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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Sofan, H.P., 173 205, INDIA
Tei 1 +91 98166 56001-02

v drreddve com

CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIM3A

Product : Nise Plus, gel 100 g

| HpoayxT: Haiis® Ilimoc, renb ass HapyxHoro npumenedust 100 ¢

Market / Poisiox

: Russia/ Poccus

Batch No. / . V240737 Batch Quantity / . 9901.000 units /

Cepus Ne ) Paszmep cepun © 9901.000 eguHUL
Analytical Repovrt No./ . 040002703502 Date of Analysis / . 30.10.2024
AHajguTHYeckHii oTueT Ne JaTta ananamn3a

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

Jata npouzBoacTea Togen xo

Mfg. License No./

IlpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JII1-Ne(003312)-(PT-RU)
JauueHsus Ne

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

Analysis performed according ND No / Auann3 npoeenen mo H/{ Ne: JITTI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Page10of11/Crp.1m3 11

CooteetcTBYET TpeOOBAHUAM

[Ne|  Test/Hokasarenn Result / PesyabTaTbi Specification / Hopma
1 | Appearance / Onucanune White gel of homogeneous consistency with a | White to off-white gel of homogeneous
characteristic odor. / Tens Genoro wugera | consistency with a characteristic odor. /
OZIHOPOZIHOM  KOHCHUCTCHUMH € NAPAKTCPHBIM | Tenp, Genoro WM MOYTH OEJIOro LBETa
SEENOM: OIHOPOAHO KOHCHCTEHLIMH c
XApaKTePHBIM 3aMaxoM.
2 | Identification/ UaenTnduxauus
2a | By HPLC / B2)XKX
- Nimesulide | Humecynuo Complies as prescribed / A peak with the retention time

corresponding to that of nimesulide in
the standard solution chromatogram
should be present in the test solution
chromatogram obtained during
"Nimesulide and Methyl salicylate
Assay" test. / Ha xpomarorpamme
HCIIBITYEMOI0 pacTBOpa, MOJTyYEHHOro
npH NpOBEICHHH UCTIBITAHHS
«KonunuecreeHHoe onpeeneHHe.
Humecynno M METHACANHUMAATY,
JIOJDKEeH 06GHapyXUBATHCS MUK,
COOTBETCTBYOLIH no BpeMeHU
yIepXKHBaHUA TIHKY HUMeCyJMaa Ha
XpoMmarorpamMmme CTaH/IapTHOTO
pacTBopa.

Remarks : The Product confirms to ND/

IIpnmeuanue: [IponykT cooTBeTcTBYET Tpeboanusam H]JT

Conclusion : APPROVED /
3axkmoyenue: OJIOGPEHO

[Tpoeepeno: Pawan Kumar

Jara: 30.10.2024

Prepared by / Checked by /
ITogrorosieno: Santosh Kumar,

Maurya %

Date / Date /

JHara: 30.10.2024

Approved by: Manager/Executive /
Opobpeno; Menemixep / PykosoauTens

Amit Kumar /\(J‘/L/,.,

Date / {
Jata: 30.10.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tol: +91 40 4900 7000, Fax: +91 40 1900 2999, Email: mail@drreddys.com

CIN: L35195AP1984PLLCO0AS07
www direddys.com




Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P, 173 205, INDIA
Tel:+91 98166 56001-02

v deradavus cam
LT GRS . E0)

Product : Nise Plus, gel 100 g

INpeayxr: Haiiz® Imoc, rens and mapy:iuoro npumenenns 100

Market / PbiHOK : Russia / Poccus

Batch No. / . V240737 Batch Quantity / . 9901.000 units /

Cepnsi Ne ) Pazmep cepuu © 9901.000 enunuy,
Analytical Repourt No./ . 040002703502 Date of Analysis / . 30.10.2024
Anaauntudecknii ordyer Ne Jara anannsa

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

Jata npousBoacTBa Togen g0

Mfg. License No. /

IIpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JHI-Ne(003312)-(PT'-RU)
JuneHsus Ne

Analysis performed according ND No / Ananus nposeaen no HJI Ne: JITI-Ne(003312)-(PT'-RU) dt. 02.10.2023 /
| JIIT-Ne(003312)-(PI'-RU) ot 02.10.2023

