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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel:+81 98155 56001-02

www.drreddys.com

CEPTUDUKAT AHAJIMU3A
Product : Nise Plus, gel 50 g o
IMpoayxr: Haii3® [1nroc, renp Ay HapyxHOro npuMeHedus 50 r B o
Market / Poinok : Russia / Poccus
Batch No. / . V250160 Batch Quantity / . 19608 units /
Cepusi Ne ) Pazmep cepuu © 19608 enunnL
Analytical Repovrt No./ . 040002843876 Date of Analysis / . 29.03.2025
AHajquTHueckHii oTyeT Ne JaTta anananza
Date of Manufacture / . 02/2025 Date of Expiry / . 01/2027
Jara npousBoacTBa Topen go
Mfg. License No. /
IIpousBoacreeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JunueH3usi No
Analysis performed according ND No / Ananu3 nposeaes mo HJ/ Ne: JIII-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
JITI-Ne(003312)«(PI'-RU) ot 02.10.2023

characteristic odor. / T'ens ©cioro usera
OIHOPOIHOM KOHCHCTEGHLMH C XapaKTepHbIM
3aMaxoMm.

Page 1 of 10/ Ctp. 1 n3 10
Ne Test / Ilokazarens Result / PesyasTaThl Specification / Hopma
1 | Appearance / Onucanmue White gel of homogeneous consistency with a | White to off-white gel of homogeneous

consistency with a characteristic odor. /
Iens 6enoro unu mouTtd Oeyioro LBeETa
OHOPOIHO# KOHCHCTEHLIUU c
XapaKTepHbIM 3aMaxoM.

2 | Identification/ HaenTndukanun

2a | By HPLC/BIXX

- Nimesulide | Husecynuo Complies as prescribed /
CooteeTcTByeT TpeOOBAHHIM

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 UCITBITYeMOTO
pacTBOpa, MOTy4YEHHOTO [IPH MPOBEIEHHH

VICTIRITAHUSA «KonuuectseHHoe
ONpEOENEHHE. Humecynug, H
METHJICATULMIIATY, JOJIKEH
06Hapy>KUBATECS MUK,
COOTBETCTBYIOLIUH no BpEMEHU

YAEPKYMBAHUA TMUMKY HHMECYJIHOa Ha
XpomaTorpaMmMme CTaHAapTHOrO pacTBopa.

- Methyl salicylate / Complies as prescribed / A peak with the retention time
Memuncanuyuram CooteeTcTBYyeT TpeOOBaHUAM corresponding to that of methyl salicylate
in the standard solution chromatogram
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Ipoaykt cooTBeTcTBYET Tpeboanusm HJI 3akmouenue: OJJOBPEHO
)
Prepared by / Checked by / Approved by: Manager/Executive /
IToarotomncHo: Ramakant IIposcpeno: Pardeep Kumar Ono6pcHo: Mcuemxcp { PykogoauTeiib
% %"r | — Abhishek Chauhan | 7
- ! ,/ [ Oy

Date / \ Date / Date /
Hara: 29.03.2025 Hata: 29.03.2025 Hata: 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: L85195AP12984PLCD04507
www.drreddys.com
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CEPTUOUKAT AHAJIU3A
Product : Nise Plus, gel 50 g B
Ipoayxr: Haiiz® Ilnroc, rens Anst Hapy»Horo npumeHeHus 50 r -
Market / PoiHOK : Russia / Poccus
Batch No. / . Batch Quantity / . 19608 units /
Cepus Ne % V250160 Pazmep cepuu © 19608 enuHKL
Analytical Repovrt No./ . 040002843876 Date of Analysis / . 29.03.2025
AHaJiuTH4YecKHiT oTueT Ne Harta anannza
Date of Manufacture / . 02/2025 Date of Expiry / . 01/2027
Jdata npou3BoacTBa T'ogen no
Mfg. License No. /
IIpousBoacTeeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JuieH3us1 Ne
Analysis performed according ND No / Ananni nposenen no H/ Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
JITI-Ne(003312)-(PI'-RU) ot 02.10.2023

