Dr. Reddy's Laboratories Ltd.

[
Dr. Reddy,s ‘;. Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

[Product : Nise Plus, gel 100 g
HMpoayxr: Haiiz® Iltoc, renib-ans HapyxHoro npumenenus, 100 r

Market / PbiHOK : Russia / Poccust

Batch No. / : V250730 Batch Quantity / ~9675.000 units /
Cepus Ne : Pasmep cepun " 9675.000 exiHHL
Analytical Report No. / . 040003074967 Date of Analysis / . 19.09.2025

AHanuTnuyeckuii oTyer No : Jata anaauza
Date of Expiry / . 08/2027
Togen o0

Date of Manufacture /
JaTta npoH3BQICTRA
Mfg. License No. /
IIpousBoacTBeHHAS : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
{nuensusa Ne | |
Analysis performed according ND No / Auanu3z nposeaen no H/ Ne: JITI-Ne(003312)-(PI'-RU)-021023
PIL & artworks approved: / UHcTpyKuUHsi H MaKeThl YTBepaKaAeHbI: 17.04.2025

: 09/2025

Page10f12/ Crp. 1 mu3 12
Ne Test / [TokazaTenn Result / PesyabraTsl Specification / Hopma

1 | Appearance / Onucanue White gel of homogeneous consistency with a | White to off-white gel of homogeneous
characteristiuc odor. / Tens Genoro usera | consistency with a characteristic odor. /
OAHOPOIHOM ~ KOHCHCTCHLMH €  XapaKTCPHLIM | ["e, Genoro MM MOYTH 6GENOro LBETa
SalIaXON; OIHOPOAHOM KOHCHCTEHLIMH €
XapAKTEPHBIM 32MaXO0M.

2 | Identification/ MaenTudmuxanus
2a | By HPLC / B3KX

- Nimesulide | Humecynuo Complies as prescribed / A peak with the retention time
Cuuiseiuisyet 1pelusannim cuntespunding (o that ol uintesulide i tie
standard solution chromatogram should be
present in the test solution chromatogram
obtained during "Nimesulide and Methyl
salicylate ~ Assay" test. / Ha
XpOMAaTOrpaMMe MCIIbITYEMOro pacTBopa,

MOJIY4YEHHOTO npu MPOBEIEHUH
HCTIBITAHHS «Konnuecrsennoe
omnpeneneHue. Humecynun %}
METHUIICAULIHIIAT, NOJDKEeH

00OHapyKHUBATLCSA MUK, COOTBETCTBYHOLLUI
MO0  BPEMEHM  YNEPKHUBAHHSI  NHKY

HUMeCYNHAaa Ha Xpomarorpamme

Remarks : The Product confirms to. ND/ Conclusion : APPROVED /
[Tpumeuanne: [NponykT cootBercTeyeT Tpebosannam HII 3armouenne: OJJOBPEHO
Prepared by / Ilogrorosneno: ||Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
Shivani Ilposepero: - Mpoeepeno (AOK): [|Onobpeno: OG{:cne'-[eHne kagecTBa/OTBETCTBEHHOE

}L — Pravesh Rana,{ Amit Kumar JULO: iy

/> J A"\ o

.t/ /

Date / Date / Date/ ' Date / ] -
Jlara: 19.09.2025 Nara:19.092025  |[flara: 19.09.2025  |[lara: 220 ? -0

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: LRE195A4P1984FLCO04507
www.drreddys.com



Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUDUKAT AHAJIM3A
[Product : Nise Plus, gel 100 g o
Hpoaysr: Haitz" Thioc, rens 115 Hapys>kHOro npumenenus, 100 r
Market / PeiHOK : Russia / Poccua
Batch No. / . V250730 Batch Quantity / . 9675.000 units /
|Cepus Ne j Pa3zmep cepuu © 9675.000 enuHun
Analytical Repourt No./ . 040003074967 Date of Analysis / . 19.09.2025
AHaJIUTHYECKHI 0THeT Ne Jarta ananusa
Date of Manufacture / . 09/2025 Date of Expiry / . 08/2027
Jata npou3BoacTBa - Topen o
Mfg. License No. /
IIpoussoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT'-RU)
JMueH3us Ne
Analysis performed according ND No / Auaaus nposenen no HJ Ne: JITI-Ne(003312)-(PI'-RU)-021023

PIL & artworks approved: / HucTpykuus n makers! yrBepxienbi: 17.04.2025

Page 2 of 12/ C1p. 2 n3 12

CTaHOAapTHOI'O pacTBOpa.

- Methyl salicylate /
Memuncanuyunam

Complies as prescribed /
CootreTcTBYeT TpeOOBaHUAM

A peak with the retention time
corresponding to that of methyl salicylate
in the standard solution chromatogram
shall be present in the test solution
chromatogram obtained during
"Nimesulide and Methyl salicylate Assay"
test. / Ha xpomarorpamMme WUCHBITYEMOro
pacTBOpa, MOIYUYEHHOTrO TIPH MPOBEAEHHH
HCIIBITAHHS «KonunuecrBeHHoe
orpenesneHue. Humecynun "
METHJICATTHLIUIIATY, JIOJDKEH
00OHapYKHUBATECS MUK, COOTBETCTBYHOLLUI
0  BPEMEHM  YNEPKUBAHUA  [HKY
METWICANMUMIATA Ha XpOMarorpamme
CTaHAapTHOrO PacTBOpA.