Page 2 of 11/ C1p. 2 n3 11

- Methyl salicylate /
Memuncanuguiam

Complies as prescribed /
CootBeTcTBYeT TPeOOBAHHAM

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

XpoMmarorpaMmme HCTIBITYEMOTO
pacTtBoOpa, MMOJIYYECHHOTI'O npH
NpoBEACHHUH HCIIBITAHUA
«KonuuecTBeHHOE onpeacneHue.
HI/[MCC)/J'[HI[ u MECTHJICATTULIHUIIAT,
JOJDKCH 06Hapy>|<nBaTch MUK,
COOTBeTCTBleH.lHﬁ o BpEMEHH

yIOEPXKUBAHUA MHKY METHICATHUMIATA
Ha  XpoMarorpaMMe  CTaHIapTHOTO
pactBopa.

Menthol / Menmon

Complies as prescribed /
CootrercTBYeT TpeOOBaHUAM

A peak with the retention time
corresponding to that of menthol in the
standard sulution chromatogram shall be
present in  the test solution

chromatogram obtained during
"Menthol  Assay" test. / Ha
XpoMaTtorpamme HCMBITYEMOTO
pacTBOpa, MOJYYCHHOTO npHu
L NpoBeeHNn HUCITBITAHHUA
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanne: TIponyxt coorBeTcTBYET TpeOoaHusM HJI 3akmouenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[onrororneHo: Santosh Kumar [Iposepeno: Pawan Kumar Onobpeno: Menemxep / PykoBogurtens
Maurya Amit Kumar - -
Date / Date / J Date / '
Hata: 30.10.2024 Jara: 30.10.2024 Harta: 30.10.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 91 30 4960 2900, Fax: +91 40 $900 2699, Email: mail@drreddys.com

CliN: L85 195AP1984PLCO0A507
www.drieddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 93166 56001-02

v drraddys .com

[Product : Nise Plus, gel 100 g
| Hpoaywkr: Haits® Ilmoc, rens ans sapyasoro npumenenns 100 r

Market / Poinok : Russia / Poccus

Batch No. / . V240737 Batch Quantity / . 9901.000 units /

Cepusn Ne ) Pa3zmep cepuu * 9901.000 exyHULL
Analytical Repourt No./ . 040002703502 Date of Analysis / . 30.10.2024
AnanutHyeckHii otyer Ne HdaTta aHaanza

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

JaTta npou3BoAcTBa T'oaen g0

Mfg. License No. /

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

Analysis performed according ND No / Anasnu3s nposeaen nmo HJI Ne: JIII-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
JITI-Ne(003312)-(PT-RU) ot 02.10.2023

Page3of 11/ Ctp.3 n3 11

«KoaunuyecTeeHHOE onpeneneHue.
MenTony», OOMKeH OOHApY>KUBAThHCA
MUK, COOTBETCTBYIOLIMHA MO BpEMEHM

YAEPKHBAHMST MWKy MEHTOJa Ha
XpomaTorpamMme CTaHI@pTHOTO
pacreopa.

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

CooteeTcTByeT TpeOOBaHHAM

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
HCOBITYEMOrO PacTBOpa, MOyYEHHOTO
npH NpOBENEHUH UCTIBITaHUS
«KonuuecteeHnoe onpejeneHue.
Kancavuun #  Hatpusi  OeHszoar»,
OJDKCH 0bHapyXHUBaTECA nHK,
COOTRBETCTBYHOLIHIK no BpEMEHU
yAEpIKUBAHMSL THKY KancavLiiHa Ha
XpoMaTarpaMMe CTAIIAPTHOTO
pacTBopa.

2b

By HPLC (PDA) / B32KX c ouooun

O-MAMPUYHbIM 0emel<mop0M

- Nimesulide / Hunecynuo

Complies as prescribed /
CooTBeTcTBYET TpeOOBaHHAM

The absorption spectrum of nimesulide
peak in the test solution chromatogram

Remarks : The Product confirms to
Ipumeuanne: [Iponykt cOOTBETCTB

ND/
yeT TpeboBanusm HJJ

Conclusion : APPROVED /
3akmouenune: OJOBPEHO

Prepared by /
IMoarorosieno: Santosh Kumar
Maurya -

Checked by /
ITpoBepeno: Pawan Kumar

B

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoguTenb
Amit Kumar =l

J,l'x("' :_’/

Date /
Hara: 30.10.2021

Date / '
Jata: 30.10.2021

Date / i
Hata: 30.10.2021

Registerod Of

N ]
fce: o

-237, Road Mo 3. Banjara Hills, Hyderabad - 500034, Telangana, India

Tal: 407 40 4900 2900, Fax: +91 40 4800 2999, Email: mail@drieddys.com

CIN: LB85195AP1934PLCO04507
vavw.drreddvs.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Dr. Reddy's Laboratories Ltd

