Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS

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

Vill. Kihol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel . +S1 58166 56001-02

www.drreddys.com

CEPTHUOUKAT AHAJIU3A
Product : Nise Plus, gel 50 g
M poayxT: Haiiz® Ilmoc, reas A1 HapyXHOro MpumMeHeHus 50 r -
Market / Poinok : Russia / Poccust
Batch No./ . V250159 Batch Quantity / : 19522 units/
Cepus Ne Pa3smep cepun 19522 eaunuy
Analytical Repovrt No./ . 040002842966 Date of Analysis / . 29.03.2025
| AHaJauTHYeCKU# oT4eT Ne JlaTa apanu3za
Date of Manufacture / . 02/2025 Date of Expiry / . 01/2027
|laTa npou3BoacTBA T'open g0
Mfg. License No. /
IIpoussoacreenHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JuneHsua Ne
Analysis performed according ND No / Anaanz nposeaen mo HJ1 Ne: JIIT-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
JITI-N2(003312)-(PI'-RU) ot 02.10.2023 B

Page 1 of 10 / Ctp. 1 u3 10

CootBercTBy€ET TpeOOBaHHAM

Ne Test / IloxazaTenb Result / PesyabTaThl Specification / Hopma

1 | Appearance / Onncanue White gel of homogeneous consistency with a | White to off-white gel of homogeneous
characteristic odor. / Tenb Genoro usera | consistency with a characteristic odor. /
OTHOPO/IHOM  KOHCHCTCHUMH € XApakTepHbIM | [enp Gesioro wund moytu Genoro ueera
SRIIEXOM: OHOPOIHOM KOHCHCTEHLIMH c

XapaKTepHBIM 3aI1aXoM.
2 | Identification/ MaenTnduxauns
2a | By HPLC/ BOKX
- Nimesulide | Humecynuod Complies as prescribed / 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 xpomaTorpamMMe HCIBITYEMOTO
pacTBopa, MONYyYEHHOTO [IPH TPOBEAEHUH

HCTIBITaHUS «KonuuecrseHHoe
omnpeneseHue. Humecynun "
METHJICANTHLIUIIATY, JOJIKEH
0BOHAPYKUBATHLCS nuK,
COOTBETCTBYHOLLHI no BpeMeHH!
yIOep>XHBaHUA [MKY HHUMecCyluja Ha

XpoMaTOorpaMMe CTaHZapTHOrO pacTBopa.

- Methyl salicylate /
Memuncanuyunam

Complies as prescribed /
CooteercTByeT TpeOOBaHUAM

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

Remarks : The Product confirms to

IIpumeuanue: [IpogykT cooTBeTcTBYET TpeboBaHUsM H]J

ND/

Conclusion : APPROVED /
3akiarouenne: OJOBPEHO

Hata: 29.03.2025

Jara: 29.03.2025

Prepared by / Checked by / Approved by: Manager/Executive /
Tloxrororneno: Ramakant T_ ITporepeno: Pardeep Kumar Onobpeno: Menenxep / Pykosognrenb

o\ - Abhishek Chauhan 7
Date/ Date / Date /

Hata: 29.03.2025

Registered Gffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: 491 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOUKAT AHAJIU3A

Product : Nise Plus, gel 50 g
[ Mpoaykt: Haifs® [Lnioc, remb 11 Hapy>KHOTO MPHMEHEHHH 50r

Market / PriHOK : Russia / Poccus

Batch No. / . V250159 Batch Quantity / . 19522 units /

Cepua Ne Paszmep cepun 19522 eaunny
Analytical Repoyrt No./ . 040002842966 Date of Analysis / . 29.03.2025
AHaauTHYecKnii oT4yeT Ne JaTa ananusa

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

JaTta npousBoacTea I'omen mo

Mfg. License No. /

HpousBoacreeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
JauueH3ua Ne

Analysis performed according ND No / Anaaus nposexex no H/l Ne: JIII-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
JITI-Ne(003312)-(PT'-RU) ot 02.10.2023

Page 2 of 10/ Ctp. 2 3 10

shall be present in the test solution
chromatogram obtained during
"Nimesulide and Methyl salicylate Assay"
test. / Ha xpomaTorpaMMe HCIbITYEMOTO
pacTBOpa, NOJYYEHHOrO MPU IPOBEASHNH

WCTIBITAHHA «KonnuecreeHHOE
onpenereHue. Humecymn H
METHJICATULIMIIATY, IOJDKEH
0OHapyXHBaTbCA TTHK,
COOTBETCTBYIOIHUI o BpEMEHH

YACPKKHUBAHWA MUKY METUJICAaIHIIMIATA Ha
XpoMartorpamMme CTanAapTHOro pacTeopa.

