@
Dr.Reddy’s ¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Nise Plus, gel 100 g

Tpoayxt: Haiiz® [Tmoc, reb anst HapysHoro npumenenus 100 r

Market / Pbinok

: Russia / Poccus

Batch No. / . V240946 Batch Quantity / . 9901.000 units /

Cepua Ne ) Pasmep cepun © 9901.000 enuHuLL
Analytical Repourt No./ . 040002782865 Date of Analysis / . 16.01.2025
AHaJIuTHYeCKHIT oTYeT No JaTa aHaansa

Date of Manufacture / . 12/2024 Date of Expiry/ . 11/2026

Hara npousBoacTsa T'oaen a0

Mfg. License No. /

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

Analysis performed according ND No / Auasns nposeaes no H/1 Ne: JII-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

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

Page 1 of 11/ C1p.1 13 11

Ne Test / Ilokazarennb

Result / PesyabTaTsl

Specification / Hopma

1 | Appearance/ Onucanue

White gel of homogencous consistency with a
characteristic odor. / Tens Ocmoro nscra
OIHOPOJHOM KOHCUCTGHUHM C  XapaKTEpHbIM
3amaxoM.

White to off-white gel of homogeneous
consistency with a characteristic odor. /
I'enb Genoro WaW MoyTH Henoro useTa
OJHOPOHOM KOHCHCTECHLIHH g
XapakTepHbIM 3aMaxoM.

2 | Identification/ UaenTuduxanus

2a | By HPLC/ B3XXX

- Nimesulide | Humecynuo

Complies as prescribed /
CooTBeTcTBYET TpeOOBAHHAM

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
WCIIBITYEMOTO pPacTBOpa, MONYYEHHOro
pH MPOBENICHUH UCTILITAHMS
«KonumuecTBeHHOE onpenesneHue.
Humecynua H  METWICATHUMIATY,
JOJKEeH 00HAPYKUBATHCS MHK,
COOTBETCTBYIOLHI no BpeEMEHU
yOep)KHBaHUs THKY HUMeCyJnja Ha
Xpomarorpamme CTaH[apTHOTO

Remarks :

The Product confirms to ND/
Ipumeuanne: [Ipoaykt coorBeTcTBYeT TpeboBanusam HJI

Conclusion : APPROVED /
3akauenme: OI[OBPEHO

Prepared by / Checked by / Approved by: Mana‘ er/Executive /
IToarorosnexo: Noor Mohammad [Iposepeno: Santosh Kumar Onobpeno: Mete ep / PykgeoauTens
Maurya @ Abhishek Chauhan| Ti
2 /-"'-_ l-\.
Date / Date / Date /
Hara: 16.01.2025 Iata: 16.01.2025 Hara: 16.01.2025




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTHOUHKAT AHAJIM3A

Product : Nise Plus, gel 100 g

MpoayxT: Haits® [lnioc, refib U1 HApYKHOTO MPUMEHEHHS 100r

Market / Prisok : Russia/ Poccus

Batch No./ . V240946 Batch Quantity / . 9901.000 units /

Cepust Ne ’ Pasmep cepun * 9901.000 eaunuL
Analytical Repo“rt No./ . 040002782865 Date of Analysis / . 16.01.2025
AnajnurHyeckuii oTueT No Mara ananunsza

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

JlaTa npoussoacTea T'ogen ao

Mfg. License No. /

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

Analysis performed according ND No / Anaans nposenen no H/1 Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
JITI-Ne(003312)-(PI-RU) ot 02.10.2023

Page 20f 11/ Ctp.2 13 11

pacrtsopa.

- Methyl salicylate /
Memuncanuyunam

Complies as prescribed /
CootrpercTByeT TpeOOBAHUAM

A peak with the retention time
corresponding to that of methyl
salicylate in the standard solution
chromatogram shall be present in the
test solution chromatogram obtained
during "Nimesulide and  Methyl
salicylate  Assay" test. / Ha

XpOMaTorpamMmme HCIIBITYEMOTO
pacTBopa, MOJTy4eHHOTO npH
MpPOBEICHUH MCTIBITAHUS
«KonuuectBeHHoe onpeneNneHHe.
Humecynma W METUICATMLIUIATY,
JOJKEH 0OHaApPY>KHUBATHCS MUK,
COOTBETCTBYIOLIHH no BpEMEHH

YACP)KHBAHUA NMUKY METHJICAJIMLUIIATA
Ha XpoMaTtorpammMe CTaHAapTHOTO
pactBopa.

