Dr.Reddy’s ‘i’.'.‘

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

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A

Tel : +91 98165 56001-02

www.drreddys.com

[Product : Nise Plus, gel 50 g
!Hpauyu'p Haiz® [Mitoc, rens ansg Hapy:k

Horo nptiMenedus 50 r

Market / Prinok : Russia / Poccus

Batch No./ . V250541 Batch Quantity / . 19,392 units/

Cepus N ) Pa3mep cepun 19,392 equHun
Analytical Rep(irt No./ - 040003002610 Date of Analysis / . 28.07.2025
AHaJIHTHYecKnit 0TueT Ne = Hara ananusa

Date of Manufacture/ . 07/2025 Date of Expiry / . 06/2027

a3, IR OuSEONETRA. {Fonen no

Mfg. License No./

JHpOl‘BBOlICTBeHHaﬂ : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
|iHpen3na Ne

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

Analysis performed according ND No / Anamu3 npoeaen no HJI Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

- Ne Test / [loka3zaTes

Page 1 of 10/ Crp 1 w3 10

~ Result/ PesyabtaThl

Specification / Hopma

1 | Appearance/ Onucanune

White gel of homogeneous consistency with a
characteristic odor. / Tenp ®©enoro uBera
OJIHOPOMHOW  KOHCHCTCHLHU XapaKTepHbIM
3A012XOM.

C

White to off-white gel of homogeneous [
consistency with a characteristic odor. /
Tenp Genoro wmM mourd 6esoro LBerta
OIHOPOIHOM KOHCHCTEHLIMH c
XapaKTepHLIM 3aMaxoM.

Identification/ HaenTndnkxanus

By HPLC/B3)XX.X

- Nimesulide | Humecymio

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 xpomaTorpamMme HCIbITYEMOro
pacTBOpa, MOJTYYEHHOTO NPH MPOBEIESHHUH
HCTIbITAHHUS «KonuaectseHHoe
onpeneseHue. Humecynun H
METHJICAJIHLIIIA T, JOJDKEH
0OHapy>KHBaTECS THK,
COOTBETCTRYIOLIMH no BPEMEHHU
YAEPKUBaHUS [HKYy HHMMeCylMpaa Ha
XpoMaTorpaMMe CTaHAapTHOrO pacTBOpa.

- Methyl salicylate /
Memuncanuginam

Complies as prescribed/
CooTtreTcTBYET TpebOBaHUAM

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

—_—

1.T{emarks : The Product confirms to

Ipumeuanmne: [Iponykt cooTBeTcTBYeT TpeboBanusmM HJJ

ND/

Conclusion : APPROVED /
3akurouyenue: OJJOBPEHO

Prepared by /
ITogrorosneno: Pravesh Rana

Checked by/
Iposepeno: Rama Kant

Approved by: Manager/Executive /
Opnobpeno: Menemxep / Pykosogutens
Amit Kumar A —"

J 5

Date/
JHara: 28.07.2025

M
Date/

Jata: 28.07.2025

Date/
JlaTa: 28.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Teiangana, India
Tel: +91 40 4900 2909, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: LBS195AP1584PLC0O04507
www.drredd ys.com




Dr.Reddy’s ‘3.‘

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H P, 173 205, iNDIA
Te! : +91 98166 56001-02

CERTIFICATE OF ANALYSIS

www.drreddys.com

CEPTUDUKAT AHAJIU3A

'Product : Nise Plus, gel 50 g
(TMpoayk T: Haits® Tmoc, renb i HapyskHOro npimeHeus 50 r

Jara npoussoacTra

TI'open mo

— =
Market / Puinox : Russia / Poccus

Bitch No./ . V250541 Batch Quantity / . 19,392 units/

Cepust Ne ’ Pasmep cepun 19,392 enuHuy -
Analytical Report No./ . 040003002610 Date of Analysis / . 28.07.2025

| AHaIMTHYeCKH i 0TYeT Ne JlaTa aHaau3za

Date of Manufacture / . 07/2025 Date of Expiry/ . 06/2027

Mfg. License No./
IlpouzBoacTBeHHast
JuueHn3us Ne

: MNB/05/263

MA number: / Homep PY : JIII-Ng(003312)-(PT'-RU)

