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vAill, Khol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS
CEPTHDHUKAT AHAJIM3A
Product : Nise Plus, gel 50 g
Hpoxyxt: Haits® Ilmoc, reds A HapyXHOTo npumenenns 50 ¢
Market / Poiok : Russia / Poccust
Batch No. / . Batch Quantity / . 20000 units /
Cepus Ne i NEstinl Pa3zmep cepun © 20000 eqvHnL
Analytical Repovrt No./ . 040002798382 Date of Analysis / . 29.01.2025
AHaauTH4ecKHuii oTyeT No Jara anaausa
Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026
JlaTa npou3BOACTBA Togen xo
Mfg. License No. /
ITpousBoacTBeHHnas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
auuensus Ne

Analysis performed according ND No / Anaan3 nposenen mo HJ1 Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
JITT-Ne(003312)-(PT-RU) ot 02.10.2023

Page 1 of 10/ Ctp. 1 13 10

Ne

Test / Iloka3aTenab

Result / PesyabTaTnbl

Specification / Hopma

1

Appearance / Onucanue

White gcl of homogencous consistency with a
characteristic odor. / Tenn 6Genoro LBETA
ONIHOPOJHOW KOHCHCTCHILMH C  XapaKTCPHBIM
3aMaxoM.

White to off-white gel of homogeneous
consistency with a characteristic odor. /
Ilenp 6enoro wnu noutu Oenoro 1Bera
OIHOPOAHOMN KOHCHUCTEHLIHH ¢
XapaKTCPHbIM 3aMaxom.

Identification/ HaenTnduxanus

2a

By HPLC/ BOAKX

- Nimesulide | Humecynuo

Complies as prescribed /
CooTBeTCTBYET TPpeOOBAHUAM

A peak with the retention time
corresponding to that of nimesulide in the
standard solution chromatogram should
be opresent in the test solution
chromatogram obtained during
"Nimesulide and Methyl salicylate Assay"
test. / Ha xpomarorpamme HCIIBITYEMOTO
pacTBopa, MOJIyHUeHHOro NP NPOBENESHHH
UCTIBITaHUS «KonuuecrseHHOE
onpeneeHue. Humecyauna 7
METUIICATTHLUNATY, JOJDKEH
UGOHAPY KM BA L bUK LMK,
COOTBETCTBYIOUIHi no BpEMEHM
yOEPKMBAHMA [HKY HHUMeECyIula Ha
XpOMaTOrpamMMe CTaHIApTHOrO pacTBOpa.

- Methyl salicylate /
Memuncanuyunam

Complies as prescribed /
CootBercTByeT TpeOOBaHHAM

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

Remarks : The Product confirms to ND/
INpumeuanne: [IponykT cootBeTcTBYET TpeboBanusaM H/I

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Bxecutive /

IToarotorneno: Pravesh Rana ITposepeno: Santosh Kumar Onobpeno: Menemxep //Pykosguutens
Maurya Abhishek Chauhan 7

Date / Date / Date /

Hata: 29.01.2025 Hara: 29.01.2025 Hara: 29.01.2025

Registered Office
FSL

Tl
20
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Cliiy, LESL95A

www drraddys.com
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+91 40 4900 2999, Email: mail@dreeddys.com
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CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJIHM3A
Product : Nise Plus, gel50 g -
MpoayxT: Haiis® ITnioc, resb Ans HapyxHOro npumcretid 50 r
Market / Poinok : Russia / Poccus
Batch No. / . Batch Quantity / . 20000 units /
Cepus No - V250050 Pa3mep cepun " 20000 eguHuL
Analytical Repourt No./ . 040002798382 Date of Analysis / . 29.01.2025
AHaauTHyeckHii oTyeT No JlaTa aHaausa
Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026
| /laTa npon3BoACTBA T'ogen po
Mfg. License No. /
IlpousBoacTBennast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
anuensus Ne