Menthol / Menmon

Remarks : The Product confirms to ND/
ITpumeuanne: [IpoaykT cooTBeTCTBYET TpeboBanusM HJI

Complies as prescribed /
CootBeTcTByeT TpeOOBaHHAM

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

Conclusion : APPROVED /
3aknwouyenue: OI[OI?PEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Noor Mohammad INposepeHo: SantoshKumar Onobpeno: Menemxep / PyrogoauTens
G 3 Maurya g\/ Abhishek Chauhan | S
o A =
Date / Date / Date /
Hata: 16.01.2025 Jata: 16.01.2025 Hara: 16.01.2025




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIHM3A

Product : Nise Plus, gel 100 g

Mpoayxr: Haits® ITnioc, rens ana HapykHOTO MpruMeHenns 100 r

Market / PeiHok : Russia / Poccus

Batch No. / . V240046 Batch Quantity / . 9901.000 units /

Cepun N ) Pasmep cepuu * 9901.000 eauHuL,
Analytical Repovrt No./ . 040002782865 Date of Analysis / . 16.01.2025
ABanuTHYecKH# oTueT Ne JlaTa anaausa

Date of Manufacture / . 12/2024 Date of Expiry / . 1172026

Jata npon3BoacTsa T'ogen no

Mfg. License No./

IlpousBoacTeeHHasn : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JuneH3uA No

Analysis performed according ND No / Auaais nposeaed no H/l Ne: JII-Ne(003312)-(PT-RU) dt. 02.10.2023 /
JITT-Ne(003312)-(PT-RU) ot 02.10.2023

Page 30f 11/ Ctp. 3 13

11

pacTBoOpa, NOJy4EeHHOTo

pacTBOpa.

Xpomarorpamme HCMBITYEMOI'O

poBeACHHH MCTIBITAHUSA
«KonuyecTBeHHOE onpeaeneHue.
MeHTON», HOMKEH OOHapy KHUBAThCA
NKMK, COOTBETCTBYIOLIMI MO BpEeMEHH
yOEpKUBAHUS  MHKY MEHTOJla  Ha
XpomarorpammMe CTaHNapTHOTO

npu

- Capsaicin / Kancauyun

Complies as prescribed /
CooTBeTcTBYeT Tpe6OBAHUAM

A peak with the retention

chromatogram obtained

corresponding to that of capsaicin in the
standard solution chromatogram shall be
present in  the test  solution

"Capsaicin and Sodium Benzoate
Assay" test. / Ha xpomarorpamme
UCIIBITYEMOrO PacTBOpa, IMOTy4YEeHHOTO

npu NpPOBEHCHUH UCTIBITAHH S
«KonunyectpenHoe onpeJieneHue.
Kancanuuu W Harpus  OeH3oaT»,
LNOJDKEeH oOHapy>KUBaTbCA MUK,
COOTBETCTBYIOLI U no BpPEMEHH
yIOEep>KMBaHUst IMKY KalcaulMHA Ha
XpOMaTOrpaMMe CTaHAApTHOrO

time

during

Remarks : The Product confirms to ND/
IMpumeuanue: ITponykT coorBercTByeT Tpebosanusam HJT

Conclusion : APPROVED /
3axmouenune: OJOBPEHO

Hata: 16.01.2025

Hara: 16.01.2025

Prepared by / Checked by / Approved by: Mana Er/Executive /

ITonrotosneno: Noor Mol}ammad IIpoBepeno: Santosh lumar OnobpeHo: Menemsxfp / PykoBoautens
ol Maurya ( Abhishek Chauhan | )

Date/ Date / Date / ‘

Jata: 16.01.2025




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Nise Plus, gel 100 g

Mpoaykr: Haiis® [lmoc, renb ans Hapys#Horo npumenedns 100 r

Market / Prinok : Russia / Poccus

Batch No./ . V240946 Batch Quantity / . 9901.000 units /

Cepusa Ne i Pasmep cepun * 9901.000 egunuL
Analytical Repourt No. / . 040002782865 Date of Analysis / . 16.01.2025
AHanuTHYeckHii oTueT Ne Jlara aHanun3za

Date of Manufacture / . 122024 Date of Expiry / . 11/2026

Jara npoussoacTea I'oxeH o

Mfg. License No./

IlpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
auueH3usd Ne

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

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

Page 4 of 11/ Crp. 4 3 11

pacrtBopa.

