Dr.Reddy’s ‘;.'.

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

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

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

Product : Nise Plus, gel 50 g
HpoayxT: Haiiz® Inioc, rese Ans Hapy#HOTo npumeHernsa 50 ©

Market / Prinok : Russia / Poccus

Batch No./ . V240215 Batch Quantity / : 19145 units /

Cepus Ne Paszmep cepun 19145 epunu

Analytical Repovrt No./ . 800001735333 Date of Analysis / 30.04.2024
AHajauTHYecKHit oTyeT Ne JlaTa anaJjusa

Date of Manufacture / . 04/2024 Date of Expiry / . 03/2026

JlaTa npou3BOACTBA T'ogen g0

Mfg. License No. /

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

JauneH3us Ne

Analysis performed according ND No / Anagns nposeaen mo H/1 Ne: JITI-Ne(003312)-(PT'-RU) dt. 02.10.2023 /
JII-Ne(003312)-(PT-RU) ot 02.10.2023

Page 1 of 10 / Ctp. 1 13 10
No Test / IlokazaTeanb Result / PesyasTaTsl Specification / Hopma
1 | Appearance / Onucanne White gel of homogeneous consistency with a | White to off-white gel of homogeneous

characteristic odor. / Tens ©Oecnoro 1BeTa
OJHOPOIHOH KOHCHUCTEHIMM C XapaKTEpHBIM
3araxoM.

consistency with a characteristic odor. /
Tens Genoro wiM moutd Oenoro nsera
OIHOPOAHOM KOHCHCTEHUHHU c
XapPaKTEPHBIM 3aaXOM.

Identification/ MaenTtuduxauus

By HPLC/ BOXX

- Nimesulide | Hunmecynuo

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 xpomaTorpaMMe HCIBITYEMOIO
pacTBOpa, MOJSY4YEHHOTO MPU MPOBEJEHUH

UCTBITAHUSA «KonuyecTeeHHOe
onpeneneHue. Humecynun "
METUJICAITUIIMIATY, IOJDKEH
0OHapyXUBaTbCS MUK,
COOTBETCTBYIOLIMIA no BpEMEHHU

yOepXuBaHWsi MUKy HUMECynuaa Ha
XpOMaTorpamme CTaHIapTHOTO pacTBOpa.

- Methyl salicylate /
Memuncanuyunam

Complies as prescribed /
CooTBeTcTBYET TpeOOBaHUAM

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

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

I pumeuanne: [Ipoaykr coorseTcTByeT TpeboanusM HJ| 3akmouenne: OJJOGPEHO

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

IToarorosneno: Rama Kant Ipoeepeno: Santosh Kumar Onobpeno: Menenxep / PykoBoautens

Maurya Manoj Kumar : )

Qo = @ J

Date / Date / Date /

Hara: 30.04.2024 Jara: 30.04.2024 Hara: 30.04.2024

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

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s €€

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

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

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

Product : Nise Plus, gel 50 g

Ipoaykr: Hait3® Intoc, rens anis Hapy»xHoro npumeHenus 50 r

Market / PuiHok

: Russia/ Poccus

Batch No. / . V240215 Batch Quantity / _ 19145 units /
Cepus Ne ’ Pasmep cepun 19145 egunun
Analytical Report No./  _____ . R, Date of Analysis / 20 0d 309
M . 890001735333 : 30.04.2024
Ananurnyeckuii oTuyet Ne JlaTa aHaau3a
Date of Manufacture / . 04/2024 Date of Expiry / . 03/2026
Jara npoussoacrsa Iogen go
Mfg. License No. /
IlpoussoacTeenHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JuneHsus Ne

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

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

Page 2 of 10/ Crp. 2 u3 10

shall be present in the test solution
chromatogram obtained during
"Nimesulide and Methyl salicylate Assay"
test. / Ha xpomarorpaMMe HCITBITYEMOTO
pacTBopa, MOJIyY€HHOT0 NMPU NMPOBEAESHUU

WCTIBITAHUA «KonnuectBeHHoe
OnpeaesieHHe. Humecynup H
METHJICATULIMIIATY, JOJDKEH
0OHapy>KUBAThLCH MUK,
COOTBETCTBYIOLUH o BpPEMEHU

yep>KHBaHUSA HKY METUIICATHLIMNIATA Ha
XpoMaTorpamme CTaHJIapTHOI'O pacTBOpa.

