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
Tel : 491 98166 56001-02
www.drreddys.com

CEPTUOHUKAT AHAJIU3A
[Product : Nise Plus, gel 50 g
INpoaykrt: Haiiz® Ilmoc, reab Ul Hapy»KHOro npumMeHeHus: 50 r B
Market / PolHOK : Russia / Poccust
Batch No./ . V250351 Batch Quantity / . 20000 units /
Cepusn Ne ) Pa3mep cepun * 20000 ennHuL
Analytical Repo“rt No./ . 040002929684 Date of Analysis / . 21.05.2025
AHAJIHTHYeCKHIT oTyeT Ne JlaTa ananusa
Date of Manufacture / - 05/2025 Date of Expiry / . 04/2027
Jara npon3BoacTBa T'oaen oo
Mfg. License No. /
IIpon3poacTBeHHAN : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
|uensus Ne
Analysis performed according ND No / Anann3s nposenen no HJ1 Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
JITI-Ne(003312)-(PT'-RU) ot 02.10.2023
Page10of 10/ Crp. 1 w3 10
Ne Test / llokazarean Result / Pe3yabTaThl Specification / Hopma
1 | Appearance / Onucanue White gel of homogeneous consistency with a | White to off-white gel of homogeneous
characteristic odor. / [lens Genoro usera | consistency with a characteristic odor. /
ONHOPOIHOM ~ KOHCHCTEHIMHM C  XApaKTEPHBIM | Teqp, Gemoro MM mMo4yTH Gesoro LpBera
R AHAEON ONHOPOIHOIA KOHCHCTEHLIUH c
XapaKTepHBIM 3aMaxoM.
2 | Identification/ Uaentndnkauuns
2a | By HPLC/B2/KX
- Nimesulide /| Humecynuo Complies as prescribed / A peak with the retention time
CooTBeTcTBYET Tpe6OBaHUIM corresponding to that of nimesulide in the
standard solution chromatogram should
be present in the test solution
chromatogram obtained during
"Nimesulide and Methy! salicylate Assay"
test. / Ha xpoMaTorpamme UCHBITYEMOTO
pacTBOpa, MOJY4YEHHOTO NIPH MPOBEACHUH
HCIBITAHUSA «KonuuecteeHHOE
ornpenencHue. Humecynun H
METHIICATHLINIIATY, OJDKEH
00OHapy>XHUBaTbCA THK,
COOTBETCTBYIOLIUH o BPEMEHH
yOEpXKHBaHMs [HKY HHMeCYJHJa Ha
XpOMAaTOrpaMMe CTaHIApTHOrO pacTBOpA.
- Methyl salicylate / Complies as prescribed / A peak with the retention time
Memuncanuyunam CooTBeTCcTBYET TpeOGOBaHUAM corresponding to that of methyl salicylate
in the standard solution chromatogram

Remarks : The Product confirms to

IIpumeuanne: [Ipoxykt cooTBeTcTBYeT TpebosanmsiM HI

ND/

Conclusion : APPROVED /
3akawuenue: OJIOBPEHO

Prepared by /
Ioxarorosneno: Pravesh Rana i

Checked by /
Iposepero: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: MeHe,Zl)Kepo PykoBoaguTenb

Amit Kumar /\ —

Date /
Jlara: 21.03.2025

Date /

Jara: 21.05.2025

Date /
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: L85195AP1984PLC004507
www.drreddys.com
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Formulation Unit-6
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Product : Nise Plus, gel 50 g

IIpoaykT: Haiiz® [lmoc, resib /11 HapyHOro npumMeHenus 50 r

Market / PuiHox

: Russia / Poccus

Batch No. / . V250351 Batch Quantity / . 20000 units /

Cepusa Ne ‘ Pa3Mmep cepun © 20000 enpHuL
Analytical Repourt No./ . 040002929684 Date of Analysis / . 21.05.2025
AHaJuTHYecKH i oTyeT No Jlara aHaJau3a

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

Jara npousBoacTea I'open no

Mfg. License No. /

IIpousBoacTBeHHAas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JuueH3us Ne

Analysis performed according ND No / Ananu3 nposenen mo HJ1 Ne: JITT-Ne(003312)-(PT'-RU) dt. 02.10.2023 /