Menthol / Menwmon Complies as prescribed / A peak with the retention time
CooTBeTcTBYET TpeOOBaHUAM corresponding to that of menthol in the
standard solution chromatogram shall be
present in the test solution chromatogram
obtained during "Menthol Assay" test. /
Ha  xpomarorpaMMme  HCIIBITYEMOTO
pacTBOpa, NOJIYYEHHOro MPH MPOBEACHHH

UCTIBEITAHHA «KonuuecTBeHHOE
onpeneiacHre. MCHTOJ'I», JOJDKCH
OGHap)DKHBaTLCH MUK,
COOTBG’I‘CTB}'EO[HPII\;I o BpEMEHHU

YACPKUBaHUA MHAKY MECHTOJIa Ha
XpoMmaTorpaMmMe CTaHaapTHOro pacrsopa.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITIpumeuanne: [IponykT cooTBeTcTBYET TpeboBaHusM HJI 3akjoveHHe: OHOBPE)HO
Prepared by / Checked by / Approved by: Manager/Executive /
[Honrorosneno: Ramakant T Iposepeno: Pardeep Kumar Onobpeno: Menemxep / PykosoanTteis

r .

Abhishek Chauhan

[ AN

1 - S 7
Date / \ Date / Date /
Hara: 29.03.2025 Hara: 29.03.2025 Hata: 29.03.2025

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tei :+31 88166 56001-02
www.drreddys.com

Product : Nise Plus, gel 50 g

[ IpoaysT: Haii3® Inioc, rens 0j1s HapykHOro npumenenus 50 r

Market / PoiHOK

: Russia / Poccus

Batch No./ . V250159 Batch Quantity / . 19522 units /

Cepust Ne ) Pa3zmep cepun " 19522 eannun
Analytical Repovrt No./ . 040002842966 Date of Analysis / . 29.03.2025
AHanuTHYecKHil oTHeT Ne JlaTa anasnmsa

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

JaTa npousBoacTBa T'oxen oo

Mfg. License No. /

IIpousBoacreenHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI-RU)
JMueH3s Ne

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

Analysis performed according ND No / Auaans nposenen mo H/ Ne: JITI-Ne(003312)-(PT'-RU) dt. 02.10.2023 /

Pa

e30f10/Crp.3u310

- Capsaicin / Kancauyun

Complies as prescribed /
CoorBeTcTByeT TpeGoBaHUAM

A peak with the retention time
corresponding to that of capsaicin in the
standard solution chromatogram shall be
present in the test solution chromatogram
obtained during "Capsaicin and Sodium
Benzoate Assay" test. / Ha
XPOMATOrpamMMe HCTIBITYEMOrO pacTBOpa,
NONY4eHHOTO npu MPOBEACHUH
WCHBITAHUS «KonuuecreeHHoe
ompepeneHne. KamncauuyH W HaTpus
6eHz0aT», ROJDKEH OOHAPYKUBATHCA TTHK,
COOTRETCTBYIOIIH no BpEMEHH
yoepXUBaHHA MWKy KancaullHa Ha
XpomarorpamMme CTaHIapTHOTO pacTBOpA.

2b

By HPLC (PDA) / B27KX ¢ 0uoono-mampuinsim 0emeKmopom

- Nimesulide / Humecynuo

Complies as prescribed /
CooTBeTcTBYET TPEOOBAHHAM

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
NOTJIOIIEHU TMHKa HUMECYJHOa Ha
XpOMaTorpaMMe HCIBITYEMOTO PacTBOpA,
MOTY4EHHOTO npu MpoBeASHUH
HCIIBITAHHS «KonngecrBeHHOe
orpeieNieHHe. Humecynun u
METHJICATULIANIATY), OOJDKEH

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipoaykt cooTBeTcTBYET TpeboBanusM HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Hata: 29.03.2025