2b | By HPLC (PDA) / B22KX ¢ Ouodno-MampuiHsiM 0emeKmopom

- Nimesulide / Huatecynuo

Complies as prescribed /
CootseTcTBYeET 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. / CnekTp
NOIJIOIIEHHUsT THKa HUMeECylWja Ha
XpoMarorpamMmme UCITBITYEMOTO
pacTtBopa, TOJIyYEHHOTO npu
NMpOBeIEeHUH UCTIBITaHUS
«KonnuecTBeHHOE onpeneneHue.
Humecynua M METHICANHUHIATY),
JOMKEH  COOTBETCTBOBATb  CIIEKTPY
NOTJIOIIEHUA TMHKAa HUMECYAMJa Ha
XpoMaTorpamme CTaHAApTHOrO
pacTBopa.

- Methyl salicylate /
Memuncanuyunam

Complies as prescribed /
CooTBeTcTBYeT TpebOBaHHUAM

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

Remarks : The Product confirms to ND/
Ilpumeuanne: [popykT cooTBeTcTBYET Tpeboanusam HJJ

Conclusion : APPROVED /
3akaouenue: OJOBPEHO

Prepared by /
IMoarorosieno: Noor Mohammad

7%

Checked by /
[IpoBepeno: Santosh Kumar

Maurya ( g

Approved by: Manager/Executive /
Onobpeno: Menespkep / PykosoanTelib
Abhishek Chauha

Date /
Hara: 16.01.2025

Date /
Jata: 16.01.2025

Date / A
HNata: 16.01.2025




Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Nise Plus, gel 100 g

MpoayxT: Haits® I1mi0c, refb IS HapyxHOTo npuMeHenns 100 r

Market / Poinok : Russia / Poccust

Batch No. / . V240046 Batch Quantity / . 9901.000 units /

Cepus No ) Pasmep cepuu *© 9901.000 eguHMLL
Analytical Repourt No./ . 040002782865 Date of Analysis / . 16.01.2025
AHagnTH4ecKHit oTyeT Ne JaTa ananusa

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

JlaTa npon3BOACTBA T'oaen no

Mfg. License No. /

IIponsBoAcTBEHHAN : MNB/05/263 MA number: / Homep PY : JII-Ne(003312)-(PI'-RU)
JIHUEH3Uus Ne

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

Analysis performed according ND No / Anaans nposenen no H/1 Ne: JII-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Page 50f 11/ C1p. 5 n3 11

solution chromatogram. /  Cnekrp
NOTrNOIEHUs [THKa METHIICAIHLIMAATa Ha
XpoMaTtorpamme HCTIBITYEMOTO
pacTBopa, N0JIy4eHHOTO npu
NpoBeNeHHH UCTIBITAHHS
«KonmuuecTBeHHOE onpeneneHue.
Humecynua UM METUACATHMLIMIATY),
NODKEH  COOTBETCTBOBaTh  CIEKTPY
MOCNOIIEHUs MHKa METUIICAIMLIAJIATA Ha
Xpomarorpamme CTaHAAPTHOTO
pacTBopa.

- Capsaicin / Kancauyun

Complies as prescribed /
CooteetcTBYyeT TpeOoBaHHAM

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. / Cnekrp
MOrjoLIeHUsT MHKa KalcaulMHA Ha
XpoMaTorpaMme HCIBITYEMOTO
pacTBopa, HOJIyYEHHOTO npu
NpOBEACHUU HCIIBITAHHUS
«KonuyecTBeHHOE OrpeIeNieHHE.
Kancauuun W Harpust  OeH30aT»),
IOJDKEH  COOTBETCTBOBATH  CMEKTPY

Remarks ; The Product confirms to ND/

Ilpumeuanue: [IponykT cooTBeTcTBYET TpeboBanusaM HJJ

Conclusion : APPROVED /
3akmwouenue: OJJOBPEHO
I

Prepared by /

[Moarortosaeno: Noor Mohammad
)
574

&

Checked by /
ITporepeno: Santosh Kumar
Maurya

M

Approved by: Manageri‘
OnobpeHo: MeHemxepl.'
Abhishek Chauhan

xecutive /
Pykogoantens

Date /
Hara: 16.01.2025

Date /
Jara: 16.01.2025

Date /
JHara: 16.01.2025




Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS

CEPTUDUHKAT AHAJIM3A

Product : Nise Plus, gel 100 g
Npoaykt: Haits® [Tinroc, rens o HapyxkHoro npumenenus 100 r