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, INDtA
Tel : +91 98166 56001-02

\\\\\ e Areoddvs com
SV Grreacyz.cem

Product : Nise Plus, gel 100 g

IpoaykT: Haiiz® I[Tnioc, rens Anst Hapy»HOro rpumenenus 100 r

Market / Poinox : Russia / Poccust

Batch No. / . V240737 Batch Quantity / . 9901.000 units /

Cepust Ne ) Paszmep cepun " 9901.000 eanHm1L
Analytical Repourt No./ . 040002703502 Date of Analysis / . 30.10.2024
AHauTHYecKHid oTyeT No Jara anaanza

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

Jarta npon3BoacTra Topen o

Mfg. License No. /

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

[ JIN-Ne(003312)-(PT-RU) or 02.10.2023

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

Page 4 of 11/ Crp. 4 3 11

obtained during "Nimesulide and Methyl
Salicylate Assay" test shall comply with
that of nimesulide peak in the standard
solution chromatogram. / Cnektp
MOrJIOEeHHsT IIHKa HUMECYJIMJa Ha

XpoMarorpamme MCITBITYEMOTO
pacTBopa, MOJTy YEHHOrO npH
NpOBEICHUN HCITBITAHUS
«Konnuecrsennoe onpeJleeHue.

Humecynua wu  Merdncanvumnary),
JIOJDKEH  COOTBETCTBOBATH  CIEKTPY
MOMJIOIIEHUs THKa HHUMecyJluiaa Ha
Xpomarorpamme CTaHAApPTHOTO
pacTBopa.

- Methyl salicylate /
Menmuncamnmunam

Complies as prescribed /
CooteeTcTBYeT 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
solution chromatogram. / Cnektp
MOTJIOMIEHHs MHka METHUIICANTNIMIATa Ha

XpoMarorpamme UCTIBITYEMOTO
pactBopa, NOJIYYC€HHOTO npu
NpoOBEACHHUU HUCTIBITAHHUA
«KonnuecTBeHHOE ONnpeaAcCNCHNUE.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: Ilpoaykt coorBeTcTBYeT TpebopanusM HJJ 3akaoyenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarotosaeno: Santosh Kumar IIposepeno: Pawan Kumar Onobpeno: Menemxep / Pyxkoroautens
Maurya & Amit Kumar §
e /
Date / Date / ' Date / N
Jara: 30.10.2024 Hata: 30.10.2024 Hara: 30.10.2024
Rogisterad Office: 3-2-337, Road No. 3, Banjain Hills, Hyvderahad - 500034, Telangana, India

Tolr 91 40 4500 2900, Fax: +91 20 4900 2989, Email: mail@drreddys.cem

CIid: L3S ISSAPISSAPLECOI507
vww drreddys.com




Dr. Reddy's Laboratories Ltd

? ... Formuiation Unit-6
DI‘. Reddy S 3] Vill. Kho!l, Nalagarh Road, Baddi,
’ Distt. Solan, H.P., 173 205, INDIA

Tel: +91 93166 56001-02
vy drreddus com
CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

[Product : Nise Plus, gel 100 g
| Mpoaykr: Halis® [Tnioc, res ans HapycHOro npumenenus 100 r

Market / PoiHok : Russia / Poccus

Batch No. / . V240737 Batch Quantity / . 9901.000 units /

Cepust Ne ) Pazmep cepun * 9901.000 egyunny
Analytical Repovrt No./ . 040002703502 Date of Analysis / . 30.10.2024
AHannTHyecKkui oTueT Ne Jara ananusa

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

|laTa npon3soacTBa Topen g0

Mfg. License No. /

Hpoussoacresennas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JHueH3ns1 Ne

