoBepeHo: Pravesh Rana

/a

Approved by: Manager/Executive /
Onobpeno: Mernemxkep / PykoBoAUTEND
Amit Kumar N

-

Date /
Hara: 21.03.2025

Date /
Hata: 21.05.2025

Date / '
Jata: 21.05.2025

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

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

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

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

o QY gt T Conng N
121 . Tl JoelUe Jowu Tl

waww.drredava.com

CEPTUOUKAT AHAJIM3A
Product : Nise Plus, gel 50 g
Hpoaykr: Haii3® Ilroc, renb U1 HapYKHOrO NpuMeHeHUs 50 1 -
Market / PoiHok : Russia / Poccus
Batch No./ . Batch Quantity / . 19,608 units /
Cepua Nt t V250357 Pazmep cepun * 19,608 enunuu
Analytical Repovrt No./ . 040002933502 Date of Analysis / . 21.05.2025
AnaguTudeckuii oTyer Ne JlaTa anaausa
Date of Manufacture / . 05/2025 Date of Expiry / . 042027
| laTa npon3BOACTBA I'ogen po
Mfg. License No. /
Hpouseoacreennasn : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
Junensus Ne
Analysis performed according ND No / Asaauns nposeaen o HJ1 Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
| JITT-Ne(003312)-(PI'-RU) ot 02.10.2023

Pa

e50f 10/ Crp.S5u3 10

HUCIBITYEMOTO pacTBOpa, MNOJIYYEHHOTO
npu MpOBCACHHN HCINBITAHUA
«KonnyectBennoe onpeacnenye.

Kancauuud u HaTpus OeH30aT»), JOJIKEH
COOTBETCTBOBATE CHEKTPY TOIOLIEHHS
nyKa KalcaulMHa Ha XpoMaTorpamme
CTaHOapTHOIO pacTBOpa.

2¢ | By TLC/TCX

- Menthol / Menmon

Complies as prescribed /
CooTBeTcTBYeT TpeGOBaHHUAM

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. / OcHoOBHOE IISITHO Ha
XpOMATOrpamMMe UCIBITYEMOrO pacTBOpa
TIO FIOJIOMEHHIO A0JDKHO COOTBETCTBOBATh
OCHOBHOMY TMATHY Ha Xpomarorpamme

pacteopa CTaHOApTHOTO obpasua
MEHTOna.

3 | Net weight / Macca 51g/5lr According to requirement / B

COAEPKNMOTo YTAKOBKH COOTBETCTBHU C TpeDOBaHUAMH

4 | pH/pH 5.2 4.6 to 6.0 (for 1.0 % aqueous solution) /
Or 4,0 g0 6,0 (ans 1,0 % BoaHOrO
pactBopa)

5 | Viscosity / BaskocThb 221040 cP /221040 cIl 150,000 cP to 350,000 cP at 25 °C/

Ot 150000 cIT mo 350000 cIl mpu 25 °C

[Remarks : The Product confirms to ND/
IIpumeuanne: [Ipogyxr cooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3akmouenne: OJJOGPEHO

Prepared by /
IToxrorosnedo: Shivani

b

Checked by /
ITposepeHo: Pravesh Rana

Approved by: Manager/Executive /
Onobpero: Menemxep / PyxoBoguteiis

Amit Kumar \
N—

Date /
Jara: 21.03.2025

Date /
Hata: 21.05.2025

T

Date /
Jara: 21.05.2025

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Product : Nise Plus, gel 50 g
Hpoaykr: Haiiz® I1nioc, rens mns Hapy»KHOro npuMeHeHus 50 r B

Market / PoiHoK : Russia/ Poccus

Batch No./ . V250357 Batch Quantity / . 19,608 units /

| Cepus Ne i Pa3mep cepun " 19,608 exunuL
Analytical Repovrt No./ . 040002933502 Date of Analysis / . 21.05.2025
AHaguTHueckmii oryet Ne JlaTa ananusa

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

HaTa npou3eoacTsa I'open no

Mfg. License No. /

ITpousBoacTeeHHan : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
JiHUeH3HA No

Analysis performed according ND No / Anasnus nposeaen no HJ Ne: JIII-Ne(003312)-(PT-RU) dt. 02.10.2023 /
JITI-Ne(003312)-(PT-RU) ot 02.10.2023

Page 6 of 10 / Crp. 6 u3 10

6 | Particle size / Pazmep wacTun 13 pm / 13 MkM Not more than 50 pm / He 6onee 50 Mxm

