Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

— : D)
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Product : Nise Plus, gel 50 g

MpoayxT: Haiiz® Ilnioc, rens A1s Hapy)HOTo npumeHeHus 50 r

Market / Puinok

: Russia / Poccus

Batch No./ . V250161 Batch Quantity / . 19608 units /

Cepus N ) Pasmep cepun * 19608 equHMLL
Analytical Repoyrt No./ . 040002845180 Date of Analysis / . 29.03.2025
AHanuTHyeckuii oryer No JlaTa aHajiu3a

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

JlaTa npou3BOACTBA - T'ogen no

Mfg. License No./

IlpousBoacTeeHHast : MNB/05/263 MA number: / Homep PY : JII-Ne(003312)-(PT-RU)
aunensus Ne

| JITT-No(003312)-(PT-RU) or 02.10.2023

Analysis performed according ND No / Ananuns nposesen o HA Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Page 1 0of 10/ Cp. 1 u3 10

Ne Test / Iloka3zaTean

Result / PesynbTaThl

Specification / Hopma

1 | Appearance / Onucanue

White gel of homogeneous consistency with a
characteristic odor. / Tens ©Ocmoro usera
OJHOPOIHOH KOHCHCTEHLMM C XapaKTepHBIM
3aMaxoM.

White to off-white gel of homogeneous
consistency with a characteristic odor. /
I'enp Genoro wnu moutd 6enoro upera
ONHOPOJHOI KOHCUCTEHLIUH (5
XapaKTepHLIM 3afaxoM.

2 | Identification/ UpenTudnkanus

By HPLC/ B2XKX

- Nimesulide | Humecynuo

Complies as prescribed /
CootBercTBYeT 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 HCIBITYEMOTO
PacTBOpa, MOJYYEHHOTO MPH NPOBEAESHUH
HCTIBITaHUS «KonnyecrseHHOE
ornpeneseHHe. Humecynun 7
METHIICATHLIHIAT, JOJDKEeH
oOHapyHBaTbCA IMHK,
COOTBETCTBYIOIIHIt o BPEMEHH
yIepXHBaHHA TNHUKY HHMeCYNIHJa Ha
XpoMarorpamme CTaHIapTHOrO pacTBOpA.

- Methyl salicylate /
Memuncanuyunam

Complies as prescribed /
CooteetcTBYET TpeOOBaHUIM

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

Remarks : The Product confirms to ND/
Ipumeuanne: [IpoaykT cooTBeTcTBYET TpeboBaHuaM HJJ

Conclusion : APPROVED /
3aknoyeHue: OIIOBPEH?

Jara: 29.03.2025

Jara: 29.03.2025

Prepared by / Checked by / Approved by: Manager/Exequtive /
IMoarorosneno: Ramakant, ITpoeepeno: Pardeep Kumar Onobpeno: Menemxep / Pykosoaujens
i /’J . - f
452‘“\(;@ ; I — Abhishek Chauhan [
Date / \ Date / Date /

Hara: 29.03.2025

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Product Nise Plus, gel 50 g

NpoayxT: Ha#iz® [lnoc, reas Ans HapyAHOTO NpUMEHeHHs 50 T

Market / Pbinok

: Russia / Poccust

Batch No./ . V250161 Batch Quantity / . 19608 units /

Cepus N ) Pasmep cepun * 19608 enyibuL
Analytical Repourt No./ . 040002845180 Date of Analysis / . 29.03.2025
AHaJuTHYEeCKHH oTUeT Ne JlaTa aHaJan3a

Date of Manufacture / . 03/2025 Date of Expiry/ . 02/2027

Jata npou3soacTsa T'ogeH no

Mfg. License No. /

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

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

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

Pa

e20f 10/ Crp. 2 u3 10

shall be present in the test solution
chromatogram obtained during
"Nimesulide and Methyl salicylate Assay"
test. / Ha xpoMarorpamme HCTIBITYEMOrO
pacTBoOpa, MOY4EHHOro NMPH MPOBeJeHHH

UCTBITaHMS «KonuyecteeHHoE
OTIpefieNICHHE. Humecynug "
METHUNCATULIUIATY, JOIHKEH
oOHapyKUBaTbCA THK,
COOTBETCTBYIOLIMH o BpEMEHH

yASpPXKUMBaHUS [THKY METUIICATHLIAIATA Ha
XpOMaTorpamMmmMe CTaHJapTHOT'O PacTBOpA.