Market / PoiHok : Russia/ Poccus

[Batch No./ . V240946 Batch Quantity / . 9901.000 units /

Cepus No ' Pazmep cepuu © 9901.000 exuHML
Analytical Repourt No./ . 040002782865 Pate of Analysis / . 16.01.2025
AHaauTHYecKHii oTHeT No Jlata aHanm3a

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

Jara nponspoacTsa Toaen ao

Mfg. License No. /

IIponsBoAcTBeHHAN : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JHueH3usa N

JITI-Ne(003312)-(PI'-RU) o7 02.10.2023

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

Page 6 of 11/ Ctp. 6 m3 11

norjioleHuss TMHMKa KancauupHa Ha
XpoMaTorpamme CTaHAAPTHOrO
pacTtBopa.

2c

By TLC/TCX

- Menthol / Menmon

Complies as prescribed /
CoOTBeTCTBYET TPeOOBaHUAM

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 MSTHO Ha
XpoMaTorpammMe HCTIBITYEMOTO
pacTBopa [0 TOJIOXKEHUIO  JIOJKHO
COOTBETCTBOBaTb OCHOBHOMY IISITHY Ha
Xpomarorpamme pacreopa
CTaHAapTHOro obpaslia MeHToMa.

Net weight / Macca
COAEPHKUMOro yNnakoBKH

101g/101r

According to requirement / B
COOTBETCTBHU C TPEOOBAHHAMHM

pH /pH

51/51

4.6 to 6.0 (for 1.0 % aqueous solution) /
01 4,0 no 6,0 (g 1,0 % BogHOTO
pacTBopa)

Viscosity / BazkocTs

252780 cP /252780 cIl

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

Remarks : The Product confirms to ND/
ITpumeuanue: [IponykT coorBeTcTBYET TpeboBanuam H]I

Conclusion : APPROVED /
3axmouenune: OJOBPEHO

Prepared by / Checked by /
[onrotorneno: Noor Mohammad [Ipoeepeno: Santosh Kumar
/)/’ Maurya ( %
b2 L
Date / Date / Date /
Hara: 16.01.2025 Hara: 16.01.2025 Hara: 16.01.2025
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Nise Plus, gel 100 g

| HpoayxT: Haits® Inioc, renb st Hapy»KHOTo npumeneHns 100 r

Market / PoiHoK : Russia/ Poccus

Batch No./ . V240046 Batch Quantity / . 9901.000 units /

Cepusi Ne ) Paszmep cepun * 9901.000 egunmL
Analytical Repovrt No./ . 040002782865 Date of Analysis / . 16.01.2025
AuanauTayeckuii oTuer Ne JaTa anaau3a

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

Jara npon3BoaAcTBa I'ogen ao

Mfg. License No. /

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

Analysis performed according ND No / Anann3 nposeden no H.J1 Ne: JIII-Ne(003312)-(PT-RU) dt. 02.10.2023 /
JITI-Ne(003312)-(PI'-RU) ot 02.10.2023

Page 7of 11/ Crp. 73 11

6 | Particle size / Pazmep uacTun

17 um / 17 MM

Not more than 50 pm / He 6onee 50
MKM

7 | Related Substances / PoacTBenHbie mpuMecH

Impurity C/ IIpumecs C
Impurity D / TTpumecs D

Highest Unknown Impurity /
Enuuununas
HeHJeHTHHUIUPOBAHHAS
npHUMech

Total impurities / Cymma
npumMecen

Not detected / He obHapyxeHa

Not detected / He obHapyxeHa

Below 1LOQ (LOQ = 0.0392 %) / Huke

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

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

npejena  KOJMYECTBEHHOrO  ONpEAENeHHs
(TIKO = 0.0392 %)
Below LOQ / Hixe npeaena | Not more than 1.5 % / ve 6onee 1,5 %

KOJMUYECTBEHHOI O onpeac/ICHUS

8 [Microbial contamination/ Mukpobuo.noruyeckas YucTora

Total viable aerobic count /
Obuee KOJIMYECTBO
YKU3HECTIOCOOHBIX a3pobHbIX
MHKPOOPTaHU3MOB

Total combined yeast and mold
count / Obwee uncio
IPONOKEBBIX U TNIECHEBBIX
rprbon

