Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

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

vill. Khol, Nalagarh Road, Baddi,
Distt. Soiain, H.P., 173 205, INDIA
TAl -

www.drreddys.com

'Product : Nise l;lu;geTSO g
IHpoaykt: Haiiz® Ilnioc, renb Ans Hapyx

HOro npuMeHeHus 50 r

Market / PoiHok : Russia / Poccnst

Batch No. / . Batch Quantity / . 19,608 units /

Cepus Ne i NS Pa3zmep cepun © 19,608 equHuL
Analytical Repovrt No./ . 040002961656 Date of Analysis / . 29.06.2025
AHaJUTHYECKHIT oTUeT Ne JlaTa anaanza

Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027

JlaTa npon3BoacTBa T'oxen o0

Mfg. License No. /

IlpousBoacTBenHasn : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JuueH3usa Ne

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

| Analysis performed according ND No / Anaans nposenen mo HJ1 Ne: JIT-Ne(003312)-(PT'-RU) dt. 02.10.2023 /

Page 1 of 10/ Ctp. 1 13 10

Ne Test / HOKa3aTeJl:

‘Result / PesynbTaTsl

Specification / Hopma

1 | Appearance / Onucanue

White gel of homogeneous consistency with a
LBETa
XapaKTepPHBIM

odor. / Tens Gemoro

KOHCUCTCHIIUH C

characteristic
OJIHOPOAHOMH
3aTaxoM.

White to off-white gel of homogeneous
consistency with a characteristic odor. /
Iens Genoro uiaM noutH Oesoro LBera
OJHOPOAHOM KOHCUCTEHLIMH G
XapaKTepHbIM 3aaXoM.

2 | Identification/ MaenTudnxanmus

By HPLC / B2XKX

- Nimesulide | Hunecynuo

Complies as prescribed /
CooTBeTcTBYeT TpeOOBaHUAM

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 xpomarorpamMme HCIBITYeMOro
pacTBOpa, MOYYEHHOTO NPU MPOBEIECHUH

HCTIBITAHUS «KonuuecrseHHoe
OMpeaEneHue. Humecynnn 1%
METHIICATULIMIIATY, JOIDKEH
obHapy>KUBaTbCA THK,
COOTBETCTBYIOIWIHI o BPEMEHH
YOEpKUBaHUS THKY HUMECYJMAa Ha

XpoMarorpaMme CTaHOApTHOrO pacTBopa.

- Methyl salicylate /
Memuncanuyunam

Complies as prescribed /
CootBercTByeT TpeOOBaHUAM

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

‘Remarks : The Product confirms to

Mpumeuanne: [Ipoaykt coorBeTcTBYET TpeboraHusM HJI

ND/

Conclusion : APPROVED /
3axkmouenue: OJOBPEHO

Hara: 29.06.2025

Hara: 29.06.2025

Prepared by / Checked by / Approved by: Manager/Executive /
ITonrororneHo: Yogesh Cha'uhan [Ipoeepeno: Pardeep Kumar Onobpeno: Menemxkep / PykoBoaurens
v { Amit Kumar /
- S N
Date / = Date / Date / |

JaTa: 29.06.2025

Registared Office: 8-2-337, Road No. 3, Banjara Hiiis, Hyderabad - 500034, Telangana, India
Tel: +91 4G 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCOUI4507
www.drreddys.com
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@
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= Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS
CEPTHUOUKAT AHAJIM3A

ITpoayxr: Haiiz® Ilmoc,

[Product : Nise Plus, gel 50 g

Distt. Solan, H.P., 173 205, INDIA
Tel : +01 98166 56001-02
www.drreddys.com

reJib 4Jis1 HapY>KHOTO NMPpUMEHCHHA 50r

Market / PoiHox

: Russia / Poccus

Batch No. / . V250462 Batch Quantity / . 19,608 units /

Cepust Ne ) Pasmep cepun 19,608 equHuL
Analytical Repourt No./ . 040002961656 Date of Analysis / . 29.06.2025
AHaauTHYecKHii oTueT Ne JMara ananuza

Date of Manufacture / . 06/2025 Date of Expiry / . 052027

JaTa npounssoacTea TI'omen ao

Mfg. License No. /

IIpou3BoacTBeHHAas : MINB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JInLeH3us Ne

Analysi?performed according ND No / Ananus nposexen no HJ Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
JITI-Ne(003312)-(PI'-RU) ot 02.10.2023

