Dr.Reddy’s €¢

Dr. Reddy's Laboratories 1td.
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND!A
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Nise Plus, gel 100 g

| HMpoayxT: Haiiz® ITnroc, rens ais Hapy»XHoro npumeHenus 100 r

Market / Poitok : Russia / Poccus

Batch No./ . V240824 Batch Quantity / . 9797.000 units /

Cepun Ne ’ Pa3zmep cepuu " 9797.000 envHuL
Analytical Repovrt No./ . 040002738235 Date of Analysis / . 11.12.2024
AHaJnTHYecKHii oTueT Ne JlaTa aHa/mH3a

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026

JlaTa npon3BoacTBa TI'open go

Mfg. License No. /

IIponsBoacTBeHHAR : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI-RU)
JuueH3sua Ne

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

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

Page 10of11/Crp.1n3 11

Ne Test / Iloxa3aTean

Result / Pe3yabsTaTsl

Specification / Hopma

1 | Appearance/ Onucanue

White gel of homogeneous consistency with a
fenoro 1Bera
XapaKTEPHBIM

characteristic odor. / Tems
ONHOPOIHON KOHCHCTEHIHH C
3a1axoMm.

White to off-white gel of homogeneous
consistency with a characteristic odor. /
I'enp Genoro wnu noutu 6enoro usera
OHOPOIHO KOHCUCTEHLIMH c
XapaKTePHBIM 3aITaXOM.

2 | Identification/ MnenTudnkauus

2a | By HPLC/ B3XX

- Nimesulide | Humecynud

Complies as prescribed /
CootBetcTByeT TpeOOBaHMSIM

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
UCIIBITYEMOrO PacTBOpPa, IOJYYEHHOTO
npu MPOBEICHUH UCIIBITAHUA
«KonnuectBeHHOE onpeneneHue.
Humecynun v MeTWICaIHLMIATY,
IOJDKEH oGHapyXHBaThCs MUK,
COOTBETCTBYIOIIHUI o BpeMeHU
ylIepuBaHus [MHKY HUMeCYJHAa Ha
XpOMaTOrpaMmme CTaHIApTHOTO

Remarks : The Product confirms to ND/

IIpumeuanne: [Ipoaykt cooTBeTcTBYeT TpeboBanusm HJ{

Conclusion : APPROVED /
3akmouyenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarororneno: Santosh Kumar IporepeHo: Rajeev Gandhi Onobpeno: Menemxkep / PykoBogutens
Maurya (/R \ Amit Kumar s
Date/ Date / Date / 1

Hara: 11.12.2024 Hara: 11.12.2024 Hara: 11.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, tndia
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mai!@drreddys.com

CiN: L85195AP1984PLC004507
www.direddys.com




Dr.Reddy’s
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Dr. Reddy's Laboratories {td.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTHUOHUKAT AHAJIM3A

Product : Nise Plus, gel 100 g
HpoaykT: Haia® ITnroc, rens a1s HapyxHoro npumenenms 100 r

Market / Peinok : Russia / Poccus

Batch No. / . V240824 Batch Quantity / . 9797.000 units /

Cepust Ne i Pazmep cepuu © 9797.000 equHuL,
Analytical Repovrt No./ . 040002738235 Date of Analysis / . 11.12.2024
AHanurnyecknii oTyeT No Jarta anannza

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026

JaTa npoussoacTea Togen po

Mfg. License No. /

IIponseoacTBeHHan : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT'-RU)
Junenzus No

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

ot 02.10.2023

Analysis performed according ND No / Anann3 nposeaen mo HJ1 Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Page2of11/Crp.2 n3 11

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 shall be present in the
test solution chromatogram obtained
during "Nimesulide and Methyl
salicylate  Assay" test. / Ha

XpomaTorpamme HCIBITYEMOTO
pacTBopa, MOJIYYEHHOTO rnpu
MpOBEIEHUH HCIBITAHUS
«KonnuectBeHHOE omnpeJieNieHHeE.
Humecynua wu  Metuncanuuunary,
NOJDKEH obHapy>xuBaThCA MUK,
COOTBETCTBYIOLIHI no BpeMeHU

yIAEPXKUBaHHS THKY METHJICaJIULMIaTa
Ha  XpoMaTorpaMMe  CTaHHApTHOTrO
pactsopa.