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

Page 2 of 10/ Ctp. 2 m3 10

shall be present in the test solution
chromatogram obtained during
"Nimesulide and Methyl salicylate Assay"
test. / Ha xpoMaTtorpaMMe HCIBITYEMOro
pacTBOpa, MOJYYEHHOTO NPU NPOBEACHHU

HCIBITaHUs «Konnuecreenuoe
ompeneneHue. Humecynun "
METHJICAJTHLIIAT, IOJDKEH
06GHapy>KUBaTHCS TTHK,
COOTBETCTBYIOIIHI no BPEMEHH

YAEPKHBAHHUA MMHKY METHIICATHLIWIIATA HA
XpoMaTtorpaMme CTaHAAPTHOrO pacTBopa.

Menthol / Menmon

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  WCMBITYEMOrO
pacTBOpa, MOJTy4EeHHOTro MPU NPOBEASHUH
HCIIBITAHKA «KonuuecTBeHHOE
onpeneneHue. MeHTon», JIOJDKEH
o6GHapy»KUBaTLCS VK,
COOTBETCTBYIOLI M o BpEMEHH
yOEp)KUBAHUS  MHKY  MeHTOna  Ha
XpOMaTorpamMMe CTaHZapTHOrO pacTBopa.

Remarks : The Product confirms to NI/
[ pumeuanne: [IpoaykT cootBeTcTBYeT TpeboBanusm HJJ

Conclusion : APPROVED /
Baknwuenne: OJOBPEHO

Prepared by /
TToarorosneHo: Pravesh Rana {

Checked by /
IIpoBepeno: Pardeep Kumar

Approved by: Manager/Executive /
Opobpeno: Menemxkep / PykoBoaurens

Amit Kumar

10
/\/’/ -
t

Date /
Jata: 21.03.2025

Date /
Harta: 21.05.2025

Date /
JHara: 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: L85195AP1284PLC004507
www.drreddys.com
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CEPTUOUKAT AHAJIU3A
Product : Nise Plus, gel 50 g o -
HpoaykT: Haiiz® [lmoc, reb 11 HapyKHOTO ipuMeHeHus 50 r .
Market / Pbinok : Russia / Poccus
Batch No. / . V250351 Batch Quantity / . 20000 units /
Cepusa Ne i Pasmep cepnn 20000 equHMUL,
Analytical Repovrt No./ . 040002929684 Date of Analysis / . 21.05.2025
AHaauTHYecKHii oTyeT Ne JlaTa anaamsa
Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027
JdaTa npousBoacTea I'oxen go
Mfg. License No. /
IIpousBoacTBeHHAR : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JULEeH3Us No
Analysis performed according ND No / Anaauns nposeaen no H/1 Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
JITI-Ne(003312)-(PI'-RU) ot 02.10.2023 B B _
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- Capsaicin / Kancauyun Complies as prescribed / A peak with the retention time
CootsercTByeT Tpe6OBaHUAM 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
XpOMaTorpamMmMe MCIBITYEMOFO PacTBOpa,
OJTy4EHHOT0 TpH MPOBEACHUH
WCIIBITAHHS «KonnuecreHHoe
ompenencHue. KancamuuH U HaTpus
6eHz30aT», JoMKeH 0OHapyKUBATLCA IHK,
COOTBETCTBYIOLIUH o BpPEMEHH
yaepKUBaHHWs [MKY KaricauluHa Ha
XpOMAaTorpamMmMe CTaHAapTHOTI'O PacTBOpA.

2b | By HPLC (PDA) / B2XKX ¢ ouoono-mampuunsim 0emexkmopom

- Nimesulide / Humecynuo Complies as prescribed / The absorption spectrum of nimesulide
CooTBeTcTBYET TpE6OBAaHUAM 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
MOTJIOMIEHU MHKAa HHMECyJHaa Ha
XpOMAaTorpaMMe HCHBITYEMOTO pacTBOpa,