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

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

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

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

Remarks : The Product confirms to ND/
M pumeuanue: ITpoaykt cootBeTcTBYeT TpeboBanuaM HJT

Conclusion : APPROVED /
Zaxmouenue: OJJOBPEHO

Prepared by /
[ToarotosneHo: Noor Mohammad

V2

Checked by /
ITposepeno: Santosh
Maurya

K@ar
L

Approved by: Manglger/Executive /

f
OnobGpeno: Meneszkep / PykosojnTtensb

Abhishek Chauhaq(

Date /
JaTa: 16.01.2025

Date /
HMata: 16.01.2025

Date /
Hata: 16.01.2025

Wro s L Oi{lee. B-2-R07

Fidls

2, Danis

4UABG 2404,

034, Telangana, ndia

B drresdys,con




Dr.Reddy’s ":

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Nise Plus, gel 100 g

| Hpoaykt: Haiz® [lnroc, rene 0j1s Hapy»KHOTO NMpHMEHEHMS 100r

Market / Poinok : Russia / Poccus

Batch No. / . V240946 Batch Quantity / . 9901.000 units /

Cepusn No ' Pasmep cepun * 9901.000 enuAnL
Analytical Repourt Ne./ . 040002782865 Date of Analysis / . 16.01.2025
AHanuTHuYecKHii oTyeT Ne JaTa anajiu3a

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

Jara npon3soacTsa T'ogen go

Mfg. License No. /

IIpousBojacTBEeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JnueH3us Ne

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

Analysis performed according ND No / Auaans nposeaen mo H/l Ne: JII-Ne(003312)-(PT-RU) dt. 02.10.2023 /

Pseudomonas aeruginosa

Staphylococcus aureus

Absent in 1 g/ OrcyrctByeTB 1T

Absent in 1 g/ OtrcytcTByerB 1 1

Page 8 of 11/ Ctp. 8 13 11
Absentin 1 g/ OtcytctBue B 1 1

Absent in 1 g/ OrcytctBue B 1 1

9 | Assay / KosinuecTBeHHO€E onipeaeiieHie

Nimesulide /Humecynuo

Methyl salicylate /
Memuncanuyunam

Menthol / Menmon

10.1 mg/10.1 mr
100.8 %

101.2 mg/101.2 mr
101.2 %

50.8 mg/ 50.8 mr
101.6 %

9.0 to 11.0 mg of Ci3H;2N:0sS
(nimesulide) per 1 g of the product (90
to 110 % of'label claim)/ 01 9,0 1o 11,0
Mr Ci3H|2N2OsS (Humecynum) B 1 1
npenapata (ot 90 g0 110 % or
HOMMHAJIBHOTO COJICPKaHHUA)

90.0 to 110.0 mg of CsHzO3 (methyl
salicylate) per 1 g of the product (90 to
110 % of label claim)/ Ot 90,0 no
110,0 mr CsHgO3 (MeTHICAIMUKAAT) B
1 r npenapara (ot 90 5o 110 % ot
HOMUHAJIBHOTO COICPXKaHHUS)

45.0 to 55.0 mg of CigH200 (menthol)
per 1 g of the product (90 to 110 % of
label claim) / Ot 45,0 mo 55,0 wmr
C1oH2O (menton) B 1 r npenapata (ot
90 Jils! 110 % HOMHHAaJIBHOTO
colepxaHus)

Remarks : The Product confirms to ND/

Ilpameuanue: [IponykT coorBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO
|

Prepared by / Checked by / Approved by: Managgr/Executive /
IMoxrororneno: Noor Mohammad IIpoBepeHo: Santosh Kumar OnoGpeno: Menemxep / Pykopopurens
rj‘q, Maurya @ Abhishek Chauhan l" [
J v L

Date/
Jara: 16.01.2025

Date /
Jlarta: 16.01.2025

Date / '
Jara: 16.01.2025

Regiciored Gifica: 8 3 527, Agad Mo

Tal 97 40 49




Dr.Reddy’s ":

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Product : Nise Plus, gel 100 g

IpoaykT: Haiis® Ilmoc, renb A HapyxHoro npumesenns 100 r

Market / Peinox : Russia/ Poccus
Batch No./ . V240946 Batch Quantity / . 9901.000 units /
Cepust N ) Pazmep cepuu * 9901.000 eauHwWLL