Menthol / Menmon

| Remarks : The Product confirms to ND/
ITpumeuanue: [Tponykt cooTBeTCTBYET TpeboBanusM HJ

Complies as prescribed /
CooTBeTcTBYET TpeGOBaHUAM

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

Conclusion : APPROVED /
3akmwuenune: OJJOBPEHO

Hata: 11.12.2024

Hara: 11.12.2024

Prepared by / Checked by / Approved by: Manager/Executive /
ITogrororneno: Santosh Kumar ITposepeno: Rajeev Gandhi Onobpeno: Menemxep / PykoBogurens
Maurya % Amit Kumar ;\ L

me ;.r -
Date / Date / Date / i

Jata: 11.12.2024

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

CIN: L85195AP1584PLC0O04507
www.direddys.com




Dr.Reddy’s 1’:"

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

Dr. Reddy’s Laboratories [td.
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND!A
Tel : 491 98166 56001-02
www.drreddys.com

Product : Nise Plus, gel 100 g

MNpoayxT: Haiiz® Intoc, refb [UIA Hapy»KHOTO MpuMeHeHns 100

Market / Puinok : Russia/ Poccust

Batch No. / . V240824 Batch Quantity / . 9797.000 units /

Cepust Ne i Pa3mep cepun © 9797.000 enunuL
Analytical Repo“rt No./ . 040002738235 Date of Analysis / . 11.12.2024
AHajguTHYeckuii oTyer Ne JiaTa ananusa

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026

JlaTa npon3BOACTBA T'ogen a0

Mfg. License No. /

IlpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
AnueH3us Ne

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

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

Page30f11/Ctp.3 u311

CooTBETCTBYET TPeOOBaHUAM

XpoMaTorpamme HCIBITYEMOTO
pacTBopa, TOJTyYEHHOTO npu
NpOBeNeHNH HCTIBITaHHUSA
«KomnuuecTBeHHOE omnpenesneHue.
Menron», pokeH OOHapY>KHBaThHCA
IHK, COOTBETCTBYIOLUMH IO BpEeMEHH
yAep)KUBaHUsl MWKy MEHTOJIa Ha
XpoMaTorpamme CTaHAAPTHOTO
pacTeopa.

- Capsaicin / Kancauyun Complies as prescribed / 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 xpomarorpamme
HETTRITYEMATA PACTRAPA, TINTYHEHANTO
npH MPOBENEHUH HCTBITAHUS
«KonuuecrBeHHOE onpeneseHue.
Kancauuun u  Hatpus  OeHzoaT»,
JIOTDKEH 0GHapyKHUBaThCS UK,
COOTBETCTBYIOLI M o BpeMeHH
yIOep)KHBaHUsS NHUKY KarlcalllMHa Ha
XpoMarorpamme CTaHIAPTHOTO

Remarks : The Product confirms to ND/

Ipumeuanue: [IpogykT cooTBeTCTBYET TpeboBaHusM H/I

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Harta: 11.12.2024

Jarta: 11.12.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IlonroroBneHo: Santosh Kumar IMposepeno: Rajeev Gandhi Onobpeno: Meremxep / PykoBogurens
Maurya (A Amit Kumar o

},//_F__ <N
Date / Date / - Date / !

Jara: 11.12.2024

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

CIN: L85195AP1584PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIU3A

Dr. Reddy's Laboratories |td.
Formulation Unit-6

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

[Product : Nise Plus, gel 100 g

IlpoaykT: Haiis® Ilmoc, renp ana HapyskHoro npumedenns 100 r

Market / PoiHok : Russia / Poccus

Batch No./ . V240824 Batch Quantity / . 9797.000 units /

Cepusn Ne ) Pa3zmep cepun © 9797.000 enuHuL
Analytical Repovrt No./ . 040002738235 Date of Analysis / . 11.12.2024
AnajiuTHyeckuii oTuer Ne JlaTa ananusa

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026

JaTta npon3BoacTBa Togen g0

Mfg. License No. /

IIpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
JuueH3us Ne

JHI-Ne(003312)-(PI"-RU) ot 02.10.2023

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

Paged4of11/Crp. 4 m3 11

pacTBopa.