Menthol / Menmon

Complies as prescribed /
CootBetcTBYyeT TpeOOBaHHSAM

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  xpomaTorpaMMe  HCNbITyeMOTroO
pacTeOpa, MOIy4EHHOrO [PH NIPOBEIEHHH

Remarks : The Product confirms to ND/

Hpumeuanne: [Ipoaykr cooreercTRyeT Tpedosannam HJI

Conclusion : APPROVED /
Jaxkmoyenue: QJJOGPEHO

Prepared by / Tlogrotosneno: ||Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
Shivani [Nposepeno: | IMposepeno (AOK):  ||Omobpeno: Obecneyenne kauecTBa/OTBETCTBEHHOE
)>(_ Pravesh Rana Z Amit Kumar JIHLIO:
) .'II\- / > CF/_A
Date / Date / Date / Date / .
Hata: 19.09.2025 NMata:19.09.2025  |[fara: 19.09.2025  ||ffara: QI’Q?r VS

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4200 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984FLCO04507

www.drreddys.com



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

?
Dr' Reddy s ‘- Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIU3A

Product : Nise Plus, gel 100 g
\Mpoaywt: Haiiz® [Mmoc. rens s wapysroro npumesenus, 100 r

Market / Poinox : Russia / Poccus

Batch No. / : V250730 Batch Quantity / . 9675.000 units /

Cepus Ne ) Pasmep cepun " 9675.000 enuinun
Analytical Repoz‘t No./ . 040003074967 Date of Analysis / . 19.09.2025
AHaJIHTHYeCKHH oTyeT Neo JiaTa aHaJIH3a

Date of Mgnufacture / . 09/2025 Date of Expiry / . 08/2027

ara npomnzBoncrea Tonen xo

Mfg. License No. /

IlpousBoacTBeHHast : MINB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
Jinnensug Ne

Analysis performed according ND No / Anaansz nposenen nmo H/ J_‘J'QTJIITNQ_(OEBﬁ2)_-(P_F-RU)_-021023
PIL & artworks approved: / UncTpyKiins M MakeTsl YiBepaiensi: 17.04.2025

Page 3 0f 12/ Cip. 3 u3 12
HUCTILITAHHUA «KonnuecrseHHoe
onpencieHue, MeHTOJ’I)), JOJIKCH
0o6Hapy»KHUBaTbCs MUK, COOTBETCTBYIOUI Hi
110 BPEMEHHM yACPXKMBAHHUS MUKY MEHTONA
Ha XpoMmaTtorpamme CTaHOapTHOro

pacTeopa.
- Capsaicin / Kancauyun Complies as prescribed / A peak with the retention time
CootBeTcTByeT TpeOOBaHUIM 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 HCTBITYEMOTO PacTBOpa,
IOJIy4E€HHOTO npH NPOBEAEHHH
UCTIBITaHUS «KonuuectseHHoe
onpenenenve. KancauuuyH W HaTpus
GeHzoaT», 0MKEH OGHAPYKUBATHCS THK,
COOTBETCTBYIOIIHIA no BpEMEHH
YACPXKHBAHHS [HKY Karncaul{Ha Ha
XpOMarorpamme CTaHIApTHOrO pacTBOpa.

By HPLC (PDA) / B3)KX ¢ ouoono-mampuunsim demekmopom

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: IIponykT cooTBeTcTBYeT TpeboBaHuam HJ| 3akawuenne: OJOBPEHO
Prepared by / [Togrotosneno: |[Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized person /
Shivani Tlposepeno: = [|Ipoeepeno (AOK): ||OnoGpeno: Obecneuenue kauecTa/OTBETCTBEHHOE
g 7/ Pravesh Rana ./ Amit Kumar JHLIO! A
L '\._ = .. /"Q-Kﬁ
. -~ =
Date / Date/ Date / : Date / I'
MHara: 19.09.2025 Tata:19.09.2025 Hara: 19.09.2025 Jlara: QW‘/-\ qr el

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: 1851954P1984FLCO04507
www.drreddys.com



Dr.Reddy’s “:

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

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

Viil. Khol, Naiagarh Road, Baddi,
Distt. Sotan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.corn

Product : Nise Plus, gel 100 g

Ipojayrr: Haitz™ Thnoc, rens s HApy» HOTo npuMeHeHus:, 100 r

Juuening Ne

Market / PeiHOK : Russia / Poccus

Batch No. / . V250730 Batch Quantity / . 9675.000 units /

Cepus Ne i Pa3zmep cepun © 9675.000 enuHMLL
Analytical RepOft No./ . 040003074967 Date of Analysis / . 19.09.2025
AHaJuTHYeCKHIi oTueT Ne JlaTa aHaJH3a