Pa

e20f10/Crp. 21310

shall be present in the test solution
chromatogram obtained during
"Nimesulide and Methyl salicylate Assay"
test. / Ha xpomarorpaMmme HCIBITYEMOTO
pacTBopa, MOTYYEHHOTO NPU MPOBENCHHH

UCTIbITAHUS «KonnuectaeHHoe
OIpELENICHHE. Humecynun U
METUACATULMAATY, JOKEH
0o6HapyXKHBaTbCA MUK,
COOTBETCTBYIOLIUH no BPEMEHHU

yOepKUBaHUS TIUKY METHIICAIMLIWIIATA Ha
XpomarorpamMme CTaHIAPTHOr'O PacTBoOpa.

Menthol / Menmon

Complies as prescribed /
CooteeTcTBYeT TpeOOBAHUAM

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  HCIbITYeMOTO
pacTBOpa, NOJYYEHHOTO ITPH MPOBeJeHIH

HUCTIBITAaHHUA «KonnuecteeHHoe
OnpeacICHHUE. Meunron », JOJIXKCH
06Hapy)KHBaTbCﬂ MUK,
COOTBCTCTBy}OHIl/Iﬁ o BpEMEHH

YACPXKHUBAHUA MHKY MEHTOJIa Ha
XpoMaTtorpamMMe CTaHJapTHOro pacTBopa.

Remarks < The Product confirms to ND/ Conclusion : APPROVED /
NIpumeuanue: IIpoaykr coorBeTcTByeT TpeboBanusm HJI 3axauenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Yogesh Chauhan ITposepeno: Pardeep Kumar Onobpeno: Meneaxep / PykoBoautenn
v . Amit Kumar ce ol
ya = N
Date/ = Date / Date / '
Hata: 29.06.2025 JHata: 29.06.2025 Hara: 29.06.2025

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

CiN: L85195AP1984PLCOU4507
www.drreddys.com




Dr.Reddy’s “:

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

[Product : Nise Plus, gel 50 g

Ipoaykr: Haii3® [lmioc, rens ans HapysHoro npuMeHesws 50 r

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

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel 0 +91 98166 56001-02
www.drreddys.com

Market / PoiHok : Russia / Poccus

Batch No. / . Batch Quantity / . 19,608 units /

Cepus Ne : V250462 Pasmep cepuu " 19,608 enuHuL
Analytical Repovrt No./ . 040002961656 Date of Analysis / . 29.06.2025
AHaauTnyeckuii oTuer No JlaTa anaansa

Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027

JaTa npousBoacTBa TogeH no

Mfg. License No. /

IlpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
JAupeH3us Ne

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

Analysis performed according ND No / Auanu3s nposexen mo HJ1 Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Pa

e30f10/Crp.3 u310

- Capsaicin / Kancauyun

Complies as prescribed /
CootBeTcTBYET TpebOBaHUAM

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
XpOMaTOrpaMMe MCNBITYEMOrO pacTBopa,
MONYYSHHOTO npu MPOBENEHUH
WCTIBITAHUSI «KonuuecrseHHOE
onpenenenne. KarmcalllMH Y Harpus
GeH30aT», A0/KeH OOHAPYKMBaTbC MUK,
COOTBETCTBYIOLIHA 1o BpEMEHH
yOepKUBaHUS [MKY KarcauuuHa Ha
XpOMaTOTrpaMMe CTaHAAPTHOTO PacTBOpa.

2b

By HPLC (PDA) / B3KX ¢ 0uo0ro-mampuyiHyIM 0emeKkmopom

- Nimesulide / Husecynuo

Complies as prescribed /
CootBeTcTBYET TpebOBaHUAM

The absorption spectrum of nimesulide
peak in the test solution chromatogram
obtained during "Nimesulide and Methyl
Salicylate Assay" test shall comply with
that of nimesulide peak in the standard

solution  chromatogram. /  Cnektp
OOMMOLIEHHT  NMKa HHMeEcyJHga Ha
XpoMaTorpaMMe HCIBITYEMOTO pacTBOpa,
TOJly4EeHHOr0 npu MpOBeICHUU
HCIIBITAaHUS «KonuuecTBeHHOE
onpeneneHue. Humecynug H
MEeTHJICATULIIIATY), JOJKEH