2b

By HPLC (PDA) / B3)XKX ¢ 0uo0HOo-MampuuHbiM 0emeKmopom

- Nimesulide / Humecynud

Complies as prescribed /
CooTBeTcTBYET TpeGOBaHHUAM

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. / Coektp
MOTNIOLeHHss THKa HHUMeCyJlMja Ha
XpOMaTorpamMmme HCTIBITYEMOTQ
pacTBopa, TMOJTy4EHHOTO pu
NpOBENEHNH HCTIBITAHUS
«KonuuecrBeHHOE olpeaeneHue.
Humecynua ©  METHICAHLINATY),
JOJDKEH  COOTBETCTBOBATB  CIHEKTPY
NOCJIOLEHHsT THKA HUMECYJIHAa Ha
XpoMaTtorpamme CTaHAAPTHOTO
pactBopa.

- Methyl salicylate /
Memuncanuyunam

Complies as prescribed /
CootBetcTBYET TpeOOBaHUAM

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

Remarks : The Product confirms to ND/

IIpumeuanne: [Ipoaykt coorBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Prepared by /
INoaroroeneno: Santosh Kumar, 4
Maurya EZ'\
—

Checked by /

IIposepeno: Rajeev Gandhi

Approved by: Manager/Executive /
OpnobpeHo: Menemxep / PykoBoauTenb

Amit Kumar -
i e

Date /
Jara: 11.12.2024

d’),/
Date / aig

Hara: 11.12.2024

Date / i
Hata: 11.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Tefangana, India
Tel: +91 40 4900 2500, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1584PLCO04507
www.direddys.com




Dr.Reddy’s Q':°

Dr. Reddy's Laboratories |td.
Formulaticn Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

[Product : Nise Plus, gel 100 g

| [poayxr: Haii3® Tlmoc, rene ana wapysxuxoro npumenenna 100 0

Market / Poinok : Russia / Poccus

Batch No./ . V240824 Batch Quantity / . 9797.000 units /

Cepusn Nt ) Pa3smep cepuu © 9797.000 enyHuL
Analytical Repovrt No./ . 040002738235 Date of Analysis / . 11.12.2024
AHajiuTdvyecknii oryeT Ne Jlara aHaanza

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026

JlaTa npou3BoacTBa T'open go

Mfg. License No./

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

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

Analysis performed according ND No / Anaau3s nposeaen mo HJI Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Page 5of 11/ Crp. S u3 11

solution chromatogram. / Cnekrp
TIOTJIOLLEHHS KA METHIICAJIMLIMIIaTa Ha
XpomarorpaMmme HCOBITYEMOTO
pacrtsopa, DOJLy4eHHOTO pU
NpOBEAEHNH HCTIBITAHUS
«KonuyectBeHHOe ornpeaeneHue.
Humecynun ¥ METHICATHLMIATY),
JOJXKEH  COOTBETCTBOBATH  CNIEKTPY
TMOCJIOIIEHMS MTHKA METUIICATHLIMIIATA Ha
XpOMAaTorpamMme CTaHAQPTHOTO
pacTeopa.

- Capsaicin / Kancauyun

Complies as prescribed /
CootsercTRyeT TpebOBaHUAM

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
NOrJMOUWIEHHs MHKa KalcauLliHa Ha
XpOMaTorpamme HCIIEITYEMOTO
pacTBopa, MOJIyYEHHOTO npH
NpPOBEICHUH UCTIBITaHHUS
«KonuuecTpeHHOE onpeneneHue.
Kancanuun u  Hatpust  GeHzoat»),
JO/DKEH  COOTBETCTBOBATH  CIEKTPY

Remarks : The Product confirms to ND/
I pumeuanne: Ilpoaykr coorBeTcTByeT TpeboBanusM HJ|

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by /
IToarorosneno: Santosh Kumar
Maurya

Checked by /
INposepeno: Rajeev Gandhi

s

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

Amit Kumar e

Date/
Hara: 11.12.2024

~—r

Date /
Hata: 11.12.2024

Date / Y
Jata: 11.12.2024

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: mail@drreddys.com

CIM: L85195AP1384PLC004507
www.drreddys.com




Dr. Reddy's Laboratories |td.
‘.. Formulaticn Unit-6
? LY Vill. Khol, Nalagarh Road, Baddj
Dr. Reddy S e Distt. Solan, H.P, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Product : Nise Plus, gel 100 g
Ipoaycr: Haiiz® I[lnioc, ress s HapysxkHoro npuMerenus 100 r

Market / PeiHox : Russia / Poccust

Batch No./ . V240824 Batch Quantity / . 9797.000 units /

Cepusa N2 ' Pasmep cepun © 9797.000 enunuI
Analytical Repovrt No./ © 040002738235 Date of Analysis / . 11.12.2024
AdaauTrH4eckHii oTuer Ne JlaTa anann3za