7 | Related Substances / PoacTBeHHbIe npUMecH

Total impurities / Cymma
npuMeceit

Below LOQ / Hixe npeaena
KONMYECTBEHHOTO ONpeleNieBUs

Impurity C / IIpumecs C Not detected / He obHapy»xeHa Not more than 0.2 % / e 6onee 0,2 %
Impurity D / TTpumecs D Not detected / He oGHapyeHa Not more than 0.2 % / He Gonee 0,2 %
Highest Unknown Impurity / Below LOQ (LOQ =0.0392 %) / Hiske | Not more than 1.0 % / ne 6onee 1.0 %
Ennungnas npenena KOJIMYECTBEHHOTO ONpeaeeHHs

HeuaeHTH(PHIHpOBaHHAS (ITKO = 0.0392 %)

NpUMech

Not more than 1.5 % / ve donee 1,5 %

8 [Microbial contamination / MukpoGuoJiornyecKkass Y4ucToTa

count / Ob1uee yucio
JPOXOIKEBBIX M [JIECHEBBIX
rpubos

Pseudomonas aeruginosa

Staphylococcus aureus

Total viable aerobic count /
Obee KOJIMYECTBO
JKHU3HECTIOCOBHBIX a3poOHBIX
MHKPOOPraHH3MOB

Total combined yeast and mold

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

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

Absent in 1 g/ OrcyrctByerB 1 T
Absent in 1 g/ OrcyrcTByerB 1 T

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

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

Absentin 1 g/ OrcyrcTBue B 1 1
Absentin 1 g/ OrcyrcTBue B 1 1

Conclusion ;: APPROVED /
3akmouenune: OJOBPEHO

Remarks : The Product confirms to ND/
IMpumeuanne: [Iponykr cooTBeTcTBYET TpebGobanusam HJ{

Checked by /
Iposepeno: Pravesh Rana

b {

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBogureb

Amit Kumar /k,
AN——

Prepared by /
IToarorosneHo: Shivani

Date / !
JlaTa: 21.05.2025

Date / e
Hara: 21.05.2025

Date /
Jara: 21.03.2025

Registared 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: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s “:’.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Dist. Solan, H.P., 173 205, INDIA
Te! ;w31 38156 56004-02

www.drrecddvz.com

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

CEPTHD®HUKAT AHAJIM3A
Product : Nise Plus, gel 50 g
| Mponyxt: Hait3® [Tnroc, reap Ang HapyiHoro npuMerenns 50 r
Market / PoiHOK : Russia / Poccus
Batch No./ . V250357 Batch Quantity / : 19,608 units /
Cepuns Ne Paszmep cepuu 19,608 equnuL
pinalytical Report No. / © 040002933502 pateiel Snglysis . 21.05.2025
AHaguTHYeCKHH oT4eT Ne Jarta anaanza
Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027
Jara nponspoacTea T'ogeH g0
Mfg. License No. /
IIpounseoacTBeHnas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI"-RU)
Juuen3sua Ne . B
Analysis performed according ND No / Anain3s npoeesen no HJ Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Page 7 of 10/ Ctp. 73 10

9 | Assay/ KoamuecTBeHHOE onpeaesieHHe

Nimesulide /Husmecynud

10.2 mg/ 10.2mr
102.4 %

9.0 to 11.0 mg of Ci3H;N2058
(nimesulide) per 1 g of the product (90 to
110 % of label claim) / OT 9,0 mo 11,0 mr
Ci3H;2N-OsS  (aumecynmua) B 1 1
npenapata (ot 90 po 110 % or
HOMHUHAJILHOTO COIEepIKaHH)

Methyl salicylate /
Memuncamuyunam

101.5mg/ 101.5 mr
101.5 %

90.0 to 110.0 mg of C¢HgO;3 (methyl
salicylate) per 1 g of the product (90 to
110 % of label claim) / Ot 90,0 mo
110,0 mr C3HsO;3 (Merunacaniumiar) B
1 r npenapara (ot 90 no 110 % or
HOMMHAJILHOTO CONEPIKaHHU)

Menthol / Menmon

51.7mg/51.7 Mr
103.3 %

45.0to 55.0 mg of CioH20O (menthol) per
1 g of the product (90 to 110 % of label
claim) / Ot 45,0 no 55,0 mr CjoHxO
(menTon) B 1 r npenapata (o1 90 1o 110 %
HOMMHAJIBHOIO COZIePKAHUSA)

Capsaicin / Kancauyun

0.2521 mg/0.2521 mr
100.8 %

Not less than 0.225 mg of CisH27NO;
(capsaicin) per 1 g of the product (not
less than 90 % of label claim) / He menee
0,225 mr C 3H27NO;j (karcaniuH) B 1 1
npenapara (He menee 90 % ot
HOMHUHAIBHOTO COZIEPIKAHHA)

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Remarks : The Product confirms to NT)/

IIpumeuanue: [Iponykr cootBercTBYeT TpeboBanusam HJI
Prepared by /

ITogrorosneHo: Shivani

ull

Checked by /
[IposepeHo: Pravesh Rana

!

