Dr.Reddy’s Q

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

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

Viil. Khol, Nalagarh Roac!, Baddi,
Distt, Solan, H.P,, 173 205, INDiA
Tel - +91 93166 56001-02

o drreddys.com

Product : Nise Plus, gel 50 g
IMpoaywT: Haiiz® Ilnioc, rear Ans HapyHOTo npuMeHeHus 50 ¢

Market / PoiHox : Russia / Poccus

Batch No./ . Batch Quantity / . 19494 units /

Cepusi Ne g VESao Pasmep cepun " 19494 enunnig -
Analytical Repo“rt No./ . 040002797714 Date of Analysis / . 29.01.2025

AHanuTHYecKMii oTyeT Ne JaTa ananausa

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026

Jata npou3BoACTBa I'ogen oo

Mfg. License No. /

IponssoacreeHnan : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
AuneH3ua Ne

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

Page 1 of 10/ Ctp. 1 13 10
Ne Test / IlokazaTesb Result / PesynbTatsl Specification / Hopma
1 | Appearance/ Onucanue White gel of homogeneous consistency with a | White to off-white gel of homogeneous

characteristic odor. / Tenr ©Ocnoro 1Bera
OLOHOPOIHOM KOHCHCTCHIMH C XapaKTCPHBIM
3aM1aX0M.

consistency with a characteristic odor. /
TCene Gesmoro unu nouytu Gejloro upera
OJHOPOJHOIH KOHCHCTEHLIHH c
XapaKTepHEIM 3a[axoM.

Identification/ HaenTuduxkauus

2a

By HPLC / B3KX

- Nimesulide | Humecynuo

Complies as prescribed /
CootsercTBYeT TpeGoBaHUAM

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 xpomaTtorpaMMe HCIIBITYEMOIO
pacTBOpA, MONYIEHHOTO [PH MPOBEJEHNH

UCTIBITAHUS «KoJnuecTBeHHOE
onpeneseHue. Humecynun "
METHJICATTULIMIIATY, JOJDKEH
0oOHapy»XHBaTbCs UK,
COOTBETCTBYIOLI U no BpEMEHH

YACPXKHBaHUA [IMKY HHMECYJIMAa Ha
XpomMaTrorpaMMme CTaHAapTHOr O 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/
IIpumeuanue: [IpooykT cooTBeTcTBYET Tpebopanusam HJI

Conclusion : APPROVED /
3akiawyenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Managér/Executive /
IToarorosneno: Pravesh Rana [Tposepeno: Santosh Kumar Onobpeno: Menemiejp / Pyxosognrens
y . Maurya @" Abhishek Chauhan |
/ x4
Date / Date / Date /
Hara: 29.01.2025 Hata: 29.01.2025 Hara: 29.01.2025

Feristered Office: 8-2-337, Road Ne. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
Tal: 491 40 4900 2800, Fax: +931 40 4900 2984, Email: mail@drreddys.com

CIN: LS5185AP1284APLCO04507
wwiw, drreddys.com




Dr.Reddy’s €3¢

Product : Nise Plus, gel 50 g

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Dr. Reddy's Laboratories Lid
Formulation Unit-6

vill. ichol, Nalagarh Road, Baddi,
Disct. Solan, H.P, 173 205, INDIA
Tel - +91 98166 56001-02

vwywe. drreddys.coim

IpoaykT: Haiia® [nioc, rens Ang Hapy:KHOTo npumeHedis 50 r

Market / Poinox : Russia / Poccus

Batch No./ . V250047 Batch Quantity / . 19494 units /

Cepust N ) Pa3smep cepun * 19494 equHuL

Analytical Repourt No./ . 040002797714 Date of Analysis / . 29.01.2025
AHaauTH4ecKHii oTueT Ne JlaTa anann3a

Date of Manufacture / . 01/2025 Date of Expiry / . 122026

JlaTa npousBoacTsa T'onen no

Mfg. License No. /

ITpouszBoacTBeHHAR : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JHueH3us Ne

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

Analysis performed according ND No / Anaans nposexen no HJ Ne: JIII-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Page 2 of 10/ Crp. 2 3 10

shall be present in the test solution
chromatogram obtained during
"Nimesulide and Methyl salicylate Assay"
test. / Ha xpomarorpaMMe HCITBITYEMOTO
pacTBOopa, NONYy4EHHOTO NPH MPOBEIEHUH

KCIBITAHUS «Konuuecrsentoe
onpeaeneHue. Humecynun U
METHJICATHIIUIIAT, JIOJIPKEH
0oOHapy»XHBaTECA WK,
COOTBETCTBYOLLUIA no BpEMEHU

YIEPKHUBAHUA MTUKY METHICAIHULIMIATA Ha
XpOMATOrpamMme CTaHJAPTHOTO pacTBOpa.