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026

Jara npoussoacrsa Tomen xo

Mfg. License No. /

IlpousBoacTBeHHAsI : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
Junen3us Ne

Analysis performed according ND No / Auaan3 nposesen no H/I Ne: JITI-Ne(003312)-(PT'-RU) dt. 02.10.2023 /
JIII-Ne(003312)-(PI'-RU) ot 02.10.2023

Page 6 of 11/ Cp. 6 3 11

MOrJOIMEHH TWKa KalcaWllMHa Ha
XpOMaTorpaMmme CTaHZAPTHOTO
pacTBopa.

2c | By TLC/TCX -
- Menthol / Mermon Complies as prescribed / The position of the main spot in the test
CootBetcTByeT TpeOOBaHHAM solution chromatogram shall correspond
to that of the main spot in menthol
reference standard solution
chromatogram. / OCHOBHOe IISITHO Ha
XpoMmarorpamme HCIBITYEMOTO
pacTBOpa IO TOJIOKEHHUIO JO/HKHO
COOTBETCTBOBATE OCHOBHOMY IISITHY Ha
XpoMaTorpaMmme pacTeopa
CTaHJapTHOro obpasua MeHTOA.

3 | Net weight / Macca 101g/101r According to requirement / B
COAECPXKUMOI0 YHAKOBKH COOTBCTCTBHHU C TpeGOBaHPIS[MI/I

4 | pH/pH 53/53 4.6 to 6.0 (for 1.0 % aqueous solution) /
Ot 4,0 no 6,0 (ans 1,0 % BoxHOTO
pactBopa)

5 | Viscosity / BaskocTs 211200 ¢P /211200 cIl 150,000 ¢P to 350,000 cP at 25 °C/
Ot 150000 cIT no 350000 clI mpu 25
°C

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

IIpumeuanmne: [Ipoayxt cooTBeTcTBYET TpeboanusM HJT 3akmouenue: OJOBPEHO

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

IToarorosneno: Santosh Kumar [IposepeHo: l}ijecv Gandhi Onobperno: Menemxkep / PykoBogurens

Maurya :QL Amit Kumar e

Date/ Dato / = Date / v

Hara: 11.12.2024 JHarta: 11.12.2024 Hara: 11.12.2024

Registered Office: 8-2-337, Road No. 3, Banjera Hills, Hyderahad - 580034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PL.CO04507
www.drreddys.com



Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Dr. Reddy's Laboratories |td.
Formulation Unit-6

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

Product : Nise Plus, gel 100 g
Hpoaykr: Haiis® [Litoc, renb ans Hapysxk

Market / PriHok

HOro npumMeHenus 100 r

: Russia/ Poccus

Batch No./ . V240824 Batch Quantity / . 9797.000 units /

Cepusn N2 ) Pa3zmep cepun © 9797.000 equHuL
Analytical Repovrt No./ . 040002738235 Date of Analysis / . 11.12.2024
AHajanTHYeckuii oTueT Ne Hata anauansa

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026

JlaTa npou3BoacTsa T'ogen oo

Mfg. License No. /

IIpousBoacTeeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JHUeH3usA No

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

Analysis performed according ND No / Auanu3s nposeaen no H/ Ne: JITI-Ne(003312)-(PT'-RU) dt. 02.10.2023 /

Page 7 of 11/ Crp. 7m3 11

6 | Particle size / Pasmep uacTuu

12 pm / 12 mxm

Not more than 50 pm / He 6onee 50
MKM

7 | Related Substances / PogcTBeHHbIe IpUMecH

Impurity C/ IIpumecs C
Impurity D / IIpumecs D

Highest Unknown Impurity /
EnyHu4yHas
HenneHTU(UUMpPOBaHHASA
npuMech

Total impurities / Cymma
pUMeEcent

Not detected / He obHapyxeHa
Not detected / He obHapyskeHa

Below LOQ (LOQ = 0.0392 %) / Huxe

npencna  KOJMYECTBEHHOrO  ONPEACNEHHS
(IIKO = 0.0392 %)
Below LOQ / Huxe npenesna

KOJIMYECTBEHHOTO ONpeEACIeHUA

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

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

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

8 |Microbial contamination/ Mukpobuonoriuiyeckan YHCTOTA

Total viable aerobic count /
Obee KOJUYECTBO
JKM3HECITOCOOHBIX a3po6HBIX
MHKPOOPTraHU3MOB