[0JIy4E€HHOTO pHu MPOBEACHHH
HUCITIBITAHUA «KonnuecrseHHOE
onpenci€cHueE. HI/IMCC)’J'II/IZL H
MeTanannanaT»), JOJIXKEH
Remarks : The Product confirms to NI/ Conclusion : APPROVED /
IIpumeuanue: [IponykT cooTBeTCTBYeT TpeboBanusm HJJ 3axmrouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
ITonrororneno: Pravesh Rana ITposepeno: Pardeep Kumar Onobpeno: MeHemxep / PykoBoauTenb
Qf’_—__ Amit Kumar \ v
Date / Date / Date / ;
Harta: 21.03.2025 Hara: 21.05.2025 Jlata: 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 49C0 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.Utieddys.cuin
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CEPTUDHUKAT AHAJIU3A
[Product : Nise Plus, gel 50 g
| Opoayser: Haiis® ITmoc, rens jis Hapy)HOrO NpuMeHenns S0 ]
Market / Ppinok : Russia / Poccus
Batch No, / . V250351 Batch Quantity / ; 20000 units /
Cepusa Ne Pa3zmep cepuu 20000 equxnL
Analytical Repog‘t No./ . 040002929684 Date of Analysis / . 21.05.2025
AHaJHTHYECKHH oTueT Ne JlaTa ananusa
Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027
Jara npousBoacTBa Toaen go
Mfg. License No. /
IlpoussoacTeeHHas : MNB/05/263 MA number: / Homep PY : JIII-N(003312)-(PT-RU)
JHueH3usA No
Analysis performed according ND No / Ananu3 nposeaen mo H/1 Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
| JITI-Ne(003312)-(PT-RU) ot 02.10.2023

Page 4 of 10/ Crp. 4 u3 10

COOTBETCTBOBATh CMEKTPY MOTOLIESHUS
nMKa HUMECYNMHMAa Ha XpoMmarorpamme
CTaHIapTHOTO pacTBOpA.

- Methyl salicylate / Complies as prescribed / The absorption spectrum of methyl
Memuncanuyuram CootBeTcTBYET TpeOOBAHUAM 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. / CrekTp NOINOLEHHA
nuKa MeTHIICATHLINIIaTa HA
XpOMaTOrpaMMe HCIMBITYEMOTO PacTBOpa,
MOTYYEHHOTO npu TPOBEACHUH
UCTIBITAHUS «KonuuectseHHoe
ornpeneneHue. Humecynun n
METWICATHLIUNIATY), HOJDKEH
COOTBETCTBOBATh CIEKTPY MOTJIOLISHHS
nuka MeTHNCATHIIATIATA Ha
XpoMaTorpamMMe CTaHIapTHOTO PacTBOpa.

- Capsaicin / Kancauyun Complies as prescribed / The absorption spectrum of capsaicin peak
CootsercTByeT TpebOBaHHUAM 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. / CrnekTp mnorioueHus
NHMKa KarcaWlliHa Ha XpoMaTorpamme

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Iponykt cooTBeTcTBYeT TpeboBaHusM HJT 3axnwuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMonrorosneno: Pravesh Rana [IpoBepeno: Pardeep Kumar Onobpeno: Menemkep / PyxoBoaurens
Amit Kumar L

\__'.'-[ — /\//
Date / Date / Date / )
Jata: 21.03.2025 Hata: 21.05.2025 Hara: 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: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, INDIA
Tel: +31 98155 56001-02
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CEPTUOUKAT AHAJIM3A

Product : Nise Plus, gel 50 g

Market / Peinok

Hpoaykt: Haiis® Ilmoc, rens ans HapyHOro npuMeHeHus 50 r

: Russia/ Poccus

Batch No./ . V250351 Batch Quantity / _ 20000 units /

Cepus Ne ) Pazmep cepun © 20000 enuHHLL
Analytical Repovrt No./ . 040002929684 Date of Analysis / . 21.05.2025
AHanuTHyeckui oTuer Ne JaTta aHanu3za

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

JaTa npou3BoacTBa Topen o

Mfg. License No. /

IlpousBoacTBeHHan : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JuueH3us Ne

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

Analysis performed according ND No / Auanus nposeaen no H/L Ne: JIII-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Page Sof 10/ Crp. S5 u3 10

MCIIBITYEMOTO  PacTBOpa, MOJIy4EHHOTO
npu NpoBeACHUH HCMBITaHUA
«KonuyecTBeHnHoe ornpeaeseHue.