Date of Manufacture / . 09/2025 Date of Expiry / . 08/2027

JaTa npousBoacTea TI'ogen g0

Mfg. License No. /

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

Analysis performed according ND No / Anaau3 nposeaen mo H/L Ne: JITT-Ne(003312)-(PI'-RU)-021023
PIL & artworks approved: / MucTpykuus H MaKeThl yTBepaxkaeHbi: 17.04.2025

Page40f12/ Crp. 4 m3 12

2b |- Nimesulide / Humecynuo

Complies as prescribed /
CooteTrcTByeT TpebOBaHUIM

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. /  CuekTp
NOTJIOUIeHUs MHMKAa HMMECYJIHAA Ha
XpOMAaTorpaMMe HCIHBITYEMOTO PacTBOpA,
MOJTyHEHHOTO npu NPOBEAEHUH
UCTIBITaHUS «KonuuecrBeHHOE
onpeneneHHe. Humecynun H
METHICATTMLIUIIATY), JOJDKEH

COOTBETCTBOBAaTh CIEKTPY MOIJOLEHHUS
nuKa HUMeCYJMIa Ha XpomaTorpaMmme
CTaHOapTHOro pPacTBOpA.

- Methyl salicylate /
Menuuncamuyyunam

Complies as prescribed /
CooTBeTCTBYET TpeOOBaHUAM

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 solution
chromatogram. / CnexkTtp MOIIOLIEHUS

The absorption

nMka METHJICATULIINATA Ha
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Iponyxkrt coorBercTBYeT TpeboBanusam HJJ 3akuawyenune: OJOBPEHO
Prepared by / Tloarorosneno: |[Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
Shivani [Mposepeno: [posepero (AOK):  [|OnoGpeno: Obecneuenne kauecTra/OTBETCTBEHHOE

ﬁ)ﬁ Pravesh Rana j Amit Kumar NHUO: \
N
1-' — a

Date / Date / Date/ Date / l‘ ? OVS
Iara: 19.09.2025 Hara:19.09.2025 Hara: 19.09.2025 JlaTa: q’l(—b W

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr.Reddy’s €:¢

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
Tel : +91 98166 55001-02
www.drreadys.com

’Eoduct : Nise Plus, gel 100 g
Ipoaykr: Haiis® [Intoc, renb A1 Hapy»KHOro npumeHenus, 100 ¢

JuHeH3ns Ne

Market / PoiHok : Russia/ Poccus

Batch No. / . V250730 Batch Quantity / . 9675.000 units /

Cepus Ne ) Pasmep cepuu © 9675.000 enuHML
Analytical Repourt No./ - 040003074967 Date of Analysis / . 19.09.2025
AHaauTH4eckuii oruer Ne Jata ananusa

Date of Manufacture / . 09/2025 Date of Expiry / . 08/2027

Jata npousBoacrsa Foaen no

Mfg. License No. /

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

Analysis performed according ND No / Auanus nposenen no HJ/I Ne: JITI-Ne(003312)-(PT-RU)-021023
PIL & artworks approved: / MHcTpyKkiust m Mmakersl yrBepxaennl: 17.04.2025

Page 5 0f 12/ Ctp. 5 u3 12

XpoMaTorpaMmMe HCIBITYEMOrO pactBopa,

MOJIyH4EHHOT 0 pH MpOBEACHHUU
WUCHBITaHHA «KonunuecrseHHoe
OMpenencHUe. Humecynun u
METHJICATULINIIATY), JOMKEH
COOTBETCTBOBAaTb CIEKTPY TMOTJOLEHHUS
MUKa METHJICAIMLMIIaTa Ha

XpoMmarorpamMme CTaHOApTHOTO pacTBoOpa.

- Capsaicin / Kancauyun

Complies as prescribed /

CooTBeTcTBYET TpebOoBaHHAM

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 MOTrJOWEHHs
nMka KancauUWHa Ha XpoMaTorpaMme

WCIILITYEMOTQ  PACTROPA,  MOTY'IOINIOro
nipu OpOBEAEHUH HCBITAHHUS
«KonuyecTBeHHOE OMpeeNeHHe.

Kancauuus u Hatpus 6eH30aT»), JOJDKEH
COOTBETCTBOBATb CIIEKTPY MNOIJIOIEHHS
MMKa KancauuHa Ha XpomaTorpaMme
CTaHAApTHOTO pacTBOpa.

