Dr.Reddy’s “:

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Product : Nise Plus, gel 100 g
T poaykT: Haiis® Iuoc, resib AN HapyKHOro NpUMeHenus 100 r

Market / Poinok

: Russia / Poccus

Batch No./ . V240045 Batch Quantity / . 9901.000 units /

Cepun No ) Pasmep cepnn * 9901.000 eauuuL
Analytical Repovrt No./ . 040002782126 Date of Analysis / . 16.01.2025
AHanuTHyecKuit oTueT Ne JlaTa ananu3za

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

Jata npon3BoacTBa Toaen po

Mfg. License No. /

IIpon3BoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)

JuueH3Hsa Ne

Analysis performed according ND No / Ana;ns nposeaer mo H/1 Ne: JITT-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
JHT-Ne(003312)-(PI'-RU) ot 02.10.2023

Page 1of 11/ Ctp. 1 13 11

Ne Test / [TokazaTenn Result / Pe3yabTaTbl Specification / Hopma

1 | Appearance / Onucanue White gel of homogencous consistency with a | White to off-white gel of homogeneous
characteristic odor. / Tens Gemoro ueeTa | consistency with a characteristic odor. /
OHH()pO[[HOﬁ KOHCUCTCHIHMH € XapaKTCpHbBIM Feﬂb 66)101"0 WNU [MOYTH 66)101‘0 LIBETA
SEERON. OIHOPOHOM KOHCHCTEHIHH c

XapaKTepHbIM 3aMaxoMm.
2 | Identification/ UaenTuduxauusn
2a | By HPLC/ B3XKX

- Nimesulide | Humecymio

Complies as prescribed /
CoOTBETCTBYET TPeGOBAHHAM

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
MCITBITYEMOT'O PAcTBOpa, MOMYYEHHOrO
npu NpOBEACHHH HCIIBITAHUS
«KosnuectBeHHOE ornpeneneHue.
Humecynua W METUICANHLMANATY,
JOJDKEH obHapyKHBaTbCA TIHK,
COOTRETCTBYIOLIH no BpeMEHU
yIOEepXUBaHHA [HKY HHUMecyluaa Ha
Xpomarorpamme CTaHOapTHOTO

Remarks : The Product confirms to ND/
ITpumeuanue: [Tpoaykt cooTBETCTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3axinouenne: OJOBPEHO

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

Ionrorosneno: Noor Mohammad ITposepeno: Santosh Kumar Onobpeto: Mghemwiep / PyxoBoauTeb
/I‘v/ ; Maurya Abhishek Chafihan

Date / Date / Date / i

Jata: 16.01.2025 Hata: 16.01.2025 Jara: 16.01.2025




Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIM3A

Product : Nise Plus, gel 100 g

MpoxykT: Haitz® [lmoc, res g HapykHoro ripiumenedns 100 r

Market / Pbisok

: Russia / Poccus

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

Cepus N : V240945 Pasmep cepun * 9901.000 egpnuL
Analytical Repourt No./ . 040002782126 Date of Analysis / . 16.01.2025
AnanuTHyecKkHii oTyeT No Jlara aHa/au3a

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

JdaTa npon3soacTea T'oxen no

Mfg. License No. /

Mpon3eoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT'-RU)
JuIensEn Ne

Analysis performed according ND No / Anaan3 nposexer no HJ/L Ne: JITI-Ne(003312)-(PT-RU) dt. 02.10.2023 /

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

Page 2 of 11/ Ctp. 2 13 11

pacreopa.

- Methyl salicylate /
Memuncamayunam

Complies as prescribed /
CootBeTcTBYET TPeOOBAHHAM

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 HCTIBITYEMOTO
pacTBopa, TOJIy4EHHOTO npu
MpoBeJEHHN UCTIBITAaHWS
«KonuyecTBeHHOe onpenencHue.
HuMecyaua W METHICATMUMWIATY,
JOIDKEH 00HapyXHUBATHCS MUK,
COOTBETCTBYHOLIHH o BpeMEeHH
YAEPXKUBAHUS THKY METHICaluUuIara
Ha XpoMarorpamme  CTaHIapTHOrO
pacTropa.