Total combined yeast and mold
count / Obmee yucno
JPOMOKEBBIX U [UIECHEBBIX
rpubon

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 6onee 10! KOE/r

Remarks : The Product confirms to ND/

IIpumeuanue: IIpogyxt cooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Hara: 11.12.2024

Jata: 11.12.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IlogroroBneHo: Santosh Kumay IIposepeno: Rajeev Gandhi Onobpeno: Menemkep / PykoBogurens
Maurya ?3- I Amit Kumar L

- /\(P /
Date / Date / Date / v

Harta: 11.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com

CIN: 1L.85195AP1984PLCO04507

www.direddys.com




Dr.Reddy’s €%¢

Dr. Reddy's Laboratories [td.
Formulaticn Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Product : Nise Plus, gel 100 g

Mpoayxr: Haiis® [lmoc, rens ans napyskHoro npumenenus 100 r

Market / Poinok : Russia / Poccus

Batch No./ . V240824 Batch Quantity / . 9797.000 units /

Cepus Nt ' Pasmep cepuu * 9797.000 equHuLL
Analytical Repourt No./ . 040002738235 Date of Analysis / . 11.12.2024
AHaJHTHYecKHil oTueT No Jara ananusa

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026

JaTta npousBoacTBa Topen mo

Mfg. License No./

IlpouszBoacreenHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JHueH3ust Ne

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

Analysis performed according ND No / Ananns nposeaen no HJ Ne: JITT-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Pscudomonas aeruginosa

Staphylococcus aureus

Absentin 1 g/ OtcyTcTByeTB 1 T
Absent in 1 g/ OtcyrctByeTrB 1 T

Page 8§ of 11/ Ctp. 8 m3 11
Absent in 1 g/ OtcyrcTBue B 1 r

Absentin 1 g/ OrcyrcTBue B 1

9 | Assay / KoanyecTBenHoe onpenenenie

Nimesulide /Humecynuo

Methyl salicylate /
Memuncanuyunam

Menthol / Mexnmon

10.1 mg/10.1 mr
101.1 %

99.7 mg/ 99.7 mr
99.7 %

520 mg/52.0 Mmr
103.9 %

9.0 to 11.0 mg of Ci3H12N2OsS
(nimesulide) per 1 g of the product (90
to 110 % of label claim)/ O1 9,0 no 11,0
mr C;3HppN2OsS (Humecynua) B 1 1
npemapata (ot 90 mo 110 % or
HOMHHAJIBHOTO COICPXKAHHA)

90.0 to 110.0 mg of CzHsOs3 (methyl
salicylate) per 1 g of the product (90 to
110 % of label claim) / Ot 90,0 no
110,0 Mr CsHgO3 (MeTriICAaNMMLIMNIAT) B
1 r npenapara (ot 90 1o 110 % ot
HOMHHAJIBHOTO COJEP KaHHs)

45.0 to 55.0 mg of CigH20 (menthol)
per 1 g of the product (90 to 110 % of
label claim) / Ot 45,0 npo 55,0 mr
CoH200 (mMenTos) B 1 r npenapara (0T
90 Io 110 % HOMHHAJILHOTO
coaep aHus)

Remarks : The Product confirms to ND/

IIpumeuanne: [IpoaykT cooTBeTcTBYET TpeboBaHusam H/J

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by /
IMoarorosneno: Santosh Kumar _,

Maurya ‘»J}\, _

Checked by /
IIposepeno: Rajeev Gandhi

el

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykorogurens

Amit Kumar w
. ‘/\(//

Nate /
Hara: 11.12.2024

Nate / o
Jlata: 11.12.2024

Nate / !
Jarta: 11.12.2024

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

CIM: L85195AP1584PLCD04507
www.drreddys.com




Dr.Reddy’s "6.‘

Dr. Reddy's Laboratories |td.
Formulaticn Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Nise Plus, gel 100 g

poayxr: Haits® Ilmoc, reip Ans HapyxHOro npumeHenus 100 r

Market / Poisok : Russia/ Poccus

Batch No./ . V240824 Batch Quantity / . 9797.000 units /

Cepusa Ne ) Pazmep cepun © 9797.000 enuHuUL
Analytical Repo:’t No./ . 040002738235 Date of Analysis / . 11.12.2024
AHannTHYeCKHI oTyeT Ne JlaTa ananu3a