Hara: 29.03.2025

Prepared by / Checked by / Approved by: Manager/Executive /
Iloproroeneno: Ramakant .— [Iposepeno: Pardeep Kumar OpnobpeHo: Menemxkep / Pykosoauteb
KA%\/ ) Abhishek Chauhan j
el S 1
Date / k Date / 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 4900 2999, Email: mail@drreddys.com

CIN: L185195AP1984PLCO04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.
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CEPTUOUKAT AHAJIU3A

Product : Nise Plus, gel 50 g
IMpoaykr: Haiis® ILnioc, refib 414 Hapy»KHOro npumenenus 50 r

Market / PoiHok : Russia / Poccust

Batch No. / . V250159 Batch Quantity / : 19522 units /

Cepust Ne Pa3smep cepun 19522 enunun
Analytical Repourt No./ . 040002842966 Date of Analysis / . 29.03.2025
AdanuTuyecknii oruer Ne JlaTa ananusa

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

Jlara npou3BoacTBa |Foaen go

Mfg. License No. /

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

Analysis performed according ND No / AHaau3 nposeacn no H/L Ne: JIII-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
JITI-Ne(003312)-(PI'-RU) ot 02.10.2023

Page 4 of 10/ Crp. 4 13 10

COOTBETCTBOBATEL CIIEKTPY MNOTJIOWCHHA
niKa HHMECYUaa Ha XpoMarorpamme
CTaHOAPTHOro pacTBopa.

- Methyl salicvlate / Complies as prescribed / The absorption spectrum of methyl
Memuncanapnam CooTtBeTcTBYyeT TpeGOBaHUAM 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. / CnekTp mnOrIoMmWEeHUs
nuka MeTH/Icanuuuiara Ha
XpoMaTorpaMMe HCIBITYEMOr0 pacTBOpa,
TOJIy4EHHOTO npu MPOBeNeHHN
UCITBITAHUS «KonnuecreeHHoe
onpeaeneHue. Humecynun H
METHJICATULIUIIATY), JIoJIKeH
COOTBETCTBOBATh CIEKTPY TMOIJIOEHHS
nvka METHIICATIHLIMIATA Ha
XpOMATOrpaMMe CTaHJapTHOIO pacTBOpa.

- Capsaicin / Kancauyun Complies as prescribed / The absorption spectrum of capsaicin peak
CootBeTcTBYET TpeOOBaHUAM 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 nNOIJIOWIEHHS
NMUKAa KancauuyHa Ha XpoMaTorpaMme

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

Ipumeuanue: [IponykT cooTBeTcTBYET TpeboBanusm HJL 3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Managef/Executive /

[oaroroeneno: Ramakant _1_ [TposepeHno: Pardeep Kumar Onobpeno: Menemxgp / Pyfosoantens
| i\n ul Abhishek Chauhan | /

Date / A Date / Date/

Hara: 29.03.2025 Hata: 29.03.2025 Jlara: 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



Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
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CEPTUDPHKAT AHAJIM3A

[Product : Nise Plus, gel 50 g
HpoayxT: Hait3® Imoc, rens A1 Hapy»KHOro npuMenenus 50 r

Market / Poinok : Russia / Poccus

Batch No. / . V250159 Batch Quantity / . 19522 units /

Cepus Ne ) Pasmep cepuu * 19522 emuHuL
Analytical Repourt No./ . 040002842966 Date of Analysis / . 29.03.2025
AnanaTHyeckni oTueT No Jarta anaamsa

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

JlaTa npou3BoOACTBA ToneH no

Mfg. License No. /

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

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

Page 5 of 10/ Ctp. 5 u3 10

UCTILITYEMOTO  pAcTBOpa, MOJIYYEHHOIO
npu MPOBEACHHH HCTbITAaHUS
«KoanyecTBeHHOE onpeneneHue,
Kancauiiid 1 Hatpusi 6eH30aT»), IO/HKEH
COOTBETCTBOBATL CIIEKTPY MOTJIOLIEHUS
MHKa KafcauliHa Ha XpoMaTorpaMme
CTaHOApTHOTO pacTBOPA.