Page 2 of 10/ Ctp. 2 m3 10

shall be present in the test solution
chromatogram obtained during
"Nimesulide and Methyl salicylate Assay"
test. / Ha xpomarorpaMMme MCHBITYEMOrO
pacTBOpa, MOTy4EHHOTrO MPH MPOBEACHUH

MCIIBITAHUS «Konnuecrsenuoe
onpeneneHue. Huwmecynun U
METHJICANULUNATY, JOJDKEH
0o0OHapy»XHBaTbCS THK,
COOTBETCTBYIOMHUIH no BpEMEHH

YACPXKHUBAHUA ITUKY METHIICATTMUWIaTa Ha
XpoMaTtorpaMMe CTaHAAPTHOI'O pacTBoOpa.

Menthol / Mermon Complies as prescribed / A peak with the retention time
CooTBeTCTBYET TpeOOBaHHAM corresponding to that of menthol in the
standard solution chromatogram shall be
present in the test solution chromatogram
obtained during "Menthol Assay" test. /
Ha  xpoMaTorpaMme  MCTILITY@MOTD
pacTropa, MoNy4eHHOTO MPH MPOBEICHUH

HCTIBITAHUA «KomaecteeHHOE
omnpeneNeHue. Menton», IOJDKEH
0o0OHapyXHUBaThCA UK,
COOTBETCTBYIOUIMH no BpEeMEHH

YAEpKHUBaHUA NMUKY MCHTOI& Ha
XpoMartorpaMmme CTaHIapTHOTO pacTBOpa.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Ipoaykt cooTBeTcTBYET TpeboBanusaM HIL 3axmwuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Managet/Executive /
[Toaroroenexno: Ramakant *_ [Iposepeno: Pardeep Kumar Onobpeno: Menemxefy / PykoBoanrens
' Abhishek Chauhan |/

A = &
Date / v Date / Date /
Hara: 29.03.2025 Hara: 29.03.2025 Hata: 29.03.2025
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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CEPTUD®UKAT AHAJIM3A
Product : Nise Plus, gel 50 g o
Ipoayxt: Haliz® Ilmoc, refb As HapyxHOTo MpumeHeHus 50 r
Market / PoiHOK : Russia/ Poccusa
Batch No. / . Batch Quantity / . 19608 units /
Cepus Ne F V250160 Paszmep cepuu " 19608 enuHML
Analytical Repo“rt No./ . 040002843876 Date of Analysis / . 29.03.2025
AHanuTHYecKHIii oTyeT No JlaTa ananusa
Date of Manufacture / . 02/2025 Date of Expiry / . 01/2027
JlaTa npon3BoacTBa I'open o
Mfg. License No. /
IlpouseoacreeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
Juuensusn Ne
Analysis performed according ND No / Ananus nposeaen no HJ1 Ne: JITI-Ne(003312)-(PT'-RU) dt. 02.10.2023 /
JIN-Ne(003312)-(PI'-RU) ot 02.10.2023 -

Page 3 of 10/ C1p. 3 u3 10

- Capsaicin / Kancauyun Complies as prescribed / A peak with the retention time
CootBercTByeT TpebOBaHHUAM 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 HCITBITYEMOr0o pacTBopa,
MOJTY4EHHOI 0 npu MpPOBEACHUN
HCOBITaHMS «Konuuecrsennoe
ompenenenue. KamcauluH u  HaTpus
6eHz0aT», nomKeH 06HAPYKUBATBCA ITHK,
COOTBETCTBYIOLIHIA o BpEMEHH
yOepXKHUBaHUS TNMKY KarcallMHAa Ha
XpoMaTorpaMme CTaHIapTHOrO pacTBOpa.