2¢ | ByTLC/TCX

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Mpumeuanne: INpoaykr coorsercreyer Tpebopanuam HJL 3axmouenne: OJOBPEHO
Prepared by / Ilonroroeneno: (|Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
Shivani Mposepeno: ! |[IIpoBepeno (AOK): ||OnoGpetro: Obecneyenue kauecTBa/OTBETCTBEHHOE
})f Pravesh Rana // Amit Kumar " JIHLO: o
. |-.'\"'"'_F -_,...f" Q"—»J
Date / Date / Date / ! Date / F 7.9
Jlara: 19.09.2025 Mata:19.09.2025 Hara: 19.09.2025 Hara: QQA? ¥

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1934FPLC004507
www.drreddys.com
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Dr.Reddy’s ":

CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Disit. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

www drreddys.com

Product : Nise Plus, gel 100 g

IMpoaykr: Haiiz* Ilnoc, rens auist Hapy»Horo npuMeHenus, 100 r

Market / PoiHok : Russia / Poccus

Batch No. / . V250730 Batch Quantity / . 9675.000 units /

Cepus No ) Pazmep cepun © 9675.000 enunnL
Analytical Repog‘t No./ . 040003074967 Date of Analysis / . 19.09.2025
AHananTHyeckuii oruer No Jara anaanza

Date of Manufacture / . 09/2025 Date of Expiry/ . 08/2027

JlaTa nponsBoacTea Tonxen xo

Mfg. License No. /

IIpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JII-Ne(003312)-(PT-RU)
JidneH3us Ne

Analysis performed according ND No / Anaaus nposeaen no H/ Ne: JITT-Ne(003312)-(PT'-RU)-021023
PIL & artworks approved: / MHceTpykuus u Makerbl yTBepsaeHbl: 17.04.2025

Page 6 of 12/ C1p. 6 m3 12

- Menthol / Menmon

Complies as prescribed /
CootBeTcTBYET TpeOOBAHMAM

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 NATHO Ha
XpOMAaTOrpaMMe HCIBITYEMOrO pacTBopa
IO ITOJIOXKEHHEO IOKHO COOTBETCTBOBATH
OCHOBHOMY TIBITHY Ha XpomMarorpamme

pactBopa CTaHAapTHOro odpa3sua
MEHTOJ1a.
3 | Net weight / Macca 101g/101r According to requirement / B
COePKHMOT0 YHAKOBKH COOTBETCTBHUH C TPEOOBAHUAMU
4 | pH/pH 4.8 4.0 to 6.0 (for 1.0 % aqueous solution) /

0Ot 4,0 no 6,0 (ons 1,0 % BogHOTO
pacTBopa)

5 | Viscosity / Baskocth

213180 cP /213180 cIl

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

6 | Particle size / Pazmep uacruny

14 pm / 14 mxm

Not more than 50 pm / He 6onee 50 mxm

7 | Related Substances / PoacTeenHble npumecu®

Impurity C/ ITpumecs C

Not detected / ue obHapyxera

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: ITpoaykt cooTBeTcTBYET TpeGoBaHuaAM HJT 3akmouenune: OJOBPEHO
Prepared by / ITogrorosneno: ||Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
Shivani [Mposepero: _ ||Mposepeso (AOK):  [|OnoGpeno: Obecneuenue kauecTBa/OTBETCTBEHHOE
r Pravesh Rana J.r_" Amit Kumar 1TMIo: '51)_
g N — o
Date / Date / Date/ ! Date / A ? YL
Hara: 19.09.2025 Jlara:19.09.2025 JHara: 19.09.2025 Jlara: (2‘)’

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Jelangana, India
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984FLCO04507
www.drreddys.com

—rwy



Dr.Reddy’s ‘%.’

CERTIFICATE OF ANALYSIS
CEPTHU®UKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-5

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel ;491 98166 55001-02

www.drreddys.com

Product : Nise Plus, gel 100 g

IpoayxT: Hais* IMTmioc, rens 1u1s Hapy»HOro ripumeHenus, 100 r
poay M p

Market / PoiHOK : Russia / Poccus

Batch No. / . V250730 Batch Quantity / . 9675.000 units /

Cepus Ne ) Paszmep cepun * 9675.000 equHHUL,
Analytical Repourt No./ . 040003074967 Date of Analysis / . 19.09.2025
AHanuTHueckmii oTyeT Ne Jarta ananusa

Date of Manufacture / . 09/2025 Date of Expiry/ . 08/2027

JlaTa npon3poacTBa I'ogen go

Mfg. License No. /

Ilpou3sBoacTBeRHAS : MNB/05/263 MA number: / Homep PY : JITI-Ne(003312)-(PI'-RU)
JnueH3us Ne

Analysis performed according ND No / Anaqaus nposeaed no HA Ne: JITI-Ne(003312)-(PI'-RU)-021023
PIL & artworks approved: / MHcTpyKumsi H MakeThbl yTBepxaenb: 17.04.2025

Page 7 of 12/ Ctp. 713 12

Impurity D / Ilpumecs D

Not detected / He obHapy»xeHa

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

Highest Unknown Impurity /
Enunununas
HEeUIeHTHQHLHpOBaHHas
NpUMech

Below LOQ (LOQ =0.0392 %) / Hmxe npepena
konuuectsendoro onpencnenus ([TKO = 0,0392 %)