Analysis performed according ND No / Ananu3 nposenen no HJ/L Ne: JIIT-Ne(003312)-(PT-RU) dt. 02.10.2023 /
| JII-Ne(003312)-(PI'-RU) or 02.10.2023

Page 2 of 10/ Ctp. 2 13 10

shall be present in the test solution
chromatogram obtained during
"Nimesulide and Methyl salicylate Assay"
test. / Ha xpoMaTorpaMMe HCHEBITYeMOro
pacTBopa, MOJIyY€HHOro npy NpoBe A€HHH

HCIBITAHNS «KonuuecTseHnoe
oMnpe AeNeHue. Humecynun u
METHJICANTULUIATY, JIOJIXKEH
06HapyKHUBaThCA THK,
COOTBETCTB YOI 1o BpEMEHHU

yIEpKUBAHHUS MUKy METHIICATHLWIIATA HA
XpomaTorpamMMme CTaHZapTHOTO pacTBOpa.

Menthol / Meumon

Complies as prescribed /
CooteerctByeT TpeboBaHUAM

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 UCMBITYEMOTO
PacTBOpa, MOJYUEHHOTO MpH NMPOBENCHUU
HCTIBITaHUA «KonuaectseHHoe
ONpenENICHHE. MCHTOJ'[», JOIKEH
obHapy>kuBaThCA TIHK,
COOTBeTCTBleLquT[ no BpEeMEHH
YACPXKHUBAHNA MHKY MCHTONA Ha
XpomMaTorpaMMe CTaHAApTHOrO pacTBopa.

Remarks : The Product confirms to ND/
IIpumeuanue: IIpoaykTt cooTBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3akawuedue: OJJOBPEHO

Prepared by / Checked by/ Approved by: Manager/Executive /
[Togrororneno: Pravesh Rana [TpoBepeno: Rama Kant Onobpeno: Menensxep / P YKOBOZHTEND
Amit Kumar /\/
i I
Date/ Date/ Date /
Jlata: 28.07.2025 JlaTa: 78 07 2075 Jara- 28 N7 2075

Registered Office: 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: L85195AP1984PLCD04507
www.drredd ys.com




Dr.Reddy’s ":

Product : Nise Plus, gel 50 g

Ipoayir: Haii 3® ITmoc, rens A Hapy»XHOro npumeHeHus 50 r

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98165 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOUKAT AHAJIU3A

JlaTa npousBoacTBa

I'oagen po

Mfg. License No. /

auueH3ua Ne

IpoussoacTeennas : MNNB/05/263

Market / Poinok : Russia / Poccus

Batch No./ . V250541 Batch Quantity / . 19,392 units /
|Cepust Ne Pasmep cepnu 19,392 enunuL
Analytical Repo“rt No./ . 040003002610 Date of Analysis / . 28.07.2025
AHaauTHYeCKMid oTueT Ne Jata ananuza ¥

Date of Manufacture/ . 07/2025 Date of Expiry/ . 06/2027

MA number:/ Homep PY : JIII-Ne(003312)-(PT-RU)

| JII-Ne(003312)-(PT-RU) or 02.10.2023

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

Page 3 of 10/C1p. 3 u3 10

- Capsaicin / Kancauyun

Complies as prescribed/
CooTBeTcTByeT TpeOOBaHUAM

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 HCIIBITYEMOrO pacTBOpa,
NOJy4YeHHOro npu NPOBEIEHUH
MCMBITAHKS «KonnuecTBeHHOE
onpeneneHve. Kancamumn wu  Hatpus
GenzoaT», NOMMKeH 0GHAPYKHUBATHCA [MHK,
COOTBETCTBYOLIMI no BpEMEHU
yOep)KMBaHUA NHKY KallCaullHa Ha
XpoMaTorpamMme CTaHIapTHOIO pacTBOpA.