2b | By HPLC (PDA) / B3XXX ¢ duodno-mampuunsim 0emekmopom

- Nimesulide / Husecynuo Complies as prescribed / The absorption spectrum of nimesulide
CoOTBETCTBYET TpeGOBAHUAM 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. /  Cnexrp
MOrNIOMIeHUsT MHKa HHMeCylhaa Ha
XpOMaTorpaMMe MCIBITYEMOro pacTBOpa,

MOJIy4E€HHOTO npH MpOBeAEHHUHU
HUCITBITAHHUA «KonnyecrBeHHOE
omnpenencHUe. Humecynun U
MCTI/UICaJ'lI/ILlP[J'IaT»_), JOJIKEH
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Iponyxr cootBeTcTRYET TpeboBaHusm HJJ 3akioueHue: OI[OE}’EHO
Prepared by / Checked by / Approved by: Manag ; r/Executive /
Ioarorosneno: Ramakant IIposepeno: Pardeep Kumar Onobpeno: Menemxep / Pykogomirens
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: L85195AP1984PLC0O04507
www.drreddys.com
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CEPTUOUKAT AHAJIM3A
Product : Nise Plus, gel 50 g
Mpoayst: Haiis® Ilimoc, reas aas sapyxHore npumencta 50 r
Market / PoiHok : Russia / Poccus
Batch No. / . Batch Quantity / . 19608 units /
Cepus Ne e Paszmvep cepun © 19608 enuuuL
Analytical Repourt No./ . 040002843876 Date of Analysis / . 29.03.2025
AHajnTHYecKHi oTyer No Jara ananusa
Date of Manufacture / . 02/2025 Date of Expiry / . 01/2027
Jara npou3BoacTBa Toxen oo
Mfg. License No. /
IIpouszBoacTBeHHast : MNNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
JHueH3us Ne
Analysis performed according ND No / Anasins nposexes mo HJ Ne: JHI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
| JII-Ne(003312)-(PI'-RU) ot 02.10.2023 B

COOTBETCTBOBATbL CHEKTPY [IOTJIOLUECHHSA
NMHKa HHUMECYNMHIAa Ha XpoMaTorpamme
CTaHAApTHOIO pacTBOpa.

- Methyl salicylate /
Memuncanuyuram

Complies as prescribed /
CootsercTByeT TpeGOBaHHUAM

The absorption spectrum of methyl
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. / CHekTp noOrnouleHuUs
MHKa METHIICaTHLUNIaTa Ha
XpOMATOrpaMMe HCIBITYEMOr0 pacTBOpa,
MOJIyYEHHOTO npu MPOBEACHUU
WCIIBITAHUS «KonnyecrsenHoe
orpeneseHne. Humecynun H
METHIICATTULIUNIATY), JIOJIXKEH
COOTBETCTBOBAThH CMEKTPY TOTJIOIEHUS
MUKa METHJICATTHLIUIIATA Ha
XPOMOTOTPAMMC CTAIIAAPTIIOrO pacTbopa.

- Capsaicin / Kancauyux

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. / CHekTp MOIJIOLIEHHS
NUKa KancauudHa Ha XpOMAaTorpaMmme

Remarks : The Product confirms to ND/
IIpumedanue: [Ipoaykt cooTBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /

3ako4eHue: OJIOFPEHO

Prepared by /

TToaroroBieHo: Ramakaq@

Checked by /
[Iporepeno: Pardeep Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemep / Pykopoanress
Abhishek Chaulmn;.u

Date /
Hara: 29.03.2025

A i
i Date /

Hara: 29.03.2025

Date /
Hara: 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: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel ; +01 98166 56001-02
www.drreddys.com

Product : Nise Plus, gel 50 g

Ipoayxr: Haiis® [Intoc, resnp JUis Hapy>KHOro npuMeHeHUs 50 r

Market / PoiHok : Russia / Poccust

Batch No. / . V250160 Batch Quantity / . 19608 units /

Cepus Ne ) Pasmep cepun © 19608 equHuLL
Analytical Repovrt No./ . 040002843876 Date of Analysis / . 29.03.2025
Anasutuyeckuii oruer Ne HaTa anaausza

Date of Manufacture / . 02/2025 Date of Expiry / . 01/2027

Harta npon3BoacTBa Togen no

Mfg. License No. /

IIpousBoacTBEeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
JHieH3nsa Ne

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

Analysis performed according ND No / Auanu3 nposeaed no HJI Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Pa

e50f10/Crp.5Su3 10

HCIILITYEMOI'0  pacTBopa, I[OJIyY€HHOTO
npu MNpOBEACHHUN HUCTIBITAHHA
«KonudecTBeHHOE ONpEacicHUue.