JITT-Ne(003312)«(PT-RU) ot 02.10.2023

Analysis performed according ND No / Anaan3 nposeaen mo H/1 Ne: JITI-Ne(003312)~(PT-RU) dt. 02.10.2023 /

Page 2 of 10 / C1p. 2 n3 10

shall be present in the test solution
chromatogram obtained during
"Nimesulide and Methyl salicylate Assay"
test. / Ha xpomaTorpaMMe HCMBITYEMOIO
pacTBopa, MoJIyueHHOro NMpH NMPOBEAEHHH

MCTIBITaHHs «KonnuectreHHoe
onpernesneHue. Humecynun u
MeTHICaTHLIANIATY, DOJDKeH
06HapyKHUBaTbCA IHK,
COOTBETCTRYHOIIHUI no BpEeMeHH

yIEpKUBAHUS MHKY METHUIICANULIMIATA Ha
XpOMaTorpamMMe CTaHIapTHOrO pacTBopa.

Menthol / Menmon

Complies as prescribed /
CootrercTByeT TpeOOBaHUAM

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  xpoMmaTorpaMMe  HCIILITYEMOTO
pacTBOpa, MOJy4SHHOrO MPH NPOBEACHHH
UCTIBITaHUs «KonuuectBeHHOE
onpenesieHue. MeHTOm», IOJDKeH
0GHAPYKUBATHCS TIHK,
COOTBETCTBYIOLIHI o BpEMEHH
yOEpKUBAHUS  NHKY  MEHTOJa  Ha
XpOMarorpaMme CTaHAapTHOTO PacTBOpa.

Remarks : The Product confirms to ND/
Ilpumeuanue: IIpoxyKkT coOTBETCTBYET TpeboBanuam HJI

Conclusion : APPROVED /

3axmouenue: OJJOGPEHO
|

4

Prepared by /
IMonrorosneno: Pravesh Rana ‘//

2

Checked by /
[poeepeno: Santesh Kumar
Maurya { ~

Approved by: Manager/Executive /
Ono6peno: Menemxefy / Pykos

; 01U TENb
Abhishek Chauhan L !

Date /
Jarta: 29.01.2025

Date /
Hara: 29.01.2025

Date /
Jara: 29.01.2025

Registered Officer 8-1-337, Road No. 3, Banjara Hills, H derabad - 500034, Telangana, indja
Tal: 91 40 4900 2900, Fax: +91 40 4400 2999, Email: mail@drreddys.corn

CiM: L85195AP1984FLCO04507

wwny. drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHDOHWKAT AHAJIHM3A

Product : Nise Plus, gel 50 g
Ipoayxr: Haiiz® Ilmoc, res 4ss HapyKHOro NpUMEHEHHA S0r

Market / PoiHOK : Russia/ Poccus
Batch No. / Batch Quantity / 20000 units /
: V250050 :
Cepus Ne Pasmep cepun 20000 enuHHLy
Analytical Repovrt No./ . 040002798382 Date of Analysis / . 29.01.2025
AHanuTHYeCKHUit oTueT Ne - Jara ananuza
]I)ate of Manufacture / . 01/2025 Date of Expiry / . 12/2026
MarTa npousBoacTea TI'ogen go
Mfg. License No. /
IlpousBoacTBeHHAR : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
Tunen3na Ne

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

JINI-No(003312)~(PT-RU) ot 02.10.2023

Page 3 of 10/ Ctp. 3 13 10

- Capsaicin / Kancauyun Complies as prescribed /
CooTeeTcTBYeT TpeOOBaHUAM

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
XpPOMaTorpamMMe HCIIBITYEMOTO PacTBOPa,
MOJIy4EHHOTO npu MPOBEACHHUH
WCTBITaHNA «KonuuecrseHHOE
onpenenedie. Kancauuyn W HaTpHA
6eH30aT», NOHKeH 00HapyKUBATHCSA MHK,
COOTBETCTRYIOIIMH no BpeMeHu
yAepXuBaHusi MUKy Kalcaul{Ha Ha
XpOMaTOrpamMMe CTaHJapTHOrO PacTBoOpa.