2b | By HPLC (PDA)/ BI)XKX ¢ 0uo0no-mampuunsim 0emeKmopom

"~ Nimesulide / Huec Vo

Complies as prescribed /
CooTBETCTBYET TpeOOBaHUAM

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. /  Crnektp
NOTJOLIEHHA  THKA  HUMECYlMaa  Ha
XpOMaTOTpaMMe HCIIBITYEMOro pacTBOpa,

MOJTY4EHHOTO npu NpOBeJEHHH
WCTILITAHUS «KonudyecTBeHHOE
OMpenE/ICHUE. Humecynun %1
METHJICATHIHIIAT), JIOJIKEH

Remarks : The Product confirms to ND/
Ilpumeuanne: Ilponykt coorseTcTByeT Tpeboranusm HJ|

Conclusion : APPROVED /
3akawuenue: OJOBPEHO

Prepared by /
[Togrorosneno: Pravesh Rana

Checked by/
IIposepeno: Rama Kant

Approved by: Manager/Executive/
Onobpeno: Menemxep / PXKOBOJZ[I/ITCJII:
Amit Kumar Pt

/ [

Date/
JlaTa: 28.07.2025

Bl
Date/

Date/

JHata: 28.07.2025

Harta: 28.07.2025

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

CIN: L85195AP1984PLCNOA507
www.drreddys.com



Dr.Reddy’s ":‘

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Sofan, HP., 173 205, INDIA
Tel : 493, 93164 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUDOHUKAT AHAJIU3A

Product : Nise Plus, gel 50 g
Mpoaykr: Ha'is® Inoc. renb ans HapyxHOro npumeHeHus 50 r

Market / PoiHok : Russia / Poccust

: T
Batch No./ . V250541 Batch Quantity/ , 19,392 units /
Cepus Ne Pa3mep cepum 19,392 enuHuy

Analytical Report No./

= : 040003002610
AHanuTH4ecKHil oTueT Ne

Date of Analysis /
JlaTa ananm3za

1 28.07.2025

Date of Manufacture/
Jara nponssoacTea

: 07/2025

Date of Expiry /
Toaeu go

: 06/2027

Mfg. License No./
IlpousoacTeeHHast
JMueH3nsa Ne

: MNB/05/263

MA number:/ Homep PY : JIII-Ne(003312)-(PI'-RU)

Analysis performed according ND No / Anann3s nposeaen no HJL Ne: JITI-Ne(003312)-(PT'-RU) dt. 02.10.2023 /
JII-Ne(003312)«(PT'-RU) or 02.10.2023

Page 4 of 10/ Ct1p. 4 3 10

COOTBETCTBOBATH CHEKTPY [OrJIOWEHHS
NMKa HUMECYJHAA Ha XpoMaTorpamme
CTaHAapTHOroO pacTBopa.

- Methyl salicylate /
Memuicanuyunam

Complies as prescribed/
CooteetcTBYyeT TpeboBaHUAM

The absorption 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. / CnekTp MNOrAOLEHHS
nuKka MeTHJICATIHLIIaTa Ha
XpOMAaTOrpamMme WCTILITYEMOTO PacTBOpA,
[0JTy4€HHOr0 pu MpOBEAEHUH
HCMbITaHHs «KonnuecTseHHOE
onpejeeHHe. Humecynun "
MEeTHIICAIHUHAATY), ZOJDKEH
COOTBETCTBOBATh CMEKTPY MOTJIOLIEHUS
nHKa MEeTHJICATHLUIIATA Ha
XPOMATOrpamMMe CTAHJAPTHOTO pacTBOpa.

- Capsaicin / Kancauyun

Complies as prescribed/
CooteeTcTBYeT TpeGOBaHHAM

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 mnOrJIOWEHHs
NMKa KamncaulMHa Ha XpOMaTorpamme

Remarks : The Product confirms to ND/
IIpumeuanue: [Iponykt coorseTcTBYeT Tpebopanusm HJT

Conclusion : APPROVED /
Zakmwouenne: OJJOBPEHO

Prepared by /

-

[Togrorosneno: Pravesh Rana f

Checked by/
[TpoBepeno: Rama Kant

b

Approved by: Manager/Executive/
OnobpeHo: Menenxep / PykoBoautensb
Amit Kumar o

/\ =

Date /
JaTta: 28.07.2025

Date/

Jara: 28.07.2025

Date / y
JlaTa: 28.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel +91 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCOD4507
www.drreddys.com