Kancauuuu u Hatpus 6eH30aT»), DOIXKEH
COOTBETCTBOBATh CIIEKTPY IOTJIOLUICHUS
nuvka KarcaWlMHa Ha XpoMaTorpaMmme
CTaHIAPTHOTO PacTBOpA.

2¢ | ByTLC/TCX

- Menthol / Meumon

Complies as prescribed /
CooteetcTBYyeT TpEOOBaHHAM

The position of the main spot in the test
solution chromatogram shall correspond
to that of the main spot in menthol
reference standard solution
chromatogram. / OcHOBHOE MSTHO Ha
XpOMAaTOrpamMmMe HCIBITYEMOro pacTBopa
TIO [OJIOXKEHUIO JO/DKHO COOTBETCTBOBATh
OCHOBHOMY ITATHY Ha XpoMaTorpaMme

Remarks : The Product confirms to ND/
Hpumeuanne: ITpoaykt cooTBercTByeT TpeboBanusm HJ|

pacTBOpa CTaHIapTHOTO obpa3sia
MEHTOJIA.

3 | Net weight / Macca 51g/5lr According to requirement / B

COAEPIKMMOL0 YHAKVUBKH COOTBETCTBUM C TPeOOBaHUAMHU

4 | pH/pH 4.4 4.6 to 6.0 (for 1.0 % aqueous solution) /
Ot 4,0 no 6,0 (ana 1,0 % BogHOTO
pactBopa)

5 | Viscosity / BaskocThb 208560 cP / 208560 cIl 150,000 cP to 350,000 cP at 25 °C/

Ot 150000 cIT1 mo 350000 cIl npu 25 °C

Conclusion : APPROVED /
3akaouenue: OJOBPEHO

Hara: 29.03.2025

Hata: 29.03.2025

A
Prepared by / Checked by / Approved by: Managgr/Executive /
IToaroroieHo: Rama}i;; ¥ Iposepeno: Pardeep Kumar Onobpeno: Meuemxep / Pyl{rBO,ﬁ]-iTeBb
) - Abhishek Chauhan/
il Ul ses
Date / Date / 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: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
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Product : Nise Plus, gel 50 g

Mpoaykr: Haiis® Ilmoc, reas 1ist Hapy)kHOro npumeHeHHsa 50 r

Market / PbiHOK : Russia / Poccust

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

Cepus Ne Ve SRS Pasmep cepuu " 19608 eanaUL
Analytical Repourt No./ . 040002843876 Date of Analysis / . 29.03.2025
AHaauTnyeckuii otyer Ne HaTa aHanu3za

Date of Manufacture / . 02/2025 Date of Expiry / . 01/2027

JlaTa npon3BoAcTBa TogeH ao

Mfg. License No. /

IlpousBoacTBeHHasA : MNB/05/263 MA number: / Homep PY : JIII-N2(003312)-(PI'-RU)
gaunensunsa Ne

Analysis performed according ND No / Ananu3 nposeaen o HJ1 Ne: JIII-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

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

Page 6 of 10/ Ctp. 6 n3 10

6 | Particle size / Pazmep uacTHu

11 pm/ 11 mxm

Not more than 50 pm / He 6onee 50 Mkm

7 | Related Substances / PoacTBeHHble IpHMecH

Impurity C / ITpumecs C
Impurity D / ITpumecs D

EnvHuuHas
HeuaeHTHULMpOBaHHAS
npuMech

Total impurities / Cymma
npumeceit

Highest Unknown Impurity /

Not detected / He o6Hapyxena
Not detected / He obHapyxena

Below LOQ (LOQ = 0.0392 %) / Huxke
npenena KOJIUYECTBEHHOI'O onpeneneHm{
(TIKO = 0.0392 %)

Below LOQ / Huxe npenena
KOJIMYECTBEHHOTO ONpPECICHUS

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

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

8 |Microbial contamination / MUKpoGHoJIOrHYecKasi YHCTOTA

count / ObLiee yucio
JIPOAOKEBBIX U TNIECHEBBIX
rpu6os

Pseudomonas aeruginosa

Staphylococcus aureus

Total viable aerobic count /
Obuiee KOJIMYECTBO
YKH3HECTIOCOOHBIX a’poOHBIX
MHKPOOPraHU3MOB