Analysis performed according ND No / Ananus nposeaed mo HJ{ Ne: JIII-Ne(003312)-(PI'-RU) d¢. 02.10.2023 /
JITI-Ne(003312)-(PI'-RU) ot 02.10.2023

Page 50of 11/ Crp.5 n3 11

Humecynun v METHUNCANULIMIATY),
JNOJ/DKEH  COOTBETCTBOBATb  CIIEKTPY
MOCJIOIEHUs MHKa MEeTHIICAIMUMNaTa Ha

XpoMaTorpamMme CTaHOAPTHOTO

pacTtsopa.
- Capsaicin / Kancauyun Complies as prescribed / The absorption spectrum of capsaicin
CooTBeTcTBYET TpeOOBAHUAM 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
MOrfOMEHHs TMHKa KalcaullMHa Ha

XpoMmaTorpamMme MCIBITYEMOTO
pacTBoOpa, NOJNYyYEHHOTO npH
NpoBeACHUH WCIIBITAHUS
«KonuyectBeHHOE onpenesneHue.

KancauupH ©  Hatpus  6eHzo0ar»),
JOJDKEH  COOTBETCTBOBAaTb  CIIEKTPY
NOrjomeHuss MuKa KancauluuHa Ha

XpoMmaTtorpaMme CTaHOapTHOrO
pacTeopa.
2 | W TLC /Y TCX
- Menthol / Menmon Complies as prescribed / The position of the main spot in the test
CooTBETCTBYET TpeOOBaHUAM solution chromatogram shall correspond
to that of the main spot in menthol
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [IpoaykT cooTBeTcTBYET TpebosaHusiM HJL 3axmouenune: OJOBPEHO
Prepared by / Checked by / ' Approved by: Manager/Executive /
[oxarororneno: Santosh Kumar IIpoepeno: Pawan Kumar Onobpeno: Menemkep / PykoBoguteins
Maurya @7 4 Amit Kumar L
Date / Date / ! Date / L
Hara: 30.10.2024 Hara: 30.10.2024 JaTa: 30.10.2024

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel #0140 4906 2800, Fax: <91 40 4900 29929, Email: maii@drieddys.com
CIiN: L35195AP1984FLCO01507
wavw 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 1 491 98166 56001-02

v drraddys com

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Nise Plus, gel 100 g
Ilpoaykr: Haits® Ilmoc, reas ans

Hapy»Horo npuMmenenus 100 r

Market / Poinox : Russia / Poccus

Batch No. / . V240737 Batch Quantity / . 9901.000 units /

Cepusa Ne i Pa3zmep cepun * 9901.000 egunn
Analytical Repourt No./ . 040002703502 Date of Analysis / . 30.10.2024
AHanuTHYeckHii oTueT No JlaTa aHaiuza

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

Jara npouszBoacTsa T'ogen go

Mfg. License No./

IlpoussoacreeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT'-RU)
JnueH3us Ne

JITI-Ne(003312)-(PI'-RU) ot 02.1

0.2023

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

Page 6 of 11/ Ctp. 6 m3 11

reference standard solution
chromatogram. / OCHOBHOE NSTHO Ha
Xpomarorpamme HCIBITYEMOTO
pacTBOpa MO TIOJIOKEHHIO  JIOJKHO
COOTBETCTBOBATH OCHOBHOMY MATHY Ha
XpoMarorpamme pacTBopa
CTaHAAapTHOro odpasLa MeHTOoJIA.

3 | Net weight / Macca 100g/100r According to requirement / B
COEPKHMOro yNaKOBKH COOTBETCTBHU C TPeOOBaHUIMHU

4 | pH/pH 42742 4.6 t0 6.0 (for 1.0 % aqueous solution) /
Ot 4,0 o 6,0 (mns 1,0 % BogHOTO
pacTBopa)

5 | Viscosity / BaskocTh 249540 cP /249540 cIl 150,000 cP to 350,000 cP at 25 °C/
Ot 150000 cIT po 350000 cIl npu 25
°C

6 | Particle size / Pazmep wacruy 18 pm / 18 Mxm Not more than 50 um / He 6onee 50

