Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJIM3A

Product : Nise Plus, gel 100 g

TMpoayxT: Haits® Ilnroc, rens niis HapyskHOro npumeretus 100 r

Market / Prinok : Russia/ Pocenst

Batch No./ . V240944 Batch Quantity / . 9901.000 units /

Cepust Nt ) Pazmep cepun * 9901.000 exunHuLL
Analytical Report No. / . 040002781818 Date of Analysis / . 16.01.2025
AHanuTHYecKHi oTyeT Ne JlaTa ananu3sa

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

Jara nponzBoacrsa Toaen a0

Mfg. License No. /

IponssoacTeeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
JuueH3usa Ne

Analysis performed according ND No / Ananus nposegen no HJ1 Ne: JITI-Ne(003312)-(PT-RU) dt. 02.10.2023 /

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

Page 1 of 11/ Crp. 1 m3 11

Ne Test / Toka3zaTeab

Result / PesyabTaTsl

Specification / Hopma

1 | Appearance/ Onucauue

White gel of homogencous consistency with a
characteristic odor. / Tenp ©Oenoro usera
OIHOPOJHOM  KOHCHCTEHLMM C XapaKTEPHBIM
3AMaxoM.

White to off-white gel of homogeneous
consistency with a characteristic odor. /
T'enp 6enoro wiu nodtu 6enoro upera
OJIHOPOOHOH KOHCUCTEHLIUM c
XapaKTepHBIM 3aMaXoM.

2 | Identification/ UaenTuduxkauus

2a | By HPLC/BIXKX

- Nimesulide | Hunecymuo

Complies as prescribed /
CootBeTcTBYET TpeOOBAHUAM

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 xpomarorpamme
UCIIBITYEMOTO pacTBOpa, MOJIy4YEHHOTO
npu NpOBEICHUU HCTIbITAaHUS
«KonuvectenHoe ornpeneneHHe.
Humecynup M METHICAJIMLMIATY,
JOJDKEH 06GHAPYKUBATHCS UK,
COOTBETCTBYIOIIH no BpPEMEHH
yIOEP)KHBAHUS MHKY HHMECyJInaa Ha
XpOMATorpamMMe CIAHAAPIHULO

Remarks : The Product confirms to ND/
Ipumeuanue: IIpoayxT cooTBeTcTByeT TpeboBanuaM HJI

Conclusion : APPROVED /
Zaxmouenue: OJOBPEHO

Prepared by /
IToarotosneno: Noor Mohammad

Checked by /
IIposepeno: Santosh Kumar

Maurya .@(‘/’/A

Abhishek Chauhan|

Approved by: Manager/Executive /
Onobpeno: Menenxep / P}(KOBomlTenb

{

-

Date /
Hara: 16.01.2025

Date / .
Hata: 16.01.2025

Date /
Iata: 16.01.2025




Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Nise Plus, gel 100 g

Market / Prinok

Hpoayxt: Haiis® [lmoc, refb Ad HAapy#HOTOo NpHMEHeH! 100r

: Russia / Poccus

Batch No./
Cepus N2

1 V240944

Batch Quantity /
Pasmep cepun

. 9901.000 units /
* 9901.000 eanHULL

Analytical Report No. /

Date of Analysis /

v : 040002781818 : 16.01.2025
AnanuTHYecKHii oTueT No Jlata ananansa
l.)ate of Manufacture / . 12/2024 Date of Expiry / . 11/2026
Jara npon3soacTea T'oaen ao

Mfg. License No. /
ITpouspoacrBeHHast
auuensus Ne

: MNB/05/263

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

Analysis performed according ND No / Ananus nposeaes no H/L Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
JITT-Ne(003312)-{PT'-RU) ot 02.10.2023

Page 2 of 11/ Ctp. 2 u3 11

pacTBopa.