Menthol / Menmon

Remarks : The Product confirms to ND/

Complies as prescribed /
CoOTBETCTBYET TPeOOBAHUAM

IIpumeuanne: [Ipoaykt cooTBeTCTBYeT TpeboBanusm HJI

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 /
3akmoyenue: OJJOBPEHO

1
Approved by: Maglager/Executive /

Prepared by / Checked by /

IMoarorosneno: Noor Mohammad IIposepeno: Santosh Kumar Opobpeno: Menejkep / PykoBoaurenb
5‘;2_ Maurya Abhishek Chauha
\ = I\ ’

Date / Date / Date /

Jara: 16.01.2025 Jata: 16.01.2025 Hara: 16.01.2025




S
Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIM3A

[Product : Nisc Plus, gel 100 g

IpoayT: Haiiz® Inioc, ress 1Uist Hapy»KHOro npumeHennsa 100 r

Market / PbiHok

: Russia / Poccus

Batch No. / . V240945 Batch Quantity / . 9901.000 units /

Cepus N i Pasmep cepun * 9901.000 exuAML
Analytical Repovrt No./ . 040002782126 Date of Analysis / . 16.01.2025
AnanutHhyeckuii oT4yer Ne JarTa anaausa

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

Jarta npon3BoacTea Toxen po

Mfg. License No./

IIpoussoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JuueH3usn Ne

Analysis performed according ND No / Auanns nposeiacH no H/I Ne: JITT-Ne(003312)-(PT-RU) dt. 02.10.2023 /
JITI-Ne(003312)-(PT-RU) ot 02.10.2023

Page 3 of 11/ Crp.3 n3 11

XpOMaTorpaMmme HCMBITYEMOTO
pacTBopa, TMOJIy4eHHOTO npu
MPOBEAECHHH UCHBITAHUS
«KonuyecTBeHHOE onpeneneHue.
MeHToM», NOMKEH OOHapy»X<HBaThCs
MUK, COOTBETCTBYIOUIMI MO BPEMEHH

CootBeTcTBYET TpeOOBaHUAM

YAEPKHBaHMS MUKy MEHTOJA Ha
XpoMaTorpamMme CTaHAAPTHOTO
pacTBopa.
- Capsaicin / Kancauyun Complies as prescribed / 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 xpomarorpamme
HCIBITYEMOTO pPAcTBOpa, MOIYHYEHHOTO
npu NpPOBEACHUH HCTIBITAHHSA
«KonmuecTBeHHOE onpeneneHue.
Kancauuud W Hatpus  OeH3oaT»,
JIOIDKEH 0OHAPYXUBATHCS MUK,
COOTBETCTRYHOIIHIT o BpEMEHHU
yIOep)KUBaHUs MUKy KalcauUMHAa Ha
XpoMarorpamMmMe CTaHIAPTHOTO

Remarks @ Tha Product confirms to NTY/
Ipumeuanne: [Iponykr coorBercTByeT TpeboBanusam HJJ

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Prepared by /

7%

IMoarotosieHo: Noor Mohammad

Checked by /

IIposepeHo: Sanl‘osl} umar
Maurya (

Date/
Jara: 16.01.2025

Date /
Jata: 16.01.2025

Date /
Jara: 16.01.2025




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS
CEPTHUO®UKAT AHAJIM3A

Product : Nise Plus, gel 100 g

MpoaykT: Haiz® Ilntoc, renb Ans HapyKHOTO NPUMEHCHHS 100r

Market / Pbisiok

: Russia / Poccust

JIIT-Ne(003312)-(PI'-RU) or 02.10.2023

Analysis performed according ND No / Anaans nposeaen no HJL Ne: JIT-Ne(003312)-(PT'-RU) dt. 02.10.2023 /

Batch No. / . V240045 Batch Quantity / . 9901.000 units /

Cepusi e : Pasmep cepin * 9901.000 eqmHML

Analytical Repourt No./ . 040002782126 Date of Analysis / . 16.01.2025 [

AHaauTHYeckuii oT4eT No Jara anaanza |
i |

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026 1

JdaTta npousBoacTsa INogen 1o [

Mifg. License No. / |

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

Jauuenzua Ne

Page 4 of 11/ Crp.4 n3 11

pactBopa.