Remarks : The Product confirms to ND/
Tpumeuanue: [Ipoaykr coorBeTcTBYET TpeboBaHusaM H/JJ

Conclusion : APPROVED /
3axkmouenue: OJJOBPEHO

Hara: 29.06.2025

JHara: 29.06.2025

Prepared by / Checked by / Approved by: Manager/Executive /
Honarorosneno; Yogesh Chauhan [posepero; Pardeep Kumar Qnobpeno; Menemkep / Pykosonures
N { Amit Kumar A L
V/ S—= N~
Date / - Date / Date / V

Hata: 29.06.2025

Registered Office: 8-2-

337, Road No. 3, Banjara Hiiis, Hyderabad - 560034, Telangana, india
Tel: +91 46 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com

CiN: L35195AP1984PLCO04507
www.drreddys,.com




® Dr. Reddy's Laboratories Ltd.
‘ ® ; )
Formulation Unit-6
? [ J o
Dr. Reddy S .. Vill. Khol, Nalagarh Road, Baddi,
’ Distt. Solan, H.P., 173 205, INDIA
Tol: 401 0816€ 56001-02

www.drreddys.com
CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Nise Plus, gel 50 g
[ IMpoaywr: Haiiz® [lmoc, refb Asis Hapy)HOro npumeHenms 50 r

Market / PeiHok : Russia/ Poccus

Batch No. / . Batch Quantity / _ 19,608 units /

Cepus Ne ¥ M2-0d52 Pazmep cepunu © 19,608 equnuy

Analytical Repovrt No./ . 040002961656 Date of Analysis / . 20.06.2025

Ananurnuyeckuii oTyer Ne JlaTa ananu3za

Date of Manufacture / . 06/2025 Date of Expiry/ . 05/2027

JlaTa npon3BOACTBA o Togen go -
Mfg. License No. /

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

Analysis performed according ND No / Auanns nposeaen no HJ Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
JINI-Ne(003312)-(PI'-RU) ot 02.10.2023

Page 4 of 10/ Ctp. 4 u3 10 .
COOTBETCTBOBATE CHEKTPY TIOTIOWICHUA

IMKa HUMECYJNIHIA Ha XpomMarorpamme

CTaHAapTHOIO pacTBopa.

- Methyl salicylate / Complies as prescribed / The absorption spectrum of methyl
Memuncamuguram CootBeTcTBYeT TpebOBaHUAM 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. / CnoekTp MOIrIOLICHUSA
nuka MEeTHJICAIHLIWIATa Ha
XpOMATOrpaMMe MCIBITYEMOro pacTBopa,
MOJTy4EHHOTO npH MPOBEACHUU
HCIBITAHHS «KonnuectseHHOE
oripeeneHHe. Humecynun "
METHIICANTULMIIAT?), JOJDKEH
COOTBETCTBOBATh CIIEKTPY MOTJIOLIEHUS
nuka METHIICANHLIIIIATa Ha
XpOMAaTorpaMmme CTaHIApTHOTO 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. / CrnexkTp MOTJIOLIEHUS
NHKa KalcaulMHa Ha XpoMaTorpaMme

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

Ipumeuanne: [IpoaykT coorBeTcTBYET TpeboBanusM HJI 3akmouenue: OJJOBPEHO

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

IMagrotornern: Yogesh Chanhan TTporepenn; Pardeep Kumar Onofpern: Mewemxen /Pyb‘r\"an,ﬂ,WTﬁﬂh
: Amit Kumar .

Date / < Date / Date / .

Hara: 29.06.2025 Harta: 29.06.2025 Hata: 29.06.2025

Registered Office: §-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 25899, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.

@ . .
Formulation Unit-6
? ®
Dr.Red dY S ‘ B Vill. hol, Nalagarh Road, Baddi,
' Distt. Solan, H.P, 173 205, INDIA

Tel 1 +21 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Product : Nise Plus, gel 50 g
[IMpoaykt: Hatz® Thioc. renp s Hapy#Horo npumerenns 50 r

Market / PolHOK : Russia / Poccus

Batch No. / . Batch Quantity / . 19,608 units /

Cepusi Ne } f2stase Pasmep cepun ° 19,608 eqyumiy
Analytical Repovrt No./ . 040002961656 Date of Analysis / . 29.06.2025
Ananutnyeckuii oryer Ne JlaTa ananusa