Menthol / Mewmon

Complies as prescribed /
CootseTcTBYeT TpeOOBaHHUAM

A peak with the retention time
corresponding to that of menthol in the
standard solution chromatogram shall be
present in the test solution chromatogram
obtained during "Menthol Assay" test. /
Ha  xpomarorpamme  WCIIBITYEMOTO
pacTBOpa, MOJyYEHHOro MPU MPOBEACHUH
MCIIBITAHHUA «KosnndecrseHHoe
OTpeAesieHHe. MenTom», HOJDKEH
obHapyXHBaThCs THK,
COOTBETCTBYIOLUMIA o BpEMEHH
yAEpKUBaHUA MKy  MEHTola  Ha
XpOMaTorpamMmme CTaHJapTHOrO PacTBopa.

Remarks : The Product confirms to ND/

IMpumeuanue: [Ipoxyxt coorBeTcTBYeT TpeboBanmsM H]I

Conclusion : APPROVED /
3axioueHue: O,Z[OBPEl-ﬁO

Prepared by /
ITogrorosieHo: Ramakant

Pt

Checked by /
[porepeno: Pardeep Kumar

i

Approved by: Manager/Executive /
Onobpeno: Menemxep / |
Abhishek Chauhan

KOBOMHTEbL

Date /
Hata: 29.03.2025

Date /
Hara: 29.03.2025

Date /
JHara: 29.03.2025

Registered Gffice: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1884PLC0O04507
www.drreddys.com
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Market / PoiHOK

Product : Nise Plus, gel 50 g
poayxT: Hait3® Ilntoc, resib Ans Hapy»*HOro npuMeneHus 50 r

: Russia / Poccus

anuenszds Ne

Batch No./ . V250161 Batch Quantity / . 19608 units /

Cepus Ne ) Pasmep cepun © 19608 ennHULL
Analytical Repourt No./ . 040002845180 Date of Analysis / . 29.03.2025
AHanuTHYecKHi oTuyeT No JlaTa aHaJau3a

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

JaTta npousBoacTea T'oxen no

Mfg. License No. /

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

Analysis performed according ND No / Ananuz nposeaen no HJ Ne: JIIT-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
| JIIT-Ne(003312)-(PI'-RU) ot 02.10.2023

Page 3 of 10/ Ctp. 3 3 10

- Capsaicin / Kancauyun

Complies as prescribed /
CooTeeTcTBYeT TPeGOBAHHAM

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
XpOMAaTOrpaMMe UCTIBITYEMOI'O PacTBOPA,
MOTY4EHHOTO npu NPOBEACHNH
HCIBITaHHUSA «KonuuecrsenHoe
ompenenenue. Kancamuud W Harpus
GeHzoary», NODKEH 0OHAPYKUBATHCS THK,
COOTBETCTBYIOLMIH o BPEMEHH
yIOep)KHMBaHus TMKY KalcahluHa Ha
XpOMaTOorpaMMe CTaHJapTHOTO pacTBopa.

2b | By HPLC (PDA) / B3JKX ¢ 0uodn

0-MAMPUYHBIM 0CMEKMODOM

- Nimesulide / Humecynud

Complies as prescribed /
CootBeTcTBYET TpeGOBAHMIM

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
OOTJIOIIEHU [MKa HUMecyJHia Ha
XpOMaTOrpaMmMe HCIbITYEMOr0 PacTBOpa,
TOJTy4YE€HHOTO npu MpOBeICHHH
HCIIBITAHHS «KonuuectBeHHOE
orpenesneHue. Humecynug "
METHIICATHLINIATY), JOJDKEH

Remarks : The Product confirms to ND/
I pumeuanue: Ilpoaykt coorBeTcTBYET TpeboBanusM HJ