2b | By HPLC (PDA) / B2JKX ¢ 0u00HO-MAMPUHHbIM 0emMEeKnopom

- Nimesulide / Humecynuo Complies as prescribed /
CooTBeTCTBYET TpeOOBaHHIAM

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
NOrNIOINEHUA  TIMKa HHUMECynuaa Ha
XpOMarorpamMMe HCIIBITYEMOTO PacTBopa,

S 1GEARIS34PLCO0AS0Y
www.drreddys.com

Ch L

TOJIY4E€HHOTO npy NMpOBEACHUH
UCIBITAHUA «KonuuectBeHHOE
OonpeaencHue. HI/IMCCyJ'll/IIL H
METHHCE!.J'I[-ILI,I'I.I'I(IT»), JOJTACH
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumevanue: [IpoaykT cooTBeTCTBYeT TpeboBanusaM HJ Zaxawuedue: OJOBPEHO
!
Prepared by / Checked by / Approved by: Manager/Efxecutive /
[MoaroroeneHo: Pravesh Rana | TTpoeepeno: Santosh Kumar Ono6peno: Menemxep / PykqeoanTents
Maurya Abhishek Chauhan Z
-
Date / Date / Date /
Hara: 29.01.2025 Hara: 29.01.2025 JMara: 29.01.2025
dOHic 337, Road 1o, 3, Banjara Als, Hyderabad - 500034, Telangana, maa
V10 4900 2800, Fax: 91 40 4900 2899, Email: mail@drreddys.com




Dr.Reddy’s Q:

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

Vill. Kho!, Malagarh Road, Badd!i,
Distt. Solan, H.P., 173 205, INDIA
198166 56001-02

wvs drreadys.com
CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIH3A
Product : Nise Plus, gel 50 g
HMpoxyxT: Haiis® I1moc, rens 14 HapYXKHOro npumeHeHis 50 r o ]
Market / Peinok : Russia / Poccust
Batch No./ . Batch Quantity / . 20000 units /
Cepus N § M2S0050 Pazmep cepun * 20000 eguHuL,
Analytical Repog‘t No./ . 040002798382 Date of Analysis / . 29.01.2025
AnanuTHuecknii oTyet Ne [lara anaausa
Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026
Jara nponssoacTsa T'oaen o
Mfg. License No./
IIponssoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIIT-Ne(003312)-(PT-RU)
JuneH3usa Ne

Analysis performed according ND No / Ananiu3 nposeien no HJL Ne: JITI-N2(003312)-(PT'-RU) dt. 02.10.2023 /

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

Page 4 of 10 / Ctp. 4 n3 10

COOTBETCTBOBATH CIICKTPY MOTIJIOWIEHUA
niKa HUMeCcylnla Ha XpomaTtorpamme
CTaHJAPTHOTO pacTBOpA.

- Methyl salicvlate /
Memuncanuyunam

Complies as prescribed /
CooteeTrcTBYyeT TpeOOBaHUAM

The absorption spectrum of methyl
salicylate peak in the test solution
chromatogram obtained during

"Nimesulide and Methyl Salicylate Assay"
test shall comply with that of methyl
salicylate peak in the standard solution
chromatogram. / CnekTp MNOTrJOLIEHHA
nuKa METHIICANHLIHNATA Ha
XpoMaTorpamMme HCHBITYEMOro pacTBOpa,
MOJTy4eHHOTO npu MPOBEACHHH
HCOBITAaHUA «KonuuecTBeHHOE
onpeneieHHe. Humecynun U
METHJICATHLIUNATY), HOJDKEH
COOTBETCTBOBATL CIEKTPY TOTJTOLIEHHs
nMKa METHJICATIULIMIATa Ha
XpOMaTOrpaMme CTaHJApPTHOrO pacTBopa.