Menthol / Menmon

Complies as prescribed /
CootBeTcTBYET TpEGOBaHUSIM

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  HCIBITYEMOIO
pacTBOpa, NOJYYEHHOrO MPU NPOBEAEHUU
MCIBITAHUS «KonndectseHHOE
onpeneneHue. Mewnro», DOJDKEH
06HapY>KUBATHCA UK,
COOTBETCTBYIOLIHi no BPEMEHH
yIoep>XMBaHHUsS  MMKY  MEHTONa  Ha
XpOMATOrpamMMe CTaHIapTHOIrO pacTBopa.

Remarks : The Product confirms to ND/
IIpumeuanne: [IporykT cooTBeTcTBYET TpeboBaHuam HJL

Conclusion : APPROVED /
3axmouenune: OJIOBPEHO

Jara: 29.01.2025

Hara: 29.01.2025

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

[Mogrororneno: Pravesh Rana [TpoBepeno: Santosh Kumar Onobpeno: Menemxep [ PyxoBogurens
7~ | Maurya Abhishek Chauhan /

Date / Date / Date / -

Jarta: 29.01.2025

Remisiared Office: 8-2-337, Road Ne. 3, Banjara Hills, Hyderahad - 500034, Telangana, india
Tof: +91 30 4900 2900, Fay: +91 40 4500 2999, Email: mail@drreddys.com

CliN: L851954P1984PLC0O04507
www. drreddys.com




Dr.Reddy’s Q

Dr. Reddy's Laboratories {id.
Formulation Unit-6

Yill. ithol, Nalagarh Road, Baddij,
Distt. Selan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

winw, direddys.com

CERTIFICATE OF ANALYSIS

| JII-No(003312)~(PT-RU) ot 02.10.2023

CEPTHOUKAT AHAJIM3A
'Product : Nise Plus, gel 50 g -
lpoayxT: Haiis® Ilmoc, rens s Hapy#HOro npuMeHeHus 50 r
Market / Poisok : Russia / Poccus
Batch No./ . Batch Quantity / . 19494 units /
Cepus Ne 2 V250047 Pasmep cepun 19494 enunug
Analytical Repovrt No./ . 040002797714 Date of Analysis / . 29.01.2025
AHanuTHYeckHil oTyeT No JlaTa ananusa
Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026
JlaTa nponsBoacTBa T'open po
Mfg. License No. /
IpousBoacTeeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
JHueH3uA Ne
Analysis performed according ND No / Ananus nposeacu mo H/l Ne: JITI-Ne(003312)-(PT'-RU) dt. 02.10.2023 /

Page 3 of 10/ Crp. 3 n3 10

- Capsaicin / Kancauyun

Complies as prescribed /
CoorsercTByeT TpeGOBaHUAM

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 HCIbITYEMOr0 PacTBOpA,
[0/Ty4EHHOT0 npH IPOBEACHUH
HCIIBITAHHS «KonuuecrseHHoe
ompeneneude. KancanuuH wu  HaTpus
HeHz0aT», NOMKEH 0OHAPYKUBATHCA MUK,
COOTBETCTBYIOLIUH no BPEMEHH
ylaepxuBaHus [HKY KalcavlHAa Ha
XpOMaTorpaMMe CTaHJapTHOTO pacTBOpa.

2b | By HPLC (PDA) / B3KX ¢ 0u00HO-MampuyHbIM OemeKmonom

- Nimesulide / Hunecynuo

Complies as prescribed /
CootBercTByeT 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
MOrJIOIEHHsT TWKa HUMECYJHAaa Ha
XpoMarorpaMMe HCHBITYEMOIO pacTBOpa,

NOTYYEHHOIO NpH NPOBEICHUH
HCTIBITAaHUS «KonuuectseHHoe
onpeneneHue. Humecynun u
METHUIICATTULIMIIATY), LOJDKEH

Remarks : The Product confirms to ND/
IIpumeuanue: IIpogykT cooTBeTCTBYET TpeboBanusm HJJ

Conclusion : APPROVED /

Zakawuenne: OJJOBPEHO
1

Prepared by /
IToxnrororneHo: Pravesh Rana

Checked by /
IIpoBepeno: Santosh Kumar

Maurya %

Approved by: Manag J" /Executive /
Opnobpeno: Menemxkep / Pykospaurens

Abhishek Chauhan

Date /
Jara: 29.01.2025

Date /
Jara: 29.01.2025

Date /
Jara: 29.01.2025

Remistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, |ndlia
Tol: +01 40 4900 2800, Fax: <91 40 4900 2999, Email: mail@drreddys.com

Cli: LSS185APIORIPLI00AS07
wiwwv.drreddys.con
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Dr.Reddy’s Q'.