Menthol / Menmon

Complies as prescribed /
CooTeeTcTBYET TpeOOBaHHAM

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  xpomarorpamMme  HCIIBITYEMOTO
pacTBopa, MONTYyYESHHOrO MPH MPOBEAEHUU

WCTIBITaHUS] «KonuyecTBeHHOE
oTnpeaeseHue. MeHTO», JOJDKEH
obOHapyXHUBaThCA IHK,
COOTBETCTBYIOIIUH o BpPEMEHH

YACPRNBUHHA LINRY MeH v 1Ha

XpoMarorpamme CTaHAapTHOr'O pacTBOpa.

Remarks : The Product confirms to ND/
Ipumeuanne: [Tpoaykt cooTBeTCTBYET TpeboBanusm H/J

Conclusion : APPROVED /
3axmwouenue: OJJOBPEHO

Harta: 30.04.2024

Jarta: 30.04.2024

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

IToxrorosneHo: Rama Kant ITpoBepeno: Santosh Kumar Onobpeno: Menemxep / PykoBoauTe b
MJ Maurya d{u Manoj Kumar ]E ‘]

Date / i Date / Date /

Jara: 30.04.2024

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: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

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

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

Product : Nise Plus, gel 50 g

Mpomykr: Haiiz® Ilnioc, rens 111 Hapy#HOro npuMeHenns 50 r

Market / PoiHok : Russia/ Poccus
Batch No. / . V240215 Batch Quantity / . 19145 units /
Cepus Ne Pa3zmep cepun 19145 enunun

Analytical Report No, /
AHaJHTHYeCKHH oTUeT N2

: 890001735333

Date of Analysis /
JlaTa aHanu3a

¢ 30.04.2024

Date of Manufacture / s 04/2024 Date of Expiry / . 03/2026

Jata npon3BoiacTBa T'ogen no

Mfg. License No. /

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

JaunueH3usa Ne

Analysis performed according ND No / Ananu3 nposexen mo HJl Ne: JITIT-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
JIIT-Ne(003312)-(PI'-RU) or 02.10.2023

Page 3 of 10/ Ctp. 3 u3 10

- Capsaicin / Kancauyun

Complies as prescribed /
CootseTcTByeT 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
XpOMAaTOrpaMMe HCIIBITYEMOI'O PacTBOpa,
MOJIy4€HHOrO npu [POBEACHHU
WCIIBITAHUA «KonnuaecteenHoe
onpenenenne. KancauumH u  HaTpus
6eH30aTy», A0JDKEH 0OHAPYKHUBATHCS [THK,
COOTBETCTBYIOIL MM o BPEMEHH
yOep>KHBaHUA MUKy KalCauLUHA Ha
XpPOMaTorpamMme CTaHAapTHOT'O pacTBOpa.

2b | By HPLC (PDA) / B3KX ¢ 0uoon

O-MAMPUHHBIM 0emekmop0M

- Nimesulide / Husecynuo

Complies as prescribed /
CootBercTBYyeET 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. /  Cmektp
NOMJIOIEHHsT TNHKa HHMECYNHOa Ha
XpOMaTorpaMMe HCIBITYEMOro pacTBopa,
TIOJIy4EHHOTO npu [IPOBEACHUM
UCIIBITaHHUS «KonuyecteHHOE
onpeneneHue. Humecynun 2
METHJICATHIIMAIATY), JIOJKEH

Remarks : The Product confirms to ND/
[Ipumeuanne: [IponykT cooTBeTCTBYET TpeboBanusam HJ

Conclusion : APPROVED /
3akawuenne: OJJOBPEHO

Prepared by /
IToaroroBneno: Rama Kant

Checked by /
ITpoBepeno: Santosh Kumar
Maurya @L’I"

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoaurenk
Manoj Kumar :

Date /

Harta: 30.04.2024

Date /
Jara: 30.04.2024

Date /
Jara: 30.04.2024

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: mail@drreddys.com

CIN: L85195AP1984PLCO04507

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

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

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

[Product : Nise Plus, gel 50 g

IIpoaykr: Haii3® Ilmoc, renb Ui HapyKHOrO npuMeHeHus 50 r

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / . 19145 units /

Cepust N P V240215 Pazmep cepun 19145 egnHuy

Analytical Repovrt No./ . 890001735333 Date of Analysis / . 30.04.2024
AHanuTH4Yecknii oTyeT No Jarta aHaqaunza

Date of Manufacture / . 04/2024 Date of Expiry / . 03/2026

Jlara npon3BoacTea T'ogen 1o

Mfg. License No. /

IIpousBoacTBeHHAR ¢ MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
JARUeH3nsa Ne

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

Analysis performed according ND No / Asanan3s nposexed no HJI Ne: JIII-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Page 4 of 10/ Crp. 4 n3 10

CTaHAAPTHOI'O pacTBOpa.