Analytical Report No. /

Date of Analysis /

auuen3us Ne

. : 040002782865 : 16.01.2025
AHanuTHYecKUil oTyeT No JlaTa anaju3a
Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026
Hara npouszsoacTsa T'ozen no
Mfg. License No. /
IlpousBoacreeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT'-RU)

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

Analysis performed according ND No / Ananns nposenen no H/1 Ne: JITT-Ne(003312)-(PI-RU) dt. 02.10.2023 /

Capsaicin / Kancauyun

Sodium benzoate / Hampus
berzoanm

0.2507 mg / 0.2507 mr
100.3 %

0.99 mg/0.99 mr
99.2 %

Page 9 of 11/ Crp. 9 m3 11
Not less than 0.225 mg of CgH27NO;
(capsaicin) per 1 g of the product (not
less than 90 % of label claim)/ He
menee 0,225 mr Ci1gH27NO;
(kancanuu) B 1 r npenapata (He
menee 90 % OT HOMHUHAJIBHOTO
conepxaHmus)

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» (HaTpua
6eHzo0aT) B 1 r npenapata (He MeHee 85
% OT HOMHHAJIBHOI'O COAEPXKaHHS)

Buthylhydroxytoluene /
Bymunzudpoxcumonyon

0.40 mg/ 0.40 mr
100.3 %

Not less than 0.34 mg of CisH240
(buthylhydroxytoluene) per 1 g of the
product (Not less than 85 % of the label
claim) / He menee 0,34 mr CsH240
(6yTunruapokcutostyon) B 1 1
npenapara (He Menee 85 % ot
HOMHHAJILHOTO COAEPKaHHUA).

10 | Package / Ynakoska

100 g in a laminated aluminum tube with HDPE shoulder equipped with a tamper-evident
membrane and a polypropylene cap. 1 tube and a patient information leaflet in a carton.

Remarks : The Product confirms to ND/

ITpumeuanue: IIpoxyKT cooTBeTCTBYET TpeGoBanusam H/I

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Jara: 16.01.2025

Hara: 16.01.2025

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosieno: Noor Mohammad Iporepeno: Santosh Kumar OnoGpeno: Menemiep / Pyjosoautensb
OOO Maurya ( é Abhishek Chauhan /
2
Date/ Date / Date /

Hata: 16.01.2025
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

Product : Nise Plus, gel 100 g

Mpoayxs: Hais® [nioc, rens ans HapysxHoro npnmerenns 100 r

Market / Peinok : Russia / Poccus

Batch No./ . V240046 Batch Quantity / _ 9901.000 units /
Cepusn N2 ) Pasmep cepun © 9901.000 enuHuULL
Analytical Repourt No./ . 040002782865 Date of Analysis / . 16.01.2025
AHanuTHYeCKHH oTyeT Ne Jarta aHanausa

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

JlaTa npoussoacTBa

Tonen xo

Mfg. License No. /
[IponsBoacTBeHHast
JULEeH3HA No

: MNB/05/263

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

Analysis performed according ND No / Auanuz nposencs mo HJ Ne: JIII-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

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

Page 10 of 11/ Crp. 10 13 11

ITo 100 r B TySy M3 NaMHUHMPOBAHHOTO amoMutms ¢ TeuoM u3 [1DBII, cnabkenHyro
MeMOpaHOii A7 KOHTPOJIS NepPBOr0 BCKPHITHS, U MOAWMPONHIIEHOBOH Kpbikoi. [1o 1
Ty6e B Na4Ky KaPTOHHYIO C JIMCTKOM-BKJIaJBILIEM.

API name / Haumenosanue ADC: Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
Humecynun MeTtuncanuuunar JleBomeHTON Kancauuitx
Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
INN / MHH:
HuMmecynun MeTuncanuumnar JlesomenTOI Kancauuvx
API manufacturer batch number / MS-1A-243030- LOT T 7879 MLC-2407068 F001-24001
Homep cepun nponssoautenss ADC: M1
ey - numbet FERA00716 FERA00595 FERR00586 FERA003338
Homep cepuun AD®C npoussoaurtens I'JID:
Manranam
iGN Popmo3sa
P ArnbTa Jlaboparopuc
OprgHHKC T, Jla6oparopuc JIT. [ARSRa, oK ATHES Wnk, TaiiBanb
API Manufactured by & country / HUnnus / parop A IeT. JIto, Uupus / . ’
Unnus / Alta . Kuraii/ Formosa
IMpoussoautens ADC, 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 Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt. Solan, H.P. 173205,
site / India (License No MNB/05/263) /