Conclusion : APPROVED /
3akmoyeHue: OI[OBPEI-?O

Prepared by /

IMToarorosneHo: Rarnal; ni
Qo

Checked by /
Ilposepeno: Pardeep Kumar

{

CN———

Approved by: Manager/E:
Onobpeno: Menemxep /
Abhishek Chauhan

Date / '
Hata: 29.03.2025

Date /
Hara: 29.03.2025

Date /
Jata: 29.03.2025

Registered Gffice: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0D04507
www.drreddys.com
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CEPTUDOUKAT AHAJIM3A
Product : Nise Plus, gel 50 g
TpoaykT: Haiis® Tlmoc, refib A1 Hapy»KHOTO MpUMeHeHns 50 1 B o
Market / PoinoK : Russia / Poccust
Batch No./ . V250161 Batch Quantity / . 19608 units /
Cepus Nt ) Pasmep cepun * 19608 enuHuL
Analytical Repovrt No./ . 040002845180 Date of Analysis / . 29.03.2025
AHaanTHYecknii oTuer Ne JaTa aHaau3za
Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027
JaTa npou3BOACTBA T'oxeH 1o
Mfg. License No. /
IIpoussoacreeHHas : MNB/05/263 MA number: / Homep PY : JII-Ne(003312)-(PI'-RU)
Juuen3zyg Ne
Analysis performed according ND No / Auaaus nposeacu no HJ/L Ne: JII-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
JITE-Ne(003312)-(PT-RU) ot 02.10.2023

Page 4 of 10/ C1p. 4 3 10

COOTBETCTBOBATh CHEKTPY TNOrJIOIIECHUA
nUKa HHUMeECYJIHaa Ha XpoMaTorpamme
CTaHOapTHOIr o pacTBoOpa.

- Methyl salicylate / Complies as prescribed / The absorption spectrum of methyl
Memuacanuyuram CooTeeTcTBYET TpeOOBaHUAM salicylate peak in the test solution
chromatogram obtained during

"Nimesulide and Methy! Salicylate Assay"
test shall comply with that of methyl
salicylate peak in the standard solution
chromatogram. / Cnekrp MOIJOWEHHUs
nMKa MeTH/ICATULIUIIaTa Ha
XpOMAaTOrpaMMe HCHBITYEMOrO pacTBopa,
TOJIy4EeHHOTO npu MPOBEASHHH
HUCTIBITAHUS «KonnuectsenHoe
ornpesesIeHHE. Humecymn u
METHICATULIHIIAT), JO/KEH
COOTBETCTBOBATH CHEKTPY MOTJIOLECHHUS
nuKa METHUICATHLIIIATA Ha
XpoMarorpamMMe CTaHIapTHOIO pacTBOpa.

- Capsaicin / Kancauyun Complies as prescribed / The absorption spectrum of capsaicin peak
CooTBeTCTBYET TpeboBaHUAM 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 mnorjaoweHus
NMKa KancauuMHa Ha XpoMaTorpamme

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

Ipumeuanne: [TponyxT cooTBeTcTBYET TpeboBanusam HJL 3akmwouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Mana gerz’Ex;l utive /

Ioarorosneno: Ramakant [Tpoeepeno: Pardeep Kumar Onobpeno: Menemxep / Pyfkosoayrens
. ‘% ”i/ P B Abhishek Chauhan ; '/

Date / Date / Date /

Hara: 29.03.2025 Hara: 29.03.2025 Hara: 29.03.2025

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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Product : Nise Plus, gel 50 g

HMpoayxT: Haii3® Inoc, relib A9 Hapy»HOFO npuMeHeHHs 50

Market / PuiHOK

: Russia / Poccus

Batch No./ . V250161 Batch Quantity / . 19608 units /

Cepun N ’ Paszmep cepuu ' 19608 enviHuLl
Analytical Repovrt No. / . 040002845180 Date of Analysis / . 29.03.2025
AHaJNHTHYECKHI oTveT Ne JlaTa aHaan3za

Date of Manufacture / . 03/2025 Date of Expiry / . 022027

JlaTa npOH3BOACTBA T'oaen o

Mfg. License No. /

IMpoussoacTeeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JHueH3ud Ne

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

Pag

Analysis performed according ND No / Auaaus nposeaen no H/1 Ne: JIIT-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

e50f10/ Crp. S5u3 10

UCMBLITYEMOTO  PacTBOpa, MOJIyYeHHOro
npH NpoBefeHNH WCIBITAHHSA
«KonnyecTBeHHOE onpeneneHHe.

Kancauumn ¥ Hatpus 6eH30aT»), HOKEH
COOTBETCTBOBATh CHEKTPY MOTIOLICHHS
MUKa KarncaullMHa Ha XpoMaTorpamme
CTaHAapTHOTO pacTBOpA.