2b

By HPLC (PDA) / B97KX ¢ 0u0OHO-MampuuHbiM 0emeKkmopom

I~ Nimesulide / Hunmecynuo

Complies as prescribed /
CootBetcTByeT TpebOBaHUAM

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. / Cnekrp
NOTNOLIEHHA TWKa HUMeEcyauaa Ha
xpoMmarorpamMmme UCTIBITYEMOTO
pacTBoOpa, [10JIy4EHHOTO npu
MPOBEACHUN HCIBITAaHHSA
«KonuyecteHHoe omnpesieNeHHe.
HuMecynma M METHICANHLMNATY),
IO/DKEH  COOTBETCTBOBATb  CIIEKTPY
DOTMOLIEHH MNWKa HUMECYJIHAA Ha
XpoMmarorpamMmme CTaHAAPTHOIO
pacTBopa.

- Methyl salicylate /
Memuncamuyyunam

Complies as prescribed /
CootBercTBYeT 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

Remarks : The Product contirms to ND/

IIpumeuanne: [IpoaykT cooTBeTCTBYET TpeboBanusM H/J

Conclusion : APPROVED /
3akaoueHHe: OI{[OBPEHO

Prepared by / Checked by / Approved by: M@ ager/Executive /

[Moarorosnexo: Noor Mohammad [posepero: Santosh Kumar OpobpeHo: Meué xep / PykoBoanTelb
\O/’)V Maurya | Abhishek Chauh,ft_ )

Date/ Date / Date /

Hara: 16.01.2025 Jara: 16.01.2025 Jara: 16.01.2025




Dr.Reddy’s ":

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Nise Plus, gel 100 g

IpoayT: Haitz® [itoc, rens s HapyxkHoro ripumenetins 100 r

Market / Poinok

: Russia / Poccus

Batch No./ . V240945 Batch Quantity / . 9901.000 units /

Cepus Ne i Paimep cepun © 9901.000 eguHmL

Analytical Repoyrt No./ . 040002782126 Date of Analysis / . 16.01.2025

AHaJuTHUeCKHii oTyeT No JlaTa aHaau3a

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

Jata npou3BoacTBa T'open 1o -
Mfg. License No./

IIponsBoacTBeHHAS : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JHueH3HA Ne

Analysis performed according ND No / Anaaus nposeaen no HJL Ne: JII-Ne(003312)-(PT'-RU) dt. 02.10.2023 /

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

Page 5of 11/ Crp.5u3 11

solution chromatogram. / CnexTp
MOCMOLIEHHMs MHKa METHIICATMLIMIIATA Ha
Xpomarorpamme UCTILITYEMOTO
pacTBopa, TOJIy4E€HHOTO0 npH
NpOBENEHHH MICTILITAaHH S
«KosnuyecTBeHHOE orpeneneHue.
Humecynum ¥ METHICATHLKAATY),
JOJDKEH  COOTBETCTBOBATb  CIEKTPY
TOTJIOLIEHHS THKa METHIICAIHIIMIIATa Ha
XpomarorpamMmme CTaHapTHOTO
pacTBopa.

- Capsaicin / Kancauun

Complies as prescribed /
CooteetcTRyeT 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. / Cnektp
NOTJIOLIEHUsT [HKAa KarcaulMHa Ha
XpomaTorpamMme UCIBITYEMOTO
pactBoOpa, MOJIy4€HHOT O npu
MPOBENSHHH HCIIBITAHUSA
«KonugecTBeHHOE omnpeeneHue.
Kancauuud u  wartpus GeHzoat»),
JO/DKEH  COOTBETCTBOBATE  CTEKTPY

Remarks : The Product confirms tn NTV/

Ilpumeuanne: [Iponykt cooTBeTcTBYET TpeboBaHuaM HJI

Canclusion : APPROVED /
3akarouenue: PI[OBPEHO

Prepared by /
[Moarotosaeno: Noor Mohammad

7L

Checked by /
[NposepeHo: Santosh Kumar
Maurya

—

i

Approved by: Manager/Executive /
Onobpeno: Mekemxkep /fPykoBoautens
Abhishek Chaullan

Date /
Hara: 16.01.2025

Date /
JHara: 16.01.2025

Date /
Jarta: 16.01.2025

wiww.drreddvs.cem




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Nise Plus, gel 100 g

TIpoayxT: Haiis® [Tmoc, resib A/19 HapykHOro npumenenus 100 r

Market / Pbinok

: Russia / Poccus

Batch No. / . V240945 Batch Quantity / . 9901.000 units /

Cepus Ne ) Pa3mep cepuu * 9901.000 eauHyL
Analytical Repo;t No./ . 040002782126 Date of Analysis / . 16.01.2025
AHanuTHuecknii oTuer Ne Jata anaausa

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

Jara npon3BoACTBa T'ogeH no

Mfg. License No. /

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

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

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

Page 6 of 11/ Ctp. 6 m3 11

norJIOWeHHA MNHUKa KancauliiHa Ha
XpomarorpaMmme CTaHAapTHOIO
pacTtBopa.

