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CERTIFICATE OF ANALYSIS
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Formuiation Unit-6
Vill, Khol, Malagarh Road,

Distt. Solan, H.P, 173 205, &
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CEPTUO®UKAT AHAJIM3A

[Product : Nise Plus, gel 100 g

TIpoayxr: Haiiz® Ilntoc, renb fis Hapy»KHOTO MPHMEHEHHUS 100 r

Market / PoiHoK : Russia / Poccus

Batch No. / . V250220 Batch Quantity / . 9901.000 units /

Cepus Ne ’ Pazmep cepun * 9901.000 enyHML

Analytical Repoyrt No./ . 040002874657 Date of Analysis / . 11.04.2025

AHaJHTHYECKHH oT4eT Ne JlaTa aHa;au3a

Date of Manufacture / . 03/2025 Date of Expiry/ . 02/2027

JaTta nponsBoacTBa Togen g0 B

Mfg. License No. /

IIpousBoacTeeHHan : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
JuueH3ns Ne -

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

Analysis performed according ND No / Auaaun3 nposenen mo HJl Ne: JIII-Ne(003312)-(PT-RU) dt. 02.10.2023 /

Page 1of 11/ Crp. 1 m3 11

Specification / Hopma

¢ XapaKTEpHBIM

Ne Test / [lokasarenb Result / PesyabTaTnl

1 | Appearance/ Onucanue White gel of homogeneous consistency with a
characteristic odor. / TIems Genoro
ONHOPOIHOH  KOHCHCTCHLMH
3aMaxoM.

White to off-white gel of homogeneous
consistency with a characteristic odor. /
I'ens Gesioro uau noutH 6enoro usera
OJHOPOJHOIM KOHCHCTCHLHH c
XapaKTepPHbIM 3aMaXx0M.

LBCTa

2 | Identification/ Unentudurkauus

By HPLC/ B3XXKX

- Nimesulide | Husecynuo

Complies as prescribed /
CootetrcTByeT TpebOBaHUAM

A peak with the retention time
corresponding to that of nimesulide in
the standard solution chromatogram
should be present in the test solution
chromatogram obtained during
"Nimesulide and Methyl salicylate
Assay" test. / Ha xpomarorpamme
UCIILITYEMOr0 pacTBopa, MOITYYEHHOrO
npu MPOBEICHAM MCTIBITaHHUS
«KonuyecTBeHHOE ornpesencHue.
Humecynuag ¥ MeTHJICATHLIAIAT,
IOJKEH OGHApPYXHBAThCS ITHK,
COOTBETCTBYIOLIHH no BPEMEHH
yIEepKUBaHUS TUKY HHUMECYJIMAAa Ha
XpOMATOrpaMme CTaHJapTHOI'0

Remarks : The Product confirms to ND/

Ipumeuanne: [IpoaykT cooreTcTBYeT Tpebopanusm HJJ

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / /

IToarorosieHo: Pravesh Rana

{

Checked by /

[Iposepeno: Rama Kant

//

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PyKOBOAUTEND
Amit Kumar I i~

=

Date /
Hara: 11.04.2025

Date /
Hara: 11.04.2025

\

Date /
Hara: 11.04.2025

Registered Office: 8-2-337, Road No. 3, Banjarz Hills, Hvderabad

- 500034, Taiargana, ndia

Tel: 491 40 4900 2900, Fax: +91 40 4200 2999, Email: mail@drreddys.comn
CIN: L85195AP1984PLCHG4507
WwwLarredays.com
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Dr. Reddy’s Laboratories Ltd
Formulation Unit-6

Vil KKhai, Melagarh Boad, Bacdi,
Disit. Solan, [4.P.. 173 205, inlLia
ol +91 98166 S6001-02

WAWLAITedays.com

Product : Nise Plus, gel 100 g
[ IIpoxykT: Haha® Ilitoc, resb As HapyKHOT

o npuMmeHeHus 100 r

Market / PoiHok

: Russia / Poccus

Batch No. / . V250220 Batch Quantity / . 9901.000 units /
Cepus Ne ) Pazmep cepuu © 9901.000 exunuy

Analytical Report No. /

Date of Analysis /

auuensug Ne

. : 040002874657 : 11.04.2025
AHanuTHYecKHid oTyeT No JlaTta anaau3a
Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027
JaTa npoH3BOACTBA T'ogeH no
Mfg. License No./
IIpousBoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)

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

Analysis performed according ND No / Auanu3s nposexen mo H/1 Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Page 20f 11/ Crp.2 m3 11

pacTBopa.