Total combined yeast and mold

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

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

Absent in 1 g/ OtcyrctByerB 1 T
Absent in 1 g/ OrcyrctByerB 1 I

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

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

Absent in 1 g/ OrcyrcTBUe B 1
Absentin 1 g/ OtrcyrcTBHe B 1 1

Remarks

: The Product confirms to ND/
IIpumeuanne: [Ipogyxt coorBeTcTByeT TpeboanusM HJ|

Conclusion : APPROVED /
3akiroueHHe: OI[(?BPEHO

Prepared by /
IloaroroneHo: Ramal,.%m

Checked by /
IIpoeepeno: Pardeep Kumar

Approved by: Mangger/Executive /
Onobpeno: Menekep / PykoBoaurens

Harta: 29.03.2025

Jata: 29.03.2025

*&\}‘[\V i ) Abhishek C hauhar
Date / Date / Date / = 1

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: L85195AP1984PLCO04507
www.drreddys.com
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CEPTUOHUKAT AHAJIM3A

Product : Nise Plus, gel 50 g

| Mpoayscr: Haiiz® Ihnoc, rens As HapyxHOro npuMeHenns 50

Market / PoiHok : Russia / Poccus

Batch No. / . V250160 Batch Quantity / . 19608 units /

Cepus Ne ) Pazmep cepun © 19608 enuunn,
Analytical Repovrt No./ . 040002843876 Date of Analysis / . 29.03.2025
AHanuTHuecKHnii oTyeT Ne JlaTa aHaauM3a

Date of Manufacture / . 02/2025 Date of Expiry / . 01/2027

JlaTa nponu3BoACTBA T'ogen g0

Mfg. License No./

IIpouspoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
JueH3usa Ne

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

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

Page 7 of 10 / Ctp. 7 n3 10

9 | Assay/ KoanuecTBeHHoe onpegeneHue

Nimesulide /Humecynud

10.0 mg/ 10.0mMr
99.9 %

9.0 to 11.0 mg of Ci3H;aN20sS
(nimesulide) per 1 g of the product (90 to
110 % of label claim) / Ot 9,0 mo 11,0 Mr
Ci3H2N2OsS  (uumecynun) B 1 1
npenapata (ot 90 mo 110 % or
HOMMHAJILHOTO COJEPIKAHMs)

Methyl salicylate /
Memuncanuyunam

99.5 mg/99.5 mr
99.5 %

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 CsH3zO; (MeTuncanuumiar) B
1 r npenapara (ot 90 a0 110 % ot
HOMHUHAJIEHOTO COAEPHKAaHHUA)

Menthol / Menmon

50.7 mg/ 50.7 Mr

45.0 to 55.0 mg of CoH200 (menthol) per

npenaparta (e meHee 90 % ot
HOMMHAIBEHOTO COIEPIKaHU)

101.4 % 1 g of the product (90 to 110 % of label
claim) / Or 45,0 no 55,0 mr CioHxO
(menTon) B 1 r npenapara (o1 90 no 110 %
HOMMHANBLHOTO COAEPIKAHU)
Capsaicin / Kancauyun 0.2449 mg / 0.2449 mr Not less than 0.225 mg of CgH27NO;
98.0 % (capsaicin) per 1 g of the product (not

less than 90 % of label claim) / He menee
0,225 mr C3H»7NO3 (kancauuuu) B 1 T

Remarks : The Product confirms to ND/
IIpumeuannue: [Tpoaykr cooTBeTcTBYET TpeboBanusaM HJI

Conclusion : APPROVED /
3akmoyeHue: OZIOBI?EHO

!