COOTBETCTBOBAaTh CIIEKTPY MNOrJIOWCHHUA
MMUKa HHMECyNHaa Ha XpomaTtorpamMme

- Methyl salicylate /

Complies as prescribed /

The absorption

spectrum  of methyl

Menuucanuyunam

CooTBeTcTBYET TpeOOBAaHUAM

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 [MOIJIOEHHS
N1Ka MeTHJICATULIAIATa Ha
XpOMATOrpamMme HCIBITYEMOTO pPacTBOpa,
NOJY4YEHHOTO npu MPOBEACHHUH
HCTIBITaHUS «Konuuectsentoe
onpeneNeHue. Humecynun U
METHIICATHIIMIATY), JOJDKEH
COOTBETCTBOBATH CIIEKTPY MOTJIOMEHHUS
nu1Ka MeTulcanuIuIara Ha
XpoMarorpaMmme CTaHAapTHOTO PacTBOpa.

- Capsaicin / Kancauyun

Complies as prescribed /
CooTBeTCTBYET TpeOOBaHUAM

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. / Crnextp mMOIJIOWEHHS
MHKa KarcaWlyHa Ha XpoMarorpaMmme

Remarks : The Product confirms to ND/

IIpumedanue: [IpoaykT cooTBeTCTBYET TpeboBanusm HJ

Conclusion : APPROVED /
3axkmouenune: OJJOBPEHO

Prepared by /
Iloxgrorosneno: Rama Kant

Checked by /
IIposepeHo: Santosh Kumar
Maurya @gﬁu

Z

Approved by: Manager/Executive /
Onobpeno: Mernemxep / PykoBoauTesb
Manoj Kumar

§

oy d™
Date / ‘

Hara: 30.04.2024

Date /
Hara: 30.04.2024

Date /
Hara: 30.04.2024

Registered Urrice: 8-2-33/, Road No. 3, Banjara Hills, Hyderabad - 5U0UU34, lelangana, India
Tel: +91 40 4900 2900, Fax: +S1 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

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

Viil. Khol, Nalagarh Road, Baddi.
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98165 55C01-02
www.drreddys.com

Product : Nise Plus, gel 50 g

Ipoayxr: Haiiz® [lnroc, rens nyig HapyxHoro npuMedenus 50 r

Market / Poinok : Russia / Poccus

Batch No. / . V240215 Batch Quantity / . 19145 units /

Cepus Ne Pasmep cepun 19145 enunun,
vti t No. / SiS A A e

Analytical Repovr. No. . 890001735333 Date of Analysis / . 30.04.2024

AHaJuTHYecKHid oTueT No JlaTa aHaau3a

Date of Manufacture / . 04/2024 Date of Expiry / . 03/2026

JlaTa NnpoU3BOACTBA TI'oaen po

Mfg. License No. /

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

JuueH3un Ne

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

Analysis performed according ND No / Anaaus nposexex no HJ1 Ne: JIIT-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Pa

e50f 10/ Crp. 5 u3 10

WUCMBITYEMOI'0  pacTBOpa, ITOJIyUYEHHOIO
npu MPOBECACHHH HCIBbITAHUAR
«KonnyecTrenHoe OrnpenciiCHue.

KancauuyH U HaTpusi 6€H30aT»), HOJDKEH
COOTBETCTBOBATh CNEKTPY MOIJIOLIEHHs
NMKa KarcauldHa Ha XpoMarorpamme
CTaHZAPTHOTO PacTBOPA.