2¢ | By TLC/TCX

- Menthol / Merwmon

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 RSATHO Ha
XpOMAaTOrpaMMe HCIILITYyEMOro pacTBopa
110 IOJIOKEHHIO JOKHO COOTBETCTBOBATh
OCHOBHOMY MSTHY Ha XpoMaTorpamme

Remarks : The Product confirms to ND/
Ipumeuanne: IpoaykT cooTBeTcTBYET TpeboBanusam HJI

pacTeBoOpa CTaHAAPTHOrO obpasua
MEHTOJIA.

3 | Net weight / Macca 51g/Slr According to requirement / B

COAEPIKUMOr0 YNAKOBKHU COOTBETCTBUH C TPeOOBaHUAMHU

4 | pH/pH 4.4 4.6 to 6.0 (for 1.0 % aqueous solution) /
Ot 4,0 mo 6,0 (ans 1,0 % BomHoro
pactBopa)

5 | Viscosity / BaszkocTs 221340 cP /221340 cll 150,000 cP to 350,000 cP at 25 °C/

Ot 150000 cIT mo 350000 cIl npu 25 °C

Conclusion : APPROVED /
3akinoueHue: OIIOBPEH?

Hara: 29.03.2025

Jata: 29.03.2025

Prepared by / Checked by / Approved by: Manager/Exegutive /
[ToarorosneHo: Ramak%nt _ Iposepeno: Pardeep Kumar Onobpeno: Menemxep / P)-If OBOJNfEINE
@@" £ Abhishek Chauhan

Date / Date / Date /

Hata: 29.03.2025

Registared Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1884PLCO04507
www.drreddys.com
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Product : Nise Plus, gel 50 g

NpoaykT: Hait3® Ilmoc, rek MUIs HapykHOro npuMeHeHns 50 r

Market / Pridok

: Russia / Poccus

[Batch No./ . V250161 Batch Quantity / . 19608 units /

Cepusa N i Pasmep cepuu * 19608 enuHuLL
Analytical Repovrt No./ . 040002845180 Date of Analysis / . 29.03.2025
AHannTrHnuyeckuii orueT Ne JlaTa aHaan3za

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

Jata npousBoacTsa T'open a0

Mfg. License No./

IIpousBoacreenHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
auueH3ns Ne

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

Analysis performed according ND No / Ananu3s nposeaen no HJ{ Ne: JIII-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Page 6 of 10 / C1p. 6 u3 10

6 | Particle size / Pasmep wacTtun

12 pm / 12 MM

Not more than 50 um / He 6onee 50 mkm

7 | Related Substances / PoacTBeHHbIe IpHMeCH

Impurity C / ITpumecs C
Impurity D / Tlpumecs D

Highest Unknown Impurity /
Epunuunas
HEeMIEHTHHLIHPOBaHHASL
npUMech

Total impurities / Cymma
npuMecei

Not detected / He oOHapysxeHa
Not detected / He oOHapyxeHa

Below LOQ (LOQ = 0.0392 %) / Huxe
npezena KOMMYECTBEHHOTO onpeIeIeHus
(ITKO = 0.0392 %)

Below LOQ / Huxe npenena
KOJIHYECTBEHHOTO ONpeAeNeH:ns

Not more than 0.2 % / ne 6onee 0,2 %
Not more than 0.2 % / ue 6osee 0,2 %
Not more than 1.0 % / He 6onee 1,0 %

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

8 |Microbial contamination / Mukpo6uosornyeckas 4YucTOTA

Total viable aerobic count /
Obee KOJIUUECTBO
JKM3HECTIOCOOHBIX a’3poOHBIX
MUKPOOPraHHU3MOB

Total combined yeast and mold
count / Ob1uee yucno
OPOMOKEBBIX U TUIECHEBBIX
rpuboB

Pseudomonas aeruginosa

Staphylococcus aureus

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

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

Absentin 1 g/ OtcytctByeTB 1 1
Absent in 1 g/ OrcyrctByerB 1 1

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/ OtcytctBUe B 1 T

Absentin 1 g/ OrcyrctBue B 1 r

Remarks : The Product confirms to ND/

ITpumeuanue: [TpoaykT coorBeTcTBYET TpeboBaHusm HJL

Conclusion : APPROVED /
3aksmouenne: OJJOBPEHO

Prepared by /
IToxrorosneHo: Ram

ant
Lk

Checked by /
ITposepeno: Pardeep Kumar

Approved by: Manager/Executive /

Abhishek Chauhan

(N

Date /
Hara: 29.03.2025

Date /
Jlata: 29.03.2025

Onobpeno: Menemxep / yI{OB(7IITCHb
/

Date /
JaTa: 29.03.2025

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tei: +51 $8166 56001-02
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Product : Nise Plus, gel 50 g