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

Vili. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P., 173 205, INDiA
Te! : +91 98166 56001-02

Auuensusa Ne

wvivdireddys.com
CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A
Product : Nise Plus, gel 50 g
MpoayxT: Halis® ILntoc, Teb A1 HapYy»KHOTO PHMEHEHUS 50r .
Market / Puinox : Russia / Poccus
Batch No./ . Batch Quantity / . 19494 units /
Cepusn Ne = Pazmep cepunl 19494 enunuLy -
Analytical Repourt No./ . 040002797714 Date of Analysis / . 29.01.2025
AnajauTHyecknii oTyeT Ne JaTa ananusa
Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026
JaTa npou3BoacTBa T'ogen a0
Mfg. License No. /
IlpousBoacTeeHHAR : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)

Analysis performed according ND No / Ananu3 nposencu o H/I Ne: JIII-Ne(003312)-(PT'-RU) dt. 02.10.2023 /

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

Page 4 of 10/ C1p. 4 u3 10

COOTBETCTBOBATH CITEKTPY TOTJIOLIEHUS
NuKa HHMECYiuja Ha XpomaTorpamme
CTaHJApTHOrO PacTBOpa.

- Methyl salicylate /
Memuacanuyunam

Complies as prescribed /
CooTBeTcTBYET TpeOOBAHHAM

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. / CHekTp MOIJIOWEHUA
nuKa METHIICATHIMIIATA Ha
XpOMaTorpaMMe MCIBITYEMOro pacTsopa,
MOYYEHHOTO npu NpoBeNECHHH
HCOBITAHUS «KonuuecrreHHOE
olipenesneHue. Humecynun 7
METHJICAIULIMIIATY), JOJIKEH
COOTBETCTBOBATh CIEKTPY MOTJIOLIEHHS
nMKa MeTUCaIULINaTa Ha
XpOMaTorpaMMe CTaHJapTHOTO pacTeopa.

- Capsaicin / Kancauyun

Complies as prescribed /
CoorteercTByeT 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
wvweatogram. / Unextp  nornouctip
nMKka KarcauMudHa Ha XpoMaTorpamme

Remarks : The Product confirms to ND/
Ipumeuanne: [Ipoaykt coorBeTcTBYET TpeboBaHusam HJT

Conclusion : APPROVED /
3akoyeHHe: OI[OB\PEHO

Hara: 29.01.2025

Prepared by / Checked by / Approved by: Managei/Executive /

IToprorosneHo: Pravesh Rana IIpoeepeno: Santosh Kumar OnobpeHo: MEHe,rm\'efp Pykosguurens
Maurya § _ Abhishek Chauhan | Tﬂ

Date / Date / Date /

Hara: 29.01.2025

Jata: 29.01.2025

Rogistarard Nffirp: R-7-337 Road Nn 3 RBaniara Hiils. Hyderabad - 500034, Telangana, india
Tel: +91 4G 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIMN: LSE195AP1924PLCO04507
www.drreddys.com




Dr.Reddy’s Q

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 drieddys.com

Product : Nise Plus,_ gel 50 g

Hpoay1: Haiis® [linoe, rens Ans napy#Horo ripumeHedus 50 r

Market / Poinox : Russia / Poccus

Batch No./ . Batch Quantity / . 19494 units /

Cepus Ne g VS0 Pasmep cepuu © 19494 enunny
Analytical Repourt No./ . 040002797714 Date of Analysis / . 29.01.2025
AnanuTHYecKni oruet Ne JlaTa aHanu3za

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026

| laTa npou3BoaCTBA T'oaen no

Mfg. License No. /

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

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

Analysis performed according ND No / Auanu3 nposexen no HJ Ne: JIII-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Pa

¢50f10/ Crp.5n3 10

UCTILITYEMOTO  PacTBOpa, IOJIy4EHHOro
npu npoBeJeHHH HCTbITaHNUS
«KonunuecrseHHoe onpezeneHue.

KancauunH n Hatpust 6€H30aT»), AOMKEH
COOTBETCTBOBATh CIIEKTPY TNOTJIOMIEHHs
nMKa KkancauLMHA Ha XpoMmaTorpaMme
CTaHJapTHOTO PacTBOpA.

2¢ | By TLC/TCX

- Menthol / Meumon

Complies as prescribed /
CooTteeTcTBYeT TpeOOBaHHUAM

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 IIITHO Ha
XpOMAaTorpaMmMe HCIBITYEMOro pacTBopa
IO TOJIOXKEHHIO TOJDKHO COOTBETCTBOBATh
OCHOBHOMY [ATHY Ha XpoMmarorpame

pacreopa CTaHAapTHOrO obpasua
MEHTOJIA.