2¢ | ByTLC/TCX

- Menthol / Menmon

Complies as prescribed /
CootBercTByeT TpeGoBaHUAM

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 ISITHO Ha
XpOMAaTOrpaMMe HCILITYEMOro pacTBopa
IO TMOJIOKEHHIO JO/DKHO COOTBETCTBOBATh
OCHOBHOMY TMATHY Ha XpOMarorpamme

Remarks : The Product confirms to ND/
IIpumeuanne: IIponykTt coorBeTcTByeT Tpeboanuam HJI

pacTBOpa CTaHIAPTHOTO obpazua
MEHTOJNA.

3 | Net weight / Macca Slg/5lr According to requirement / B

CONEPKUMOro0 YIIAKOBKH COOTBETCTBUH C TPEOOBAHHUAMH

4 | pH/pH 5.1 4.6 to 6.0 (for 1.0 % aqueous solution) /
0Ot 4,0 no 6,0 (ans 1,0 % BoxHOrO
pacTnopu)

5 | Viscosity / BaskocTs 260280 cP /260280 cIl 150,000 cP to 350,000 cP at 25 °C/

Ot 150000 cIT mo 350000 cIT npu 25 °C

Conclusion : APPROVED /
3akmoyenue: OJIOBPEHO

Prepared by /
IToarorosneno: Rama Kant

it

Checked by /
IIposepeHo: Santgsh Kumar
Maurya @

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

Manoj Kumar @ Q’:Q«

Date /
JlaTa: 30.04.2024

Date /
Hara: 30.04.2024

Date /
Hata: 30.04.2024

Registerad Orrice: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500024, Telansana, India
Tel: 421 40 4800 2800, Fux: =91 40 4902 2999, Email: mail@driaddys.com

CIN: LG5195AP1584PLCOC4AE0T

wowwdrreddys.com




Dr. Reddy's Laboratories Ltd.
’ ...l Formulation Unit-6
Dr. Reddy S ® Vill. Khol, Nalagarh Road, Baddi,
. Distt. Sofan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

www.drreddys.com
CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIM3A

Product : Nise Plus, gel 50 g
Ipoayrr: Haiiz® ITiroc, ress i Hapy:HOTo rpumeneris 50 r

Market / Prinok : Russia / Poccus
Batch No. / . Batch Quantity / . 19145 units /
Cepus Ne P V240215 Pa3mep cepuu 19145 egunun
Analytical Report No./ . .. ______ Date of Analysis / A —_—

. : 890001735333 : 30.04.2024
AHannTHYecKnii oTueT Ne JlaTa ananusa
Date of Manufacture / . 04/2024 Date of Expiry / . 03/2026
JlaTa npou3BoACTBA T'oxen no
Mfg. License No. /
IIpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI-RU)
Aunensus Ne

Analysis performed according ND No / Anasnns nposeaen no HJL Ne: JITI-Ne(003312)-(PT-RU) dt. 02.10.2023 /
JITI-Ne(003312)-(PI'-RU) ot 02.10.2023

6 | Particle size / Pa3mep uacTui 5 pm / SMKM Not more than 50 pm / He 6osiee 50 Mkm

Paie 6 0of 10 / Crp. 6 u3 10

7 | Related Substances / PoacTBeHHbIe NPHMeECH

Impurity C / ITpumecs C Not detected / ne obHapy»xeHa Not more than 0.2 % / ve 6onee 0,2 %
Impurity D / ITpumecs D Not more than 0.2 % / He Gonee 0,2 %
Highest Unknown Impurity / Not detected / He oGHapyxeHa

Emunanas Not more than 1.0 % / He 6onee 1,0 %
HeUAeHTUHULIUPOBAHHAS

TIpUMeECh Below LOQ (LOQ = 0.0392 %) / Huxe

nipenena KOJIN4eCTBEHHOTO OIPe/eNICHus
(ITKO = 0.0392 %)
Total impurities / Cymma

9 Below LOQ / Huxke npenena
npuMecei

KOJTHYECTBCHHOT'O ONPEACICHUA

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

8 |Microbial contamination / Muxpoduoaoruueckasn 41ucrora

Total viable aerobic count / Less than 50 CFU/g / Not more than 10° CFU/g /
Obee KOJIMYECTBO Menee 50 KOE/r He 6onee 10> KOE/r
XKU3HECTTOCOOHBIX a’pobHBIX
MHUKPOOPraHHU3MOB
Total combined yeast and mold Less than 10 CFU/g/ Not more than 10! CFU/g /
count / OGuiee yucno Menee 10 KOE/r He 6onee 10! KOE/r
JPOXKIKEBBIX H MIECHEBBIX
rpuboB
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [IpogykxTt cooTBeTCTBYET TpeboBanusM H] 3akmoyenue: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moarororieno; Rama Kant ITpoepeHo: Santosh Kumar Onobpeno: Menemxep / PykoBoauressb
W Maurya L@L Manoj Kumar
Date / o Date / Date /
Hara: 30.04.2024 Jata: 30.04.2024 Jlata: 30.04.2024