- Capsaicin / Kancauyun

Complies as prescribed /
CooTBeTcTBYeT TpeboBaHUAM

The absorption spectrum of capsaicin peak
in the test solulivu chitomatogram obtained
during "Capsaicin and Sodium Benzoate
Assay" test shall comply with that of
capsaicin peak in the standard solution
chromatogram. / CrhexTp MNOrJoWEeHHs
NiKa KalcaMudHa Ha XpoMaTtorpamme

Remarks : The Product confirms to ND/

Ipumeuanue: [TpoaykT cooTBeTCTBYET TpeboBanusM HJI

Conclusion : APPROVED /
3akJTioueHue: OI[OB}’EHO

Prepared by / ,’j Checked by / Approved by: Managgr/Executive /

[Toarorosneno: Pravesh Rana_ ITpoeepeno: Santesh Kumar Onobpeno: Menemiep / PykogoanTteiib
i/ Maurya / - Abhishek Chauhan .

Date / Date / Date /

Hara: 29.01.2025 Hara: 29.01.2025 Jara: 29.01.2025

Registered Office: 8-2-3

ad No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: #9120 4900 2800, Fax: +91 40 4900 28929, Emait: mail@drreddys.com

Clid: L85185AP198PLCODAS07
wwiwv.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Nise Plus, gel 50 g

Tpoayxr: Haiia® [1moe, res uts HapysHoro npuMeneHns 50 r

Market / Poinok

: Russia / Poccus

Batch No. / Batch Quantity / 20000 units /
1 V250050 3
| Cepus Ne Pazmep cepuu 20000 enuHMLL
Analytical Repovrt No./ . 040002798382 Date of Analysis / . 20.01.2025
AHaJuTHYECKHIT oTUeT Ne Jara anaausa
Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026
JlaTa npou3BojcTBA Togen o
Mfg. License No. /
IIpoussoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
JnueH3usi Ne

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

Analysis performed according ND No / Anaaus nposexen mo HJ Ne: JIIT-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Page 5 of 10/ Crp. 513 10

UCITBITYEMOTO  PacTBOpa, TOJIyYSHHOTrO
npu NpOBEAECHUU HCIIbITAHUS
«KonnuectBeHHOE orpefeIeHHUE.

Kancauuua ¥ Hatpus 6eH30aT»), JOMKEH
COOTBETCTBOBATh CIMEKTPY MOTJIOLIEHUS
[MKa KancauLuMHa Ha XpoMmaTorpaMme
CTaHOAapTHOTO pacTBOPa.

2¢ | ByTLC/TCX

- Menthol / Menmon

Complies as prescribed /
CoortBeTcTBYyeT 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 NATHO Ha
XpOMaTOrpaMMe HCIBITYEMOrO PacTBoOpa
IO TOJIOYKEHHIO JOJDKHO COOTBETCTBOBATh
OCHOBHOMY IBITHY Ha XpoMaTorpamme

pacTtBopa CTaHAapTHOTO obpasua
MeHTONA.
3 | Net weight / Macca 50g/50r According to requirement / B
COTPPRUMNTN YIAKNRKH CONTRETCTRUM ¢ TPEANRAHWAMH
4 | pH/pH 5.1 4.6 to 6.0 (for 1.0 % aqueous solution) /

Ot 4,0 no 6,0 (nna 1,0 % BonHOrO
pactBopa)

5 | Viscosity / Baskocrb

-

215640 cP / 215640 cI1

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

Remarks : The Product confirms to ND/

Hpumeuanne: [Tpoaykt cootBeTcTBYET TpeboBanusM HJJ

Conclusion : APPROVED /
3akaroueHue: OIIOBP’,EHO

Prepared by / Checked by / Approved by: Manager," xecufive /

IMonrororneno: Pravesh Rana [Iposepeno: Santosh Kumar Onobpeno: Menemskep [ Pykogoantens
Maurya /@, Abhishek Chauhan