MKM

7 | Related Substances / PogcTeenubie npimecn

Impurity C / Ilpumecs C
Impurity D / llpumecs D

Highest Unknown Impurity /
EnuvHuuHas

L

Not detected / He obHapy:keHa

Not detected / He oOHapykeHa

Not more than 0.2 % / ue 6onee 0,2 %
Not more than 0.2 % / He bonee 0,2 Y%

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

Remarks : The Product confirms to ND/
IIpumeuanne: [Iponykt coorBeTcTBYeT Tpebopanuam HJT

Conclusion : APPROVED /
3axkmouenue: OJJOBPEHO

Prepared by /
ITogroroeneHo: Santosh
Maurya

Checked by /
IIpoerepeno: Pawan Kumar

g

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

Date/
Jara: 30.10.2024

7

Date /
JHara: 30.10.2024

Amit Kumar R
Date / !

Jara: 30.10.2024

Rezister

2d Office: 3-2-337, Road Ne. 3, Banjara Hills, Hyderahad - 500034, Telangana, India

Tol: €1 401900 200, Fax: +91 40 5200 2999, Email: mail@drreddys.com

Cli: 1 S5 105AP1984PLCO0AS07

wawwdrreddys.com
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P, 173 205, INDIA
Tel 1 +91 98166 50001-02

v drrecddvs.com

CEPTUOUKAT AHAJIM3A
Product : Nise Plus, gel 100 g
Tlpoayxr: Haiis® IMnioc. renms As HapyskHOro npumererus 100 r ]
Market / Poisok : Russia/ Poccus
Batch No. / Batch Quantity / 9901.000 units / ]
1 V240737 :
Cepust Ne Pa3zmep cepun 9901.000 eaunuL
Analytical Repovrt No./ . 040002703502 Date of Analysis / . 30.10.2024
AnHanuTnyeckuit oryer Ne Jdara anannza
Date of Manufacture / . 10/2024 Date of Expiry/ . 09/2026
Jara npoussoacrea I'open go
Mfg. License No. /
I poussoacteennast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JnpeHsus Ne
Analysis performed according ND No / Ananus nposeaen mo HJI Ne: JITI-Ne(003312)-(PT'-RU) dt. 02.10.2023 /
JITT-Ne(003312)-(PI'-RU) ot 02.10.2023

HEUOEHTHOULHPOBAHHas
NpUMeECh

Total impurities / Cymma
npumecei

Below
KOJIMYECTBEHHOTO OIpenesieHus

Below LOQ (LOQ = 0.0392 %) / Huxe
npenena

KOJIUYECTBEHHOTO  OIpele/ICHHS
(TTKO = 0.0392 %)
LOQ / Hrxe npenena

Page 7 of 11/ Ctp. 7 3 11

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

8 |Microbial contamination / MuKpo6GHOTOTHYECKAS YUCTOTA

Total viable aerobic count /
Obece KOJIMYECTBO
JKHU3HECTOCOOHBIX a’3pOOHBIX
MHUKpPOOPraHH3MOB

Total combined yeast and mold
count / Obee yucao
IPOXOKEBEIX M TUIECHEBBIX
rpubos

Pseudomonas aeruginosa

Staphylococcus aureus

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

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

Absent in | g/ OrcyrcteyerB 1 1
Absent in 1 g/ OtcyrctByer B 1 T

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

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

Absentin 1 g/ OtcyrctBHe B 1 1
Absentin 1 g/ OtcyrctBue B 1

9 | Assay / KoquyecTBeHHOE onpejeeniie

Nimesulide Thimecynnd

10.1 g /10.1 m
101.5 %

9.0 v 11.0 wy ol CiyH;2N-0;53
(nimesulide) per 1 g of the product (90
to 110 % of label claim)/ Ot 9,0 0o 11,0
mr Ci3HjsN:2OsS (uumecynun) B 1 1

Remarks : The Product confirms to ND/

IIpumeuanue: ITpoaykr cootBeTcTBYeT TpeboBauusM HJJ

Conclusion : APPROVED /
3axkmouenune: OJJOBPEHO

Prepared by /
IToaroroBneno: Santosh Kumar

Maurya @S'