2¢ | BvTLC/TCX

- Menthol / Menmon Complies as prescribed / The position of the main spot in the test
CootBeTcTBYET TpeboBaHHUAM solution chromatogram shall correspond

to that of the main spot in menthol

reference standard solution

chromatogram. / OcHOBHOE MATHO Ha
XpOMAaTOrpaMMe MCITbITYEMOro pacTBOpa
MO MOJIOKEHHIO SOJDKHO COOTBETCTBOBATH
OCHOBHOMY IITHY Ha XpoMaTorpamme

pactBopa CTaHJapTHOTO obpazua
MECHTOIA.
3 | Net weight / Macca 5lg/Slr According to requirement / B
COAEPIKUMOro YNakoBKH COOTBETCTBHH C Tpe60BaHI/l${MH
4 | pH/pH 4.4 4.6 to 6.0 (for 1.0 % aqueous solution) /
Ot 4,0 no 6,0 (ana 1,0 % BonHoOrO
pacteopa)
5 | Viscosity / BaskocTh 215040 cP /215040 cIl 150,000 ¢P to 350,000 cP at 25 °C/
Ot 150000 cIT o 350000 cIl npu 25 °C
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMTpumeuanne: [IponykT cooTBeTCcTBYET TpeboBanusam HJL 3akioueHue: OJIOBPIFHO
Prepared by / Checked by /
[ToarotosneHo: Rar _1$kam T IIpoBepeno: Pardeep Kumar
At —
Date / \ Date / Date / -
Hara: 29.03.2025 Hara: 29.03.2025 Jara: 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 4900 2999, Email: mail@drreddys.com
CiN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tei:+51 58166 50001-02

www.drreddys.com

‘Product : Nise Plus, gel S0 g

| poaykT: Haiiz® ITmoc, resib 1A Hapy*KHOro npumeHeHus 50 r

Market / PeiHoK

: Russia / Poccus

Batch No. / . V250159 Batch Quantity / . 19522 units /

Cepus Ne ) Pasmep cepun © 19522 epunnn
Analytical Repovrt No./ . 040002842966 Date of Analysis / . 29.03.2025
AnanuTuueckHuil oTuer No JlaTa anasnusa

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

JlaTa mponiBoaCTEA I'ogen go

Mfg. License No. /

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

Analysis performed according ND No / Anaan3 nipogenen mo H/ Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
JITT-Ne(003312)-(PT'-RU) ot 02.10.2023

Pa

e60of 10/ Crp. 6 u3 10

6 | Particle size / Pasmep wacThny

13 pm /13 Mxm

Not more than 50 um / He 6onee 50 mkm

7 | Related Substances / PoacreeHnbie npumeci

Impurity C / ITpumecs C
Impurity D / ITpumecs D

Highest Unknown Impurity /
EnvHu4Has
HenaeHTH(ULIHMPOBaHHAs
NIpUMeECh

Total impurities / Cymma
npumecei

Not detected / He obHapyxena
Not detected / He obHapyxeHa

Below LOQ (LOQ = 0.0392 %) / Huxe
npenena KOJIMYCCTBEHHOT'O ONPEACIICHHUA
(TTKO = 0.0392 %)

Below LOQ / Hwxke npenena
KOJIHYECTBEHHOTO OMNpENE/ICHHUA

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

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

Not more than 1.5 % / He Gonee 1,5 %

8 |Microbial contamination / MukpoOnoJiornieckas 4McToTa

Total viable aerobic count /
Ob1ee KOJIMUECTBO
YKU3HECTIOCOOHBIX a3poOHBIX
MHKPOOPraHH3MOB

Total combined yeast and mold
count / Ob1nee uucno
OPOMOKEBBIX U MIECHEBBIX
rpubos

Pseudomonas aeruginosa

Staphylococcus aureus

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

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

Absentin 1 g/ OrcytcTByeTB 11

Absent in 1 g/ OrcytctByeTB 1T

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/ OtcyrctBHEB 1 T

Absent in 1 g/ OtcyrcTBUE B 1 T

Remarks : The Product confirms to ND/
Ipumeuanue: ITponykT cooTBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
Zakmouenne: OJOBPEHO

Prepared by /
TloaroroseHo: Rag;\akant ;

Checked by /
ITpoeepeno: Pardeep Kumar

Approved by: Manager/Ekecutive /
Onobpeno: Menemkep / PykgBoanTeb
Abhishek Chauhan /

duid)