Karncauuny v HaTpus 6eH30aT»), HOJDKeH
COOTBETCTBOBATh CMEKTPY [OrJIOLEHUS
NMKa KarcaMuuHa Ha XpoMmaTrorpamme
CTaHIapTHOTO PAacTBOpA.

2c | ByTLC/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 IATHO Ha
XpOMATOrpamMmMe HCMBITYEMOro pacTBOpa
IO NOJIOKEHUIO TODKHO COOTBETCTBOBATD
OCHOBHOMY TMATHY Ha XpoMarorpaMmme

pacrBopa CTaHOapTHOrO obpasua
MEHTOJA.
3 | Net weight / Macca 51g/51r According to requirement / B
COAEPIUMOTrQ YNAKOBKH COOTBETCTBHH C TpeOOBaHUAMHU
4 | pH/pH 4.9 4.6 to 6.0 (for 1.0 % aqueous solution) /

0Ot 4,0 no 6,0 (ans 1,0 % BoaHOrO
pacTBopa)

5 | Viscosity / Bazkoctb

231180 cP /231180 cIl

Remarks : The Product confirms to ND/
IIpumeuanne: IIpoaykt cootseTcTBYET Tpeboanusm HJL

150,000 cP to 350,000 cP at 25 °C/
Ot 150000 cIT no 350000 cIT ipu 25 °C

Conclusion : APPROVED /
3akmouyenue: OJJOBPEHO

Prepared by /
ITonrotosneno: Pravesh Rana jj

-

Checked by /
[posepeno: Pardeep Kumar

-

Approved by: Manager/Executive /
Opnobpeno: Menemxep / PykoBogurelb

- U
Amit K
mit Kumar /v/

Date /
Hara: 21.03.2025

Date /
Hara: 21.05.2025

Date /
Hara: 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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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product : Nise Plus, gel 50 g
Iponyxt: Haiis® Ilntoc, rens ans HapyHoro npuMenenust 50 r

Market / PeiHok

: Russia / Poccus

Batch No. / . V250351 Batch Quantity / _ 20000 units /

Cepus Ne ) Pa3zmep cepun " 20000 eguHuL
Analytical Repoﬁrt No./ . 040002929684 Date of Analysis / . 21.05.2025
AnaauTHuyeckuit oTueT Ne JlaTa aHanusa

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

Jata nponssoacTea T'ogen oo

Mfg. License No. /

IIpoussoacrBeHHasn : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
JuneH3usa Ne

Analysis performed according ND No / Auann3s nposenen no HJ{ Ne: JIIT-Ne(003312)-(PT"-RU) dt. 02.10.2023 /
JIT-Ne(003312)~(PI'-RU) ot 02.10.2023

Page 6 of 10/ C1p. 6 u3 10

6 | Particle size / Pa3mep uacTuy 13 pum/ 13 MxMm Not more than 50 um / He 6onee 50 mkm

7 | Related Substances / PoacTBeHHble IpUMeECH

Impurity C / Ilpumecs C
Impurity D / Ilpumecs D

Highest Unknown Impurity /
Ennnuunas
HeuaeHTHULMPOBaHHAs
NpUMeECh

Total impurities / Cymma
npumeceit

Not detected / He obHapyskeHa
Not detected / He o6Hapy»xeHa

Below LOQ (LOQ = 0.0392 %) / Huxe
npenea KOJIMYECTBEHHOro OnpeieeHus
(TIKO = 0.0392 %)

Below LOQ / Huxe npenena
KOJIM4ECTBEHHOTO OMNpEAeICHHs

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

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

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

8 |Microbial contamination / Mukpoouogoruyeckasi 44cToTa

Total viable aerobic count /|
Obuee KOJIUYECTBO
KH3HECTTOCOOHBIX a3pOOHBIX
MHKPOOPraHU3MOB

Total combined yeast and mold
count / Obee yncno
[IPOMOKEBBIX U [UIECHEBBIX
rpuboB

Pseudomonas aeruginosa

Staphylococcus aureus

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

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

Absent in 1 g/ OrcyrctByerB I T
Absent in 1 g/ OtcyrcTByerB I T

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

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

Absent in 1 g/ OrcyrcTBHe B 1 1
Absentin 1 g/ OrcyrctBue B 1 1

Conclusion : APPROVED /
3axmwouenune: OJJOGPEHO

Remarks : The Product confirms to ND/
IIpumeuanue: [IpogykT coorBeTcTBYeT TpeboBaHmsM HJJ