2c | By TLC/TCX

- Menthol / Meumon

Complies as prescribed /
CooteeTcTBYET 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 TSITHO Ha
xpomarorpamme HCIIBITYEMOTO
pacTBopa MO MOJIOXEHUIO JIOJDKHO
COOTBETCTBOBATbH OCHOBHOMY ITSITHY Ha
XpoMaTorpamMmme pacrsopa
cTaHmapTHoro odpasLa MeHToJIa.

3 | Net weight / Macca 102g/102r According to requirement / B
COePIKMMOro YIIAKOBKH COOTBETCTBHUHU C TpeOOBaHUAMH
4 | pH/pH 5.1/5.1 4.6 to 6.0 (for 1.0 % aqueous solution) /

01 4,0 0o 6,0 (ans 1,0 % BoxHOTO
pacTBopa)

5 | Viscosity / BaskocTs

262320 cP /262320 cIl

150,000 ¢P to 350,000 cP at 25 °C/
Ot 150000 cIT no 350000 cIT npu 25
iC

Remarks : The Product confirms to ND/
Mpumeuanne: [Iponykt cooTBeTcTBYET TpebosanusM HJI

Conclusion : APPROVED /
3akaoueHne: OIﬂOBPEHO

Prepared by /
IToarorosneno: Noor Mohammad

L

—

Checked by /
[Mpoeepeno: Santosh Kumar
Maurya

Approved by: Marjager/Executive /
Onobpeno: Meneifxep / Pyxosoanrens
Abhishek Chauhar

Date/
Hara: 16.01.2025

Date /
Hata: 16.01.2025

Date /
Jara: 16.01.2025




Dr.Reddy’s ":".

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

[Product : Nise Plus, gel 100 g

NpoayxT: Hajis® ITmoc, rens aist HapysxHoro npumerenus 100 r

Market / Poinok

: Russia / Poccus

Batch No./ . V240945 Batch Quantity / . 9901.000 units /

Cepust N ) Pa3mep cepun * 9901.000 ennHuLL
Analytical Repovrt No./ . 040002782126 Date of Analysis / . 16.01.2025
AnannTHuecKuii oTueT Ne Jlara ananmsa

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

JlaTta nponsBoacTBa I'oaeH no

Mfg. License No. /

IlpounsBoacTeeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
anuen3us Ne

Analysis performed according ND No / Anaan3 nposeaen no H/ No: JIIT-Ne(003312)-(PT'-RU) dt. 02.10.2023 /
JITI-Ne(003312)-(PT-RU) ot 02.10.2023

Page 70f 11/ Crp. Tuz 11

6 | Particle size / PasMep yacTHI

18 pm/ 18 Mxm

Not more than 50 pm / He 6onee 50
MKM

7 | Related Substances / PoacTBeHHbI€ IPHMeCH

Impurity C/ IIpumecs C
Impurity D / [Tpumecs D

Highest Unknown Impurity /
EmpuHudHas
HEUIeHTHULIHPOBAHHASA
NpHUMECH

Total impurities / Cymma
npumecei

Not detected / He obHapyxeHa
Not detected / He obHapyxeHa

Below LOQ (LOQ = 0.0392%) / Hmxke
npeaena KOJIUYECTBCHHOTI'O OonpeacicHnus
(ITKO = 0.0392 %)

Below LOQ / Huxe
KOJIMYECTBEHHOTO ONpPEAEICHUS

npeaena

Not more than 0.2 % / e Gonee 0,2 %
Not more than 0.2 % / ne Gonee 0,2 %

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

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

8 [Microbial contamination / Mukpoduoaoruueckas 4HCTOTA

Total viable aerobic count /
Obiee KOJIMYECTBO
XU3HECTIOCOOHBIX a’3poOHBIX
MHKPOOPraHu3MOB