Reeisterad Dffice: 8-7-337 Rnad Nn 3, Ranjara Hills, Hyderahard « 500N24, Talangana, Ingia
Tel: +91 40 4900 2500, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s ‘g'.

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

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

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Nise Plus, gel 50 g

IMpoayxr: Haiiz® [Titoc, rens ans HapysHoro npumenenna 50

Market / Prinok : Russia / Poccus
Batch No. / . Batch Quantity / . 19145 units /
Cepusi Ne P V240215 Pasmep cepun " 19145 eauHull
Analytical Report No. / e == Date of Analysis / AR

- y 890001735333 : 30.04.2024
AnanuTnuecknii oTuer Ne Jara anannsa
Date of Manufacture / 04/2024 Date of Expiry / . 03/2026
Jara nponssBoiacTsa T'oxen no
Mfg. License No. /
IIpousBoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI-RU)
auueH3usa Ne

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

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

Pseudomonas aeruginosa

Staphylococcus aureus

Absent in 1 g/ OrcyrctByerB 1 1
Absent in 1 g/ OtcyrcTByerB 1 1

Page 7 of 10/ Ctp. 7 13 10
Absent in 1 g/ OrcyrctBue B 1 r

Absentin 1 g/ Orcyrcteue B 1 r

9 | Assay / KosinyecTBeHHOe onpee/JeHue

Nimesulide /Humecynuo

10.3mg/ 10.3mr
103.1 %

9.0 to 11.0 mg of Ci3H;2N>0sS
(nimesulide) per 1 g of the product (90 to
110 % of label claim) / Ot 9,0 no 11,0 mr
C13HpN2OsS  (numecysnun) B 1 1
npenapara (ot 90 mo 110 % or
HOMMHAJILHOT'O COAEPIKAHHS)

Methyl salicylate /
Memuncanuyunam

102.6mg / 102.6Mr
102.6 %

90.0 to 110.0 mg of CsHsO3 (methyl
salicylate) per 1 g of the product (90 to
110 % of label claim) / Ot 90,0 oo
110,0 mr CsHgO3 (MeTuncanuuunar) B
1 r npenapara (ot 90 mo 110 % ot
HOMMHAJIBHOTO COZIepXKaHHs)

Menthol / Menmon

51.7mg/ 51.7mr

45.0 to 55.0 mg of C 0H20O (menthol) per

103.4 % 1 g of the product (90 to 110 % of label
claim) / Or 45,0 no 55,0 mr CjoH20
(menTon) B 1 r mpenapara (0T 90 no 110 %
HOMMHAJIBHOTO COAEPKaHHUA)
Capsaicin / Kancauyun 0.2572mg / 0.2572mr Not less than 0.225 mg of CigH27NO3
102.9 % (eapsaicin) per 1 g of the praduct (nnt

less than 90 % of label claim) / He meHee
0,225 mr CgH27NO; (kanicauumH) B 1 1

Remarks : The Product confirms to ND/

IMpumeuanue: [Tpogykt coorBeTcTBYET TpeboBanusam HI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

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

IToarorosneno: Rama Kant ITposepeHo: Santosh Kumar Onobpeno: Menemkep / PykoBoaurens
m Vdﬁ/ Maurya d‘. Manoj Kumar

Date / Date / Date /

JHara: 30.04.2024 Hara: 30.04.2024 Harta: 30.04.2024

Registered Dffice: 8-2-337, Ruad No, 3, Banjard Hills, Hyderabiad - 500034, Telangana, India
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Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product : Nise Plus, gel 50 g
NpoaykT: Haits® Ilmoc, renb i Hapy*HOro NpuMeHeHus 50 r

Market / PbiHOK : Russia/ Poccus

Batch No. / . Batch Quantity / . 19145 units /

Cepusi Ne } V240215 Pasmep cepun 19145 equHunL,
Analytical Repovrt No./ . 890001735333 Date of Analysis / . 30.04.2024
AHnaauTHyecKkHil oTyeT Ne JlaTa anann3za