Prepared by /
IToarorosieHo: Ramakant

e

Checked by /
[Iposepeno: Pardeep Kumar

Approved by: ManageffExecutive /

Onobpeno: Menemxkef) / PykosoanTens

Abhishek Chauhan / /"
S

Date / N
Jara: 29.03.2025

o[./f‘
Date /
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CEPTHU®UKAT AHAJIU3A

[Product : Nise Plus, gel 50 g

ITpoayxt: Hait3® Ilmoc, renb A1 HApyKHOTro npuMeHenns 50 r

Market / Peinok

: Russia / Poccus

Batch No. / . V250160 Batch Quantity / . 19608 units /

Cepus Ne ) Paszmep cepuu © 19608 equnnL
Analytical Repovrt No./ . 040002843876 Date of Analysis / . 29.03.2025
AnaautTnyeckuii oTuyeT Ne JlaTa aHaausa

Date of Manufacture / . 02/2025 Date of Expiry/ . 01/2027

JlaTa npou3BOACTBA Tonen a0

Mfg. License No. /

IIpoussoacTBenHasn : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
auueH3us Ne

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

Analysis performed according ND No / Ananns nposeses mo HJ Ne: JITI-Ne(003312)-(PT-RU) dt. 02.10.2023 /

Sodium benzoate / Hampus
benzoanm

Buthylhydroxytoluene /
Bymuazuopoxecumonyon

0.98 mg/0.98 mr
97.8%

Page 8 of 10/ Ctp. 8 u3 10

Not less than 0.85 mg of C7HsNaO-
(sodium benzoate) per 1 g of the product
(not less than 85 % of the label claim) /
He menee 0,85 mr C7HsNaO-» (HaTpus
6en3oat) B 1 r penapara (He MeHee 85 %
OT HOMHHAJIBHOTO COJIEPIKAHHSA)

0.40 mg / 0.40 mr
99.3 %

Not less than 0.34 mg of CsH24O
(buthylhydroxytoluene) per 1 g of the
product (Not less than 85 % of the label
claim) / He menee 0,34 mr C;sH>40
(6ytunruapokcuronyon) B 1 r nipenapara
(ue menee 85 % OT HOMHHAJILHOTO
collepKaHus).

10 | Package / YnakoBka

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.

Tlo 50 r B Ty6y U3 JaMHHUPOBAHHOrO anfoMUHHMA ¢ miedoM u3 [13BI], cHabxeHHyO
MeM6patoii /11 KOHTPOJS MEPBOTO BCKPBITHS, M IMOJHIIPOMUIEHOBOH Kpeunkoi. Ilo 1

TyGe B Mayky KapTOHHYIO C JINCTKOM-BKJIaJBILIEM.

API name / Hanmenosanue ADC: Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
Humecymn, Metuncanuuunat JleBoMeHTON KancaunuH
INN / MHH: Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
Humecynun MeTtuncanuumnat JleBomeHTON Kancanuyy
API manufacturer batch number / MS-1A-243030- LOT T 8086 MLC-2501008 F001-24002
Homep cepnu nponssogurtens ADC: Ml

Remarks : The Product confirms to ND/
IMpumevanue: [TponykTt cootBeTcTBYeT Tpebosanusam HJI
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Product : Nise Plus, gel 50 g

Ipoaykt: Haii3® Ilmoc, rep A BapyKHOTo npruMeHeHust 50 r

Market / Priox : Russia / Poccus

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

Cepus Ne F V230160 Pasmep cepuu * 19608 eqynnL
Analytical Repovrt No./ . 040002843876 Date of Analysis / . 29.03.2025
AHanuTHdeckHii oTueT No JlaTa anajausa

Date of Manufacture / . 02/2025 Date of Expiry / . 01/2027

Jata npousBoacTsa Togen 10

Mfg. License No. /

IIpousBoacTBeHHAR : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI-RU)
JinueH3usi Ne

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

Analysis performed according ND No / Ananus posemen mo HJ Ne: JITI-Ne(003312)~(PT"-RU) dt. 02.10.2023 /
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FP Manufacturer API Batch number /