Dr.Reddy’s ":’o

Product : Nise Plus, gel 50 g

CERTIFICATE OF ANALYSIS

CEPTHOMKAT AHAJIIM3A

Ep%ylcr: Ha#3® Tlnroc, refib [l HAPYKHOTO NpHMeHeHHs 50 T

Dr. Reddy’s Laborateries Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +51 36166 56001-02

www.drreddys.com

JauueH3ua Ne

Market / Prinok : Russia / Poccus

Batch No./ . V250541 Batch Quantity / . 19,392 units /

|Cepus Ne ! Pamep cepun 19,392 exunmi
Analytical RepoIt No./ . 040003002610 Date of Analysis / . 28.07.2025
AHamuTHYeckuit oTyeT No JlaTa aHaJiu3a

Date of Manufacture / . 07/2025 Date of Expiry/ . 06/2027

Jtata nmpon3eoacTBa T'onen oo

Mifg. License No./

I1pousBoacTBeHHaAsS : MINB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)

JI-Ne(003312)-(PI'-RU) or 02.10.2023

Analysis performed according ND No / Anaan3 nposeaen mo HJ Ne: JIII-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Page 5 of 10/ Ctp. S u3 10

HMCMBITYEMOrO  pacTBOpa, MNOJYYECHHOro
npu NpOBEAEHHH UCHbITAHUA
«KonnuectBeHHOE orpenesicHUeE.

KancaullMH ¥ HAaTpus OeH30aT»), HOJDKEH
COOTBETCTBOBATh CTEKTPY TNOTJIOEHHS
nuka KancauupMHa Ha XpOMaTOorpaMme
CTaHAAPTHOTO PacTBOpa.

| By TLC/TCX

)

- Menthol / Meeumon

Complies as prescribed/
CooTBercTByeT TpebGOBaHUAM

The position of the main spot im the test
solution chromatogram shall correspond
to that of the main spot im menthol
reference standard solution
chromatogram. / OcHOBHOe MSATHO Ha
XpPOMATOrpaMMe MCIBITYEMOrO PacTBOpa
10 MOJIOXKEHHIO JOMKHO COOTBETCTBOBATD
OCHOBHOMY [ATHY Ha XpOMaTOrpamme

pacTeopa CTaHJApTHOrO obpasua
MEHTOJIA.
3 | Net weight / Macca Slg/5l1r According to requrement / B
COJePRMMOro YNaKOBKH COOTBETCTBHU C TPeOOBAHUAMHU
4 | pH/pH 5:2 4.6 to 6.0 (for 1.0 % aqueous solutiom)/

Or 4,0 no 6,0 (ana 1,0 % BogHOTO
pacTBopa)

5 | Viscosity / BaskocTb

€

et - = [
— =
Remarks : The Product confirms to ND/

ITpumeuanue: [Ipoaykrt cooTBeTCTBYET TpeboBanusm HJ|

217440 cP / 217440 Il

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

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by /
IToarorosneHo: Pravesh Rana

Checked by/
[TpoBepeHo: Rama Kant

Approved by: Manager/Executive/
Onobpeno: Merenx ep / PykopoguTeNb
Amit Kumar A

N —"
JN —
/

Date /
Mura, 28.0/.2025

Date /

Jlara: 28.07.2025

Date / '
Jurw: 28.07.2025

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

CIN:L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s 'f.."“

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

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

Vill. Khol, Nzilagarh Road, Baddi,
Distt. Soian, H.P., 173 205, iNDIA
Tel : +91 98166 56001-02
www.drreddys.com

Product : Nise Plus, gel 50 g

IMpoayxT: Hait3® [nioc, rens ais HapysHOro npumeneHds 50 r

Market / Poinox

: Russia / Poccua

Batch No./
Cepusa Ne

1 V250541

Batch Quantity/
Paszmep ceprin

. 19,392 units /
© 19,392 enuHnL

Analytical Report No. /
AHaNUTHYeCKHI oTueT No

: 040003002610

Date of Analysis/
JlaTra aHaau3a

: 28.07.2025

Date of Manufacture /
JlaTa npou3BOACTBA

: 07/2025

Date of Expiry /
TopeH go

: 06/2027

Mfg. License No./
IlponsBoacTBeHuasn
nunensus Ne

: MNB/05/263

MA number: / Homep PY : JII-Ne(003312)-(PI'-RU)