- Methyl salicylate /
Memuncanuyunam

Complies as prescribed /
CooteeTcTBYeT TpebOOBaHUAM

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
XpoMaTorpamMe HCIBITYEMOTO
pacrBopa, MOJIy4E€HHOTO npu
npoBeIeHHH HCTIBITAHUS
«KonudecTpeHHOE orpeneseHHe.
HuMecynua W METHICATMUMIATY,
TOJDKEH 0GHapyKHBAThCS THK,
COOTBETCTBYFOII Ui no BpeMEHH
yIOEepKUBaHUs TMHKY MeTHJcaJuuuiIaTa
Ha XpoMarorpamMMme  CTaHJApTHOTO
pacTBopa.

Menthol / Meumaon

Remarks : The Product confirms to ND/

IIpumeuanne: [Ipoaykt cooTBeTCTBYET TpeboBanusam HJI

Complies as presciibed /
CooTBeTcTBYET TpeOOBAaHUAM

A peak with the retention timc
corresponding to that of menthol in the
standard solution chromatogram shall be

present in the test  solution
chromatogram obtained during
"Menthol  Assay" test. / Ha

Conclusion : APPROVED /
Zakmoyenune: OJJOBPEHO

Jara: 11.04.2025

Jara: 11.04.2025

Prepared by / Checked by / Approved by: Manager/Executive /
IToarotosneHo: Pravesh Rana IIpoeepeno: Rama Kant Onobpeno: Menemxep / \PyKOBOILI/ITeJIL
Lr Amit Kumar /\ /;
(/ T i
Date / Date / \ Date /

Hara: 11.04.2025

Registered Ofiice: 8-2-

337, Road No. 3, Banjara Hills, Hvderabad -

500634, Taiangana, India

Tol: 491 40 4900 2900, Fax: +91 40 4200 2999, Email: maii@drieddys.com

CIN: L85195APLS84PLLCODAS07
www.drradays.com




Dr.Reddy’s Q¢

CERTIFICATE OF ANALYSIS

Vil Khel, M

CEPTUO®UKAT AHAJIM3A

Dr. Reddy's Laboratories Lid
Formulation Unit-6

Diste. Soiais, i

Tal - O G

VARV GITEGOY5.CoM

Product : Nise Plus, gel 100 g

Ipoayxr: Haiiz® Ilntoc, rens s HapyskHOro npuMenenus 100 r

Market / PoiHok : Russia / Poccus

Batch No. / . V250220 Batch Quantity / . 9901.000 units /

Cepus Ne ) Pazmep cepun * 9901.000 enuHuULL
Analytical Repovrt No./ - 040002874657 Date of Analysis / . 11.04.2025
AHanuTHYECKHH oTueT Ne JlaTa aHain3a

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

Jarta npousBoacTsa I'ogeH oo

Mfg. License No./

IlpousBoacrBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JHUeH3us No

Analysis performed according ND No / Ananus nposeaes mo HJ/1 Ne: JITT-Ne(003312)-(PT-RU) dt. 02.10.2023 /
JIN-Ne(003312)-(PI'-RU) ot 02.

10.2023

Page3of 11/ Crp.3 m3 11

XpoMmaTrorpamme HCIIBITYEMOTO
pacrBopa, MOTyYEHHOTO npH
MPOBENECHNH ACTIBITAHUS
«KosnuecTBeHHOE onpeneNeHue.
MeHTONn», AOMKEH OOHApy>XKHBAaThCA

MUK, COOTBeTCTBy}OHlHﬁ no BpPEMEHH

YOEpKMBAaHUA MHKY MEHTOJAa Ha
XpomarorpamMme CTaHJapTHOTO
pacTBopa.