Date of Manufacture / - 06/2025 Date of Expiry / . 05/2027

HaTa npouszBoacTBa TogeH oo

Mfg. License No. /

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

Analysis performed according ND No / Ananns nposeaen mo HJI Ne: JITI-Ne(003312)-(PT-RU) dt. 02.10.2023 /
JIN-Ne(003312)-(PI'-RU) ot 02.10.2023

Page 5 of 10/ Ctp. Su3 10

HCMBITYEMOTO pacTBOpa, MOJIy4YEHHOrO
npu NPOBEAEHUH HUCTbITAHUSA
«KonunuectseHHoe onpeneneHue.
Karnicauivy ¥ HaTpus 6eH30aT»), JOMKeH
COOTBETCTBOBATh CIEKTPY TMOTJIOIUEHUS
nuKa KancauuydHa Ha XpoMaTrorpaMmme
CTaHAAapTHOI'O pacTBopa.

2¢ | By TLC/TCX

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

to that of the main spot in menthol

reference standard solution

chromatogram. / OcHOBHOE TISITHO Ha
XpOMAarorpamMme HUCIBITYEMOro pacTBopa
M0 MOJIOKEHUIO JO/DKHO COOTBETCTBOBATH
OCHOBHOMY [ATHY Ha XpoMmarorpamme

pactBopa CTaHOJApTHOI'O o6pa3ua
MCHTOJA.
3 | Net weight / Macca 50g/50r According to requirement / B
COAEPKUMOro YIIaKOBKH COOTBETCTBHH C Tpe60BaHI/I}IMH
4 | pH/pH 5.4 4.6 to 6.0 (for 1.0 % aqueous solution) /
Ot 4,0 no 6,0 (ana 1,0 % BonHOrO
pacTBopa)
5 | Viscosity / Baskoctb 217980 cP /217980 cIl 150,000 ¢P to 350,000 cP at 25 °C/
Ot 150000 cIT mo 350000 cIl npu 25 °C
Remarks < “The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanue: [Iponykt coorsercTByeT TpeboBanusm HJJ 3axmouenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IlonrotosneHo: Yogesh Cliauhan IlpoBepeno: Pardeep Kumar Onobpeno: Menemkep / PykoBogurens
|7 Amit Kumar N
Date / & Date / Date / '
Hara: 29.06.2025 Hara: 29.06.2025 Hara: 29.06.2025

Registered Office: §-2-337, Road No. 3, Banjara Hifis, Hyderabad - 500034, Telangana, india
Tel: +91 4G 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLLCO04507
www.drreddys.com



Dr.Reddy’s ":.

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

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

[Product : Nisc Plus, gel 50 g
Ipoayxr: Haiiz® [Imoc, rens 015 Hapy»kKHO

ro npumeHeHus 50 r

Market / Peinok

: Russia / Poccus

Batch No. / . Batch Quantity / . 19,608 units /

Cepus Ne § V250462 Pasmep cepuu * 19,608 eannur
Analytical Repourt No./ . 040002961656 Date of Analysis / . 29.06.2025
AHanuTnyeckuii oTyet No HMarta ananusa

Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027

aTa npousBojcTBa Togen xo

Mfg. License No. /

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

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

Analysis performed according ND No / Anann3z npogeaen no H/ Ne: JITI-Ne(003312)-(PT-RU) dt. 02.10.2023 /

Page 6 of 10/ Ctp. 6 n3 10

6 | Particle size / Pazmep 4acTuy

11 pum/ 11 Mmxm

Not more than 50 um / He 6onee 50 Mmxm

7 | Related Substances / PoacTBenHble NpHMeCcH

Impurity C/ ITpumecs C
Impurity D / [lpumecsy D

Highest Unknown Impurity /
EauHuanas
HEeUAEeHTHOULIMPOBaHHAs
MpUMech

Total impurities / Cymma
npuMecei

Not detected / He o6HapyxeHa

Not detected / He oBHapy»keHa

Below LOQ (LOQ = 0.0392 %) / Huxe
npenesnia KOJIMYEeCTBEHHOTO OTpenesCH s

(ITKO = 0.0392 %)

Below LOQ / Huxe npenena
KOJIMYECTBEHHOT'O ONPEIENICHNS

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

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

8 [Microbial contamination/ Mukpo6u

OJIOTHYECKAf YUCTOTA

Total viable aerobic count /
Ob1ee KOJIMUECTBO
JKM3HECTIOCOOHBIX a’poOHBIX
MHKPOOPTraHH3MOB