Checked by /
[Iporepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykopoaurens
-

Amit Kumar j\/ =

Prepared by /
ITonrorosneHo: Pravesh Rana Z

-
Date /

Hara: 21.05.2025

Date / !
Jata: 21.05.2025

Date /
Jata: 21.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel 1 +21 58166 56001-02
www.drreddys.com

[Product : Nise Plus, gel 50 g

Market / PoiHOK

| Ipoayxct: Haks® Ilntoc, rens ana Hapy»HOro npumeHeHus 50 r

: Russia/ Poccus

Batch No./ . V250351 Batch Quantity / . 20000 units /

Cepus Ne ) Pa3mep cepun * 20000 enunHuL
Analytical Repovrt No./ . 040002929684 Date of Analysis / . 21.05.2025
AHaNuTHYECKHH oTdeT Ne JaTta anasnmsza

Date of Manufacture / . 05/2025 Date of Expiry / . 042027

Hdara npon3BoacTea T'ogen po

Mfg. License No. /

IIpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JHI-Ne(003312)-(PI'-RU)
JnueH3zun Ne

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

Analysis performed according ND No / Anaans nposener mo H/ Ne: JIIT-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Page 7of 10/ Crp. 7Tu3z 10

9 | Assay/ KoauuecTBeHHoe onpeaejeHHe

Nimesulide /Humecynuo

10.3 mg/ 10.3mr
102.8 %

9.0 to 11.0 mg of CisH;aN2OsS
(nimesulide) per 1 g of the product (90 to
110 % of label claim)/ Ot 9,0 no 11,0 mr
Ci3HipN2OsS  (numecynun) B 1 T
npenapata (ot 90 1o 110 % or
HOMMHAJIBHOTO COAEPIKaHHA)

Methyl salicviate /
Memuncamuapunam

101.3 mg/101.3 mr
1013 %

90.0 to 110.0 mg of CsHsO;3 (methyl
salicylate) per 1 g of the product (90 to
110 % of label claim)/ Ot 90,0 no
110,0 mr CgHsO3 (MeTHACANULIMIAT) B
1 r npenapara (ot 90 1o 110 % ot
HOMHHAJILHOTO COIePKaHHUA)

Menthol / Meumon

51.7 mg/51.7 mr
103.4 %

45.0 to 55.0 mg of CioH200 (menthol) per
1 g of the product (90 to 110 % of label
claim) / Ot 45,0 no 55,0 mr C;oHxO
(menron) B 1 r npenapata (ot 90 go 110 %
HOMHHAJILHOTO COIEPIKaHHUs)

Capsaicin / Kancauyun

0.2486 mg / 0.2486 mr
99.5 %

Not less than 0.225 mg of CsH27NO3
(capsaicin) per 1 g of the product (not
less than 90 % of label claim) / He meHee
0,225 mr C3H>7NO3 (kancauuus) B 1 ¢
nipenapara (He MeHee 90 % ot
HOMHHANEBHOTO COJAEPIKAHUS)

Remarks : The Product confirms to ND/
IIpumeuanue: [Iponykt cooTBeTcTBYeT TpeboBanusM HJL

Conclusion ; APPROVED /
3akirouenune: OJJOBPEHO

Jara: 21.03.2025 Jlata: 21.05.2025

Prepared by / Checked by / Approved by: Manager/Executive /
IToxrorosneno: Pravesh Rana ﬁ IIposepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoaurens
] 1 A
t Amit Kumar f\‘ s =
Date / Date / Date / E

Jata: 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
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tol . +21 33166 56001-02

www.drreddys.com

Product : Nise Plus, gel 50 g

Tpoayxr: Haiizs® [lmoc, resib 413 HapyHOro npumeHenuns 50 r

Market / PoiHok

: Russia / Poccus

Batch No. / . V250351 Batch Quantity / . 20000 units /

|Cepust Ne ) Pazmep cepuu * 20000 eguHuLL
Analytical Repourt No./ . 040002929684 Date of Analysis / . 21.05.2025
AHamuTHYecKHH oT4HeT No Jara anannza