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

Page 6 of 10/ Crp. 6 u3 10

6 | Particle size / Pazmep wacrun

15 pm / 15 mMkm

Not more than 50 um / He 6onee 50 mxm

7 | Related Substances / PogcTBeHHbIe TpHMeCcH

Impurity C/IIpumecs C
[ Impurity D /TIpumecs D

Highest Unknown Impurity/
Enynnunas

HEUAEH THULUPOBAHHAS
npumech

Total impurities / Cymma
npumMecei

Not detected / He obHapyxeHa
Not detected / He obHapyeHa

Below LOQ (LOQ = 0.0392 %)/ Huxe
Npenea KONMYECTBEHHOrO OMpe [eNIeHus]
(TIKO = 0.0392 %)

Below LOQ / Huwxe npenena
KOJIMYECTBEHHOrO Orpe/ieeH s

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

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

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

8 |Microbial contamination / Mukpo6uoJsIoruyeckas YHCTOTA

Total wviable aerobic count /
Obiiee KONTUYECTBO
JKH3HECTIOCOOHBIX a3pobHBIX
MHKPOOPraHU3MOB

Total combined yeast and mold
count/ O6wee urcno
MNOAKERRIX W MJICCHEBBIX
rpu6os

Pseudomonas aeruginosa

Staphylococcus aureus

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

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

Absent in 1 g/ OtcyrcrByeTsl
Absent in 1 g/ OtcyrctByeTB 11

‘Not more than 10° CFU/g/
He 6Gonee 10> KOE/r

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

Absent in 1 g/ OtcyretBue B1 1
Absent in 1 g/ OrcyrctBue B 1 1

Remarks : The Product confirms to ND/
IIpumeuanue: IpoaykT cooTBeTcTBYET Tpebopanusm HJI

Conclusion : APPROVED /
3aksouenue: OJJOBPEHO

Prepared by / Checked by/ Approved by: Manager/Executive /
INoarotosneno: Pravesh Rana " ITpoBepeno: Rama Kant Onobpeno: Menemxep / PykoBoaurens
o :
Wyl Amit Kumar A
|‘ / /\' -
Date/ Date. / Date/ '
JHara: 28.07.2025 Jata: 28.07.2025 Jara: 28.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Teiangana, Indis
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s ‘3.‘0

Product : Nise Plus, gel 5C g

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

MpoayxT: Haii3® [Tmoc, reflb wis Hapy»HOro npumenenus 50 r

Market /Poinox

: Russia / Poccusa

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

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

Batch No./

Batch Quantity /

. 19,392 units /

Cepust \o » V250541 Pasmep cepnu " 19,392 eaunHny,
Analytical Repovrt No./ . 040003002610 Date of Analysis / . 28.07.2025

|AHAAHT HYecKHUii oTueT Ne Jlara anaauza

Date of Manufacture/ . 07/2025 Date of Expiry / . 06/2027

JaTa npousBoAcTBa T'onen go

Mfg. License No./

Ilpou3B 0 AcTBeHHAH : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)

Auuen3va Ne

Analysis performed according ND No / Anam3 nposenex no HJ[ Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
JII-Ne(003312)-(PT-RU) or 02.10.2023

Page 7 of 10/ Crp. 7 u3 10

9_]_Ass_ay / KonuyecTBeHHOE OnpeaeieHye

Nimesulide /Humecymo

10.2 mg/ 10.2mr
102.0 %

90 to 11.0 mg of C;3H;aN>OsS
(nimesulide) per 1 g of the product (90 to
110% of label claim) / Ot 9,0 no 11,0 mr
Ci3HppN2OsS  (wumecymun) = 1 1
npenapata (ot 90 mo 110 % or
HOMHHAJIEHOrO CONEPXKaHU)