Date /
JHara: 29.03.2025

o -
Date /

Hara: 29.03.2025

Date /
Jarta: 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: L85195AP1284PLC004507
www.drreddys.com




Qe
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

1 As a0 oS Eonnd_ N
Il . TS1 20lbu Juuuil-Ue

www.drreddys.com

CEPTUOUKAT AHAJIM3A

Product : Nise Plus, gel 50 g

| Mpoayxer: Hali3® [Mntoc, renib 118 HapyxKHOro npumeretus 50 r

Market / PeiHok : Russia / Poccus

Batch No. / . V250159 Batch Quantity / i 19522 units /

Cepus Ne Pazmep cepuu 19522 enunnny,
Analytical Repovrt No./ . 040002842966 Date of Analysis / . 29.03.2025
AnajiuTHYecKHil oTyeT Ne Jara aHaau3a

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

JlaTa npou3BOACTBA T'ogen po

Mfg. License No. /

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

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

Analysis performed according ND No / Ananu3s nposeaen no H/l Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Page 7 of 10/ C1p. 7 n3 10

9 | Assay/ KonnuecTBeHHOe onpeaeieHne

Nimesulide /Husecynuo

10.1 mg/ 10.1mr
101.2 %

9.0 to 11.0 mg of Ci3H;aN>OsS
(nimesulide) per 1 g of the product (90 to
110 % of label claim) / Ot 9,0 mo 11,0 mr
C13H2N>0OsS  (aumecynun) B8 1 T
npenapata {or 90 mo 110 % or
HOMMHAJILHOTO COEpKaHHU)

Methyl salicylate /
Memuncanuyunam

98.8 mg/98.8 mr
98.8 %

90.0 to 110.0 mg of CsHsO3 (methyl
salicylate) per 1 g of the product (90 to
110 % of label claim) / Ot 90,0 no
110,0 mr CsHgO3 (MeTuacanMuuiar) B
1 r npenapara (or 90 50 110 % ot
HOMMHAJIBLHOTO COJEPXKaHHUA)

Menthol / Menmon

50.6 mg/ 50.6 Mmr
101.2%

45.0 to 55.0 mg of Ci0H200 (menthol) per
1 g of the product (90 to 110 % of label
claim) / Or 45,0 no 55,0 mr C;oHxO
(menToun) B 1 rnpenapara (o1 90 no 110 %

HOMHWH&JIBHOI'O coz[epxcal-mﬂ)

Capsaicin / Kancauyun

0.2466 mg / 0.2466 mr
98.6 %

Not less than 0.225 mg of CisH27NO3
(capsaicin) per 1 g of the product (not

0,225 mr Ci3H»7NOs (kancaunui) B 1 ¢
npenapara (ue meHee 90 % ot
HOMMHAJIBHOTO COJEPXKaHHUA)

Remarks : The Product confirms to ND/
Ipumeuanue: [Ipoaykt coorBeTcTBYET Tpeboanusm HJL

Conclusion : APPROVED /
3akiouenue: OJIOBPEHO

Prepared by /
TToaroroBneHno: Ramakant 4

. _U\‘-@'

Checked by /
[Tposepeno: Pardeep Kumar

Approved by: Manager{Executive /
Onobpeno: Menemkep)/ Pykosoautesb
Abhishek Chauhan

Date /
Hata: 29.03.2025

Qr———;/
Date /

JHara: 29.03.2025

Date /
JHara: 29.03.2025

Registered Cffice: 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
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

[ T
DI'. Reddy’s ‘.0. Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA

Tel: +21 28166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOUKAT AHAJIM3A

Product : Nise Plus, gel 50 g

Hpoayxr: Hait3® Iliroc, rens AN1s HapyKHOTO MpUMeHeHHs 50T

Market / Poivok : Russia / Poccust
Batch No. / Batch Quantity / 19522 units /
1 V250159 H
Cepus Ne Pasmep cepun 19522 eaunun
Analytical Repovrt No./ . 040002842966 Date of Analysis / . 29.03.2025
AnasuTuyeckuii otuet Ne JlaTa aHaJH3a
Date of Manufacture / . 02/2025 Date of Expiry / . 01/2027
JaTa npousBoAcTBa T'open no
Mfg. License No. /
IlpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)