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

JaTta npou3BoacTea T'ogen oo B

Mfg. License No. /

NponssoacreeHnan : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT'-RU)
JiHIeH3Hs Ne

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

Analysis performed according ND No / Auanu3s nposeaen mo HJ/1 Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Sodium benzoate / Hampus
benzoam

Page 8 of 10/ Ctp. 8 M3 10

0.99 mg/0.99 mr
98.8 %

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 menee 0,85 mr C7HsNaO- (HaTpus
6eHzoar) B 1 r npenapara (He meHee 85 %
OT HOMHHAJBHOTO COJlepXKaHU)

Buthylhydroxytoluene /
Bymunzudporxcumonyon

0.40 mg / 0.40 Mr
99.1 %

Not less than 0.34 mg of CisH240O
(buthylhydroxytoluene) per 1 g of the
product (Not less than 85 % of the label
claim) / He menee 0,34 mr C;sH2,0
(6yTvnruapokcutonyon) B 1 r npenapara
(ue menee 85 % OT HOMUHAJBLHOTO
colep)kaHus).

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 8 TyOy W3 JaMHHHPOBAHHOrO aMoOMHHMA ¢ riedoM u3 IIOBII, cHabxeHHYyIO
MeMOpaHO A1 KOHTpOJIA MEPBOro BCKPBITHA, H MONUMpPOIUIeHoBol kpbimkoi. ITo 1
Tybe B Mauky KapTOHHYIO C JTMCTKOM-BKIIaABbILIEM.

API name / Haumenosamue ADC: Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
Humecynna MeTtuncaniuunar JleBomenToN Kancanuun
Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
INN / MHH:
Humecynug Mertuncanuuunar JleromenTON Kancauuun
API manufacturer batch number / MS-1A-243030- LOT T8086 MLC-2501008 F001-24002
Howmep cepun npounzsogurens APC: M1

Remarks : The Product confirms to ND/

IIpumeuanne: [Iponykt coorBercTByeT TpeboBanusm HJJ

Conclusion : APPROVED /
3aknwuenne: OJJIOBPEHO

Prepared by /
ITonrorosneno: Pravesh Rana Z

Checked by /
ITposepeno: Pardeep Kumar

¥
|

Approved by: Manager/Executive /
Opnobpeno: Menemkep
Amit Kumar

/ PyKOBOAUTENE
\

Date /
Hara: 21.03.2025

Date /
Jara: 21.05.2025

Date /
Jara: 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: L85195AP1284PLC0O04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

Qe . :
Formulation Unit-6
) [ ) .
DI'. Reddy S ! .. Vill. Khol, Nalagarh Road, Baddi,
: Distt. Solan, H.P., 173 205, INDIA
Tzl +21 928166 56001-02

CERTIFICATE OF ANALYSIS Wwww.drreddys.com

CEPTUOUKAT AHAJIM3A

Product : Nise Plus, gel 50 g

Hpoayict: Haiiz® Ilnioc, rens anis Hapy»HOro npumeHerns 50 r .
Market / PoiHOK : Russia/ Poccus

Batch No. / . V250351 Batch Quantity / . 20000 units /

Cepus Ne ' Pasmep cepun 20000 equHuLL

Analytical Repourt No./ . 040002929684 Date of Analysis / . 21.05.2025
AHaauTHYECKHI oTueT No JlaTa aHagan3a

Date of Manufacture / - 05/2025 Date of Expiry / . 04/2027
|/laTa npon3BOACTBA I'ogen g0 _
Mfg. License No. /

IponssoacTeennasn : MNB/05/263 MA number: / Homep PY : JII-Ne(003312)-(PI'-RU)
JuueH3ns Ne

Analysis performed according ND No / Auanus nposenes no HJL Ne: JITT-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
JITI-Ne(003312)-(PT-RU) ot 02.10.2023

Page 9 of 10/ Ctp. 9 13 10

FP Manufacturer API Batch number /

Homep cepuu APC npoussogurtens [JID: eSS FESA00088 FESR00086 FESA00040
Manranam
Hparc 310 dopmosa
Oprauukc Jlta, AnbTa Apopa ApoMaTHKe Jla6oparopuc