Approved by: Manager/Executive /
Onobpeno: Mernemxkep / PykoBoaurens
Amit Kumar

Date /
Hara: 21.03.2025

Date /
JHata: 21.05.2025

Date /
Jara: 21.05.2025

Registared Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 43900 2999, Email: mail@drreddys.com

CIN: L85195AP1884PLCOO450/

www.drreddys.com




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

Qe
DI’. ReddY’S ‘.... Vill. Khol, Nalagarh Road, Badd;,

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

Tel: +51 81656 36601-02
CERTIFICATE OF ANALYSIS Wwiw.Greccys.com
CEPTHO®UKAT AHAJIM3A

Product : Nise Plus, gel 50 g -
ponywkr: Haitz® ITroc, rens ans Hapy»HOro NpUMEHeHHUs 50r
Market / Poinok : Russia / Poccust
Batch No./ . Batch Quantity / . 19,608 units /
|Cepust Ne P V250357 Pazmep cepnn 19,608 eaunui
Analytical Repovrt No./ . 040002933502 Date of Analysis / . 21.05.2025
AHasuTH4ecKHi oTyeT Ne JaTa anaansa
Date of Manufacture / . 052025 Date of Expiry / . 04/2027
JlaTa nponsBoacTBa Togen xo
Mfg. License No. /
IlpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT'-RU)
JauueH3usa Ne

Analysis performed according ND No / Auasnns nposeacs no HJ Ne: HH-NJ(603312)-(PF-RU) dt. 02.10.2023 /
JITI-Ne(003312)-(PT'-RU) ot 02.10.2023

Page 8 of 10/ Ctp. 8 3 10
Sodium benzoate / Hampusa 1.00 mg/ 1.00 mr Not less than 0.85 mg of C;HsNaO»
bensoam 100.0 % (sodium benzoate) per 1 g of the product
(not less than 85 % of the label claim) /
He menee 0,85 mr C7HsNaO2 (HaTpus
6enzoar) B 1 r npenapara (He MeHee 85 %
I OT HOMMHAJILHOTO COZIEPYKaHUS)

Buthylhydroxytoluene / 0.40 mg/ 0.40 mr Not less than 0.34 mg of Ci5H»O
Bymuneudpoxcumonyon 99.9 % (buthylhydroxytoluene) per 1 g of the
product (Not less than 85 % of the label
claim) / He menee 0,34 mr C;sH240
(6ytniaruapokcutonyon) B 1 r mpenapara
(He menee 85 % OT HOMHHaILHOTO
conepxaHus).

10 | Package/ YnakoBxa 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 TyOy W3 NaMMHHUPOBAHHOrO aMOMHHHA ¢ redom u3 [IOBII, cnabxeHHyro
MeMOpaHO# A5l KOHTPOJIS MEPBOTO BCKPBITHA, H MOJMMPOINIIEHOROH KpbimkoH. ITo 1
TyGe B Mauky KapTOHHYIO C JIHCTKOM-BKIIAJBIIIEM.

API name / Hanmenosasue A®C: Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
Humecynug, MeTuncanuuunar JleBomenToN Kancanuun
INN / MHH: Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
Humecynun Mertuncanuuunar JleBoMeHTON Karncauuux
API manufacturer batch number / MS-1A-243030- LOT T8086 MLC-2501008 F001-24002
Homep cepun npoussoautena ADC: M1
Remarks : The Product confirms to NTD/ Conclusion : APPROVED /
Ipumeuanne: [Ipoaykt cooTBeTcTBYET TpebGoBanuam HJL 3akmouyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moarororieno: Shivani [Iposepeno: Pravesh Rana Ono6peno: Menemkep / PykoBogurens
'u Amit Kumar L
) ’L /\/./
Date / Date / Date / '
Jara: 21.03.2025 Hata: 21.05.2025 Hara: 21.05.2025

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



Dr.Reddy’s €56

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vili, Khol, Nalagarh Road, Baddy,
Distc. Solan, H.P.,, 173 205, INDIA

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

[Product : Nise Plus, gel 50 g

-~ i = Pt

www.drreddyvs.corm
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NpoayxT: Hait3® [Ttoc, rens s HApy»KHOTO OpuMeHenys 50 r

Market / Poinok : Russia / Poccus

Batch No./ . Batch Quantity / . 19,608 units /

Cepnsa N P V250357 Pa3mep cepun 19,608 eanHuLL

Analytical Repovrt No./ . 040002933502 Date of Analysis / . 21.05.2025

AHanuTHYecKHil oTueT No JaTta anasanza

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

JlaTa npoussoacTea I'open ao |
Mfg. License No. /

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

JuueH3nsa Ne

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

Analysis performed according ND No / Anaan3 nposexen no HJ1 Ne: JIIT-Ne(003312)-(PT-RU) dt. 02.10.2023 /