Total combined yeast and mold
count / OBuiee YHUCIO
IPOXIKEBBIX M UITECHEBBIX
rpubos

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

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

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

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

Remarks : The Product confirms to ND/
Ipumeuanue: [TpoayxT coorBeTcTBYeT TpeboBanusM HJJ

Conclusion : APPROVED /
3akmwouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosaeHo: Noor Mohammad ITpoeepeno: Santosh Kumar OpobpeHo: MBHII xep / PykoBoauTennb
6}42 Maurya Abhishek Chauban  /

Date / Date / Date /
Hara: 16.01.2025 Jarta: 16.01.2025 Hara: 16.01.2025

vy drreddvs.com
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Dr.Reddy’s €&

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHATIM3A

Product : Nise Plus, gel 100 g

M poayxT: Haits® [iioc, rens Ans HapykHoro npimedesus 100 r

auuenzua Ne

Market / PoiHok : Russia / Poccus

Batch No. / . V240945 Batch Quantity / . 9901.000 units /

Cepus Nt 5 - |Pasmep cepin * 9901.000 epuHHL
Analytical Repovrt No./ . 040002782126 Date of Analysis / . 16.01.2025
AHaJHTHYeCKHi oTuyeT Ne Jlara anaausa

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

Jara npoM3BoACTBA Toxen go

Mfg. License No. /

Ilpou3BOACTBEHHASA : MNB/05/263 MA number: / Homep PY : JITI-Ne(003312)-(PT'-RU)

JHT-No(003312)«(PT-RU) ot 02.10.2023

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

Pseudomonas aeruginosa

Staphylococcus aureus

Absent in 1 g/ OrcyrctByeTB 1 T
Absent in 1 g/ OtcytcTByeT B 1 T

Page 8 of 11/ CTp. 8 m3 11
Absentin 1 g/ OrcyrctBUe B 1 r

Absentin 1 g/ OtcyrcTBUe B 1 1

Assay / KosinuecTBeHHOe onpejesienme

Nimesulide /Huntecynuo

Methyl salicylate /
Memuncanuyuram

Menthol / Menmon

10.2 mg /10.2 mr
101.8 %

101.4 mg/ 101.4 mr
101.4 %

51.0 mg/51.0 mr
102.0 %

9.0 to 11.0 mg of Ci3H;2N2OsS
(nimesulide) per 1 g of the product (90
to 110 % of label claim)/ Ot 9,0 no 11,0
mr C;3Hi2N2OsS (ummecynum) B 1 1
npenapata (or 90 go 110 % or
HOMHHALHOTO COACPIKAHHS)

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 no
110,0 Mr CsHgOj3 (MeTHacanuumiIaT) B
1 r npenapara (ot 90 no 110 % ot
HOMHHAJEHOTO COACPIKAHHS)

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 mr
C10H20 (menTon) B 1 T npenapara (ot
90 1o 110 % HOMUHAJIBHOTO
COICpIKaHUA)

Remarks : The Product confirms to ND/

Ipumeuanue: [IpoxykT cooTBeTcTByeT TpeboBaHusm HJ

Conclusion : APPROVED /
3aKaI0ueHue: Oﬂ?EPEHO

Prepared by /
Ioarorosieno: Noor Mohammad

%

Checked by /

IpoeepeHo: Santosh Kumar
Maurya

Approved by: Manager/Executive /
Onobpeno: Meneﬂjq:ep / PykoBoauTenb
Abhishek Chmﬂxan'\/\_/__ /

Date /
Hara: 16.01.2025

Date /

Jara: 16.01.2025

Date /
Jlata: 16.01.2025

Repistered Office: 8-2-337

folr 491 40 3260 280

0

5200 2545%,
1G8ARLCC0A50T

cdrreddys.com

Road Me, 3, Banjara Hills, Hyderahs

SO0 2L ~ vy gt
- 300038, Talangana, ihaia

Ernail: mali@drreddys com
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Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