- Capsaicin / Kancauyun Complies as prescribed / A peak with the retention time

CootBercTByeT TpebOBaHHAM

corresponding to that of capsaicin in the
standard solution chromatogram shall be

present in the test  solution
chromatogram obtained during
"Capsaicin and Sodium Benzoate

Assay" test. / Ha xpomarorpamme
HCTILITYEMOTO PacTBOpa, MOJYUYEHHOTro
npu NpoBeIEHUH HCIIBITAHHUA
«KonnuecrBeHHOE orpeneneHHe.
Kancauimn U Hatpus GeHzoar»,
JOJIKEH 0OHapYKHUBATECS MUK,
COOTBETCTBYIOLINH no BpeMEHU
yOCpXKHMBaHUS NHKY KancauliHa Ha
XpoMaTorpamMme CTaHOAPTHOro

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipoaykt cooTBeTcTBYeT TpeboBanusM HJL

Conclusion : APPROVED /
3akaoyenune: OJJOBPEHO

Prepared by /
IToarorosneHo: Pravesh Rana

Checked by /
ITpoBepeno: Rama Kant

1

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoguTeins

Date /
Hara: 11.04.2025

Date / '
Hara: 11.04.2025

Amit Kumar -
/\/ —

Date /
Hara: 11.04.2025

Registered Office: $-2-337, Road No. 3, Banjare Hills, Hyderabad - 500634, Taiangaiz, Indin

Tel: +91 40 4900 2900, Fax: +91 40 4200 2999, Email

CIN: L85195AP1E34PLCU04507
winw Arreduys.com

niali@drreddys.com



Dr.Reddy’s €

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

LG

Dr. Reddy's Lanoratories
Formulation Unit-o

Distt. Solan, H.B, 173 205, iN
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Product : Nise Plus, gel 100 g

Hpoayxr: Haiiz® Intoc, resb ans HapyxHoro npumenenns 100 r

Market / Poinok : Russia / Poccus

Batch No. / . V250220 Batch Quantity / _9901.000 units /

Cepus Ne ’ Pa3zmep cepun © 9901.000 egunHMLL
Analytical Repovrt No./ . 040002874657 Date of Analysis / . 11.04.2025
AHaauTHYecKMii oTueT No JlaTa aHasin3a

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

JlaTa nmpou3BoACTBA T'open g0

Mfg. License No. /

Iponssoacreennasn : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
JuneH3us Ne

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

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

Paged4of 11/ Crp. 4 n3 11

pactsopa.

2b

By HPLC (PDA) / B27KX ¢ 0u00H0-MampuiHbIM 0emeKmopom

- Nimesulide / Humecynuo

Complies as prescribed /
CootBercTeyeTr 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
MOTJIOWEHH TMHKA HUMECYlIuaa Ha
XpomaTorpamMmme HCTIBITYEMOTO
pacTBopa, TI0JTy 4E€HHOT0 npu
MpOBEACHHU MCIIBITAHUS
«KonnuecTBeHHOE onpeneneHue.
Humecynua M METHICATMUMIATY),
JO/DKEH  COOTBETCTBOBAaTH  CIEKTPY
MOIJIOINEHUs MHKAa HUMECYIHIa Ha
XpoMaTorpamme CTaHIApTHOTO
pacteopa.

- Methyl salicylate (
Memuncamuyunam

Camplies as preseribed /
CooTBeTcTBYET TpeOOBaHUAM

The ahsomption 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

Remarks : The Product confirms to ND/

IIpumeuanue: [TpoaykTt coorBeTcTBYeT TpeboBanuam HII

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
IToarorosneno: Pravesh Rana

Checked by /
ITpoBepeno: Rama Kant

Approved by: Manager/Executive /
Onobpeno: Merenep /
Amit Kumar

LPyxoxso)lmenb

Date/
Hara: 11.04.2025

At
Date / k.

Hata: 11.04.2025

Date /
Hara: 11.04.2025

Registered Office: 8-2-337, Road No. 3, Banjare Hills, Hyderabad - 5000634, Teiangana, India
Tel: 91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1L84PLCHD4507
WAL Tedy5.CoMm
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Dr.Reddy’s ".

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIHM3A

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

Vill. Khol, Nalagarh Rord, Bacai,
Distt. Solan, H.P., 173 205, INDIA
Tel 1 +91 52150 5600102

Wy drredays.com

Product : Nise Plus, gel 100 g R

|Hpoaykr: Haiis® ITmoc, renb ans HapyxHoro npumerctusa 100r

Market / PeiHok : Russia / Poccus

Batch No. / . V250220 Batch Quantity / . 9901.000 units /

Cepusn Ne ) Pasmep cepun © 9901.000 enunuy

Analytical Repovrt No./ . 040002874657 Date of Analysis / . 11.04.2025

AHajquTHYeCcKHii oTueT No Jata ananusa

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

JlaTa npou3BoACTBa T'oxen no -
Mfg,. License No./

IIpousBoacTBenHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)~(PI'-RU)
JauueHsus No