MpoayxT: Haitzs® ITnroc, renpb A8 Hapy)KHOTO pUMeHeHus 50 r

Market / PoiHOK

: Russia / Poccus

Batch No./ . V250161 Batch Quantity / . 19608 units /

Cepust N ) Pazmep cepuu * 19608 enuHuI
Analytical Repovrt No./ . 040002845180 Date of Analysis / . 20.03.2025
AHanuTHYeCKHI oTUyeT No JlaTa aHaan3a

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

Jara npou3BoOACTBA T'oaen ao

Mfg. License No. /

IIpoussoacreennast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT'-RU)
JHIeH3Hs Ne

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

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

Page 7 of 10 / Ctp. 7 n3 10

9 | Assay/ KoauuecTBeHHOe onpeaeieHHe

Nimesulide /Husecynuo

10.0 mg/ 10.0mr
100.4 %

9.0 to 11.0 mg of Ci3H;sN-0sS
(nimesulide) per 1 g of the product (90 to
110 % of label claim) / Ot 9,0 mo 11,0 Mr
C;3HaN2OsS  (uumecynun) B 1 1
npenapata (or 90 no 110 % or
HOMMHAJIEHOTO COAEp>KaHUs)

Methyl salicviate /
Memuncanuyunam

99.8 mg/99.8 Mr
99.8 %

90.0 to 110.0 mg of CsHO; (methyl
salicylate) per 1 g of the product (90 to
110 % of label claim) / Ot 90,0 no
110,0 mr CsHgO3 (MeTuncanuuuiar) B
1 r npenapara (ot 90 50 110 % ot
HOMMHAJIHOTO COAEPIKaHH)

Menthol / Menmon

50.9 mg/ 50.9 mMr
101.9 %

45.0to 55.0 mg of C10H200 (menthol) per
1 g of the product (90 to 110 % of label
claim) / Or 45,0 no 55,0 mr CipH200
(menTon) B 1 rmpenapata (ot 90 1o 110 %
HOMMHAJILHOTO COAEPKaHH)

Capsaicin / Kancauyun

0.2446 mg / 0.2446 mMr
97.8 %

Not less than 0.225 mg of CigH27NO;
(capsaicin) per 1 g of the product (not
less than 90 % of label claim) / He mexee
0,225 mr C gH27NO3 (xancaunms) B 1 1
npenapara (He meHee 90 % ot
HOMHHAJILHOTO COIEPIKaHHS)

Remarks : The Product confirms to ND/

IIpumeuanue: [TponykT coorseTcTBYeT TpeboBanusam HJJ

Conclusion : APPROVED /
3axmouenue; OJJOBPEHO

Prepared by /
IToarorosneno: Ramals

b

Checked by /
[Iposepeno: Pardeep Kumar

oL —

Approved by: Mana gen’Exec:l, ive /
Opobpeno: Menemxep / Pyk
Abhishek Chauhan '

0}11781]1}

Date /
Hata: 29.03.2025

Date /
Hata: 29.03.2025

Date /
Jara: 29.03.2025

Registared Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CiN: L85195AP1284PLCO04507
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
(el +51 88165 56081-02

www.drreddys.com

[Product : Nise Plus, gel 50 g

MpoayxT: Haitz® Tlaioc, refib ANa HApYKHOTO NpUMeHerna 50

Market / PeiHOK

: Russia/ Poccus

Batch No./ . V250161 Batch Quantity / . 19608 units /

Cepust N ) Pa3mep cepun * 19608 envHULL
Analytical Repovrt No./ . 040002845180 Date of Analysis / . 29.03.2025
AHANUTHYECKHUA oTueT Ne JiaTa anaaunsa

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

JlaTa mpon3BoacTBa T'oxen po

Mfg. License No./

Mpoussoacreennas : MNB/05/263 MA number: / Homep PY : JIH-Ne(003312)-(PT'-RU)
JHuen3Hn N