Methyl salicylate /
Me nmuncamuyunam

102.2 mg/102.2 mr
102.2 %

90.0 to 110.0 mg of CgHgO3 (methyl
salicylate) per 1 g of the product (9C to
110 % of label claim) / Ot 90,0 mo
110,0 mr CgHgOj3 (MeTuncanuumnaT) B
Irnpenapara (or 90 g0 110% or
HOMHHAJIBHOT'O COAEPIKAHHS)

| Meenthol / Menmon

50.4 mg/50.4 mr
100.8 %

45.0to 55.0 mg of CipH20O (menthol) per
1 g of the product (9C to 110 % of label
claim) / Ot 45,0 ao 55,0 mr Ci;oH200
(menTon) B 1 rmpenapara (ot 90 oo 110 %
HOMHHAJIBHOTO CONEpHKaHHsA)

Capsaicin / Kancawyun

0.2520 mg/0.2520 mr
100.8%

Not less than 0.225 mg of CigH27NO;
(capsaicin) per 1 g of the product (not
less than 90 % of label claim) / He menee
0,225 mr C1gH»7NO3 (kancauuuu) B 1 ¢
npenapara (He mMedee 90 % or
HOMMWHAJILHOTO COZIEp)KaHHs)

Remarks : The Product confirms to ND/
IIpumeyanue: IlponykT coorBeTcTBYET Tpebopanusm HJJ

Conclusion : APPROVED /
3ak/moyenune: OJJOBPEHO

Prepared by /
IToarorosneHo: Pravesh Rana

Ve

Checked by/
IIpoBepeno: Rama Kant

Approved by: Manager/Executive /
Onobpeno: Menepxep / PykoBoauTens

Date /
Jata: 28.07.2025

at
2
Date/

JlaTa: 28.07.2025

Amit Kumar N
N

Date/
Jara: 28.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Teiangana, Ind'ia
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: maii@drreddys.com

CIN:L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":“

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill, Khol, Nalagarh Road, Baddi,
Distt. Sotan, H.P., 173 205, iNDIA
Tel : +97 98166 56601-02
CERTIFICATE OF ANALYSIS Www.drreddys.com
CEPTHOUKAT AHAJIM3A

Product : Nise Plus, gel 50 g
MpoayxT: Haiis® Ilnoc, renb ans Hapyx

HOFO MpHMEHEeHUs 50r

Market /Poinok : Russia / Poccnst

Batch No./ . V250541 Batch Quantity / . 19,392 units /

Cepus J\o : Pazmep cepun * 19,392 eannnu
Analytical Reptirt No./ . 040003002610 Date of Analysis / . 28.07.2025
AHanMTH4YeCKHIA oTyeT Nt Jlata anaau3sa

Date of Manufacture/ . 07/2025 Date of Expiry/ . 06/2027

Jara npon3BoacTBa Foaen ao

Mfg. License No./

Ilpouse oacTBennasn : MINB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JuneH3ns Ne

| JIN-Ne(003312)-(PT-RU) ot 02.10.2023

Analysis performed according ND No / Anayin3 nposegex mo HA Ne: JIII-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

] Sodium benzoate / Hampua
be nzoam

Page 8 of 10/ Ctp. 8 m3 10
1.00 mg/1.00 Mr Not less than 0.85 mg of C/HsNaQ»

100.2 % (sodium benzoate) per 1 g of the product
(not less than 85 % of the label claim)/
He menee 0,85 mr C;HsNaO» (HaTpus
6ensoar) B 1 r npenapara (He MeHee 85 %
OT HOMHHAJILHOTO COZIEPXaHHA)

Buthylhydroxytoluene /
B ymuneud poxcumonyon

0.40 mg/0.40 mr Not less than 0.34 mg of CsH»4O

99.1 % (buthylhydroxytoluene) per 1 g of the
product (Not less than 85 % of the label
claim) / He menee 0,34 mr C;sH>40
(6yrmrngpoxcutonyod) B 1 r npenaparta
(ne meHee 85 % OT HOMMHAJIBHOTO
COZISPIKAHHUS).

10 Pa-ckage/ YnakoBka

50 g in a lamimated 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.