Date of Manufacture / . 04/2024 Date of Expiry / . 03/2026

JlaTa npou3BoOACTBA Togen xo

Mfg. License No. /

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

Analysis performed according ND No / Auanus nposeaes nmo HJ1 Ne: JIIT-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
JITI-Ne(003312)-(PI'-RU) ot 02.10.2023
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npenapara (He menee 90 % ot
HOMMHAJILHOTO COJEPIKaHHs)

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 C;HsNaO» (Hatpus
6ensoar) B 1 r npenapara (He MeHee 85 %
OT HOMMHAJIEHOTO COACPKAaHH)

1.02mg/ 1.02mr
102.2 %

Sodium benzoate / Hampus
bensoam

0.40mg / 0.40mr
101.0 %

Not less than 0.34 mg of Ci5H240
(buthylhydroxytoluene) per 1 g of the
product (Not less than 85 % of the label
claim) / He menee 0,34 mr CisH240
(6yTunruapokcuroiyon) B 1 r mpenapara
(ue menee 85 % OT HOMUHAJILHOTO
CONCPXKAHHA).

Buthylhydroxytoluene /
Bymuneuopoxcumonyon

50 g in a laminated aluminum tube with HDPE shoulder equipped with a tamper-evident
membrane and a polypropylene cap. 1 tube and a patient information leaflet in a carton.

10 | Package / YnakoBka

ITo 50 r B Ty6y M3 JaMUHMpPOBAHHOTrO amoMuHus ¢ ruiedoM u3 IIOBII, cHabxeHHyO
MeMOpaHOil JijI KOHTPOJs TMEPBOrO BCKPBITHS, W MOJNMNPONHIEHOBOM Kpbimkoi. ITo 1
Ty6e B MAYKY KAPTOHHYIO C JIMCTKOM-BKJIAJBIIIEM.

API name / Haumenosamme ADC: Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
Humecynun Meruncaniuunar JlepoMeHnTON Karncanuun
Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /

INN / MHH:
B Humecynug MeTruincanuuunar JleBoMeHTONI Kancauuuxn

Remarks : The Product confirms to ND/
ITpumeuanne: [IponykTt cootBeTcTBYeT TpeboBanuaM HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Hara: 30.04.2024

Hara: 30.04.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Rama Kant [posepeno: Santosh Kumar Onobpeno: Menemxkep / PykoBoauTenb
Maurya & Manoj Kumar @wﬁ
/ st
Date / Date / Date /

Hara: 30.04.2024

dsterad Office: 8-2-337, Road No. 3, Baniara Hills, Bvderabad - 500034, Telangana, India
Tel: +91 40 45C0 2900, Fax: +51 40 4360 2599, Email: mail@divaddys.com
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIUM3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

www.drreddys.com

Product : Nise Plus, gel 50 g

Mpoaykr: Haiizs® Ilnroc, rens mwis HApYKHOIO npumeHenns 50 r

JnueHsusa Ne

Market / PbIHOK : Russia / Poccus
Batch No. / . V240215 Batch Quantity / _ 19145 units /
Cepus Ne ) Pazmep cepun " 19145 eaunull
lvti J ) i A A4 A0S
Analytical Repovrt No./ . 890001735333 Date of Analysis / . 30.04.2024
AnanuTnyecknii oTyet Ne JlaTa aHasau3a
Date of Manufacture / . 04/2024 Date of Expiry / . 03/2026
Jara npou3BoacTBa T'ogen no
Mfg. License No. /
IlponsBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)

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

Analysis performed according ND No / Aranus nposeaen no HJL Ne: JIII-Ne(003312)-(PT'-RU) dt. 02.10.2023 /

Page 9 of 10 / Crp. 9 u3 10

NMS-1A-
APL manufacturer batch number | 203024,NMS- LOTS7719 MLC-2311084 | F001-23001
P CepHH MPOU3BOANTENS 3 1A-233028
FP Manufacturer API Batch number / FEOA02762,FE R R
Homep cepuu ADPC npoussogurens [JIdD: RA00063 EEEREES FEQROIZI ] EER-A00139
Mauranam
Tparc sH dopmoza
P AnbTa JlaGopatopuc
Oprasmxe Jta, Jla6opatopuc JIT, Apopa ApomatHkc WHk, TaiiBanb
API Manufactured by & country / Hnpus / parop % | Mer. JItn, Uunus / % ’
Hupus / Alta . Kuraii/ Formosa
Ipouseoaurens AD®C, cTpana: Mangalam . Arora Aromatics .
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
site /