Checked by /
ITpoBepeHo: Pawan Kumar

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

Amit Kumar v
/

Date/
Hara: 30.10.2024

Date /
Hata: 30.10.2024

/ Date /
Hara: 30.10.2024

Recistered Office: 8-2-237, Road No. 2,

Banjara Hills, Hyderahad - 500034, Telangana, India

Tal: 491 30 4800 2800, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85 195AP1USIPLCOOAS0T
wawny drreddys comn
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddj,
Distt Sofan, H.P., 173 205, INDJA
Tel : +91 98166 56001-02

WA ceradele rom
AW CITCCEYE.CoMm

[Product : Nise Plus, gel 100 g

Ilpoaykr: Haiis® [Tmoc, rens aist Hapys>kHoro npumenenus 100 r

Market / Puinok : Russia / Poccus

Batch No. / . V240737 Batch Quantity / . 9901.000 units /

Cepus Ne ’ Pa3smep cepun © 9901.000 eguHuL
Analytical Repovrt No./ - 040002703502 Date of Analysis / . 30.10.2024
AnanutHuecknii otyet No Jarta anaausa

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

Jarta npon3poacTBa IogeH ao

Mfg. License No./

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

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

Analysis performed according ND No / Ananu3 nposeaen mo HJI Ne: JITT-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Page8of 11/ Crp. 8 m3 11

Methyl salicylate /
Memuncamuyunam

Menthol / Menmon

Capsaicin / Kancauyun

Sodium benzoate / Hampis
beHzoam

102.5 mg/ 102.5mr
102.5 %

50.7 mg/ 50.7mr
101.5 %

0.2486 mg / 0.2486 mr
99.5 %

0.99 mg/ 0.99 mr
99.4 %

npenapata (ot 90 a0 110 % or

HOMHHANBEHOTO COL[Cp)KaHHF{)

90.0 to 110.0 mg of CgHgO;3 (methyl
salicylate) per 1 g of the product (90 to
110 % of label claim) / Ot 90,0 no
110,0 mr CyH3O3 (MeTuncanuimnar) g
1 r npenapara (ot 90 no 110 % ot
HOMHHAJIBHOTO COAEPIKAHHNS)

45.0 to 55.0 mg of CioH20 (menthol)
per 1 g of the product (90 to 110 % of
label claim) / Ot 45,0 no 55,0 mr
CioH200 (menron) B 1 r npenapara (ot
90 zo 110 % HOMMHAaJILHOT'O
colepxanHs)

Not less than 0.225 mg of CsH27NO3
(capsaicin) per 1 g of the product (not
less than 90 % of label claim) / He
MCEHEC 0,225 MTI" C18H27NO3
(kancauuuH) B 1 r npenaparta (He
meHee 90 % OT HOMHHAIEHOTO
conepaHHs)

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) /

Remarks : The Product confirms to ND/

Ilpumeuanue: Ilpoaykr coorseTcTByeT TpeboBanusm HJJ

Conclusion : APPROVED /
3axkmouenne: OJIOBPEHO

Prepared by /
IlogroroBneHo: Santosh Kumar
Maurya

Checked by /
[IpoBepeno: Pawan Kumar

g

Approved by: Manager/Executive /
Opobpeno: Mexnemxkep / PykoBoautens
Amit Kumar

=
i

Date /
Jlara: 30.10.2024

Date / i
Hata: 30.10.2024

Date /
Hata: 30.10.2024

Registerad Office: 8-2-227, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 10 4960 23900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L351954P1934PLCO0AS07
www.drreddys.com




Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

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

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

wiw drraddys.com

Product : Nise Plus, gel 100 g
| Ipoayscr: Haiiz® Ilntoc, rens a1 HapyskHoro npumeHenns 100 r

Market / Pbinok : Russia / Poccust

Batch No. / . V240737 Batch Quantity / . 9901.000 units /

Cepust Ne i Pasmep cepun * 9901.000 enuHuULL
Analytical Repourt No./ . 040002703502 Date of Analysis / . 30.10.2024
AdanuTHyecKHii oTyeT Ne JlaTa ananau3a

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

JlaTa npoussoacTBa T'ogen no

Mfg. License No. /

IIpousBoacTeeHHast : MNB/05/263 MA number:; / Homep PY : JIII-Ne(003312)-(PT-RU)
JHueH3ns1 Ne

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

Page 9 of 11/ Ctp. 9 13 11
He menee 0,85 mr C;HsNaO: (HaTpus
6ensoat) B 1 r mpenapata (He MeHee 85
% OT HOMUHAJIBHOTO COIEPKAHM )

Buthylhydroxytoluene /
Bymunzudpoxcumonyon

0.40 mg/ 0.40 mr
99.5 %

Not less than 0.34 mg of CisH24O
(buthylhydroxytoluene) per 1 g of the
product (Not less than 85 % of the label
claim) / He menee 0,34 mr CsH»40
(6yTHiruapokcutosiyon) B 1 r
npenapara (He MeHee 85 % or
HOMHHAJILHOTO CONEPXKaHH).