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

Analysis performed according ND No / Auanin3 nposexes mo HJL Ne: JIII-Ne(003312)-(PT-RU) dt. 02.10.2023 /

Page Sof 11/ Crp. 5u3 11

solution chromatogram. / Cnektp
MOrAOMIEH s THKA METHJICAIMIMIIATA Ha
XpoMaTorpaMmme HCHBITYEMOTO
pacTBopa, TOJIy4EeHHOr0 npu
NPOBEAEHHH UCTIBITAHHA
«KonniecTBeHHOE oTpeIieNeHHE.
HuMmecyaMa W METHIICAIHLMIATY),
IOMKEH  COOTBETCTBOBAaTh  CIIEKTpY
MOIJIOLIEHHS (THKa METUNCATMIMNIATa Ha
XpomaTorpamMmMe CTaHIapTHOTO
pacTBopa.

- Capsaicin / Kancauyun

Complies as prescribed /
CoorteeTcTByeT TpeOOBAHHAM

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. / CrekTp
MOTJIOMIEHHs TMKa KancaWiMHa Ha
XpomaTtorpamMmme UCMBITYEMOTO
paoTnopa, MY QIIIOTO npu
NpOBEJEHUH HCTIBITAHHUA
«KonuuectreHHOE ornpezeseHHe.
KamcaunvH w  Hatpus  OeH30aT»),
JOJDKEH  COOTBETCTBOBATH  CIIEKTPY

Remarks : The Product confirms to ND/
Ilpumeuanue: [Ipogyxt coorBeTcTByeT TpeboBanuam HJI

Conclusion : APPROVED /
3akarouenue: OJOBPEHO

JlaTa: 11.04.2025

Hata: 11.04.2025

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

IToarorosneno: Pravesh Rana [Tposepeno: Rama Kantr Onobpeno: Menemxep / PykoBoauTenb
3 L Amit Kumar L

Date / Date / \ Date / v

Jata: 11.04.2025

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

CIN: L85195AP1984PLCU04507
www.drredays.com




Dr.Reddy’s Q;‘

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

Dr. Reddy’s Laboratories Lid,
Formulation Unit-6

Vill. Khol, ialazarh foad, Baddii,
Disit. Solan, H.F., 173 205, INDIA

= L

WAL drreddys.com

Product : Nise Plus, gel 100 g

poaykr: Haiiz® [Tmoc, rens ans HapyHOro npumerenus 100 r

Market / PoiHoK : Russia / Poccus

Batch No. / . Batch Quantity / . 9901.000 units / .

Cepus Ne . Pasmep cepuu © 9901.000 egrHNnL
Analytical Repourt No./ . 040002874657 Date of Analysis / . 11.04.2025
AHaJHuTHYECKH oTYeT Ne JlaTta anaausa

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

JarTa npou3BoJcTBa T'oaen o

Mfg. License No. /

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

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

Analysis performed according ND No / Anann3s nposexen no HJL Ne: JITI-Ne(003312)-(PT-RU) dt. 02.10.2023 /

Page 6 of 11/ Ctp. 6 m3 11

MOTJIOLIEHUA TIHKa KalCaMlihHa Ha
Xpomarorpamme CTaHAapTHOI'O
pacTBOpa.

2¢ | By TLC/TCX

- Menthol / Meumon

Complies as prescribed /
CooTBeTcTBYeT TpeOOBaHUAM

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 MATHO Ha
XpOMaTorpaMme HCITBITYEMOTO
pacTBOopa MO [MOJIOXKEHHIO  JOJDKHO
COOTBETCTBOBATH OCHOBHOMY MATHY Ha
XpOMaTorpamMmme pacteopa
CTaHAapTHOTrO ofpaslia MEHTOA.