Date / Date / Date /

Hata: 29.01.2025 Hata: 29.01.2025 Hata: 29.01.2025

Registered Office: 8-2-

337, Road Mo, 3, Banjara Hills, Hyderal

il - 500034, Telangana, India

Tal: 91 40 4900 2800, Fax: +91 40 4900 2929, Email: mail@drieddys,.com

Clil: LSR1GRAR1934PLCO0A507
www.drreddys.com




Dr.Reddy’s ‘,’:‘

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIM3A

Dr. Recldy's Laboratories iid
Forrulation Unit-6

Vil ihot, flalagarh Read, Baddi,

Disti, Solen, B, 173 205, INDIA
‘ 01-02

Product : Nise Plus, gel 50 g

Hpopyx: Haiis® [lmoc, reb ans Hapy»KHOTO NpHMEHEHHS 50r

Market / Puinox

: Russia / Poccus

Batch No./ . V250050 Batch Quantity / . 20000 units /

Cepus N2 i Pazmep cepun * 20000 enuHuL
Analytical Repovrt No./ . 040002798382 Date of Analysis / . 29.01.2025
AnanntHiecknii ordeT No JaTa ananuza

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026

Jara npoizsoacTsa T'opeH no

Mfg. License No. /

IIponssoacTeenHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
nnnen3us Ne

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

JIN-Ne(003312)«(PT’-RU) ot 02.10.2023

Pa

e60of 10/ Ctp. 6 m3 10

6 | Particle size / Pazmep uacTun

21 pm /21 Mxm

Not more than 50 um / He 6onee 50 mkm

7 | Related Substances / PoacTBenHble npuMecu

Impurity C / ITpumecs C
Impurity D / ITpumecs D

Highest Unknown Impurity /
EnunuyHas
HeWASHTHGHLHPOBaHHAs
npUMech

Total impurities / Cymma
npumecen

Not detected / He o6HapyxeHa
Not detected / He obHapyxeHa

Below LOQ (LOQ = 0.0392 %) / Hixe
npenena KoJHYeCTBEHHOTO OMpeaeeH sl
(TTIKO = 0.0392 %)

Below LOQ / Hwxe npenena
KOJIMYECTBEHHOTO OINpEACTIeHNUs

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

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

Not more than 1.5 % / »e 6onee 1,5 %

8 [Microbial contamination / Mukpodnosorndeckasi Y4CTOTa

Total viable aerobic count /
Ob1iuee KOJIMYECTBO
JKM3HECTIOCOOHBIX a3poOHBIX
MHKPOOPTaHH3MOB

Total combined yeast and mold
count / O6wee 4ucio
JPOMOKEBBIX U MIECHEBBIX
rpuboB

Pseudomonas aeruginosa

Staphylococcus aureus

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

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

Absent in 1 g/ OrcytcTBYeTB 1 T
Absent in 1 g/ OrcytctByeTrB I 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

Remarks : The Product confirms to ND/
IIpumeuanue: [TpoxykT cootBeTcTBYET Tpebosanuam HJT

Conclusion ;: APPROVED /
3akmouenue: OJOBPEHO

Prepared by /
[Toarotosneno: Pravesh Rana /

Checked by /
IIpoeepeHo: Santosh Kumar

Maurya @/

Approved by: Manager, Executive /
Onobpeno: Menensep// PygoBoauTelb
Abhishek Chauhan {

Date /
Hara: 29.01.2025

Date /
Jata: 29.01.2025

Date /
Hara: 29.01.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2800, Fax: +91 10 4500 2999, Email: mail@drreddys.com

CIN: £85195.P1634PLCH0A507
wyaw.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIM3A

Dr. Reddy's Laboratories Lid
Formulation Unit-6

Viil. Khol, Nalagarh Road, Badcii
Distt. Solan, H.P, 173 205, INDia

= il
003.-02

Product : Nise Plus, gel 50 g

TIpoayxy Haiis® Intoc, resib Anst HapykHOTo nipimenerns 50 r

Market / Puinok

: Russia / Poccus

Batch No./ . V250050 Batch Quantity / . 20000 units /

Cepust N2 i Pasmep cepun 20000 eguHmL
Analytical Repovrt No./ . 040002798382 Date of Analysis / . 29.01.2025
AHaguTyYeckHuii oTueT Ne Jlata anaausa