Page 9 of 10/ Cyp. 9 u3 10

FP Manufacturer API Batch number /

Homep cepun ADC nponssoautens [JI®: FERAQ0716 FESA00088 FESR00086 FESA00040
Manranam
paiers dopmoza
P ‘- AnbTa Jlabopatopwnc
Opranukc JItx, TaGopatopuc JIt Apopa ApoMaTuKC Wk Taiisar
API Manufactured by & country / Hnnus / parop | Ier. JItn, Nanous / 18 &
Wnnus / Alta ) . Kurait/ Formosa
Ipoussoaurtens APC, crpana: Mangalam } Arora Aromatics .
Laboratories Ltd., . Laboratories
Drugs & . Pvt. Ltd., India ]
. India Inc., Taiwan,
Organics Ltd., .
. China
India

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

HaumeHOBaHMe, aipec H HOMeP JIHUEH3UH
MJI0IIAAKH, OCYLUEeCTBASIOLUe
NPOU3BOACTBO/KOHTPOJb KaUecTBA/BbINYCK
| ) (1))

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

India (License No MNB/05/263) /

[TpoussozacTeenHoe rnoapasnencHue-6, Bumn. Kxonw, Hanarapx Poyn, Baany,
Hucrpuxr Conan, X.IL, 173205, Uuans (JTuuensua No MNB/05/263)

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».

Remarks ;: The Product confirms to ND/

IIpumeuanue: [TpoxykT cooTBeTcTBYET TpebGoBanuam HJI

Conclusion : APPROVED /
3akmoyenne: OJOBPEHO

Prepared by /
IToarorosneno: Shivani

\a

Checked by /
[Iposepeno: Pravesh Rana

1

/\/\ :

/

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoauTenb
Amit Kumar

Date /
Jata: 21.03.2025

Date /
Jara: 21.05.2025

Date / !
Hara: 21.05.2025

Registared 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: L85195AP1284PLCO04507
www.drreadys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
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www.drreddvz.com

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

Product : Nise Plus, gel 50 g

T poayxr: Haitz® [lntoc, renk Mis HapyxKHOTO npumenenus 50 o
Market / Poinok : Russia / Poccus

Batch No./ . V250357 Batch Quantity / ; 19,608 units /

Cepusa No Pa3zmep cepun 19,608 egunuL
Analytical Repovrt No./ . 040002933502 Date of Analysis / . 21.05.2025
AuanuTtHueckHii otueT Ne JlaTa aHa/u3a

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

JlaTa npon3BOACTBA TogeH go

Mfg. License No./

IIpousBoacTBeHHasl : MNB/05/263 MA number: / Homep PY : JII-Ne(003312)-(PI'-RU)
JHueH3n st No

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

3aksrodenne o coorBercTBHH: «HacTosIMM 5 MOATBEPXKAAI0, YTO NIPUBEACHHAS BBILIE HHPOPMAIIUS SABIFETCS JOCTOBEPHOH
1 TOYHOM. JTa cepHs NPOLYKIUHH Mpou3BeaeHa (BKIH04as YIIAKOBKY (MapKUPOBKY) U KOHTPOJIb Ka4eCTBa) Ha BhIILICYKa3aHHOH
NPOM3BOACTBEHHOH nnomwaaxke (MUIOIAAKAX) B  IOJNHOM
Npou3BOCTBEHHOMN NpakTuki EBpasuiickoro skoHoMHueckoro corosa (Ne GMP/EAEU/RU/00554-2022 ot 02 cents6ps 2022)
¥ TpeGOBaHUAMH KOHTPOJIS KadecTBa JIEKADCTBEHHBIX CPEACTB, a TaKk:ke B COOTBETCTBHA CO creydduKauusIMu,
COZlepXKALIUMHCS B PETHCTPALIOHHOM J10Ch€ CTPaHbI-UMIIOPTEPa. 3AMUCH 110 [IPOM3BOJICTBY, YNAKOBKE U aHAJIM3Y NIPOBEPEHBI,
W YCTAHOBJIEHO MX COOTBETCTBMe TpeGoBanusam [lpaBin Haanexameill NMPOM3BOACTBEHHOW npaktiku Espasuiickoro

Page 10 of 10 / Ctp. 10 u3 10

3KOHOMMUHYECKOI'o COro3a».

cooTBeTCTBUM C TpeboBanusamu IlpaBuin

Remarks : The Product confirms to ND/ Caonclusion : APPROVED /
Ipumeuanue: ITponykt cooTBeTcTBYET TpeboBanusaM H/I 3akmwouyenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoarorosneHo: Shivani IIposepeno: Pravesh Rana Onobpeno: Menemxep / PykoBoauTtens
<« Amit Kumar -

I { =
Date / Date / Date / |
Hara: 21.03.2025 JlaTa: 21.05.2025 Jarta: 21.05.2025

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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