3 | Net weight / Macca 100g/100r According to requirement / B
€OAEpKUMOro YNIAKOBKH COOTBETCTBHHU C TPeOOBaHUAMH
4 | pH/pH 49749 4.6 to 6.0 (for 1.0 % aqueous solution) /

01 4,0 10 6,0 (mna 1,0 % Boanoro
pacLBOpd)

5 | Viscosity / BaskoeTb

233280 cP /233280 clI

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

Remarks : The Product confirms to ND/

IIpumeyanne: [Tpogykr cooTBeTCTBYET TpeboBanuam HJT

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by /
IMoarorosneno: Pravesh Rana

Checked by /
ITpoBepeno: Rama Kant

Approved by: Manager/Executive /
Onobpeno: MeHemxep / PykoBoguTensb
Amit Kumar

S
A\l

Date /
Jata: 11.04.2025

g
Date /

Hara: 11.04.2025

Date /
JlaTa: 11.04.2025

Registered Office: 8-2-

337, Road No. 3, Banjara Hills, Hvderabad

- 500034, Teiangana, India

Tel: 491 40 4900 2900, Fax; +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85 195 APIYEAPLCHNA507
www.diredays.com




Dr.Reddy’s Q::‘

CERTIFICATE OF ANALYSIS

Dr. Reddv's Laboratories Lid.
Formulation Unit-5
Vill. Khol, Malagarh Road, Baddi,

Distt. Solan, H.F., 173 205, iNDiA

(RS T4 D

WL Arreadys.com

CEPTUOHKAT AHAJIM3A

"Product : Nise Plus, gel 100 g

Hpoayxr: Haita® Ilmoc, ress A4 Hapy»HOro npuMeneHus 100 r

Market / PoiHok : Russia / Poccust

Batch No. / . Batch Quantity / . 9901.000 units /

Cepust Ne Ayas0220 Pa3zmep cepuu ° 9901.000 equnnL
Analytical Repovrt No./ . 040002874657 Date of Analysis / . 11.04.2025
Ananuraueckuii oTyeT Ne JlaTa aHanu3a

Date of Manufacture / . 03/2025 Date of Expiry/ . 02/2027

JaTa npou3BoacTBa TI'onxen xo

Mfg. License No. /

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

JHTI-Ne(003312)-(PT'-RU) ot 02.10.2023

Analysis performed according ND No / Anaaus nposenen o H/l Ne: JIII-Ne(003312)-(PT'-RU) dt. 02.10.2023 /

Page 70f 11/ Crp. 7u3 11

6 | Particle size / Pazmep yacTHI

12 um / 12 MxM

Not more than 50 um / He 6onee 50
MKM

7 | Related Substances / PoacTeenHbie mpumMecH

npumeceit

KOJIMYECTBCHHOTO ONIPEACIICHNUA

Impurity C / ITpumecs C Not detected / He o6HapyskeHa Not more than 0.2 % / ue 6onee 0,2 %
Impurity D / Ilpumecs D Not detected / He o6HapyxeHa Not more than 0.2 % / ne 6onee 0,2 %
Highest Unknown Impurity / Below LOQ (LOQ = 0.0392 %) / Hwxe | Not more than 1.0 % / He Gonee 1,0 %
ExuHHYHAS npegena KOJMHYECTBEHHOTO  ONpeAeieHHs

HenaeHTHUIMPOBaHHAA (ITKO = 0.0392 %)

npuUMech

Total impurities / Cymma Below LOQ / Hike npenena | Not more than 1.5 % / ne 6onee 1,5 %

8 |Microbial contamination / Muxpofuoaoriueckas YHCTOTa

Total viable aerobic count /
Ob1uee KOJIKYECTBO
YKHU3HECTIOCOOHBIX a’pOOHBIX
MHMKPOOPTraHU3MOB

Total combined yeast and mold
count / O6uiee uucio
IOPOXOKEBBIX U IJIECHEBBIX
rpuboB

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

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

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

Not more than 10' CFU/g /
He Gonee 10! KOE/r

Remarks : The Product confirms to ND/

M pumeyanmue: [Iponykt coorBeTcTBYET TpeboBanusaM HJT

Conclusion : APPROVED /
3akmouenune: OJOBPEHO

Prepared by /
IToxrorosneno: Pravesh Rana

Checked by /
ITpoBepeno: Rama Kant

Approved by: Manager/Executive /
Onobpeno: MeHemxep / PykoBoauTens
Amit Kumar L

N

Date/
Harta: 11.04.2025

Qub
Date / \ a

Hara: 11.04.2025

Date / i
Jata: 11.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Taiangana, Incia
Tol: 91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drraddys.com

CIN: L85195AP1584PLCH04S507

wiw.diredays.com




Dr.Reddy’s ‘

L]

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laporatories Ltd.
Formuiation Unit-6