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

Total impurities / Cymma
npumecei

Below LOQ / Huxe npenena
KOJIM4€CTBEHHOrO OIpeaeneHHs

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

Microbial contamination / MukpoOHoJornyeckas 4YucToTa

8
Total viable aerobic count /
Ob1ee KOJHYECTBO
JKM3HECTIOCOOHBIX a3pobHBIX
MHKPOOPraHU3MOB

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

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

Total combined yeast and mold
count / Obuiee yucno
JIPO’KKEBBIX M [IECHEBBIX
rpubos

Less than 10 CFU/g/
Meuee 10' KOE/r

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

Pseudomonas aeruginosa

Absent in 1 g/ OrcyrctByerB 1 T

Absent in 1 g/ OtcyrcTBue B 1 T

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeuanue: [IponykxT cooTBeTcTBYET Tpedopauusm HJT 3akniouenne: OAOBPEHO
Prepared by / Tlonrotosneno:  |[Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
Shivani ITposepeHo: Mpogepeno (AOK):  [|OmoGpeno: ObecneueHue kauecTBa/OTBETCTBEHHOE
(L,T‘ Pravesh Rana y Amit Kumar AHLO: LN
/ ) K ) p— V’/‘B"?—H
j’ \ L i
Date / Date / Date/ Date / vy
Jara: 19.09.2025 Hata:19.09.2025 Hata: 19.09.2025 HaTa: 2‘2/&?, -V

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telaiigana, India
Tel: +91 40 4200 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195A4P1984PLCO04507
www.drreddys.com



Dr.Reddy’s ":.

Dr. Reddy's Laboratories Ltd.

Formulation Unit-56

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA
Tel - +91 9g166 56001-02

wysw.drredadys.corn

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Nise Plus, gel 100 g

Hpoayxr: Haitz™ Imoc, resib A1 Hapy»HOro npuMeHenus, 100 r

Market / Poinok : Russia/ Poccus

Batch No. / . V250730 Batch Quantity / . 9675.000 units /

Cepusn Ne ) Pasmep cepun * 9675.000 enuHuL
Analytical Repo“rt No./ . 040003074967 Date of Analysis / . 19.09.2025
Ananurnyecknii ordet No JlaTa ananusa

Date of Manufacture / . 09/2025 Date of Expiry / . 08/2027

Jarta npon3BoacTsa Togen o -

Mfg. License No. /

ITpousBoacTBEeHHAs : MNB/05/263 MA number: / Homep PY : JII-Ne(003312)-(PT-RU)
JuneH3usa Ne

Analysis performed according ND No / Anaaus uposeaen mo H/ Ne: JITI-Ne(003312)-(PI'-RU)-021023
PIL & artworks approved: / HHCTpYKIHS H MaKeThl YTBep:kAeHbl: 17.04.2025

Page 8 of 12/ Crp. § u3 12

Staphylococcus aureus

9 | Assay/ KonnuecTBeHHOe onpegeneHue

Nimesulide** / Hunecynuo**

Absent in 1 g/ OrcytctByerB 1 T Absent in 1 g/ OrcyrcTBue B 1
103 mg/ 10,3 mr 9.0 to 110 mg of C;3Hi:N.0sS
102.6 % (nimesulide) per 1 g of the product (90 to

110 % of label claim) / Ot 9,0 no 11,0 mr
C3Hi2N20sS  (Humecynun) B 1 1
npenapata (ot 90 go 110 % or
HOMHUHAJIbHOTO COAep/KaHHs)

Methyl salicylate** /
Memuncammunam**

101.1 mg/101,1 mMr 90.0 to 110.0 mg of CsHgO;3 (methyl
101.1 % salicylate) per 1 g of the product (90 to
110 % of label claim) / Ot 90,0 a0
110,0 mr CgHgO3 (MeTuncanMumnar) B
1 r npenapara (ot 90 mo 110 % ot
HOMMHAJILHOTO COAEPIKaHUA)

Menthol™** / Menmon™*

50.1 mg/ 50,1 mr 45.0t0 55.0 mg of CioHaO (menthol) per
100.2 % 1 g of the product (90 to 110 % of label
claim) / Ot 45,0 no 55,0 mr CioH2O
(menToun) B 1 rnpeniapara (ot 90 0o 110 %
HOMHHAJILHOTO COIEPMAHUS )

Capsaicin** / Kancauyun **

0.2503 mg/ 0,2503 mr Not less than 0.225 mg of CisH27NO3
100.1 % (capsaicin) per 1 g of the product (not

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

Ipumeuanne: [poaykT coorBeTcTBYeT TpeboBanuaM HJI 3axmouenue: OJOBPEHO

Prepared by / Iloarotosaeno: |[Checked by /
Shivani Ilposepeno:

}T— Pravesh Rana ‘/ /

A1

]

A

Checked by (AQA) / |[Approved by: Quality Assurance/Authorized person /
[Tpoeepero (AOK): ||OnoGpeno: OGGCH\C‘!CHHC kauecTBa/OTBETCTBEHHOE