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026

Jara npoussojcTsa TI'ogen g0

Mfg, License No./

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

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

Analysis performed according ND No / Ananus nposeaen mo H/L Ne: JITI-Ne(003312)-(PT-RU) dt. 02.10.2023 /

Page 7 of 10/ Ctp. 7 u3 10

9 | Assay/ KonnyecTeeHHOe onpeaecHne

Nimesulide /Humecynuo

10.1 mg/ 10.1mr
100.8 %

9.0 to 11.0 mg of Ci3sH;2N20sS
(nimesulide) per 1 g of the product (90 to
110 % of label claim) / Ot 9,0 no 11,0 mr
Ci3HpN2OsS  (uumecynua) B 1 1
npenapara (ot 90 go 110 % ot
HOMHHAJILHOTO COAEPIKaHMA)

Methyl salicylate /
Memuncamugunam

100.3 mg/ 100.3 mr
100.3 %

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 o
110,0 mr CsHsO;3 (MeTHacanuumiar) B
1 r npenapara (ot 90 x50 110 % ot
HOMHUHAJILHOTO COLEPIKARHS)

Menthol / Menmon

50.1 mg/50.1 mr
100.2 %

45.0 to 55.0 mg of C1oH»O (menthol) per
1 g of the product (90 to 110 % of label
claim) / Or 45,0 mo 55,0 mMr CioHO
(menTon) B 1 rmpenapara (o190 0o 110 %
HOMMHAJILHOTO COAEPKaHH)

Capsaicin / Kancauyun

0.2526 mg/0.2526 mr
101.0 %

Not less than 0.225 mg of CisH27NO3
(capsaicin) per 1 g of the product (not
less than YU % of label claim) / He MeHee
0,225 mr CsH27NO; (kancauuuH) B 1 T
npenaparta (He menee 90 % ot
HOMMHANBHOTO COJIEPKAHH)

Remarks : The Product confirms to ND/

Ipumeuanue: [Tpoxykt cootBeTcTBYET Tpebopanusam HJT

Conclusion : APPROVED /
Zaxmovenre: OJOBPEHO

Prepared by /
TMoarorosneno: Pravesh Rana

Checked by /

ITposepeHo: Santosh Kumar
Maurya {

| ——

Approved by: Manager/Ekecutive /
Onobpeno: Menemxep //PyKogoAnTeb
Abhishek Chauhan

Date/
Jarta: 29.01.2025

Date /
Jata: 29.01.2025

Date /
IMata: 29.01.2025
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Product : Nise Plus, gel 50 g
| Mpoayxr: Haii3® Iitoc, reib 414 Hapy»KHOTO NpuMeHenHs 50 T

Market / Poinok : Russia/ Poccus

Batch No./ . V250050 Batch Quantity / A 20000 units /

Cepus N2 Pasmep cepuu 20000 equHu1L
Analytical Repovrt No./ - 040002798382 Date of Analysis / . 29.01.2025
AunanutHieckuii oryer No JlaTa aHannza

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026

Jara npoussoacTsa T'open go

Mfg. License No./

IIpousBoicTBeHHasn : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JHueH3ns Ne

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

Page 8 of 10/ Crp. 8 m3 10
Sodium benzoate / Hampua 0.98 mg/0.98 mr Not less than 0.85 mg of C;HsNaO:
bersoam 97.7 % (sodium benzoate) per 1 g of the product
(not less than 85 % of the label claim) /
He menee 0,85 mr C7HsNaO» (Hatpus
6en3oart) B 1 r npernapara (He MeHee 85 %
OT HOMHHAJILHOrO COCPIKaHU)

Buthylliydroxytoluene / 0.39 mg/ 0.39 mr Not less than 0.34 mg of CsH>40
bymunzudpoxcumonyon 98.1 % (buthylhydroxytoluene) per 1 g of the
product (Not less than 85 % of the label
claim) / He menee 0,34 mr CsH240
(6yTunruapokcuronyos) B 1 r npenapata
(He mMeHee 85 % OT HOMMHA/ILHOTO
COIepXKaH!A).