Homep cepun A®C nponssoantens LII®: FERA00716 FESA00022 FESR00086 FESA00040
Manranam
Jipsiess dopwmoza
P ol AnbTa Jlab6oparopuc
Oprannic Jitz, Jlabopatopuc JIT, ApORATAPOMETIIE WHk, TaiiBaHb
API Manufactured by & country / Hupus / parop | er. Jtn, Uupus / - ’
Hunus / Alta . Kurait/ Formosa
IMpouseoaurens APC, crpana: Mangalam . Arora Aromatics .
Laboratories Ltd., . Laboratories
Drugs & ) Pvt. Ltd., India .
. India Inc., Taiwan,
Organics Ltd., )
) China
India

site /
mI0LIAaAKH, OCYLIeCTBIsAIO e

e

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

HaumenoBauue, ajJpec M1 HOMEP JIMIEeH3HH

HpOHSBOIlCTBO/KOHTpOJ'lb Ka4ecTBa/Bbl nMyCK

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

India (License No MNB/05/263) /

I[TponsBoacTBeHHOEe noApaszaenenue-6, Bumn. Kxomns, Hanarapx Poya, baman,
JTucrpuxr Conan, X.I1., 173205, Uuauns (JTnuensus Ne MNB/05/263)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product has
been manufaetured, inoluding paclkaging/laboling and quality oontrol at the abowe mentiened gite(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/
Ilpumeuanue: [TpoaykT cooTBeTcTBYeT Tpebobanuam HII

3ak
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CEPTUOUKAT AHAJIU3A

Product : Nise Plus, ge

150 g

MpoaykT: Haiiz® ITnroc, resb fig Hapy>Horo npumeHenus 50 r o

Market / Peinok

: Russia / Poceus

Batch No. / . V250160 Batch Quantity / . 19608 units /

Cepna Ne ) Paszmep cepuu 19608 enunumn

Analytical Repourt No./ . 040002843876 Date of Analysis / . 20.03.2025
Axanutnyeckuii oryer Ne JlaTa aHaau3a

Date of Manufacture / . 02/2025 Date of Expiry / . 01/2027

JlaTa npou3BoAcTBa I'open no

Mfg. License No. /

IlponsBoacTeeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JHueH3us Ne

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

3aksII049enme 0 COOTBeTCTBHH: «HacTOSIIMM s TOATBEPXK A0, 4TO MPUBEACHHAS BbILUE HHGOPMALMS ABJIAETCH JOCTOBEPHON
¥l TOYHO#M. DTa cepHsi MPOAYKLHH MpOU3BeeHa (BKIIoYast yNakoBKY (MapKUPOBKY) U KOHTPOJIb KAYECTBA) Ha BhILLIEYKA3aHHOH
NPOU3BOACTBEHHOM muolaake (MJolmankaXx) B TOJXHOM COOTBETCTBUM C TpeboBaHusamd IlpaBun Hapmexaieh
NPOU3BOACTBEHHOM npakTHkK EBpasuiickoro axoHoMudeckoro coroza (Ne GMP/EAEU/RU/00554-2022 ot 02 centabps 2022)
¥ TpeOOBaHHSIMH KOHTPOJNsL KAauecTBa JIEKapCTBEHHBIX CPEACTB, a Talkoke B COOTBETCTBHM CO cCrelMdHKanusiMu,
COZIEpKAIUMUCS B PETHCTPAlMOHHOM JOChE CTPaHbI-UMIIOPTEPA. 3alIHCH N0 IPOU3BOCTRY, YIAKOBKE H aHAIM3Y IIPOBEPEHBI,
M YCTaHOBJIEHO HX COOTBETCTBUe TpeGoBaHMsM IIpaBun Haanexalell NpPOM3BOACTBEHHON INpPaKkTHKH Eppasuickoro

3KOHOMHUYECKOro COr03a».

Analysis performed according ND No / Auaau3 nposened no HJ Ne: JIIT-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
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Remarks : The Product confirms to ND/
IIpumeuanne: [Ipoaykt cooTBeTcTBYET TpeboBanusM HJJ

Conclusion : APPROVED /
3akroueHue: OI[OB?’EHO

Prepared by / Checked by / Approved by: Managej/Executiye /
IToarotosneno: Ramakant Ipoeepeno: Pardeep Kumar Onobpeno: Menemrey} / Pykospairens
(I ._ ! qu -Lh-: E _ Abhishek Chauhan  (\,
e P
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Hara: 29.03.2025 Jara: 29.03.2025 Hara: 29.03.2025

Registared Gffice: 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: L85195AP1984PLC0O04507

www.drreddys.com