Remarks : The Product confirms to ND/

Ipumeuanne: [Ipoaykt cooTBeTcTBYET TpeboBanusaM HJI

Conclusion : APPROVED /
3axmwouenue: OJOBPEHO
\

Prepared by /
IToxrorosneqo: Noor Mohammad

7

Checked by /

Iposepeno: Santosh Klg‘\r

Maurya

er/Executive /

Approved by: Mana
Onobpeno: MeHemks
Abhishek Chauhan |

{ f
!
AP A

-’

p/ P[Koao,uurenb

Date/
Hata: 16.01.2025

Date /
Hara: 16.01.2025

Date / \. A
Jara: 16.01.2025

7, Rand Mo,
FHIC 2800, Fan: 8

CIN: LB

a9, Email: mail{di

]
e




Dr.Reddy’s €

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Product : Nise Plus, gel 100 g
M poayxT: Haii3® Ilnroc, rens Asis HapyxHOTro npumeHeHus 100 ) .
Market / PriHok : Russia / Poccus
Batch No./ . V240946 Batch Quantity / . 9901.000 units /
Cepusi No i Pa3mep cepun © 9901.000 enuuwuLL
Analytical Reponrt No./ . 040002782865 Date of Analysis / . 16.01.2025
AHanuTHuecKkHi oTuer Ne JlaTa ananusa
Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026
Jarta npousBoacTBa I'ogen o
Mfg. License No./
IlpousBoacTBeHHan : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
auueH3Ha Ne
Analysis performed according ND No / Anaans nposeded no HJl Ne: JIIT-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

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

Page 11 of 11/ Ctp. 11 3 11

HawmeHoBaHMe, aipec U HOMEP JHIEH3IHH I[MpoussoacTBeHHOE NoapasaeieHne-6, Bunn. Kxons, Hanarapx Poya, baany,
Juctpukt Conan, X.I1., 173205, Uapus (JInuenzus Ne MNB/05/263)

NIOLIAAKH, OCYILeCTBIAIOUICH
NPOU3BOACTBO/KOHTPOJIE KAYecTBA/BbIMYCK
e

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».

3aKII0YeHHe 0 COOTBETCTBMH: «HacTosfIMM s MOATBEPXKAAKO, YTO MPHUBEIEHHAs Bbllle HHOOPMALHUA ABIIETCS
JIOCTOBEPHOM 1 TOYHOMN. DTa cepus NPOAYKLKMH NPOU3BeeHa (BKIFOYas YakoBKy (MapKUPOBKY) H KOHTPOJIb KauecTsa)
Ha BBIILEYKA3aHHON MMPOM3BOACTBEHHOMN MUomanke (MollaaKax) B MOJHOM COOTBETCTBUM ¢ TpeboBanusamy Ilpabun
HaJlexallell npou3BOACTBEHHON npakTiki EBpasuiickoro skoHoMH4ecKoro corosa (Ne GMP/EAEU/RU/00554-2022 ot
02 centsiopst 2022) W TpeOOBaHUSMU KOHTPONA KauyecTBa JIEKADCTBEHHBIX CPEJCTB, a TaKKE B COOTBCTCTBUH CO
cneuuUKaLMSIMH, CONEPKALMMHUCS B PETMCTPALMOHHOM JAOChE CTPaHbI-MMIIOpTEpa. 3alucH MO MPOU3BOACTBY,
yIaKoBKE M aHalM3y NPOBEPEHbl, Y YCTAHOBIEHO HX COOTBETCTBME TpeboBanuaM IlpaBun Hamnexaiuei
MTPOM3BOACTBEHHOH NpakTHKY EBpa3HiicKoro 3kOHOMMYECKOIo COt03ax.

Remarks : The Product confirms to ND/
IMpumeuanue: HpoayxT coorBeTcTByeT Tpebosanusam HJJ

Conclusion : APPROVED /
3akmoueHue: O,HOEI\’EHO

Prepared by / Checked by /

[oarorosneno: Noor Mohammad IIpoeepero: Santosh

67// Maurya

=

Approved by: Managey/Executive /
Onobpeno: Menekef) / Pykgpoanutens
Abhishek Chauhan r -

Date/ Date /
JHara: 16.01.2025 Hata: 16.01.2025

Date /
Jata: 16.01.2025