Total combined yeast and mold
count / Obwee uucno
JNPONOKEBBIX H IIECHEBBIX
rpuboB

Pseudomonas aeruginosa

Staphylococcus aureus

75 CFU/g /
75 KOE/r

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

Absent in 1 g/ OrcyrcteyerB I T
Absent in 1 g/ OrcyrcTByeTrB 1 T

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/ OtcyrcTBUe B 1 1

Absentin 1 g/ OtcyrcTeueB 1 1

Remarks < The Product confirms to ND/
Npumeuanue: [Ipoaykt cootBeTcTBYET TpeboBaHusam HJJ

Conclusion : APPROVED /
3akmouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ITonrorosnerio: Yoges/hA,Chauhan [Ipoepeno: Pardeep Kumar Omnobperto: Menemxep / Pykopoaurent
N JJ Amit Kumar AL =
// / ] . u/ -~
Date / (U Date / Date / '
Hara: 29.06.2025 JHara: 29.06.2025 Hata: 29.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiiis, Hyderabad - 560034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4200 2999, Email: mail@drreddys.com

CiN: LB5195AP1984PLLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

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

vill. Khol, Malagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tal: +01 88166 5€001-02

www.drreddys.com

Product : Nise Plus, gel 50 g

IMpoaykr: Haiiz® [lnioc, reb A HapyKHoro npumeHenys 50 r

JMHueH3ua Ne

Market / PoiHOK : Russia / Poceust

Batch No. / ] Batch Quantity / 19,608 units /

Cepus Ne ? V250462 Pasmep cepuu 19,608 enunun,
Analytical Repovrt No./ . 040002961656 Date of Analysis / . 29.06.2025
AHanuTH4YecKHH oTyeT No Jara anaausa

Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027

JaTa npou3BoAcTEa - T'ogen no

Mfg. License No. /

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

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

Analysis performed according ND No / Ananus nposeue_n o HJ Ne: JIIT-Ne(003312)-(PT'-RU) dt. 02.10.2023 /

Page 7 of 10/ Ctp. 713 10

9 | Assay / KosnydecTBeHHOE onpesie/ieHue

Nimesulide /Hustecyno

10.1 mg/ 10.1mr
101.4 %

9.0 to 11.0 mg of Ci3H;2N205S
(nimesulide) per 1 g of the product (90 to
110 % of label claim) / Ot 9,0 no 11,0 mr
Ci3Hz2N>OsS  (Humecynun) B 1 T
npenapata (ot 90 no 110 % ot
HOMMHAJILHOTO COAEPIKaHUA)

Methyl salicylate /
Memuncanuyunam

101.8 mg/ 101.8 mr
101.8 %

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 CsHgO3 (MeTHICaNIMLIMIAT) B
1 r npenapara (ot 90 no 110 % ot
HOMHHAJIBHOT'O COAEP>KaHUA)

Menthol / Menmon

50.6 mg/ 50.6 mMr
101.3 %

45.0 to 55.0 mg of C oH200 (menthol) per
1 g of the product (90 to 110 % of label
claim) / Ot 45,0 mo 55,0 mr CioHxO
(menTou) B 1 rnpenapara (o1 90 1o 110 %
HOMUWHAJIBHOTO COJEp KaHH)

Capsaicin / Kancauyun

0.2441 mg/0.2441 mr
97.6 %

Not less than 0.225 mg of Ci1gH27NO3
(capsaicin) per 1 g of the product (not
less than 90 % of label claim) / He menee
0,225 mr C1sH27NOs (kancaunuH) B 1 ¢
npenapara (e menee 90 % ot
HOMUWHAJIBHOTO COJEPIKaHH)

Remarks : The Product confirms to ND/
Npumeuanne: [Ipoaykt coorBeTcTBYeT TpeboBanusam HJJ

Conclusion : APPROVED /
3axmovenue: OJOBPEHO

Jata: 29.06.2025

Jarta: 29.06.2025

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarororneHo: Yogesh Chauhan ITpoeepeno: Pardeep Kumar OnobpeHo: Menemxep / PykoBoautens
N/ P Amit Kumar /
v/ \—J—_z: INT
Date / ~ Date / Date / V
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CEPTUDPUKAT AHAJIM3A

Product : Nise Plus, gel 50 g
HMpoayer: Haifz® [Tinioc, renb 414 HapykHOTO NpumeHenuns 50 r