Mo 50 r B TyGy M3 JIAMUHUPOBAHHOTO AMOMHMHHMsA ¢ miedom w3 [IOBIL, cHabxenHyo
MeMOpaHO# U1t KOHTpOJIA MEPBOrO BCKPLITHA, M MOJMUITPONUIEHOBOH Kpbllukoi. ITo 1
TyOe B MauKy KapTOHHYIO C JTHCTKOM-BKJIabILLEM.

API name / Hanmenopanue ADC: Nimesulide / Methyl Salicylate/ Levomenthol / Capsaicin /
Humecyun Metuncanumnar JlepomenToN Kancauuuu

INN/MEH: Nimesulide / Methyl Salicylate / Levomenthol / Capsaicim /
I ) HMMecynw:l_ Me'mncannunna'r__ d JlesomenToN Kancaunuu
{Remarks : The Product confirms to ND/ Conclusion : APPROVED /

Ipumeuanue: [TpoaykT cooTBeTcTBYeT Tpedoranusam HJJ 3akmouenue: OJJOBPEHO

Prepared by / 9 Checked by/ Approved by: Manager/Executive /

IToarorosneno: Pravesh Rana IIposepeno: Rama Kant Onobpeno: Menemxep / Pykosonurens

> Amit Kumar ol
Date / Date / Date / =
Jara: 28.07.2025 Jara: 28.07.2025 Jara: 28.07.2025

Registered Office:

8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, Indiz

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badi,
Distt. Solan, H.P., 173 205, INDIA
Tel: 451 931€b 56001-02
www.drreddys.com

Product : Nise Plus, gel 50 g

Market /Ppinok

IpoayxT: Haits® [lmoc, res ana HapyxHoro npimenenus 50 r

s Russia / Poccus

Batch No./ . V250541 Batch Quantity/ . 19,392 units /
Cepusa N y |Pa3mep cepun © 19,392 eauHuL
. 1 .
Analytical Reptirt No./ . 040003002610 Date of Analysis / . 28.07.2025
AHaJHTHYeCKHIH oTyeT No Jlara aHaau3a
Date of Manufacture/ . 07/2025 Date of Expiry/ . 06/2027
Jara npon3BoacTBa Topen go |
Mfg. License No./
IlponsBoacTBenHas : MINB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
{mnensysn Ne

Analysis performed according ND No / Ananus nposeu; no HJl Ne: ﬂH-Ne(003312)-(PF-RU) dt. 02.10.2023 /
JITT-Ne(003312)-(PT'-RU) ot 02.10.2023

Page 90f10/Crp. 9 u3 10

MS-1A-243030-
e e MI, MS-1A- LOTT 8166 MLC-0030125 F001-24002
P CEpHm apou3soa : 243031-M1
FP Manufacturer API Batch number / FERAO0O0716,
Howmep cepun A®C npoussoauteasn ['JId: FERAQ0717 EESA00104 FESRO0152 FESA00040
Matranam
Woriadig dopmo3sa
P AnbTa JlabopaTtopuc
Gprangis e Jla6opaTtopuc JIT, Apapal ApaMAgHe Wk, TaliBan
API Manufactured by & country / Wunus / paTop % | Ier. JItn, Unpus / A -
Nupus / Alta . Kuraii/ Formosa
IIpoussoantens APC, cTpana: Mangalam . Arora Aromatics .
Laboratories Ltd., g Laboratories
Drugs & ; Pvt. Ltd., India ?
3 India Inc., Taiwan,
Organics Ltd., "
. China
India

site/
MJI0WIAAKH, OCYIIECTBISIo LI

) ) ()

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

Haumenonanne, aapec M HOMep JIMUEeH3UH

NpOH3BOACTBO/KOHTPOJIb KAYecTBA/BbIMYyCK

Formulation Unit-6, Viil. Khol, Nalagarh Road, Baddi, Distt. Solan, H.P. 173205,
India (License No MNB/05/263) /
[MpouzroacTBeHHOE nMoapa3aeneuue-6, Bunn. Kxons, Hanarapx Poya, bapau,
Huctpukt Conan, X.IT.,, 173205, Uupu a (JInuensus Ne MNB/05/263)