[Product : Nise Plus, gel 100 g
| Mipoayx7: Haiis® Ilntoc, rens ans napysHor

o npumenenus 100 r

Market / PoiHok

: Russia / Poccust

Batch No. / . V240045 Batch Quantity / . 9901.000 units /

Cepus Ne ) |Pa3mep cepuu * 9901.000 eguHMLL
Analytical Repourt No./ . 040002782126 Date of Analysis / . 16.01.2025
AHaauTHYecKnii oTyer Ne Jata ananusa

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

JaTa npou3BoacTBa T'open o

Mfg. License No. /

IlponssoacTBeHHast : MNB/05/263 MA number: / Homep PY : JII-Ne(003312)-(PI'-RU)
JuieH3ns Ne

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

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

Capsaicin / Kancauyun

Sodium benzoate / Hampus
berzoam

0.2539 mg/0.2539 mMr
101.6 %

1.00 mg/ 1.00 mr
100.0 %

Page 9 0of 11/ Ctp. 9 M3 11
Not less than 0.225 mg of CisH27NO3
(capsaicin) per 1 g of the product (not
less than 90 % of label claim) / He
menee 0,225 mr C1gH27NO3
(xancauuus) B 1 r npenapara (He
MeHee 90 % OT HOMHHAJIBHOTO
COMEPIKAHMA)

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
6en3oar) B 1 r npenapara (He MmeHee 85
% OT HOMHHAJILHOTO CONIEPKAHUS)

Buthylhydroxytoluene /
Bymunzudpoxcumonyon

0.40 mg / 0.40 mr
100.9 %

Not less than 0.34 mg of Ci5sH210
(buthylhydroxytoluene) per 1 g of the
product (Not less than 85 % of the label
claim) / He menee 0,34 mr Ci5sH240
(6yTnnrugpokcuTonyos) B 1 r
npenapara (He meHee 85 % oT
HOMUHAJILHOTO COIEPIKaHusl).

10 | Package / YnakoBka

100 g in a [aminated 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.
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Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: [IpoaykT cooTBeTCTBYeT TpeboBanuam HJI 3axmouenue: OJOBPEHO
A
Prepared by / Checked by / Approved by: Mangger/Executive /
IMoarorosneHo: Noor Mohammad IIposepeno: Santosh Kumar Onobpeno: Meneaep / PykoBoanTeib
) ' i f ' .
b Maurya _ Abhishek C h'mhar1 _»[
Date / Date / Date / T
Jarta: 16.01.2025 Jara: 16.01.2025 Jara: 16.01.2025
3, Baniara Hills, Byderabad - 500034, Telangana, indin
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CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIM3A

Product : Nise Plus, gel 100 g

Tpoayict: Haiiz® Ilnroc, renk ans HapysxkHoro nprmeHenns 100 ¢

Market / Poinok

: Russia / Poccus

Batch No. / . V240945 Batch Quantity / _9901.000 units /

Cepus Ne i Pasmep cepun * 9901.000 epuHuLy
Analytical Repourt No./ . 040002782126 Date of Analysis / . 16.01.2025
AnaauTnyecknii oTyer No JlaTa aHajausa

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

JarTa npou3BoacTBa I'oaen po

Mfg. License No. /

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

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

Analysis perforlzed according ND No / Auanns nposenen no HJI Ne: JIIT-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
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ITo 100 r B TyOy M3 TaMMHUPOBAHHOTO aNOMHHHUSA ¢ mnedom u3 JIDBII, cHabxxenHyro
mMemOpaHO# 1)1 KOHTPONS NMEPBOTO BCKPHITHSA, U MOJUNPONMIEHOBOH Kkpeinkoii. [To 1
Ty0e B Nayky KapTOHHYIO € JIHCTKOM-BKJIa[bILLIEM.

API name / Haumenosanue ADC: Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
Humecynun Meruncanuuunar JleromenTon Kancanuun
Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
INN/MHH:
Humecynun MeTnncaniuunaT JleBomeHTO Kancauuux
API manufacturer batch number / MS-1A-243030- LOT T 7879 MLC-2407066 F001-24001
Homep cepuu npoussoautens A®C: M1
P Banucturerp L Batclunimbery FERA00716 FERA00595 FERR00745 FERA00338
Homep cepun A®C npoussoaurens I'JIP:
Masnranam
e St dopmo3za
P Anbta Jlaboparopuc
Oprasuxc Jira, Jlaboparopuc T, Apopa Apomatike Huk, TailiBaHb
API Manufactured by & country / Unpus / parop A e, JItn, Unpus / i i
HUnnus / Alta . Kurait/ Formosa
IIpouszsoautens A®C, 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/