Junenzus Ne

Analysis performed according ND No / Ananus nposeaen mo H/1 Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
JITI-Ne(003312)-(PI'-RU) ot 02.10.2023

Page 8 of 10/ Ctp. 8 u3 10
Sodium benzoate / Hampus 0.99 mg/0.99 mr Not less than 0.85 mg of C;HsNaO-
bexsoam 98.5% (sodium benzoate) per 1 g of the product
(not less than 85 % of the label claim) /
He menee 0,85 mr C;HsNaOa (naTpus
Genzoar) B 1 r npenapara (He MeHee 85 %
OT HOMMHAJIEHOTO COJEPIKaHHT)

Buthylhydroxytoluene / 041 mg/ 041 mr Not less than 0.34 mg of C5H240
Bymunzudpoxkcumonyon 101.5% (buthylhydroxytoluene) per 1 g of the
product (Not less than 85 % of the label
claim) / He menee 0,34 mr CsH»40
(6yTunruapokcuToiyon) B 1 r npenapara
(He meHee 85 % oT HOMHHAJILHOIO
COIEpIKaHuUA).

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.

ITo 50 r B TyGy W3 JaMMHMPOBAHHOrO aMOMHUHMA ¢ mieuoMm U3 [IDBII, cHabxenHyio
MeMOpaHoii A7 KOHTPOJIA MEPBOTO BCKPBITHS, W MONUMPONMIeHOBOH kpeiuikoi. Ilo 1
TyGe B Mauky KapTOHHYIO C THCTKOM-BKJIAJBILLIEM.

API name / Haumenosanue ADC: Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
Humecynun Meruncanuuunar JleBomeHTOI Kancauuun
INN / MHH: Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
Humecynun, Meruncanuuuaar JleBomeHTOI Kancavimu
API manufacturer batch number / MS-1A-243030- LOT T 8086 MLC-2410095 F001-24002
Homep cepun npoussoaurens ADC: M1
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanmne: [TpogyxT cooTBeTcTBYET Tpebopanusm HJJ 3akmouenue: OIOBPEHO
i
Prepared by / Checked by / Approved by: Manager/Hxecutive /
IHoaroroBneHo: Rama}mnr \ [posepeno: Pardeep Kumar Onobpeno: Menemkep /| Pykosogureib
I [ﬁ f Abhishek Chauhan |
NUNY S—— (1
Date / \ Date / Date / N
Hata: 29.03.2025 Hara: 29.03.2025 JlaTa: 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



Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
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Dl’. ReddY’S ‘.... Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
Tel : +G1 §8166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOUKAT AHAJIM3A
[Product : Nise Plus, gel SOE
TMpoaykr: Haiiz® [Lmoc, reib A Hapy»Horo npuMedenns 50 r
Market / PeiHoK : Russia / Poccus
Batch No. / . Batch Quantity / . 19522 units /
Cepus Ne : VAS01S0 Pazmep cepun * 19522 eguunn,
Analytical Repo“rt No./ . 040002842966 Date of Analysis / . 29.03.2025
AHaJIMTHYeCKHH oTUeT Ne Jara anaausa
Date of Manufacture / . 02/2025 Date of Expiry / . 01/2027
| laTa NnpoM3BOACTBA ___|T'ogen go
Mfg. License No. /
IlpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
auueH3ns Ne
Analysis performed according ND No / Ananu3s nposeaen no HJL Ne: JII-Ne(003312)-(PT-RU) dt. 02.10.2023 /
JITI-Ne(003312)~«(PI"-RU) ot 02.10.2023 -

Page 9 of 10/ Crp. 9 u3 10

S R G R FERA00716 FESA00022 FERR00991 FESA00040
Homep cepun ADC npoussoaurenn I'JID:
Manranam
lii5ares ®opmoza
P = AnbTa JTabopatopuc
OpmEHHKCHTTL, Jlabopatopwuc JIT, SROREIDEMATIES Wuxk, TatiBanb
API Manufactured by & country / Hnpust / patop | e Jtn, Uuous / - ’
Wnpus / Alta . Kuraii/ Formosa
Ipoussoantens APC, crpana: Mangalam . Arora Aromatics .
Laboratories Ltd., . Laboratories
Drugs & B Pvt. Ltd., India .
; India Inc., Taiwan,
Organics Ltd., .
. China
India