Market / Prinok : Russia / Poccus

Batch No./ . Batch Quantity / . 19,608 units /

Cepus Ne 8 250462 Pasmep cepun * 19,608 enpnu
Analytical Repo:‘t No./ . 040002961656 Date of Analysis / . 29.06.2025
AHasuTudecknii oryer Ne Jara ananusa

Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027

JlaTa npoH3BOACTBA o Toxen no -

Mfg. License No. /

IIpoussoacTBenHasn : MNB/05/263 MA number: / Homep PY : JITI-Ne(003312)-(PT-RU)
Juuen3us Ne

Analysis performed according ND No / Ananu3s nposenen no HJ1 Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
JITT-No(003312)-(PI'-RU) or 02.10.2023

_ Page 8 of 10/ Ctp. 8 u3 10

Sodium benzoate / Hampus 0.98 mg/0.98 mMr Not less than 0.85 mg of C;HsNaO»
benzoam 98.2 % (sodium benzoate) per 1 g of the product
(not less than 85 % of the label claim) /
He menee 0,85 mr C7HsNaO» (HaTpust
Genszoat) B 1 r npenapara (He MmeHee 85 %
OT HOMMHAJILHOTO COAEPIKAHMN)

Buthylhydroxytoluene / 0.40 mg/ 0.40 mr Not less than 0.34 mg of Ci5sH210
Bynuuneudporxcumonyon 100.5 % (buthylhydroxytoluene) per 1 g of the
product (Not less than 85 % of the label
claim) / He menee 0,34 mr CisH>40
(6yTHATHAPOKCUTONYOJT) B 1 T npenapara
(ue menee 85 % OT HOMHHaNBLHOrO
colepKaHus).

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 Ieaflet in a carton.

Ilo 50 r B Ty6y U3 JaMUHHPOBAHHOrC amoMHHUA ¢ wieyoM u3 [IDBII, cHabxeHHYyIO
MeMOpaHOW 111 KOHTPOJI MEPBOrO BCKPHITHA, U MONHNPOMUIEHOBOH Kpbiukoi. Ilo 1
Ty0® B HUWIKY KUPTOLLYIO C JIMCTROM-BRJIGALIIEM,

API name / Haumenosanue ADC: Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
Humecynun Metuncanuuunar JleBomeHTON Kancauuux
INN / MHH: Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
Humecynun MeTtuncanuumnar JleBoMeHTON Kancanuun
API manufacturer batch number / MS-1A-243030- LOT T 8166 MLC-2501008 F001-24003
| Homep cepuu npoussoautens ADC: M1
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
TIpumeuanue: [IpoaykT coorBeTcTBYET Tpeboanuam HJL 3akiouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarotorneno: Yogesh Chauhan [Iposepeno: Pardeep Kumar Onob6peno: Menemxep / PykoBoguteins
Y / _f Amit Kumar A
Date / v Date / Date / V
Hara: 29.06.2025 Hata: 29.06.2025 Hara: 29.06.2025
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Product : Nise Plus, gel 50 g

IlpopyxT: Haifs® [lmoc, reab 1 HapykHOro nmpuMeHeHus 50 r

Jara npoussoacTsa

I'open mo

Market / Poinox : Russia / Poccus

Batch No. / . Batch Quantity / . 19,608 units /
Cepus No § V250462 Pazmep cepuu © 19,608 enuuuL
Analytical Repovrt No./ . 040002961656 Date of Analysis / . 29.06.2025
AHaJHTHYECKHH oTueT Ne JlaTa anaau3za

Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027

Mfg. License No. /
ITponssoacTeeHHas
JnueH3usi Ne

: MNB/05/263

MA number: / Homep PY :

JIII-Ne(003312)-(PT-RU)

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

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

Page 9 of 10/ Ctp. 9 3 10

FP Manufacturer API Batch number /

Homep cepun AGC npoussoautens LID: FERA00716 FESA00104 FESRO00087 FESA00156
Manranam
Tlparc 54 dopmoza
P a AnbTa Jlabopatopuc
Oprasuke Jira, Jlaboparopuc JIt PP POMATHEC Wuk, TaiiBaHb
API Manufactured by & country / Wnnus / parop | er. Jtn, Uupus / . i
Wupus / Alta ) Kuraii/ Formosa
Ipoussoautens ADC, crpaua: Mangalam ; Arora Aromatics .
Laboratories Ltd., ) Laboratories
Drugs & . Pwvt. Ltd., India .
. India Inc., Taiwan,
Organics Ltd., .
. China
India

site /

NJIOHIAAKH, OcyllleCTBJlﬂlOlllerl

o

Name: address, authorization No for FP
manufacturing site / Control site / Release