Amit Kumar JTHLO; >
A ﬂ__).-‘-'
| \_r = v

Date / Date /

Jara: 19.09.2025 Hara:19.09.2025

Date/ Y Date / AN
Jara: 19.09.2025 Jlara: (L\/Q? L

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, india
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984FLCO04507
www.drreddys.com
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Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, iNDIA
Tal 1 +01 92166 56001-02
www.drreadys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Nise Plus, gel 100 g

IMpoayxr: Haiis® ITntoc, rens asis HapyskHOro npumeHenus, 100 r

Market / Poinok : Russia / Poccus

Batch No. / . V250730 Batch Quantity / . 9675.000 units /

Cepus No ) Pa3zmep cepuu * 9675.000 eguHMLL
Analytical Repovrt No./ . 040003074967 Date of Analysis / . 19.09.2025
AHaanTuyeckuii oruer No JlaTa ananusa

Date of Manufacture / . 09/2025 Date of Expiry / . 08/2027

Jlata npousBoacTea T'ogen no

Mfg. License No. /

IIpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
AuueH3us Ne

Analysis performed according ND No / Ananus npogsenen no H/1 Ne: JITI-Ne(003312)-(PT'-RU)-021023
PIL & artworks approved: / HHcTpykuus ¥ MaKeTbl yTBepxaeHbl: 17.04.2025

Page 9 of 12/ C1p. 9 m3 12

Sodium benzoate / Hampus
benzoam

less than 90 % of label claim) / He menee
0,225 mr C1gH27NO; (kancanumu) B 1 r
npenapara (e menee 90 % or
HOMHHAJIBHOTO COACPKAHHA)

1.00 mg/ 1,00 mr
99.6 %

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- (vatpus
6eHzoat) B 1 r npenapata (He menee 85 %
OT HOMHHAIILHOTO COIEPKAHHS)

Buthylhydroxytoluene /
Bymunzudpoxcumonyon

0.40 mg / 0,40mr
100.3 %

Not less than 0.34 mg of C;sH24O
(buthylhydroxytoluene) per 1 g of the
product (Not less than 85 % of the label
claim) / He menee 0,34 mr C;sH240
(6ytunrugpokcurosyos) B 1 r npenapara
(He menee 85 % OT HOMUHAJILHOIO

' COIEPIKAHHUIA).

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/

Ipumeuanue: [MpoaykT cooTeeTCTBYET Tpebopanuam HJL

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / I[loarotosneno: ||Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
Shivani — [Iposepeno: ~  [{[Ipoeepeno (AOK): |[Onobpeno: Obecneuenue xauecTsa/OTBETCTBEHHOE
} ) Pravesh Rana f Amit Kumar JIMLIO: Yoo
N M
Date / Date / Date/' Date / " -
Tlata: 19.09.2025 Mara:19.092025  ||gara: 19.09.2025  ||mara: 2w 3 ~20Y

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangang, india
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1934FPLCO04507

www.drreddys.com




D ‘..' Dr. Reddy's Laboratories Ltd.
y ) _ ’
Formulation Unit-6
& Reddy S °. Viil. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel - +91 9&166 56001-02
www.drreadys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product : Nise Plus,.gel 100 g
Hpoaykr: Haits™ Imoc, rens s Hapys»xHoro npuMeHenus, 100 r

Market / PeiHok : Russia / Poccus

Batch No. / . V250730 Batch Quantity / . 9675.000 units /

Cepus Ne i Paszmep cepun . " 9675.000 enyHUL
Analytical Repourt No./ . 040003074967 Date of Analysis / . 19.09.2025
AnaanTHyecknii oryer No Jarta ananmn3a

Date of Manufacture / . 09/2025 Date of Expiry / . 08/2027

Jara nponspoacTra TI'ogen oo

Mfg. License No. /

IIpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JHIeH3usa Ne

Analysis performed according ND No / Anvaans nposenen no H/L Ne: JITT-Ne(003312)-(PT-RU)-021023

PIL & artworks approved: / HucTpykuns ¥ MakeTs! yrsepiaenn: 17.04.2025 - N
Page 10 of 12/ Ctp. 10 3 12

Ilo 100 r B TyOy M3 MaMHHHUPOBAHHOTO amOMMHUA C maedoM U3 II9BII, cHaGxkenHyio

mMemOpaHOii 118 KOHTPOJIA MEPBOro BCKPBITHA, W IOJHIIPONUIEHOBON Kpbiukoil. 1o 1

Ty6e B nauKy KapTOHHYIO C JINCTKOM-BKJIA[IBIILIEM,

Notes.

*Release specification limits for the "Related substances" test:
Impurity C — not more than 0.10 %;

Impurity D — not more than 0.10 %;

Any single unidentified impurity — not more than 0.10 %;
Total impurities — not more than 1.5 %.