- Methyl salicylate /
Memuncamupunam

Complies as prescribed /
CootBercTByeT TpebOBAHHAM

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
XpOMAaTorpamMmme UCTIBITYEMOTO
pacTsopa, MOJIy4€HHOT 0 npH
npoBefeHUN UCIIBITAHHUA
«KonuuecTBeHHOE OTIpENENICHHE.
Humecynua W METHICATULMIATY,
JOJDKEH o6HapyKUBATLCS MUK,
COOTBETCTBYIOLHUI o BpeMEHH

yAepXuBaHUA IHKY METHJICAJITMLIHMIIATa

CooTBeTcTBYET TpeOOBaHUAM

Remarks : The Product confirms to ND/
Hpumeuanue: [Tpoaykr coorsercTByeT Tpebosanusm HJI

Ha XpoMarorpaMMe  CTaHIApTHOTO
pacTeopa.
Menthol / Meumon Complies as prescribed / 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 /
3axmouenune: OJJOBPEHO

Jara: 16.01.2025

Jara: 16.01.2025

Prepared by / Checked by / Approved by: Mamnager/Executive /
IMoarorosnexo: Noor Mohammad ITposepeHo: Santosh Kumar Ono6peno: Meuefxep / PykoojuTens
/»/’ Maurya Abhishek Chauh
07 |
Date / Date / : Date /

Hara: 16.01.2025




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIM3A

Product : Nise Plus, gel 100 g
[ MpoaykT: Haita® [lmoc, renb s HAPYKHOTO NPHMCHCHIA 100 r

IErket / Poinok : Russia/ Poccua

Batch No./ . V240944 Batch Quantity / . 9901.000 units /

Cepusi N ) Pasmep cepun * 9901.000 emyHHL
Analytical RepoMrt No./ . 040002781818 Date of Analysis / . 16.01.2025
AHaJAUTHYeCKHi oT4eT No JaTa ananusa

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

JlaTa npon3BojicTBa I'open no

Mfg. License No. /

IIpousBoacTrBenHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
anueH3ua Ne

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

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

Page 30f 11/ Crp.3 u3 11

XpoMaTorpamMme MCTILITYEMOTO
pacTBopa, MOyYEHHOro npu
NpPOBENEHHH HCTIBITaHNS
«KonuuectBenHoe onpenaeneHue.

MeHTon», NO/KEH O0OHAPY>KHUBAThCA
NHMK, COOTBETCTBYIOIIMH TO BpeMeHH
yIAEpKUBAHHUA MHKY MEHTOJa Ha
Xpomarorpamme CTaHAAPTHOTO
pactBopa.

- Capsaicin / Kancauyun Complies as prescribed /
CootBeTcTByeT TpeGoBaHUAM

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 xpomatorpamme
HCIBITYEMOTO PacTBOpa, TMOJTyHEHHOTO

npu NpoOBENCHUH HUCTIBITAHHUA
«KoJimyecTBEeHHOE onpeacyicHue.
KancavumuH ©  Hatpus  OeHzoar»,
JAOJIKCH 06Hapy)K[/]BaTI>C$[ MUK,
COOTBCTCTB)’}OIIII/II‘;l o BpPEMCHH
YACPKUBAHHA TIHKY KaricamLilHHa Ha
XpoMarorpamme CTaHOApPTHOIO

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

I pumeuanne: [Tponykt cootsercTByeT TpeboBanusam HJI 3akmrouenne: OJLHOBPEHO

Prepared by / Checked by / Approved by: Manpger/Executive /

ITogrorosnexo: Noor Mohammad ITpoepeno: Santosh Kumar Onobpeno: Meneppkep / PyxooanTens

W Maurya Abhishek Chauha /‘
Date/ Date / : Date /
Jara: 16.01.2025 Jara: 16.01.2025 Hara: 16.01.2025




Dr.Reddy’s ¢ o

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product : Nise Plus, gel 100 g
IMpoayict: Haiiz® [aroc, resb Uis HApy/KHOTO NPHMEHEHUS 100r

Market / PoiHoK : Russia / Poccust

Batch No./ . V240944 Batch Quantity / . 9901.000 units /

Cepus Ne ) Pa3mep cepun * 9901.000 eguHML,
Analytical Repo:‘t No./ . 040002781818 Date of Analysis / . 16.01.2025
AHanuTHYeCKHil oTueT Ne Hata anaausa

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

JlaTa npou3BocTea I'osmen oo

Mfg. License No. /

Ilpou3BOACTBEHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT'-RU)
anneH3us Ne

Analysis performed according ND No / AHann3 nposeies no H /1 Ne: JIII-Ne(003312)-(PT-RU) dt. 02.10.2023 /
| JIE-Ne(003312)«(PT-RU) ot 02.10.2023

Page 4 of 11/ Crp. 4 3 11

pacreopa.
2b | By HPLC (PDA) / B3JKX ¢ 0Lo0HO-MampuiibiM OereKmopot
- Nimesulide / Hunecynuo Complies as prescribed / The absorption spectrum of nimesulide
CootrBeTcTBYeT TpeOOBAHUAM 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
NOTJIOLIEHHsT TMKAa HUMECYNHOa Ha

XpomarorpaMmMe HCIIBITYEMOro
pacTBopa, TOJlyYSHHOT O rpu
npoBeaeHUH WCIIBITAHUS
«KonnyecTBeHHOE onpenencHue.