10

Package / Ynakoska

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.

ITo 100 r B TyOy U3 TaMUHUPOBAHHOrO amoMHUHuA ¢ TuieyoM u3 [TIBII, chabxenHyto
MeMOpaHO# A/t KOHTPOJIsL [IEPBOrO BCKPBITHA, H MOTHNPONHIIEHOBOH Kpbimkoii. ITo 1
TyOe B Mauky KapTOHHYIO C JIMCTKOM-BKJ1aAbILLEM.

API name / Hanmenosaume ADC: Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
Humecynun Meruncanyuunar JleBomenTON Kancanuux
Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
INN / MHH:
Humecynun Metuacanuuunar JleBomenTon Kancauuun
API manufacturer batch number / NMS-1E-243003 | LOT T 7761 MLC-0070324 F001-24001
Homep cepuu npoussoaurenss AQC:
FP Manufacturer AP1 Batch number / FERA00346 FERA00454 FERR00185 FERA00338
Homep cepun A®C npounssoautens IJID:

Remarks : The Product confirms to ND/

IIpumeuaune: poaykr coorBeTcTByeT TpeboBanusimM H/|

Conclusion : APPROVED /
3axmiouenne: OJIOBPEHO

Prepared by /

Maurya

ITonrorosineno: Santosh Kumar

@R _

Checked by /
IIpoBepeno: Pawan Kumar

Approved by: Manager/Executive /
Opnobpeno: Meremxep / PykoBoaurensb

Amit Kumar - L—
[\( /
v

Date/
Hara: 30.10.2024

Date /

| Mara: 30.10.2024

Date /
Hara: 30.10.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: =91 10 4500 2900, Fax: +91 40 4900 2999, Emait: mail@drreddys.com

CIN: L85195AP1984PLCO0A507
www drreddys.com



Dr. Reddy's Laboratories Ltd
Formulation Unit-6

@
DI'. Reddy’s q.o Vill. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3ZA
[Product : Nise Plus, gel 100 g ]
| IMpoayxT: Haiia® IMmoc, rens g napyxHoro npumenenus 100 r - |
Market / Peinok : Russia / Poccus
Batch No. / . V240737 Batch Quantity / . 9901.000 units /
Cepus Ne i Pa3mep cepun © 9901.000 exuHuUIL
Analytical Repo:‘t No./ . 040002703502 Date of Analysis / . 30102024
AHasuTHYECKHI oTueT No JaTta ananuza
Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026
Jata npoussoacTea T"omen no
Mfg. License No. /
IIpoussoacTBeHHAR : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
JHueH3us Ne
Analysis performed according ND No / Ananmu3 nposeaen no HJ Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 / [

JIIT-Ne(003312)-(PI'-RU) ot 02.10.2023 |
Page 10 of 11/ C1p. 10 13 11

Manranam ®opmosa
Aparc 3#n AnbTa Jla6oparopuc
Oprasuxc Jirz, JlaBoparopuc JIt, 4POpaNIPOMATIIS Hnk, TaiiBaHs
API Manufactured by & country / Hnnus / I/Ilf mr/) Alta % | Ier. Jtn, Unous / KHTa;‘FI / Formos,a
IIpomssoaurtens ADC, crpana: Mangalam g Arora Aromatics ;
Drugs & Laboratories Ltd., Pvt. Ltd.. India Laboratories
& India B Inc., Taiwan,
Organics Ltd., China
India

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

HaunmeHnoBaHue, agpec H HOMep JIMLIEH3HH
MIOWANAKH, OCYIECTBASIOLeH
NPOHU3BOJACTBO/KOHTPOJIbL KAYeCTBA/BbINMYCK
o

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt. Solan, H.P. 173205,
India (License No MNB/05/263) /
IMpouzBoacreeHnHoe noapazaeneHue-6, Bunn. Kxons, Hanarapx Poyn, Banau,
Juctpuxt Conan, X.I1., 173205, Uuous (JIuuenzus 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 Curasian Cconomic Union is established».