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026

Jarta npouspoacTea T'onen go

Mfg. License No./

IIponsBoacTBenHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JuueH3usd Ne

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

Analysis performed according ND No / Ananus nposeaen mo H/1 Ne: JITT-Ne(003312)-(PT-RU) dt. 02.10.2023 /

Capsaicin / Kancauyun

Sodium benzoate / Hampus
benzoam

0.2533 mg/0.2533 mMr
101.3 %

0.99 mg/ 0.99 mr
99.3 %

Page 9 of 11/ C1p. 9 m3 11
Not less than 0.225 mg of Ci1sH27NO;
(capsaicin) per 1 g of the product (not
less than 90 % of label claim) / He
menee 0,225 mr CisH27NO3
(xancauuuH) B 1 r npenapara (He
menee 90 % ot HOMHUHaNBEHOTO
conep>KaHus)

Not less than 0.85 mg of C;HsNaO»
(sodium benzoate) per 1 g of the product
(not less than 85 % of the label claim) /
He menee 0,85 mr C7HsNaO» (HaTpus
6eHzoar) B 1 r npenapatra (He MeHee 85
% OT HOMHHAJIBHOTO COAEPMAHUS)

Buthylhydroxytoluene /
Fymunzudpoxcumonyon

0.40 mg/ 0.40 mr
99.5 %

Not less than 0.34 mg of CsH>4O
(buthylhydroxytoluene) per 1 g of the
product (Not less than 85 % of the label
cldim) / He menee 0,34 mr' CisH240
(6yrunruapokcuronyon) B 1 r
npenapara (He meHee 85 % ot
HOMHHAJIBHOT'O COEpPIKaHH).

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 cooTBeTcTBYeT TpeboBaHUsM HJI

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[oarorosneno: Santosh Kumar IIposepeno: Rajeev Gandhi Onobpeno: Menemxkep / PykoBoautens
Maurya ' Amit Kumar R =

& W [
Date / Date/  — Date / v
Hara: 11.12.2024 Hata: 11.12.2024 Hara: 11.12.2024

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

CIM: L85195AP1584PLCO04507
www.drreddys.com




Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Dr. Reddy's Laboratories |td.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, IND!A
Tel : 491 98166 56001-02

www.drreddys.com

[Product : Nise Plus, gel 100 g

Ipoayxt: Haitz® Ilnioc, reap ais napyscsoro npumenesns 100 r

Market / PeiHok : Russia/ Poccus

Batch No./ . V240824 Batch Quantity / . 9797.000 units /

Cepusn Nt ’ Pasmep cepun " 9797.000 exunmnL
Analytical Repo:‘t No./ . 040002738235 Date of Analysis / . 11.12.2024
AnaguTHiecknii oTuer Ne JaTa aHajaun3za

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026

JlaTta npouszsoacrea I'ogen no

Mfg. License No. /

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

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

Analysis performed according ND No / Anaau3s nposenen no H/1 Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Page 10 of 11/ Ctp. 10 3 11

ITo 100 r B Ty6y M3 JaMUHHPOBAHHOIO aMOMUHUA ¢ redoM u3 [IOBII, cHabxkeHHyIO
MeMOpaHoit 1J11 KOHTPOJIA MEPBOTO BCKPHITHA, W MOJIUMPONHICHOBOH Kphillkoit. 1o 1
Ty6e B Mauky KapTOHHYIO C JIUCTKOM-BKIIaJBIIIEM.

API name / Haumenopanue ADC: Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
Humecynun Metuncanuuunar JleBOMeHTON Kancanunu
Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
INN/ MHH:
Humecynun MeTHIcaarIuIaT JlesomeHTONn Kancanupu
API manufacturer batch number / LOT T 7799,
Homep cepri npomssoauvens ADC: NMS-1E-243003 LOT T 7879 MLC-2407068 F001-24001
FP Manufacturer API Batch number / FERAQ0511,
Homep cepuu A®C npouspogutens IJID: FERAG08HS FERAQ0595 EERRC0986 EER00eSS
MaHranam
TN dopmoza
P AnpTa JlaGopatopuc
Oprasukc Jira, Jla6opatopuc JIT, Apopa Apomatike Wuk, Taiteans
API Manufactured by & country / Wunus / parop % | Ter. Jtn, Uanus / N ?
Hupus / Alta . Kuraii/ Formosa
Ilpoussoaurens A®C, crpana: Mangalam o Arora Aromatics s =
Laboratories Ltd., ) Laboratories
Drugs & . Pvt. Ltd., India .
) 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/