**Release specification limit for Assay of:

Nimesulide — 9.5 to 11.0 mg of C13H,2N20s5S (nimesulide) per 1 g of the product (95 to 110 % of label claim)

Methyl salicylate —95.0 to 110.0 mg of CsHsO3 (methyl salicylate) per 1 g of the product (95 to 110 % of label claim)
Menthol —47.5 to 55.0 mg of C1oH200 (menthol) per 1 g of the product (95 to 110 % of label claim)

Capsaicin ~ not less than 0.2375 mg of CisH27NOj3 (capsaicin) per 1 g of the product (not less than 95 % of label claim)

ITpumMedanus.

* Hopma crieniuKaluy IpH BEITYCKe 110 MOKa3aTeno «PoACTBEHHBIE IPUMECHN:
ITpumecs C — He Honee 0,10 %,;

[MprmecL D 118 Goee 0,10 9%;

Ennnnunas HeuaeHTHGULIMpOBaHHas npumeck — He 6onee 0,10 %;

Cymma npumeceii — He Gonee 1,5 %.

Remarks ; The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [IpoaykT coorsercTByeT TpeGosanuam HJL 3axmouenne: OJJOBPEHO
Prepared by / IToarotosneno: - |[Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
Shivani Iposepeno: IMpoeepeno (AOK): [|OnoGpena: ObecnieueHue kauectBa/OTBETCTBEHHOE
}> r Pravesh Rana !,f' Amit Kumar . ||[nowo: ) -
1 b
Date / Date / Date / Date / ' T
Hara: 19.09.2025 JlaTa:19.09.2025 Hara: 19.09.2025 Jara: ()/1’/& %f A M

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangang, India
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1584PLC004507
www.drreddys.com
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Dr.Reddy’s ‘,’o’

Dr. Reddy's Laboratories Ltd,
Formulation Unit-6
Vill. Kno!, Nalagarh Road, Baddi,
Disit. Solan, H.P., 173 205, iNDIA

Tel : +91 92166 56001-02
WAYW.ANTedays.corm

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Product : Nise Plus, gel 100 g ]
IMpoaykt: Haiis® ITntoc, reap st HapyxHoro npumenenys, 100 r
Market / PeiHOK : Russia / Poccus
Batch No. / . V250730 Batch Quantity / . 9675.000 units /
Cepns Ne i Pasmep cepun © 9675.000 equnuy
Analytical Repovrt No./ . 040003074967 Date of Analysis / . 19.09.2025
Ananutnyeckuii oryet Ne JlaTa aHasin3a
Date of Manufacture / . 09/2025 Date of Expiry / . 08/2027
Jara npousBoacTBa I'ogen o
Mfg. License No. /
IIpoussoacTeeHHasn : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
anuensus Ne
Analysis performed according ND No / Anaaus nposenen no HJ1 Ne: JITI-Ne(003312)-(PI'-RU)-021023
PIL & artworks approved: / HHcTpyknHs M MakeThl yTBepxkaeHbl: 17.04.2025

** Hopma crieinUKaLiy [IpH BBIMYCKe No nokasaTteno «KonnuecTBeHHOE ONpeacieHue:

Page 11 of 12/ Ctp. 11 n3 12

Humecymun — Ot 9,5 a0 11,0 mr Ci3H2N-OsS (Humecynun) B 1 r npenapata (ot 95 o 110 oT HOMMHANIBHOTO COAEPKAHUS)
Metuncaniupnar — Ot 95,0 1o 110,0 mr CsHsO;3 (Metuncanuuunar) B 1 r npenapara (ot 95 1o 110 % oT HOMMHAJIBHOTO COAEPAAHHU)

Menton Q1 A47.5 no 55.0mMr C

10Ha0 (Menron) m 1 r npenapata (or #5 a0 110 % OT HOMHHAILHOTD CONCPWAHNMS)

Kancauuun — He menee U,23 /5 mMr UjsH27NUs3 (kancauuuH) B | r npenapara (He MeHee Y5.0 % 0T HOMHHANBHOTO COAEPIKAHUA )

API name / Haumenopsanue ADC: Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
Humecynun Mertuncanuuunar JleBOMEHTON KancauuuH
INN / MHH: Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
Humecynun Meruncanuuuiat JleBOMeEHTON Kancauuux
API manufacturer batch number / MS-1A-243031- LOT T 8167 MLC-0030125 F001-24003
Homep cepnn npoussoautess ADC: M1
Fi Siantiachirer iRl Salch nuniber FERA00717 FESA00105 FESR00159 FESA00197
| Homep cepun ADC npoussoautens [JID:
MaHranam
T ®opmoza
p AnbTa Jlabopatopuc
Oprasuxc JItz, Jlabopatopuc JIt Apopa ApomaTukc Hnk, TaliBaHb
API Manufactured by & country / Wupust / parop % | Mer. JItn, Uupus / % )
Hupus / Alta . Kuraii/ Formosa
IlpousBoautens ADC, cTpana: Mangalam . Arora Aromatics .
Laboratories Ltd., . Laboratories
Drugs & . Pvt. Ltd., India .
A India Inc., Taiwan,
Organics Ltd., .
) China
India
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Tpumeuanne: IponykT coorBeTcTBYET TpedoranuaM HJT 3axkmouenue: OJJOBPEHO
Prepared by / IToarotoeneno: ||Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
Shivani [lposepeHo: . ||Mpoeepeno (AOK):  (|Onobpeno: Obecneuennue kadectsa/OTBETCTBEHHOS
%)( Pravesh Rana r Amit Kumar NHLO: \
B / | /\
jl\ / /A_(;
Date / Date / Date x: Date / " NN
Hara: 19.09.2025 Jara:19.09.2025 Hara: 19.09.2025 Jara: ‘2 b ’Q?f L