3akiouende 0 cooTBeTcTBMH: «HacTosmuuM s MOATBEPXkalo, YTO MPHBENEHHAs Bbille HHPOPMAUMS SBISETCSH
NOCTOBEPHON M TOUHOM. DTa cepus MPOLYKUMH NpoU3BeAcHa (BKJIOYAs YIaKkoBKY (MApKHPOBKY) H KOHTPOJb KauecTBa)

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: I[IponykT cooTBeTcTBYET TpeboBanmsm HJI 3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneno: Santosh Kumar IIposepeno: Pawan Kumar Onobpeno: Menemxep / PykoBoauTenb
Maurya ﬁ Amit Kumar s

Date / Date / Date / !

Hara: 30.10.2024 Jara: 30.10.2024 Hata: 30.10.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
7 Tal, +91 40 4900 2500, Fax: :91 201900 2999, Email: mait@drreddys.com
CIN: L85195AP1984PLCO045D7
www drreddys.com



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

Qe
DI’. Red dy,S ‘_'. Vill. Khol, Nalagarh Road, Baddj,

Distt. Solan, H.P., 173 205, INDJA
Tel : 491 983166 56001-02
wyaw drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIM3A
Product : Nise Plus, gel 100 g
poaykr: Haiiz® [1nroc, resb 105 HapyskHoro npumeHeHus 100 r . _
Market / PoiHoK : Russia / Poccus
Batch No. / T Batch Quantity / _ 9901.000 units / ]
Cepus Ne ) Pazmep cepun " 9901.000 eanHUL
Analytical Repovrt No./ . 040002703502 Date of Analysis / . 30.10.2024
Ananntuyecknii oTuyer Ne JaTa anajnuza
Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026
JaTa nponssoacTea T'oaeH no
Mfg. License No./
IIpousBoacTBeHHAast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JuueH3nsa Ne
Analysis performed according ND No / Ananan3 nposeaen mo HJI Ne: JIIT-Ne(003312)-(PI-RU) dt. 02.10.2023 /
JITI-Ne(003312)-(PI'-RU) ot 02.10.2023

Page 11 of 11/ Ctp. 11 113 11
Ha BbILIEYKA3aHHOM MPOU3BOACTBEHHON IUIOINAAKE (IJIOLAAKaxX) B MONHOM COOTBETCTBHM ¢ TpeOoBaHusMH [IpaBun
HajJiexatlel Npou3BoACTBEHHON NpakTHKH EBpasuniickoro skoHoMuueckoro corza (Ne GMP/EAEU/RU/00554-2022 ot
02 cenrsibpsa 2022) u TpeOOBaHHSIMU KOHTPOJs KauecTBa JEKAPCTBEHHBIX CPEJACTB, 4 TAKKE B COOTBETCTBHH CO
crieunukaunsaMHi, COAEPKALIUMHCA B PETHCTPALMOHHOM [OChE CTPaHBI-MMIOPTEpA. 3aNMuCH MO MPOU3BOACTRY,
YNaKoBKE H aHalu3y TMPOBEPEHBl, M YCTAHOBIEHO MX COOTBeTCTBUE TpeboBaHusM I[IpaBua  Hajexainel
[IPOM3BOJCTBEHHON MpakTHKKN EBpa3uiickoro 3KOHOMHUYECKOTO COI03a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
I pumeuyanne: [IponykT cooTBeTcTBYET TpeboBanusam HT 3akaouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Honarororneno: Santosh Kumar [Ipogepeno: Pawan Kumar Onobpeno: Mernemkep / PykoBoguTens
Maurya Amit Kumar N
Y A X. - /\* "
Date / Date / Date / v
Hara: 30.10.2024 JHara: 30.10.2024 Jara: 30.10.2024

Rogistered Office: 8-2-337, Road No 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Toli +91 40 2860 2200, Fax: +21 410 4900 2999, Email: mail@drreddys,.com
CIN: LEE1S5AP1934PLC0O0A507
wwiv drreddys.com