Vill. Khol, Melagzarh Road, Baddi,
Disit. Solan, 4.7, 173 205, MDA

N Nl W
3 SoUUa-UL

jol i +91 92

WWW.drreddys.com

CEPTHOUKAT AHAJIM3A

Product : Nise Plus,_g_el 100 g

Hpoayxr: Haiiz® ITnoc, rens ans HapyxHoro npumeHenus 100 r

Market / PoiHok : Russia / Poccus

Batch No. / . V250220 Batch Quantity / . 9901.000 units /

Cepusi Ne : Pasmep cepun * 9901.000 exrHHL

Analytical Repourt No./ . 040002874657 Date of Analysis / . 11.04.2025

AHaJuTHYeCKnid oTueT No JlaTa ananausa

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

Jara npou3BoacTsa TI'open xo B
Mfg. License No./

IIpousBoacTeeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
nuueH3us Ne

JITI-Ne(003312)-(PT-RU) ot 02

.10.2023

Analysis performed according ND No / Anaan3 nposeaen no HJ1 Ne: JIIT-Ne(003312)-(PT-RU) dt. 02.10.2023 /

Pseudomonas aeruginosa

Staphylococcus aureus

Absentin 1 g/ OrcytctByeTB 11
Absentin 1 g/ OrcytctByeTr B 11

Page 8 of 11/ Ctp. 8 m3 11
Absentin 1 g/ OtcyrctBHe B 1 T

Absentin 1 g/ OtcyrcTBHE B 1

9 | Assay/ KoandecTBeHHOe onpene/ienne

Nimesulide /Humecynuo

Methyl salicylate /
Memuncanuyunam

Menthol / Menmon

10.2 mg /10.2 mr
102.4 %

101.2 mg/101.2 mr
101.2 %

51.2mg/51.2 mr
1024 %

9.0 to 11.0 mg of Ci;3Hpi2N20OsS
(nimesulide) per 1 g of the product (90
to 110 % of label claim)/ Or 9,0 no 11,0
mr Ci;3HjpN2OsS (numecynun) B 1 r
npenapara (or 90 mo 110 % or
HOMHHAJILHOTO COJEPKAHH)

90.0 to 110.0 mg of CgHsO3 (methyl
salicylate) per 1 g of the product (90 to
110 % of label claim) / Ot 90,0 no
110,0 mr CgH3Os3 (MeTuaCaNUIMIaT) B
1 r mpenapara (ot 90 go 110 % ot
HOMMHAJILHOTO COZIepKaHHSA)

45.0 to 55.0 mg of CigH20 (menthol)
per 1 g of the product (90 to 110 % of
label claim) / Ot 45,0 no 55,0 mr
CioH20 (menrton) B 1 r mpenapara (or
90 o 110 % HOMHHAIBLHOTO
COJIepKaHM)

Remarks : The Product confirms to ND/
ITpumeuanne: [TponykT cooTBeTcTBYET TpebGoBanusam HJT

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroroeneHo: Pravesh Rana Iporepeno: Rama Kant Onobpeno: Menemxep / PykoBoautens
Amit Kumar N
— N~
Date / Date / \ Date / '
HaTa: 11.04.2025 Jara: 11.04.2025 Jata: 11.04.2025

Registered Office: 8-2-337, Road Ne. 3, Banjarz Hills, Hvderabad - 5000634, Telangana, indiz
Tel: +91 40 4900 2900, Fax: +31 40 4200 2999, Erail: maii@drreddys.com

CIN: L8E195AP1964PLCUNAS07
wiww.diredays.com




Dr.Reddy’s €%¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Dr. Reddy's Laporatories Ltd
Farmulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tei 51 098166 3500102

wiww.drreddys.com

Product : Nise Plus, gel 100 g

Tpoaykr: Haiis® Ilmoc, rens s HapyskHoro npumenerus 100

Market / Poinox : Russia / Poccus

Batch No. / . V250220 Batch Quantity / . 9901.000 units /

Cepusa No ) Pazmep cepuu © 9901.000 expHUL

Analytical Repovrt No./ . 040002874657 Date of Analysis / . 11.04.2025

AHanuTnyeckuii oTyeT Ne Jara ananausa

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

JaTa npoH3BOACTBA TI'ogen xo B

Mfg. License No. /

IIpousBoacTBeHHasn : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
JHueH3ns Ne —