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangang, india
Tel: +91 40 4800 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L851254P1984PLLC004507
www.drreddys.com



@< Dr. Reddy's Laboratories Ltd.
@
&

? e e o
Formuiation Unit-5
Dr‘ Reddy S q Vill. Kho!, Malagarh Road, Bacdi,

Disit. Solan, H.P., 173 205, iINDIA

[af ;41 98166 5600L-G2

wywsw.direddys.corm

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Product : Nise Plus, gel 100 g
|Hpoaykr: Haiis® [lnioc, reab juts Hapy:KHOTO npumenerng, 100 r
Market / Poinok : Russia / Poccus
Batch No. / g —— Batch Quantity / 9675000 units /
Cepusa Ne ) Pazmep cepin " 9675.000 exuHuL,
Analytical Repourt No./ . 040003074967 Date of Analysis / . 19.09.2025
AnasuTnyecknii oruer Ne Mata anannza
Date of Manufacture / . 09/2025 Date of Expiry / . 08/2027
Jlata npoH3BOACTBA T'ogen ao
Mfg. License No. /
IpoussoAcTBeHHAR : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
Jgunensns No | B B
Analysis performed according ND No / Auaans nposeaen no H/L Ne: JIN-Ne(003312)-(PI'-RU)-021023
PIL & artworks approved: / HucTpyKuns H MaKeTbl yiBepsiienbl: 17.04.2025
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Name, address, authorization No for FP

manufacturing site / Control site / Release

site / Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt. Solan, H.P. 173205,
HaumeHnosaHue, agpec 1 HOMep JHLUEH3IUH India (License No MNB/05/263)/

JIOLAJKH, OCYHIeCTRAALLIEH [IponseoacTeeHHOC noapasaeneHue-6, Bumn. Kxons, Hanarapx Poya, banau,
MPOU3BOACTBO/KOHTPOIb KA4eCTBA/BbINYCK Iucrpukr Conan, X.I1., 173205, Unaus (Juuensus Ne MNB/05/263)
rJo

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 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».

3aKJII09eH e 0 COOTBETCTBHH: «HacToAWMM 5 IOATBEPK/Ak0, YTO PUBEAEHHAs Bblille HHPOPMALHUS ABJIAETCS JOCTOBEPHOM
1 TOYHOMN. DTa cepus NPoAYKLMU IIPOH3BEEHA (BKIIOUas YIIAKOBKY (MAPKHPOBKY) H KOHTPOJIb Ka4eCTBa) Ha BbILICYKa3aHHOM
NPOW3BOACTBEHHON mUiomaake (IIOWAAKAX) B [OJIHOM COOTBETCTBHH ¢ TpeGosanusmu IlpaBun  Hajnexkaneh
TIPOM3BOJICTBEHHOMN NMpakTiKH EBpa3iiickoro 3kOHOMHU4ECKOrO COM03a M TPeOOBaHHUSMH KOHTPOJIA Ka4€CTBA JIEKAPCTBCHHbIX
CPE/ICTB, & TAKKe B COOTBETCTBHH CO CHELM(UKALNAMH, COAEPKALIUMAICS B PETHCTPALlHOHHOM JI0Che CTPaHbI-UMIIOPTEpa.
3amucH 1O NPOM3BOACTBY, YNAKOBKE M AHANM3Y MPOBEPEHbl, H YCTAHOBNEHO MX COOTBeTcTBHE TpeGoBaHusM Ilpasui
HaJuiexallel Ipou3BoICTBEHHOU MpakTUkH EBpasniickoro 3KOHOMHYECKOTO COO3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumeuanue: Iponyxt cooTeeTcTBYET TpeboBanusm H]L 3axmouenune; OJJOBPEHO
Prepared by / IToarorosneno: ||Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
Shivani [TporepeHo:; _ ||Mposepeno (AOK): |[OnoGpeno: O6ecneuenue kauectBa/OTBETCTBEHHO®
Pr Pravesh Rana _,I' Amit Kumar JHLO: n
? {'\-—F"‘" — /AF::::""
Date / Date / Date /: Date /
Harta: 19.09.2025 Hara:19.09.2025 Hara: 19.09.2025 Hara: C)/fz (-Q% r "/QW

Registered Office: 8-2-337, Road No. 3, Banjura Rilis, Hyderabad - 500024, Telangang, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1584FLCO04507
www.drreadys.com