HuMecynua M METUICATMLMIATY),
IOJDKEH  COOTBETCTBOBATH  CNEKTPY
MOTNIOILEHHS THMKa HHMECYyJIHaa Ha

XpOMaTorpaMme CTaH[IapTHOTO

pacTBopa.
- Methyl salicylate / Complies as prescribed / The absorption spectrum of methyl
Memuncanuunam 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

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Ipoaykt cooTBeTcTBYeT TpeboBanuam HJI 3axmouenue: OJOBPEHO
\
Prepared by / Checked by / Approved by: Manager/Executive /
[MoarorosneHo: Noor Mohammad IposepeHo: Santosh Kumar Onobpero: MeHeniep / PykoBoanTE b
~7 Maurya Abhishek Chauhan
VY /
r) / 2,/’ @-,__
Date / Date / . Date /
Hata: 16.01.2025 Jata: 16.01.2025 Hata: 16.01.2025

 Hyderabad - 500034, Telangana, India
ya.com
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CERTIFICATE OF ANALYSIS

CEPTHU®UKAT AHAJIM3A

Product : Nise Plus, gel 100 g

Tpoayicr: Haiis® [0, resb And Hapy#HOrO NpHMEHEHHUA 100r

Market / Poinox : Russia/ Poccust

Batch No./ . V240044 Batch Quantity / _9901.000 units /

Cepua Ne ' Pasmep cepun " 9901.000 eapHMLL
Analytical Repo:‘t No./ . 040002781818 Dat.e of Analysis / . 16.01.2025
AnanuTHuecknii oTueT No JHara aHauausa

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

Hdarta npoH3BOACTBA T'open 1o

Mfg. License No. /

IIpouzBoacTBEHHAs! : MINB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT'-RU)
Jnen3us Ne

Analysis performed according ND No / Ananus nposenen mo HA Ne: JIT-Ne(003312)-(PI"-RU) dt. 02.10.2023 /

JIT-N2(003312)-(PT-RU) ot 02.10.2023

Page Sof 11/ Crp. 513 11

solution chromatogram. /  Cnektp
MOIJIOWIEHHS MMHKa METHIICaHLMIaTa Ha
XpoMaTorpamme HCMBITYEMOTO
pacTBopa, MOJYy4E€HHOTO npu
NpOBEIEeHUH WCITBITAHHA
«KonnyecTBeHHOE oTpeeNneHHE.
Humecynua H  METHJICAITULIMNATY),
JIOJDKEH  COOTBETCTBOBaTb  CIEKTPY
MOTJIOMIEHHs MTUKa METHUICATMIMIIaTa Ha
xpoMmarorpamMmme CTaHOAPTHOIo
pacTeopa.

- Capsaicin / Kancauyun

Complies as prescribed /
CooTBeTcTBYET TpeOOBaHUAM

The absorption spectrum of capsaicin
peak in the test solution chromatogram
obtained during "Capsaicin and Sodium
Benzoate Assay" test shall comply with
that of capsaicin peak in the standard
solution chromatogram. / Cnektp
NOTJIOMIEHHsT MHMKA KarncauuuHa Ha
XpomarorpamMmme UCIIBITYEMOTO
pacTBoOpa, NOJIy4E€HHOTO npun
[pOBENCHUU UCIIbITAHNA
«KonuuecTBeHHOE oTipeneneHHe.
Kancawunn u uarpusi GeHzoar»),
JOJKEH  COOTBETCTBOBATb  CHEKTPY

Remarks : The Product confirms to ND/

I pumeuanue: IIpoaykt cooTBeTcTBYeT TpeboBanuam H/L

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by /
[oarororneno: Noor Mohammad

575

Checked by /
[TposepeHo: Santosh Kumar

Maurya
7)

Approved by: Mangger/Executive /
Onobpeno: Menenzep / PykoBoanTesib
Abhishek Chauhan k [a'