Ipumeuanmne: [Ipoaykt cooTBeTcTRYET TpeboBaHUsIM HJJ

Conclusion : APPROVED /
3axkmouenne: OJJOBPEHO

Hata: 11.12.2024

Jata: 11.12.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IToproroBneHo: Santosh Kumar IMposepeHo: Rajeev Gandhi Onobpeno: Menemkep / PykoBogurens
Maurya ﬁ' ‘ Amit Kumar s L

4-', A _/BK‘}-"' il
Date / Date / = Date / v

Hara: 11.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com

CIN: L85195AP1584PLCO04507
www.drreddys.com




Dr. Reddy's Laboratories |td.
Formulation Unit-6

@e
Dl'. Reddy’s ‘:. Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, IND!A

Tel : +91 98166 56001-02

www.drreddys.com
CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A
Product : Nise Plus, gel 100 g - -
Ipoaykr: Haitz® [moc, resb juis HapyxHOro npuMeHerus 100 r - - o gy
Market / PeiHok : Russia / Poccus
Batch No. / . V240824 Batch Quantity / . 9797.000 units /
Cepus Ne ) Pasmep cepuu © 9797.000 ennHUL
Analytical Repovrt No./ . 040002738235 Date of Analysis / . 11.12.2024
AHasuTHuecKHii oTyeT Ne Jara ananuza
Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026
JlaTa npoH3BOACTBA I'open o
Mfg. License No. /
IlponsBoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-N2(003312)-(PT-RU)
Jnuensust Ne
Analysis performed according ND No / Anaans nposege o HJ1 Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
JITT-Ne(003312)-(PT-RU) or 02.10.2023

Page 11 of 11/ Ctp. 11 n3 11

HaumeHoBaHHe, axpec M HOMep JHUEH3IHH [poussoacTeeHHoe noapasaenenue-6, Bumn. Kxons, Hanarapx Poyn, banau,
JIOLIA/IKH, OCYINeCTBIsIIoILeH Juctpuxr Conan, X.I1., 173205, Huaus (JTuuenzus Ne MNB/05/263)
NMPOHM3BOACTBO/KOHTPOJIL Ka4ecTBA/BbINYCK

Ii®

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».

3akni0ueHHe 0 cOOTBeTCTBHH: «HacTosiMM s MOATBEpXJato, YTO MpPUBEAEHHAs BbIIE HHPOPMALUS SIBISETCH
JOCTOBEpHOU U TOUHOH. DTa cepus MPOLYKIMHU MPpou3BeeHa (BKIOYas yakoBKY (MapKHUPOBKY) U KOHTPOJb KayecTBa)
Ha BhHILUEYKAa3aHHOU MPOW3BOJCTBEHHOHN IUomaake (MIOMIAJKax) B IOJIHOM COOTBETCTBUH ¢ TpeboBaHusMH IIpaBun
HaJUTIexalel Mpou3BoJCTBEHHON MpakTHku EBpasuiickoro sxoHomuveckoro corwsa (Ne GMP/EAEU/RU/00554-2022 ot
02 cenrsabps 2022) u TpeOOBaHUAMM KOHTPOJIS KauecTBa JICKAPCTBEHHBIX CPEICTB, a TaKKE B COOTBETCTBUU CO
crnennUKalUsiIME, COOEPKALIUMUCS B PErHCTPAllMOHHOM JOChE CTPAaHBI-UMIIOpTEpa. 3JalHucH MO MPOM3BOACTBY,
YNakoBKE M aHAJIW3y TMPOBEPEHBl, M YCTAHOBIEHO WX cooTBeTcTBHEe TpebosaHusM [IpaBun nagnexaleil
MIPOU3BOACTBEHHON NpakTHKKU EBpa3uiickoro 3kOHOMHYECKOTO COM03a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: IIpoaykT cooTBeTcTBYET TpeOoBaHMsAM HJ 3akmiouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toxmrorosneno: Santosh Kumar IlpoBepenro: aJee\» Gandhi Onobpeno: Menemkep / PykoBoaurens
Maurya @’ Amit Kumar /S(-— . =

Date / Date / Date /

Hata: 11.12.2024 Hata: 11.12.2024 Hata: 11.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