HaumenoBanue, agpec U HOMep JHLIEH3HH
I0IAAKH, OCYLIeCTBJIS IO
NPON3BOACTBO/KOHTPO/b KAYeCTBA/BbIMYCK
rJI®

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

India (License No MNB/05/263)/

[MpouzBoacTeenHoe noapasaenerue-6, Bunn. Kxons, Hanarapx Poyn, Bannu,
Iuctpuxr Conan, X.IT., 173205, Uuaus (Jlunensus Ne MNB/05/263)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product has
heen 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: IIpoaykT cooTBeTCTBYET TpeboBanusM HJI

Conclusion : APPROVED /
3akmouyenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ITogrotosneno: Rama Kant'h [Ipoeepero: Santosh Kumar Onobpeno: Menemkep / PykoBognTens
Maurya Manoj Kumar
duptl B3 @wpﬂ
Date / Date / Date /
Hara; 30.04.2024 Hara: 30.04.2024 Hara: 30.04.2024 -

Registered Office: 8-2-337, Road No. 3, Banjala Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 23900, Fax: +91 40 4960 2999, Email: mail@drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIM3A

Product : Nise Plus, gel 50 g

Hpoayxr: Haiiz® Ilntoc, reanb s Hapy>KHOro npumeHnenns 50 r

Market / Poidok : Russia / Poccus

Batch No. / . V240215 Batch Quantity / . 19145 units /

Cepusi No ) Pa3smep cepun 19145 egnnun
Analytical Repourt No./ . 890001735333 Date of Analysis / 30.04.2024
AHanuTHYecKHiT oTyeT No JlaTa aHaiau3a

Date of Manufacture / . 04/2024 Date of Expiry / . 03/2026

JlaTa nponsBoacTBa I'ozen go

Mfg. License No. /

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

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

Analysis performed according ND No / Asann3 nposegen mo HJl Ne: JIII-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

3akr04eHue o cooTBeTcTBHM: «HacTosAIuM 1 NOATBEPXK A0, YTO NPUBEEHHAS BhIILIE HHHOPMALUS SBISIETCS JOCTOBEPHOIA
Y TOYHOH. DTa cepus MPOAYKIUHK NPOU3BeieHa (BKITFOUAs YIAKOBKY (MAPKUPOBKY) M KOHTPOJb KaueCTBA) Ha BbIIIEeyKa3aHHOM
IIPOM3BOJCTBEHHOM momaake (OJOILaAKax) B IOJHOM COOTBETCTBUM ¢ TpeboBaHMamu [lpasuin  Hajjiexauiei
MPOM3BOJACTBEHHOH NpakTHkK EBpasuiickoro sxoHoMuueckoro cotoza (Ne GMP/EAEU/RU/00554-2022 ot 02 cenTa6ps 2022)
U TpeOOBaHMSIMH KOHTPOJS KAuecTBa JIEKAPCTBEHHBIX CPEACTB, a4 TaKXKe B COOTBETCTBMH CO CHelM(HKALUIMHY,
COAEPIXKAIIMMUCS B PETUCTPALIUOHHOM JIOChE CTPaHbI-UMITOPTEpa. 3alKCH 110 MPOU3BOACTBY, YIAKOBKE U aHAIN3Y NPOBEPEHBI,
U YCTaHOBJIEHO MX COOTBETCTBHE TpeboBaHuaM IlpaBun Hajuexanieli NpPOU3BOJNCTBEHHON mnpakTukd EBpasuiickoro

OKOHOMHYECKOT'O COKO3a».
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Remarks : The Product confirms to ND/
IIpumeuanne: IIponyxT cooTBeTCTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3axkaouenue: OJJOBPEHO

Hara: 30.04.2024

Narta: 30.04.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarotrosneno: Rama Kant IIpoBepeno: Santosh Kumar Onobpeno: Menemxkep / Pykoroguresns
q“&bﬁ’d\ Maurya dﬂ_ Manoj Kumar -
>~
Date / - Date / Date /

Jara: 30.04.2024
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