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

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

Capsaicin / Kancauyun

Sodium benzoate / Hampus
benzoam

0.2484 mg / 0.2484 mr
99.4 %

1.00 mg/ 1.00 mr
99.7 %

Page 9 of 11/ Ctp. 9 m3 11
Not less than 0.225 mg of C;sH>7NO3
(capsaicin) per 1 g of the product (not
less than 90 % of label claim) / He
Mmenee 0,225 mr CigH27NO3
(xancauuun) B 1 r npenapara (He
MmeHee 90 % OT HOMHHAJILHOTO
colepxaHus)

Not less than 0.85 mg of C7HsNaO»
(sodium benzoate) per 1 g of the product
(not less than 85 % of the label claim) /
He menee 0,85 mr C;HsNaO- (Hatpus
6ensoar) B 1 r npenapata (He MeHee 85
% OT HOMHHAJILHOTO COAEPKAHHS)

Buthylhydroxytoluene /
Bymunzudporxcumoinyon

0.39 mg/0.39 mr
98.7 %

Not less than 0.34 mg of CisH>40
(buthylhydroxytoluene) per 1 g of the
product (Not less than 85 % of the label
claim) / He menee 0,34 mr CisH>40
(6ytunrugpokcutonyon) B 1 r
npenapara (He MeHee 85 % oT
HOMMHAJILHOTO COAEPMKAaHHs).

10 | Package / YnaxoBka

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: [Iponykt cooreTcTBYeT TpeboannsaM HJI

Conclusion : APPROVED /
Zakmouenne: OJJOBPEHO

Prepared by /
IToarorosneno: Pravesh Rana

)5

Checked by /
[Ipoeepeno: Rama Kant

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoautens
Amit Kumar N

Date/
Jara: 11.04.2025

JAL

i
Date / \
Jara: 11.04.2025

Date / i
Hara: 11.04.2025

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

CIN: L85195AP1984PLCO04507

www.diredays.com
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Dr.Reddy’s Q;

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill, KKhol, iMalazarh Road, Eaadi,

1od Sl b Bad
Disit. Soian, 4.8, 17
;e R =
UL oL oy

www.drredays.cam

CEPTHUOUKAT AHAJIU3A

Product : Nise Plus, gel 100 g

Npoayxr: Haiiz® Ilnroc, rens fns HapyKHOTO npuMeHeHus 100r

Market / Peinok

: Russia / Poccus

Batch No. / . V250220 Batch Quantity / . 9901.000 units /

Cepus Ne ) Pazmep cepun * 9901.000 eanHMLL
Analytical Repovrt No./ - 040002874657 Date of Analysis / . 11.04.2025
AHanuTH4eckuii oTyeT Ne JlaTa aHaJn3a

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

JaTa npou3BoacTBA I'oaen mo

Mfg. License No. /

Ilpon3soacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
JuueH3ns Ne

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

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

Page 10 of 11/ Crp. 10 n3 11

[To 100 r B Ty6y M3 NaMHHHPOBAHHOTO ANOMMHHS ¢ riedom u3 [1DBII, cHabxeHny1o
MeMBpaHoii IJIs KOHTPOJIS IEPBOrO BCKPBITHS, U MOJHIIPONUAEHOBOH Kpbikoii, Tlo 1
Tybe B MayKy KapTOHHYIO C IMCTKOM-BK/IAJIBIILIEM.

API name / Haumenopanne ADC: Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
Humecynua MeTtuncanuuuniar JleBoMeHTON Kancauius
INN / MEH: Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
Humecynun Meruncanuumnar JleBomMEHTON Kancanuuu
API manufacturer batch number / MS-1A-243030- LOT T 8086 MLC-2501008 F001-24002
Homep cepuu npouszsoaurensa ADC: M1
EEdManutacturer SENBIGNMumbery FERA00716 FESA00022 FESR00086 FESA00040
Homep cepun ADC npoussoantesn I'JId:
Manranam
dopmoza
Apare 3H1 Apopa JlaGoparopuc
Opranukc JITa, | Aneta JlaBopatopuc 7 omagmlzc et Pk {Zaﬁsgﬂb
API Manufactured by & country / Wnnus / JItn, Uuaus / Alta p ) B ’
. JItn, Uupus / Kuraii/ Formosa
IIpoussoautens A®C, crpana: Mangalam Laboratories Ltd., d .
. Arora Aromatics Laboratories
Drugs & India . A
. Pvt. Ltd., India Inc., Taiwan,
Organics Ltd., .
; China
India
Name, address, authorization No for FP
manufacturing site / Control site / Release Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt. Solan, H.P. 173205,
site / India (License No MNB/05/263) /