Date /
Hara: 16.01.2025

Date /
Hara: 16.01.2025

Date /
JlaTta: 16.01.2025

1 Telangana, India




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Nise Plus, gel 100 g

Mpoayks: Haits® [lnioc, rens ams Hapyxuoro opumenenus 100 r

Market / Pbinox

: Russia / Poceust

Batch No./ . V240944 Batch Quantity / . 9901.000 units /

Ceprig Nt ) Pasmep cepu * 9901.000 envHuULL
Analytical Repo“rt No./ . 040002781818 Date of Analysis / . 16.01.2025
AHaauTHYecKuii oTyeT No JlaTa aHanu3a

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

JlaTa npon3soiacTsa T'open g0

Mfg. License No./

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

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

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

Page 6 of 11/ Ctp. 6 n3 11

foryioileHuss NuKa KarncamluHHa Ha
Xpomarorpamme CTAHAAPTHOTO
pacTBopa.

2¢ | By TLC/TCX

enthol / Menmon

Complies as prescribed /
CoO0TBETCTBYET 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. / OCcHOBHOE NATHO Ha
XpOMaTorpamme UCIIBITYEMOro
pacTeopa IO TOJNOXEHHIO  JOJIKHO
COOTBETCTBOBATH OCHOBHOMY TMSTHY Ha
XpoMaTorpamme pacrBopa
craHmapTHoro o6paslia MeHToIa.

Net weight / Macea
€0epKHMOr0 YIAKOBKH

101 g/ 101 r

According to requirement / B

COOTBETCTBHHU C TpeGOBaHI/IﬂMH

pH /pH

52752

4.6 to 6.0 (for 1.0 % aqueous solution) /
Ot 4,0 no 6,0 (mns 1.0 % BomHOTO
pacrtBopa)

Viscosity / BaskocTb

236760 cP /236760 cIl

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

Remarks : The Product confirms to ND/

Ipumeuanue: [IpoayKT COOTBETCTBYET TpeGoBanusM HJ

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

JHara: 16.01.2025

Jara: 16.01. 2025

Prepared by / Checked by / Approved by: Manager/Executive /
[oarorosnero: Noor Mohammad [TpoeepeHo: Santosh Kumar Ono6peno: Menemwkgp / Pykosoantens
”1’7 Maurya _ Abhishek Chauhan |
77 - N\~
Date/ Date / Date /

Nara; 16.01.2025

g Ei il

Huederabad -

5G0044, Telangana, Indis

\ai@drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHUO®UKAT AHAJIM3A

Product : Nise Plus, gel 100 g
| MpomyxT: Hais® ILioc. resib /uts Hapy#HOro npamenennd 100 r

Market / Poinox : Russia / Poccus

b i .000 unit
Batch No./ . V240044 Batch Quantity / ] 9901.000 units /
Cepust Ne Pazmep cepuu 9901.000 enuuHL
Analytical Repo:‘t No./ . 040002781818 Date of Analysis / . 16.01.2025
AHaJUTNYecKHii oTueT Ne JlaTa anaansa
Date of Manufacture / . 12/2024 Date of Expiry/ . 11/2026
JlaTa npoH3BOACTEA T'oaen po
Mfg. License No./
IpousBoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT'-RU)
auuensus Ne

Analysis performed according ND No / Ananus nposeaen no HJ Ne: JITI-Ne(003312)-(PT-RU) dt. 02.10.2023 /
JIN-Na( 003312)-(PI'-RU) ot 02.10.2023

Page 70f 11/ Ctp. 713 11

6 | Particle size / Pazmep yacTuu 19 um /19 mxm Not more than 50 um / He 6onee 50
MKM

7 | Related Substances / PoacTBesHbIe pHMECH

Impurity C / IIpumecs C Not detected / ne obHapyxeHa Not more than 0.2 % / He Bonee 0,2 %
Impurity D / ITpumecs D Not detected / He ob6HapyxkeHa Not more than 0.2 % / ne Sonee 0,2 %
Highest Unknown Impurity / Below LOQ (LOQ = 0.0392 %) / Hwumxe | Not more than 1.0 % / ne Gonee 1,0 %
Enunnanas npefena  KONUYECTBEHHOrO  ONpEfeNIeHMs

HEMAECHTHOUUUPOBAHHAS (TIKO = 0.0392 %)