Jlabopatopuc JIta, Huk, Taiirans,

API Manufactured by & country / Wnnus / Iert. JIta, Uumus /

IMpouspoaurtens A®C, cTpaHa: Mangalam Hnnua / — Arora Aromatics S Forr.nosa
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 /

HaumeHoBaHHe, aipec H HOMeD JHIEHIUH
MIOLIAAKM, OCYLEeCTBMIO e
fIPON3BOACTBO/KOHTPOJIbL KA4eCTBA/BbINYCK

e -

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt. Solan, H.P. 173205,
India (License No MNB/05/263) /
IpoussoncteenHoe noapasneneHue-6, Bunn. Kxons, Hanarapx Poya, baaau,
Huctpuxt Conan, X.I1., 173205, Uuaus (JInuenzus Ne 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/ Conclusion : APPROVED /
IIpumeuanue: ITponykt coorseTcTByeT TpeboBaHusm HJT 3akawuenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarotosneno: Pravesh Rana l IMposeperno: Pardeep Kumar Onobpeno: Menemkep / PykoBoauTenb
p Amit Kumar L

=L [N
Date / Date / Date / 1
Hata: 21.03.2025 Hara: 21.05.2025 Harta: 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: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

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

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

Tei .

CEPTUOUKAT AHAJIM3A

+81 98165 56001-02

www.drreddys.com

Product : Nise Pl_ugg_el_go g

Market / PoiHok : Russia / Poccus

Hpoayst: Hais® [lmoc, rens ans napysHoro npimenenns 50 r

auuensug Ne

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

3axroyeHHe 0 cOOTBETCTBHH: «HacTosunm s MOATBEPXK A0, UYTO NPHUBEACHHAA BbILIC I/IHCI)OpMaLIHH ABJIACTCA llOCTOBepHOﬁ

¥ TOYHOM. DTa cepyst MPOAYKIKY MPOU3BeieHa (BKIOUYas yakoBKY (MapKHPOBKY) U KOHTPOJIb KA4E€CTBa) Ha BbILIEYKa3aHHOM
HaaJexalleu

Batch No. / . V250351 Batch Quantity / . 20000 units /

Cepua NN ) Pasmep cepuu * 20000 equHKLL
Analytical Repovrt No./ . 040002929684 Date of Analysis / . 21.05.2025
AHaquTHYecKkHi oTyeT No Jarta ananansa

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

Jata npon3soacTea T'oxen 10

Mfg. License No. /

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

Analysis performed according ND No / Avanus n pOBe[I:EH no HJ1 Ne: JITI-Ne(003312)-(PT-RU) dt. 02.10.2023 /

Page 10 of 10 / Ctp. 10 u3 10

HpOI/I3BOI1CTBeHHOﬁ rnjomaake (nnomazlxax) B TIIOJIHOM COOTBETCTBHUH C Tpe60BaHI/IﬂMI/I HpaBI/IJ'[

IpOM3BOJCTBEHHOMN MpakTHKN EBpasuiickoro sxoHomuyeckoro cotoza (Ne GMP/EAEU/RU/00554-2022 ot 02 cenTa6psa 2022)
i TpeOOBaHHSIMU KOHTPOJS KauyecTBa JIGKAPCTBEHHBIX CPEJCTB, a4 TAKKE B COOTBETCTBHH €O CNEUMOHKALUAMM,
COJIEPKAIIMMHUCS B PETUCTPALIMOHHOM 0ChE CTPaHbl-UMNOpTepa. 3aliCH 0 MPOU3BOACTBY, YIIAKOBKE 1 aHANU3Y IPOBEPEHBI,
M YCTAHOBJEHO MX COOTBETCTBHe TpeboBaHUsiM [IpaBuil Haanexailed NPOU3BOIACTBEHHOH NpakTuk¥ EBpasuiickoro

3KOHOMHMYECKOI'0 COr03ax».

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipoaykt cooTBeTcTBYET TpebopanusiM HJJ

Conclusion : APPROVED /
3axmwouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
TTonrorosneHo: Pravesh Rana [Iporepeno: Pardeep Kumar Onobpeno: Menemxkep / PykoBoautens
P Amit Kumar -
[ == { /‘/\”' < xF
Date / Date / Date / \

Hata: 21.03.2025 Hara: 21.05.2025

Tata: 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: L85195AP1984PLCO04507
www.drreadys.com