Remarks : The Product confirms to ND/

IIpumeuanne: [Ipoaykr coorBeTcTBYET Tpeboanusam HJL

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by /
IToaroroneno: Pravesh Rana

Checked by /

IIpoeepeno: Rama Kant

Amit Kumar

e

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykosoaurens
L

.'I\ 4 S

Date /
Jara: 11.04.2025

Date / \
Hata: 11.04.2025

Date / 1
Hata: 11.04.2025

Registered Office: $-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Teiangana, Inciia
Tol: 491 20 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.corm

CIN: LB5195AP

198APLCO0A507

wwwvarredeys.com



Qe Dr. Reddy's Laboratories Ltc.
! . -Qor ion Unit-6
Dr. Reddy s Q’ {—/icill.nlzﬁéit;\?aiagarh Road, Baadi,
Distt. Solan, H.P., 173 205, iNDIA
Tel : +91 98164 58G01-0G2
CERTIFICATE OF ANALYSIS Wwww.drreddys.com
CEPTU®HUKAT AHAJIU3A

Product : Nise Plus, gel 100 g

Mpoayxr: Haiia® ITmtoc, rens mis HapyxHoro npumeHeHus 100 r -
Market / Poinok : Russia / Poccus

Batch No. / . V250220 Batch Quantity / . 9901.000 units /

Cepns Ne Pasmep cepun 9901.000 enuaML
Analytical Repovrt Neo./ . 040002874657 Date of Analysis / . 11.04.2025
AunanuTHyecKHi oTueT Ne Jarta anajau3za

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

Jata npou3BoacTBa T'ogen g0

Mfg. License No. /

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

Analysis performed according ND No / Ananus nposexen no HJ Ne: JITI-Ne(003312)-(PT-RU) dt. 02.10.2023 /
JITI-Ne(003312)-(PF-RU) ot 02.10.2023

Page 11 of 11/ Crp. 11 m3 11

HaumenoBaHue, agpec H HOMep JHLEH3HH IMpoussoncTeeHHoe noppasaenenue-6, Bunn. Kxons, Hanarapx Poyn, banau,
NIOMIAAKH, 0CYLIEeCTB/AI0LLEH Juctpukr Conan, X.I1., 173205, Unaus (JInuensus Ne MNB/05/263)

MPOU3BOACTBO/KOHTPOJIb KA4eCTBA/BBIMYCK
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».

3akioueHHe 0 coOTBeTcTBHH: «HacTosumM s TOATBEPXKOAl0, YTO NpHBEJEHHAs BhIIE MHpOpMALMs SBIAETCS
JOCTOBEPHOH U TOYHOM. DTa cepys POAYKIMH IPOH3BeieHa (BKIOYas yIaKkoBKYy (MapKMpPOBKY) H KOHTPOJIb Ka4ecTsa)
Ha BBIIIEYKA3aHHOM IMPOM3BOACTBEHHOM IUIOLIaKe (IUIOLAKaX) B MOJHOM COOTBETCTBUH C TpebGoBaHMsMH IIpaBui
HajIexallel IpoM3BOACTBEHHOM pakTikyk EBpasuiickoro sxoHoMHuueckoro coroza (Ne GMP/EAEU/RU/00554-2022 ot
02 centsaOpst 2022) u TpeOOBaHUSAMH KOHTPOJA KAa4yeCTBA JIEKAPCTBEHHBIX CPEICTB, & TalOKe B COOTBETCTBHH CO
crnenudyKauusIMHi, COAEPKAIIUMUCS B PErHCTPALMOHHOM JOChE CTPaHbl-UMIOPTEpa. 3alkCH MO MNPOU3BOACTBY,
ylaKoBke M aHalM3y TPOBEPEHBl, M YCTAHOBIEHO MX COOTBETCTBHE TpebGoBaHMaM [lpaBui HajIexalleH
HpPOH3BOJCTBEHHOM MpakTUKH EBpasHiCcKOro S5KOHOMHUYECKOTO CO03a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanne: [IponykT cootsercTByeT TpeboBanusam HJI 3akmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarororneno: Pravesh Rana / [Iposepeno: Rama Kant Onobpeno: Menemep / P{KOBOI{HTCJ’[L

U;‘-/r Amit Kumar I,-\__ o’

¥

Date / Date / Date /
Hara: 11.04.2025 Iara: 11.04.2025 Hara: 11.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