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

Analysis performed according ND No / Ananns npogeiaed mo Hl Ne: JIH-Ne(003312)-(PT-RU) dt. 02.10.2023 /

Sodium benzoate / Hampus
benzoam

Page 8 of 10 / Ctp. 8 n3 10

0.98 mg/0.98 mr
98.1 %

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
6enzoar) B 1 r npenapara (He MeHee 85 %
OT HOMMHAJILHOTO COZIepIKaHMU)

Buthylhydroxytoluene /
Bymuneuoporcunionyon

0.39 mg/ 0.39 mr
98.6 %

Not less than 0.34 mg of CisH2,O
(buthylhydroxytoluene) per 1 g of the
product (Not less than 85 % of the label
claim) / He menee 0,34 mr CisH240
(6yTunruapoxcutosyon) B 1 T npenapara
(He menee 85 % OT HOMHHAJILHOTO
colepkaHus).

10 | Package / YnakoBKka

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.

[o 50 r B TYGy M3 NaMUHMPOBAHHOTO ATIOMHHHA ¢ niedom u3 [IDBIL, cxabxeHHy:o
MeMOpaHO! I8 KOHTPOJA fepBOro BCKPHITHA, M MOJHIPONHIeHOBOH Kpblwkoii. 1o 1
Ty6e B MayKy KapTOHHYIO C IMCTKOM-BKJTA/BILIEM.

API name / Haumenosanne ADC: Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
Humecynup, Mertuncanuumiar JleBomeHTON Kancauuud
INN / MHH: Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
Humecynug MeTtuncanuuunat JleBomeHTON Kancanumn
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [IpoaykT cooTBeTcTBYeT TpeboBaHusam HJI 3axmouenne: OJJOBPEHO
1
Prepared by / Checked by / Approved by: Manager/Exequtive /

[ToaroToBNeHo: Ramal,:.?nl

- T

ITposepeno: Pardeep Kumar

=L —

OnobpeHo: Menemxkep / Pyfosoafirens
Abhishek Chauhan ' y

Date /
Hata: 29.03.2025

Date/
Harta: 29.03.2025

Date/
Hara: 29.03.2025

Registered Gffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1284PLCO04507
www.drreddys.com




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

[ X
DI". ReddY’S ‘.... Vill. Kho!, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
Tei : +31 58166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHUDHUKAT AHAJIM3A

Product : Nise Plus, gel 50 g

T poayxr: Halis® ITmoc, resb s HapyXHOro npumeHerus 50 r -
Market / Peinox : Russia / Poccus

Batch No. / . V250161 Batch Quantity / . 19608 units /

Cepusa Ne Pasmep cepuu 19608 enunuiL
Analytical Repo:‘t No./ . 040002845180 Da‘t_e of Analysis / . 29.03.2025
AnaauTnueckuii oTuet Ne Jlata anaamsa

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

JaTa npon3soicTea Toaen o

Mfg. License No./

IIpouspoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIH-N2(003312)-(PI'-RU)

| THuen3us Ne

Analysis performed according ND No / Anaans nposeaen mo HJl Ne: JITI-Ne(003312)-(PT-RU) dt. 02.10.2023 /
JITI-Ne(003312)-(PI'-RU) or 02.10.2023

Page 9 of 10/ Ctp. 9 u3 10

MLC-

API manufacturer batch number / MS-1A-243030- LOT T 8086 2409084, MLC- F001-24002
Homep cepuu nponssoautens ADC: M1 G
FP Manufacturer API Batch number / FERR00844, o
Homep cepuu APC npoussoaurens I'JIdD: FERAQ0716 RESH04022 FESR00086 FESA00040

Mamnranam

Jparc sHn dopmoza

Opranuke JITn, AnbTa Apopa ApoMaTHKS TaGopatopuc

Jla6opatopuc JItx, Huk, TaiiaHb,

API Manufactured by & country / Unpus / [IeT. JITo, Uemous /

Ipouseoaurens AD®C, cTpana: Mangalam Hune / e Arora Aromatics Pl Forrposa
Laboratories Ltd., . Laboratories
Drugs & ) Pvt. Ltd., India s
. India Inc., Taiwan,
Organics Ltd., .
. China
India