HaHMeHOBaHHe, agpec 1 HOMep JIHIHEH3HH

l'lpOHSBO,[lCTBO/KOHTpOJ'Ib Ka'-leCTBa/Bbll'lyCK

India (License No MNB/05/263)/

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

IpouzsonctTeenHoe nofpasaenenue-6, Bunn. Kxons, Hanarapx Poyn, banau,
Huctpukt Conau, X.I1., 173205, Unpus (JTuuensus Ne MNB/05/263)

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/
TIpnmeuanue: [IponykT coorBeTcTBYET TpedboBaHuAM HJJ

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
[loarororneno: Yogesh Chauhan

/4

Checked by /

ITpoBepeHo: Pardeep Kumar

S

Approved by: Manager/Executive /
OnobpeHo: MeHemxkep / PyxoBoauTes
Amit Kumar A

T

N—

N
4
Date / o
Hara: 29.06.2025

Date /
Hata: 29.06.2025

Date / !
Hara: 29.06.2025
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Nise Plus, gel 50 g

IIpoxyxr: Haiis® [Lmoc, resis ans HapyxHOro npumeHeHns 50

Market / PbiHOK : Russia/ Poccusa

Batch No. / . Batch Quantity / . 19,608 units /

Cepusi No £ V250462 Paszmep cepuu * 19,608 equnuy
Analytical Repo“rt No./ . 040002961656 Date of Analysis / . 29.06.2025
AHanuTuyeckmii oryer Ne JlaTa aHanu3a

Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027

Jata npoussoacTea T'oaen ao

Mfg. License No. /

Il1pousBoacrBeHHas : MNB/05/263 MA number: / Homep PY : JIII-N(003312)-(PT-RU)

JauueHsus Ne

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

Analysis performed according ND No / Aaanus nposenes no H/1 Ne: JITI-Ne(003312)-(PT'-RU) dt. 02.10.2023 /

3akaroyeHHe 0 COOTBEeTCTBHH: «HacTosmmm s MOoATBEPKAAKD, YTO NPUBEACHHAS BBILIE I/IH(I)OpMaHHSI ABJIACTCA L[OCTOBepHOFI

U TOYHO#. DTa cepus MPOAYKLMHY NPOU3BeieHa (BKIFOUAs YIIaKOBKY (MApPKHPOBKY) U KOHTPOJb KaueCTBa) Ha BhIIIeyKa3aHHO!
HaaJexaiei
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MPOU3BOACTBEHHON mjomanke (IUIoNlaKkax) B TOJHOM COOTBETCTBHH C TpeboBanusmu Ilpasun

MPOU3BOACTBEHHOM npakTiku EBpazuiickoro sxkonomuyeckoro coroza (Ne GMP/EAEU/RU/00554-2022 ot 02 cenTabps 2022)
U TpeGOBaHUSMU KOHTpPOJS KauyecTBa JIEKAPCTBEHHBIX CPEACTB, a TakKe B COOTBETCTBHH CO CIeLHUUKALUAMY,
CONEPKALIUMKCS B PETUCTPALIMOHHOM JIOCHE CTPAHBI-UMIIOPTEPA. 3aNHCH N0 TPOU3BOJCTBY, YIIAKOBKE H aHAIU3Y NPOBEPEHBI,
U YCTAHOBJEHO MX COOTBETCTBHE TpeOoBaHMsAM [IpaBun Hajexamieii MpoM3BOACTBeHHON mpakTuky Eppasuiickoro

OKOHOMUHYECKOr0o COr03a».

Remarks : The Product confirms to ND/
HNpumeuanue: [Ipoaykt cooTBeTcTBYET TpeOoRaHusM HJJ

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneHo: Yogesh Chauhan IIposepeno: Pardeep Kumar Onobpeno; Mernemxkep / PykoBoaurenb
hf 4 Amit Kumar ; L
||.r v o ‘Iu\\_.. : A

Date / (g Date /
Hara: 29.06.2025 Jlara: 29.06.2025

Date / v
Jara: 29.06.2025
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