10 | Package / Ynakoska 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.

[To 50 r B Ty6y M3 NAaMUHMPOBAHHOro amoMuHus ¢ mnedom u3 IIOBII, cHabxennyto
MeMOpaHoOit /i3 KOHTPONA NEPBOrO BCKPBITHS, U MONMNPONUIEHOBOH Kpeiukoid. Ilo 1
TyGe B nauky KapTOHHYIO C IMCTKOM-BKJIaIbIIEM.

API name / Hanmenosanue ADC: Nimesulide / Methyl Salicylate / T.evomenthol / Capsaicin/
Humecynupa MeTuwicanuuunar JleBoMeHTON KancavuuH
INN / MHH: Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
I Humecynug MeTuncanuuunar JIeBomeHTOJ Kancanuux
API manufacturer batch number / MS-1A-243030- | LOT T 7920, LOT
Homep cepun npoussoaurtesa ADC: Ml T 7929 . SO SO
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: [Tpoaykt cooTBeTcTBYET TpeboBaHusM HJI 3akaoueHue: OﬂOBPEiHO
Prepared by / Checked by / Approved by: Manager/[ixecutjve /
[Noarotosneno: Pravesh Rana Iposepeno: Santosh Kumar Opnobpeno: Menemxep /| Pykogonnrenb
Y | Maurya % Abhishek Chauhan
Date / Date / Date /
Hara: 29.01.2025 Hara: 29.01.2025 Hara: 29.01.2025
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A
Product : Nise Plus, gel 50 g
Ilpoaykr: Hakis® [1ni0¢, resp Ui HAPYKHOTO TIPHMCHCHHA 50r o
Market / PoiHok : Russia / Poccus
Batch No. / ] Batch Quantity / _ 20000 units /
Cepusi Ne § 230050 Paamep cepun © 20000 equHmM
Analytical Repourt No./ . 040002798382 Date of Analysis / . 29.01.2025
Ananurudeckuii ordeT No JlaTa avanu3sa
Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026
Jara npon3BoAcTBa T'onen o
Mfg. License No. /
IIpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)

JHueH3ua Ne

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

Analysis performed according ND No / Anaans nposeaen mo HJL Ne: JIII-Ne(003312)-(PI'-RU) dt. 02.10.2023 / o

Page 9 of 10/ C1p. 9 3 10

FP Manufacturer API Batch number / R FERA00664, RR R
Homep cepun ADPC npoussoautens IJId: FERIQ07AG FERAQ00665 FERE0084: EEEH00594
MaHranam
Tiparc oH ®opmosza
P N Anbta Jaboparopuc
Opranuke JItz, Jlaboparopuc JIt Apopa Apomarikc Huk, TaitBaHb
API Manufactured by & country / Hupus / avoparop | T JMra, Unpus / B ’
Hnnus / Alta . Kura#i/ Formosa
IpousBoautess A®C, crpana: Mangalam . Arora Aromatics )
Laboratories Ltd., 5 Laboratories
Drugs & . Pvt. Ltd., India .
. India Inc., Taiwan,
Organics Ltd., .
) China
India

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

HaumenoBaHue, aapec 4 HoMep JIHIEeH3HH
NJIOWAAKH, OCYLUeCTBAAIOIEH
IPOM3BOACTBO/KOHTPOJb Ka4ecTBa/BbINYCK
rJ1®