Name, address, authorization No for FP

;Iiltaln/ufacturmg ReConimolSItelfREICase Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt. Solan, H.P. 173205,
HaumenoBaHuUe, agpec H HOMep JHLEH3HH India (License No MNB/05/263) /
» AAP p Juil I[IpousBoacTeeHHOE MOApasaeeHue-6, Bumn Kxons, Hanarapx Poya, baaay,

TLIOLANIKH, OCYUIECTBIIOMIEH Jucrpuxt Conan, X.I1., 173205, Unaus (JIuuensus No MNB/05/263)
MPOU3BOACTBO/KOHTPO/Ib Ka4ecTBA/BbIIYCK

| FJI®

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full compliance with
the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/00554-2022 dt. 02 September 2022) and
requirements to the medicinal quality and with the specifications in the Marketing Authorization dossier of the importing
country. Production, packaging and testing records are verified and their compliance with Good Manufacturing Practice of the
Eurasian Economic Union is established».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Npumeuanue: [IpoaykT cooTBeTCTBYET TpeboBanusaM HJL 3akmouenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Es fecutive /
[MoarotosneHo: Ramakgn = ITposepeno: Pardeep Kumar Opnobpeno: Menemkep / Pykosgantens
) J _l{,l o Abhishek Chavhan [
. _‘/ Cbﬂ": _
Date / ' Date / Date / '
Hara: 29.03.2025 Hata: 29.03.2025 Hara: 29.03.2025

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tai :+S1 S3166 56001-02
www.drreddys.com

[Product : Nise Plus, gel 50 g
Tpoayxr: Haiz® Tlmoc, reb Juis Hapy»KHOTO NpuMeHenns 50 r

Market / PoiHox

: Russia / Poccus

Batch No./ . V250161 Batch Quantity / . 19608 units /

Cepus Ne i Pasmep cepuu * 19608 enununy
Analytical Repourt No./ . 040002845180 Date of Analysis / . 29.03.2025
AHaNUTHYECKHH oTueT Nt JaTa anaansa

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

JlaTa npou3BoACTBA Topen o

Mfg. License No. /

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

Analysis performed according ND No / Anaans nposenex no H/L Ne: JITT-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
JITI-Ne(003312)-(PI'-RU) or 02.10.2023

3aK/oueHue 0 cOoTBeTeTBHH: «HacToAILMM 51 TOATBEPKAALD, YTO NPUBEACHHAS Bblilie HHHOPMALH ABIAETCA JOCTOBEPHOH
1 TO4HOM. DTa cepHs NPOAYKINHU [POU3BEEHA (BKOUas YIIakOBKY (MAPKHPOBKY) H KOHTPOJIb KQ4ECTBAa) Ha BbIILICYKa3aHHOH
IPOM3BOACTBEHHOI niowaake (IJIOMAAKAX)
NpOM3BOACTBEHHOM npakTHku EBpasuiickoro skoHoMmudeckoro corosa (Ne GMP/EAEU/RU/00554-2022 ot 02 centsbdpst 2022)
M TpeOOBAHWAMM KOHTPONS KA4eCcTBa JIEKAPCTBEHHBIX CPEICTB, a TaKkKe B COOTBETCTBAM CO CreLM(pHKALIAMH,
COJIepXKALMMHUCS B PETHCTPALMOHHOM JI0ChE CTPaHBI-UMNOPTEPA. 3aMKCH O MPOU3BOJCTBY, YNIAKOBKE 1 aHANU3Y NPOBEPEHBI,
H YCTAHOBJIEHO MX COOTBeTCTBHE TpeGoBaHMaM [IpaBun Hajnexauledl NpOH3BOACTBEHHOM MpakTuki Eppasuiickoro

3KOHOMHHYCCKOr'O COro3ax».
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B IIOJJHOM COOTBECTCTBUH

¢ Tpebomanusmu [Ipasun

Haaexaiei

Remarks : The Product confirms to ND/

IMpumeuanne: [Ipoaykt cooTBeTcTBYET TpeboBanusM HJI

Conclusion : APPROVED /

3axnouenue: OJJOBPEHO
4

Prepared by /
ITonroroBieHO: Ramq};ant

Checked by /
INporepeno: Pardeep Kumar

L -

Abhishek Chauhan

Approved by: Manager/Executive /
Onobpeno: Menemxep / yx030711‘enb
/

o
—

Date /
Hara: 29.03.2025

Date /
Jara: 29.03.2025

Date /
Jara: 29.03.2025

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1284PLCO0A507
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