TpUMech

Total impurities / Cymma Below LOQ / Huxe npepena | Not more than 1.5 % / ne 6onee 1,5 %
npumecei KOJIHYECTBEHHOTO ONpeJCNEHHUS

8 |Microbial contamination / MuxpoOuoJoryuecKas YucToTa

Total viable aerobic count / Less than 50 CFU/g / Not more than 10° CFU/g /
Obmee KOJIMYECTBO Menee 50 KOE/r He 6onee 10> KOE/r
HU3HECTIOCOOHBIX a’pobHbBIX
MHKpPOOPraHH3MOB
Total combined yeast and mold Less than 10 CFU/g / Not more than 10' CFU/g /
count / O0uiee yucao Menee 10 KOE/r He 6onee 10' KOE/r
ILpO)K)KCBbIX H MJIECHEBBIX
rpuboB
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
I pumeuanue: [Tpoaykt cooTBeTcTBYeT TpeboBanuaM HJI 3akmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Mana Jer/Executive /
[Toprorosneno: Noor Mohammad [Tposepeno: Santosh Kumar Onobpeno: Menemiep / PykosoauTenb
ﬂ/)/a Maurya , % Abhishek Chauhan
Date / Date / Date /
Harta: 16.01.2025 Hata: 16.01.2025 Hata: 16.01.2025




Dr.Reddy’s Q_':‘

CERTIFICATE OF ANALYSIS

CEPTHOHMKAT AHAJIM3A

Product : Nise Plus, gel 100 g

MpoayxT: Haiis® [Luioc, resb Aj1g HAPYI/KHOTO NPUMEHCHHA 100r

Market / PeiHoK : Russia / Poceus

Batch No./ . Batch Quantity / _9901.000 units /

Cepust Ne £ VO Pasmep cepun " 9901.000 eanHuL
Analytical Repourt No. / . 040002781818 Date of Analysis / . 16.01.2025
AHanuTHYecKHIi oTyeT No JlaTa anaJausa

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

Jlara npou3BoacTBa Tomen Ao

Mfg. License No./

IpoussoacTeenHan : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
JHneH3ua Ne

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

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

Pseudomonas aeruginosa

Staphylococcus aureus

Absent in 1 g/ OrcyrctByeTrB 1T

Absent in 1 g/ OrcytctByeT B 11

Page 8 of 11/ Ctp. 8 B3 11

Absentin 1 g/ OtcyTcTBue B 1 r

Absentin 1 g/ OrcyrctBue B 1 1

Assay / KosinyecTBeHHoe onpe/igjieHue

Nimesulide /Humecyauo

Methyl salicylate /
Memuacanyunam

Menthol / Meumon

10.5 mg /10.5 mr
105.3 %

105.2 mg/105.2 mMr
105.2 %

49.8 mg/49.8 mr
99.6 %

9.0 to 11.0 mg of CisH2N20sS
(nimesulide) per 1 g of the product (90
to 110 % of label claim)/ Ot 9,0 no 11,0
mr Ci3H12N>OsS (uumecynnz) B 1 r
npenapata (or 90 go 110 % or
HOMMHAJIBHOTO COAeP KaHUA)

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 CsHgOs (MeTHacaniuuIar) B
1 r npenapara (ot 90 g0 110 % ot
HOMMHAJILHOTO COAEpPIKAHHUA)

45.0 to 55.0 mg of CioH20O (menthol)
per 1 g of the product (90 to 110 % of
label claim) / Or 45,0 no 55,0 mr
C10H2O (menTon) B 1 r npenapata (0T
90 o 110 % HOMMHABHOIO
COZIepKaHuU)

Remarks : The Product confirms to ND/

IIpumeuanmue: [Ipoaykt cooTBeTcTBYET TpeboBanusm HJ

Conelusion : APPROVED /
3akmovenne: OJOBPEHO

Prepared by /
[Hoarorosieno: Noor Mohammad

/5

Checked by /
ITposepeno: Santosh Kumar

Maurya @/

Approved by: Manager/Executive /
Onobpeno: MenemHep / PykosonTess
Abhishek Chauhan /f

Date/
Jara: 16.01.2025

Date /
Jarta: 16.01.2025

Date /
Hara: 16.01.2025




Dr.Reddy’s Q':