IIpumeuanue: [Ipogykt cooTBeTCTBYET TpeboBaHHsAM HJJ

Conclusion : APPROVED /
3akaouyeHue: Oﬂﬁ)BPEHO

Hata: 16.01.2025

Hata: 16.01.2025

Prepared by / Checked by / Approved by: Manjger/Executive /
[ToaroroBneno: Noor Mohammad IIposepeno: Santosh Kymar OpobpeHo: MeHeTﬁ cep / Plyxosonurens
“ Maurya ) Abhishek Chauhai‘:l f
o S
Date / Date / Date /

Hara: 16.01.2025

Ragisterad Qffice: §-2-237,

TiE, #3140

1900 28G9,

puna, Indi
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product : Nise Plus, gel 100 g

Tpoaykr: Haii3® [lmoc, resb ana HapyxHoro npumesxenus 100 r - .
Market / Poisok : Russia / Poccust

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

Cepus Ne § V240945 Pasmep cepun * 9901.000 enviHKy
Analytical Repovrt No./ . 040002782126 Date of Analysis / . 16.01.2025
A”aauTnyecknii oryer No JMara ananusa

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

Jara npousBoaCTEa T'ogen g0

Mfg. License No. /

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

Analysis performed according ND No / Anaaus nposeaen o HJ1 Ne: JITT-Ne(003312)~(PT'-RU) dt. 02.10.2023 /

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

Page 11 of 11/ Crp. 11 13 11

HaumenoBaHne, aipec 1 HOMep JHUEH3UHU I[Ipou3sBoacTBeHHOe Noapasenetue-6, Bunn. Kxons, Hanarapx Poyn, bannu,
MJIOUIAAKH, OCYIIEeCTBJISI0 ek Jucrpukr Conan, X.I1., 173205, Unans (JIuuensus Ne MNB/05/263)
NPOM3BOACTBO/KOHTPOJIb KA4eCTEA/BbINYCK

| 99 (1)

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».

3akaiouenne o coorBercTBHH: «HacTosiMM S MOATBEPKJA0, UTO HPHBEJCHHAs Bbill€ WHQOPMALWMS SBISACTCS
LOCTOBEpPHOH ¥ TOUHOM. DTa cepus MPOAYKLMH [IPOK3BEIeHa (BKIOYas YNAKOBKY (MApPKHPOBKY) U KOHTPOIb KayuecTBa)
HA BBbIlICYKa3aHHOI MPOM3BOJACTBEHHON miowanke (IUIOLWAAKaX) B TIOJTHOM COOTBETCTBHHM C TpeboBaHusaMU IIpasun
HaJUTexKalleil POM3BOACTBEHHOH NpakTHku EBpasuiickoro sxkoHoMuueckoro corosa (Ne GMP/EAEU/RU/00554-2022 ot
02 centsa0ps 2022) ¥ TpeOOBaHMAMH KOHTPOJS Ka4ecTBa JIEKAPCTBEHHBIX CPEACTB, a TalkKe B COOTBETCTBHH CO
crenu(pHKALMAMH, COIEPXKALIMMHICS B PETHCTPALMOHHOM J0ChE CTpaHbl-UMNOpTepa. 3amyucH MO MPOM3BOACTBY,
yIakoBKe ¥ aHaNu3y TMPOBEPEHbl, W YCTAHOBIGHO MX COOTBeTCTBME TpeGoBaHusaM IlpaBun Hajanexallen
IIPOU3BOICTBEHHOH NPakTHKU EBpa3suiickoro 5JKOHOMHUUYECKOro CO3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [poaykt coorBeTcTBYeT TpeboBanusaM HJT 3axmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Managgr/Executive /
IMonrorosnexno: Noor M_qhammad Ipoeepeno: Santosh Kumar Onobpeno: Menesep / Pykosoautens

'7-/2’7-1 Maurya % Abhishek Chauhan | /

= - \ _‘-__:' |

Date / Date / Date /
Harta: 16.01.2025 Hara: 16.01.2025 Hara: 16.01.2025

Repiciared Office: 8-2-337,

Tial, 81 40 f4