Declaration of certification: «I hereby certif'y 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/
IIpumeuanue: Ilponykt cooreTcTBYeT TpeboBaHusm HIJ

Conclusion : APPROVED /
3arkmouenne: OJJOBPEHO

Prepared by /
IMoarorosneHo: Pravesh Rana

Checked by/
IlpoBepeno: Rama Kant

Approved by: Manager/Executive /

Opnobpeno: Menepaxep / P{] £OBOJUTEJb

Amit Kumar /\/ j
il

Date/
Hata: 28.07.2025

s
Date/

Jlarta: 28.07.2025

Date/
Jlarta: 28.07.2025

Registered Office: §-2-337, Road No. 3, Banjara Hills, Hycerabad -500034, Teiangana, Indic
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCCCG4507
www.drreddys.com




Dr.Reddy’s ‘3.‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIM3A

'Product : Nise Plus, gel 50 g

Market /PeiHoK

Tlpoayxct: Haiis® Ilmoc, reas ana Hapys>kHOro npumeHenua 50 r
: Russia / Poccus

JITT-Ne(003312)-(PI"-RU) or 02.10.2023

Analysis performed according ND No / Ananu3s nposenen no HJ| Ne: JIIT-Ne(003312)-(PT-RU) dt. 02.10.2023 /

Batch No. / . V250541 Batch Quantity/ . 19,392 units /

Cepus Ne : Pa3smep cepun © 19,392 equnmu

Analytical Rep({rt No./ . 040003002610 Date of Analysis / . 28.07.2025

Ananutuyecknii oTyer Ne Hara ananmsa i

Date of Manufacture / . 07/2025 Date of Expiry / . 06/2027

\Jlata npousBoacTBa I'ogen no

Mfg. License No./

IMpoussoacTeennas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JiHueH3ua Ne o

3akuogeHue o cOOTBETCTBHH: «HacTOALIMM 5 IOATBEPXKAal0, UTO MpUBeAeHHAs BbILIEe HHPOPMALUs SIBISIETCS] JOCTOBEPHOM
¥ TOYHOH. DTa cepus NpoyKUMH IpOU3BEIeHa (BKIFOHAs YIAKOBKY (MapKUPOBKY) U KOHTPOJIb KAUeCTBa) Ha BhIIIEYKA3aHHOM
B TMOJHOM COOTBETCTBMHM ¢ TpeboBaHusmu [IpaBun
npor3BoICTBeHHOM npakTHkK EBpasuiickoro skoHoMuueckoro corosa (Ne GMP/EAEU/RU/00554-2022 ot 02 cents6ps 2022)
U TpebOBaHUAMHM KOHTpOJI KauyecTBa JIEKAPCTBEHHBIX CPEACTB, a TalkKe B COOTBETCTBHM CO  CNeLMUKALHSIMMY,
COJIepXKALUUMHUCS B PETMCTPALHOHHOM JIOChE CTPaHbI-UMIIOPTEPA. 3anMCH 10 POU3BOJCTBY, YIAKOBKE H aHAIU3Y MPOBEPEHSHI,
H YCTAHOBJIEHO HX COOTBETCTBHEe TpeboBaHusM [lpaBun Hajanexawel nNpoM3BOACTBEHHOH mnpakTHkH EBpasuiickoro

NpPOU3BOACTBEHHOH MUiolIaAKe (IUIOLIaIKax)

SKOHOMHYECKOTr'0 COrO3a».

Page 10 of 10/ Ctp. 10 u3 10

Remarks : The Product confirms to ND/
Ilpumeuanue: [IpogyxT cooTreTcTByeT TpeboBanusm H]|

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Hara: 28.07.2025

Jlara: 28.07.2025

Prepared by / Checked by/ Approved by: Manager/Executive /
[loproToeneno: Pravesh Rana [Tposepeno: Rama Kant Onobpeno: Menemiep / Pykpsoutens
Amit Kumar -
@*“\'&/ =
Date / Date / Date /

Jara: 28.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500634, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN:L85195AP1984PLCO04507
www.drreddys.com

HajJexaiuei