Name, address, authorization No for FP

:1i1taen/ufacturmg fits G ontralegice ECCase Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt. Solan, H.P. 173205,
HaumeHoBaHHe, ajijpec H HOMEP JHUEH3HH indiaj(cgnseiNon MIEOSEo0 v
» AP p JHKt IMpouzBonCcTBEHHOE NoApasaeneHue-6, Bumn Kxons, Hanarapx Poya, banay,

s h e Juctpukt Conan, X.IT., 173205, Uugus (JIuuensns No MNB/05/263)
NPOU3BOACTBO/KOHTPOJIL Ka4ecTBa/BhINMYyCK

) o)

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 /
IMpumeuanne: [TpoaykT cooTBeTCTBYET TpeboBanmaM HJI 3akmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Hxecutive /
IMonroroeneno: Ramakant + ITporepero: Pardeep Kumar Onobpeno: Menemkep)///PykoBoauTes

Iy \ ) Abhishek Chauhan /

L f

5 U s
Date / ' Date / Date / .
Jara: 29.03.2025 Hata: 29.03.2025 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

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

vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
fei : +S1 5165 56001-02
www.drredays.com

CEPTUDUKAT AHAJIU3A

Market / PoiHox

Product : Nise Plus, gel 50 g
Npoaykr: Haiis® Inoc, ress Ans HapyHOTo npumeHenus 50 r

: Russia/ Poccus

Batch No. / . V250159 Batch Quantity / . 19522 units/

Cepus Ne ) Pasmep cepun * 19522 eaynHnl
Analytical Repovrt No. / . 040002842966 Date of Analysis / . 29.03.2025
AHaauTnyeckuii oTuer No Jara ananusa

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

Jdara npoH3BoACTBA Fojen 10

Mifg. License No./

IIpoussoacTBennas : MNB/05/263 MA number: / Homep PY : JHI-Ne(003312)-(PI'-RU)
JnueH3ua Ne

Analysis performed according ND No / Anaan3 nposenen o H/1 Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
JITT-Ne(003312)-(PT'-RU) ot 02.10.2023

3akJI0ueHHe 0 COOTBeTCcTBHH: «HAaCTOAIMM 5 NOATBEPXKAAL0, YTO IPUBEASHHAs BbILe HHPOPMALUS SBJISETCS HJOCTOBEPHOH
1 TOYHOI. DTa cepyst NPOAYKLHMH Npou3BeeHa (BKI0Yas ynakoBKy (MapKMPOBKY) W KOHTPOJIb Ka4eCTBa) Ha BbIlIeyka3aHHON
[POM3BONCTBEHHON IMiowajke (IUIOLAAKaX) B IOJHOM COOTBETCTBMM ¢ TpeboBanHHamu Ilpasun Haanexaiei
TPOU3BOACTBEHHOI NpakTiky EBpasuiickoro sxoHoMu4eckoro coroza (Ne GMP/EAEU/RU/00554-2022 ot 02 centabdps 2022)
1 TpeGOBaHUSIMH KOHTPOJS KauecTBa JIEKAPCTBEHHbIX CPEACTB, a TAKKE B COOTBETCTBUM CO crnieuupuKaLUusIMH,
COZIEPXALIUMHUCS B PECUCTPALIHOHHOM JIOChE CTPaHbI-UMIIOPTEPA. 3aNUCH 10 IPOU3BOJICTBY, YIIaKOBKE H aHANU3Y NPOBEPEHBI,
H YCTAHOBJEHO WX COOTBETCTBME TpeGoBanusM I[lpaBun Haunexainiell NPOU3BOACTBEHHOM MpakTHKH Eppasukckoro

SKOHOMHUHYECCKOro COro3a».

Page 10 of 10/ Ctp. 10 n3 10

Remarks : The Product confirms to ND/
IIpumeuanne: [TpoayKT coOTBETCTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3akarouenue: OJOBPEHO

Prepared by /

[Toarorosneno: Ran

&

/

ey

Checked by /
ITposepeno: Pardeep Kumar

Ono6peno: Menekep [/ PykogoanTeb
Abhishek Chauhan {_;" ?

/

Date /
Jata: 29.03.2025

=L -
Date /

Hara: 29.03.2025

Date /
Hara: 29.03.2025
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