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJII3A

Product : Nise Plus, gel 100 g

HponyrT: Haiz® [lnioc, rens i Hapy#HOr

o npumerenns 100 r

Market / PeiHoK : Russia/ Poccust

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

Cepna N + V240944 Pa3zmep cepun * 9901.000 ennHuULL
Analytical Repovrt No./ . 040002781818 Date of Analysis / . 16.01.2025
AHanuTHYecKHH oTueT Ne JlaTta aHanausa

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

Jlara nponsBoacrsea Toaen 10

Mfg. License No./

ITpoussoacTeeHHast : MNB/05/263 MA number: / Homep PY : JITI-Ne(003312)-(PI'-RU)
JuneHsns Ne

JITT-Ne(003312)-(PT-RU) or 02.10.2023

Analysis performed according ND No / Anamis nposenes no HJ Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Capsaicin / Kancauyun

Sodium benzoate / Hampus
6enzoam

0.2483 mg/ 0.2483 mr
99.3 %

0.98 mg/0.98 mr
98.0 %

Page 9 of 11/ Ctp. 9 n3 11
Not less than 0.225 mg of CigH-7NO;
(capsaicin) per 1 g of the product (not
less than 90 % of label claim) / He
menee 0,225 mr Ci3H27NO;
(kancanuuu) B 1 T npenapara (He
menee 90 % oT HOMHUHAJILHOIO
COJICPIKaHHs)

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 C7H5NaOa (HaTpus
6enzoar) B 1 r npenapata (He MeHee 85
% OT HOMHHAJILHOT'O COAEPXKAHU)

Buthylhydroxytoluene /
Bynuneudporcumosnyon

0.40 mg/ 0.40 mr
100.7 %

Not less than 0.34 mg of CisHxO
(buthylhydroxytoluene) per 1 g of the
product (Not less than 85 % of the label
claim) / He menee 0,34 mr CsH240
(6yTunruapoxkcuronyon) B 1 r
npenapata (He menee 85 % ot
HOMMHAJILHOTO COAEPIKAHHS).

10 | Package / YnakoBka

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/

IIpumeuanue: [TpogyKT cooTBeTCTBYET TpeboBanuam H

Conclusion : APPROVED /
Zaxmoyenne: OJJOBPEHO

!

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

IToarorosneno: Noor Mohammad Ipoeepeno: Santosh Kumar Onobpeno: Menemkep / PykopoanTenb
/}7 Maurya Abhishek Chauhan | ?B

Date/ Date / Date /

Hara: 16.01.2025 Jara: 16.01.2025 Jata: 16.01.2025




Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIHM3A

Product : Nise Plus, gel 100 g

NMpoayT: Haitz® I1ntoc, renk ans HapyxHOro npumeteHns 100

Market / PeiHok : Russia/ Poccust

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

Cepun N g V24094 Pazmep cepun © 9901.000 eguHuL
Analytical Repovrt No. / . 040002781818 Date of Analysis / . 16.01.2025
AnanuTHYeCKHH oTueT Ne JaTa anaausa

Date of Manufacture / . 12/2024 Date of Expiry / . 112026

JarTa npouseoacTBa B I'oaen go

Mfg. License No. /

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

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

Analysis performed according ND No / Anaaus nposexen no HJl Ne: JITT-Ne(003312)-(PT-RU) dt. 02.10.2023 /

Page 10 of 11/ Ctp. 10 n3 11

[To 100 r B Ty6Y 3 TAMHHMPOBAHHOTO AMOMUHHUA ¢ TedoM u3 IIOBIL, cHabxenHyo
MeMOpaHO /1A KOHTPOJIS TIEPBOrO BCKPBITHA, H TONMIPONHIEHOBOH KpblKOW. [To |
TyGe B MauKy KapTOHHYIO C JINCTKOM-BKJIa[IbI LIEM.