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

India (License No MNB/05/263) /

ITpousBozacTBEHHOE moApasaeneHte-6, Bunn. Kxone, Hanarapx Poyn, bannn,
Juctpukr Conan, X.I1., 173205, Unauns (Jlunensns 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 Furasian Feonomic TInion (No. GMP/EARU/RU/00554-2022 dt, 02 September 2022) and
requirements (o the medicinal qualily 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/

ITpumeuanue: [Ipoaykt cooTBeTcTByeT TpeboBanusM HJI

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by /

ITonrorosnero: Pravesh Rana
¢l

Checked by /

IIpoeepeno: Santosh Kumar
Maurya { I

]
Approved by: Manager/Hxecutive /
Opnobpeno: MeHemxep /j Pym;omwenb
Abhishek Chauhan /|

Date / Date / Date /
Hara: 29.01.2025 Jata: 29.01.2025 Hara: 29.01.2025
Revisterod Office: 5-7-337, Road Mo. 3, Ranjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 10 1900 2800, Fax: 491 210 4200 2699, Email: mail@direddys.com
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VWL GTTE QY S COTT

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Nise Plus, gel 50 g

Hpoayxr: Haits® [lmioc, rens A HapY>KHOTO fipHMeHeHus 50T

Market / PeiHok : Russia/ Poccus

Batch No. / - Batch Quantity / . 20000 units /

Cepus Ne {VES0E20 Pa3zmep cepuu * 20000 enuHuL,

Analytical Repovrt No./ . 040002798382 Date of Analysis / . 29.01.2025
AHajiuTHyeckHii oTyeT Ne JaTa aHaausza

Date of Manufacture / . 01/2025 Date of Expiry/ . 12/2026

JaTa npousBoacTsa T'oaen 10 -
Mfg. License No. /

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

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

Analysis performed according ND No / Auaan3 nposeaen no HJ{ Ne: JITI-Ne(003312)-(PT-RU) dt. 02.10.2023 /

3aK/I09eHHe 0 COOTBETCTBHH: «HACTOALINM 5 IOATBEPXK AL, UTO NPUBEICHHAS Bbile HHOPMALUSA ABNSETCS JOCTOBEPHOM
1 TOUHOM. DTa cepus MPOAYKLUU POn3BeieHa (BKIOUas yNakosKy (MapKMpOBKY) 1 KOHTPOJIb KAUeCTBa) Ha BBILUEYKA3aHHOH
TPOM3BOACTBEHHON rowanke (IIOlafKax) B IOJHOM COOTBETCTBMM C TpebosaHusmMy IIpaBui
IIPOK3BOACTBEHHOM MpakTHky EBpasuiickoro skonomuyeckoro corosa (Ne GMP/EAEU/RU/00554-2022 ot 02 centsdps 2022)
M TpeOOBaHHAMY KOHTDOJISl KA4ecTBa JIEKAPCTBEHHBIX CPEACTB, a TaKKe B COOTBETCTBUH CO CHELU(PUKALMIMIL,
COJEPKAMUMHCS B PErUCTPaLUOHHOM A0ChE CTPaHbI-MMIOPTEPA. 3AMKCH 110 IPOU3BOJCTBY, YIAKOBKE 1 aHAJIM3Y IPOBEPEHDI,
M YCTAHOBIEHO MX COOTBETCTBHE TpeGoBanusM IlpaBui Haijexalledl TPOU3BOJCTBEHHOH mnpakThkU EBpasuiickoro

OKOHOMHUYECKOro COro3an».

Page 10 of 10/ Ctp. 10 u3 10

Remarks : The Product confirms to ND/
ITpumeyanne: [Tponykt cooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axmouenune: OJOBPEHO

Prepared by /
IToarorosieHo: Pravesh Rana
/

Checked by /
Iposepeno: Santosh Kumar

Maurya @/

Approved by: Manager/Executive /
Opobpeno: Menenxep / Pyko

BQAHTE/b
Abhishek Chauhan 7

Date /
JHara: 29.01.2025

Date /
Hara: 29.01.2025

Date /
Hara: 29.01.2025
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