API name / Haumenosanne ADC: Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
Humecynun MeTuncanduuiar JlesoMenToONn Kancanunn
Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
INN / MHH:
Humecynun MeTtuicanuuunar JleBomeHTON Kancanunu
API manufacturer batch number / MS-1A-243030- LOT T 7879 MLC-2407066 F001-24001
Homep cepuu npoussoautenss AGC: Ml
e an e g FERA00716 FERA00595 FERR00745 FERA00338
Homep cepnu ADC npoussoaurensa [JID:
Masnranam
i ite e dopmoza
P AneTa Jlaboparopuc
OpranuKe oz, JIabopatopuc JIt, 4ipOpaPCMETHRS Huk, TaitBanb
API Manufactured by & country / Wnnus / patop | e JIra, Aunus / . ]
Hupus / Alta . Kurait/ Formosa
IIpoussoautenbs A®C, ctpana: 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/

ITpumeuanue: [Ipoaykt coorBeTcTBYET TpedoBanusm HJT

Conclusion : APPROVED /
Zaxmouenne: OJOBPEHO

Prepared by /
IToarotosneno: Noor Mohammad

675

Checked by /
[Tposepeno: Santosh Kumar

Approved by: Mang
Onobpeno: Menenikep / PykoBofiiTens
Abhishek Chauhan

ver/Executive /

Date /
Hara: 16.01.2025

Maurya @\
Date /

Hara: 16.01.2025

Date /
Hata: 16.01.2025




@
Dr.Reddy’s €&

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Product : Nise Plus, gel 100 g
Hpoaykr: Hais® [Miioc, rens ans Hapy#Horo npumenenns 100 r

Market / Poinox

: Russia/ Poccus

Batch No./ . V240944 Batch Quantity / . 9901.000 units /
Cepus Ne ’ Pa3mep cepun © 9901.000 enuHuL
3 . —
Analytical Repourt No./ . 040002781818 Date of Analysis / . 16.01.2025
Ananuradeckuii oTuer No Jata ananusa
Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026
JlaTa nponssoacTea Toaen o
Mfg. License No./
IlponseoacTBeHHan : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JHueH3us Ne

Analysis performed according ND No / Anaaus nposeaen o H/1 Ne: JIIT-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
JITT-Ne(003312)-(PI'-RU) or 02.10.2023

Page 11 of 11/ Crp. 11 n3 11
[TpoussoacreenHoe noapasaeneHue-6, Buna. Kxons, Hanarapx Poyn, bapau,
Huctpuxt Conan, X.I1., 173205, Uuaust (JInuenzus Ne MNB/05/263)

HaumenoBaHnue, aapec H HOMep JHUEH3NH
VIO LUAAKH, OCYILIeCTBIASIOLIEH
NPOH3BOACTBO/KOHTPOIb KA4YeCTBA/BbIMYCK
1D

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».

3ak/0ueHne 0 COOTBEeTCTBHH: «HacToAuyM s MOATBEpKAalD, YTO MNpHUBEACHHAas Bhllle HH(OpMaLHs sBJIETCS
JIOCTOBEPHOI K TOUHON. DTa cepus MPOAYKIMH NpoU3BeeHa (BKJIoUas yIakoBKy (MapKHPOBKY) U KOHTPOJIb Ka4uecTBa)
Ha BBIIEYKA3aHHON MPOW3BOACTBEHHON Muolaake (Moliankax) B MONHOM COOTBETCTBUH ¢ TpebosaHusiMu IlpaBun
HaJIexalell Npou3BoCTBEHHON npakTrku EBpasuiickoro akonomudeckoro corwsa (Ne GMP/EAEU/RU/00554-2022 ot
02 cenTs16ps 2022) U TpeOOBaHWUSMH KOHTPOJS KAuecTBa JICKAPCTBEHHBIX CPENCTB, a4 TAKXKE B COOTBETCTBHH CO
cneinduKalUAMYE, COACPXKALUMUCS B PErHCTPALLMOHHOM JOChE CTPaHbI-UMIIOPTEpa. 3alHCH MO MNpPOU3BOACTBY,
ylaKoBKe U AaHalk3y [pPOBEpeHbl, H YCTAHOBNEHO MX COOTBETCTBHEe TpeboBaHusM IlpaBun Haasexawe
[IPOM3BOJCTBEHHOH NMpaKTHKN EBpa3suiickoro 3KOHOMHYECKOTO COO3a».

Conclusion : APPROVED /
3akmouenune: OJIOBPEHO

Remarks : The Product confirms to ND/
IIpumeuanue: [IponykT cooTBeTCTBYET TpeboBaHusM HJL

Prepared by / Checked by / Approved by: Manager/Executive /
ITonrotossero: Noor Mohammad [Iposepeno: Santosh Kumar Onobpeno: Mengfukep / PykoBoanTesb
07> Maurya ' Abhishek Chauhgn

Date / Date / Date /
Jara: 16.01.2025 Hara: 16.01.2025 Hara: 16.01.2025