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

COAEPIKUMOTO YNAKOBKH COOTBETCTBHH ¢ TpeOOBaHUIMH

4 | pH/pH 5.2 4.6 to 6.0 (for 1.0 % aqueous solution) /
0t 4,0 no 6,0 (ans 1,0 % BogHOTO
pacrsopa)

5 | Viscosity / Bazkoctb 208440 cP / 208440 cIl 150,000 cP to 350,000 cP at 25 °C/

Ot 150000 cIT o 350000 Il mpu 25 °C

Remarks : The Product confirms to ND/
IIpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBaHUsM H/

Conclusion : APPROVED /
3akiouenue: OJOBPEHO

Hata: 29.01.2025

Prepared by / 1 Checked by / Approved by: Manager/Executive /
[Toarorosneno: Pravesh Rana [/ [Ipoepeno: Santash Kumar OnobpeHo: MeHenxkep / PykoBoauTtens
i ¥ . |
Y Maurya %( Abhishek Chauhan \
Date / Date / Date /

Jara: 29.01.2025

Jlata: 29.01.2025

Registored Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Telangana, India
Tol: +01 40 1900 2000, Fax: +91 40 4900 2999, Ematl: mai@drreddys.com

CIj: LEI8EAP1OSHPLCO0AS0Y

wwiw.drreddys.com




Dr.Reddy’s ‘

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
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

| Hpoayx#: Haliz® Ilniog, reap g Hapy:RHOTO nipumeHenns 50 r

Market / Prinok : Russia / Poccus

Batch No./ . Batch Quantity / . 19494 units /

Cepun Nt B NSO Pa3mep cepuu 19494 enununyy -
Analytical Repovrt No./ . 040002797714 Date of Analysis / . 29.01.2025
AxajguTHyeckuii oTyer No JlaTta anaqnza

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026

Jata npousBoacrsa I'onen xo

Mfg. License No. /

IIpouseoacrBeHHast : MNB/05/263 MA number: / Homep PY : JIII-N2(003312)-(PT'-RU)
JHueH3HA No

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

Analysis performed according ND No / Adanu3 nposeaen mo HJI Ne: JIIT-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Page 6 of 10/ C1p. 6 u3 10

6 | Particle size / Pasmep uacTHi

20 pm /20 MM

Not more than 50 pm / He 6onee 50 mxm

7 | Related Substances / PoacTBeHHble NPpHMeCH

Impurity C / ITpumecs C
Impurity D / [Tpumecs D

Highest Unknown Impurity /
Envnuunas
HenaeHTHPHLHPOBAaHHAS
IPUMECH

Total impurities / Cymma
npumecei

Not detected / He oGHapyxeHa

Not detected / He obHapyxeHa

Below LOQ (LOQ = 0.0392 %) / Huxe
npenea KONHYECTBEHHOTr O ONpeACIICHUA

(TTKO = 0.0392 %)

Below LOQ / Huwke npenena
KOJIM4ECTBEHHOTO ONPENSTECHHUS

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

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

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

8 |Microbial contamination / MukpoOuosoruiecKas 4ucToTa

Total viable aerobic count /
Ob1ee KOJIMUECTBO
KHU3HECTIOCOOHBIX a’3poOHBIX
MUKpPOOPTraHU3MOB

Total combined yeast and mold
count / Ob1uee yucio
JIPOXOKEBBIX M TUIECHEBBIX
rprooB

Pseudomonas aeruginosa

Staphylococcus aurcus

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

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

Absent in 1 g/ OrcyrctByerB 1T

Absentin 1 g/ OrcyrcteyerB I r

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

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

Absent in 1 g/ OtcyrctBue B 1 T

Absentin 1 g/ Oreyrersue 8 1 1

Assay / KosinuecTBeHHOE onpeaesieHUe

Remarks : The Product confirms to ND/

IIpumeuanne: [Ipoaykr cooTBeTcTBYeT TpeboBaHusM HJ|

Conclusion : APPROVED /
3akawuenue: OJOBPEHO

Prepared by / Checked by / Approved by: Managgr/Executive /

[Toxrororneno: Pravesh Rana IIposepero: Santosh Kymar Onobpeno: Menemxep / PykoBoantenn
' Maurya (/A Abhishek Chauhan

Date / Date / Date /

Hara: 29.01.2025 Hara: 29.01.2025 Hara: 29.01.2025

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




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, IND1A
Tel : +91 98166 56001-02
www.drreddys.com

Product : Nise Plus, gel 50 g
TlpoayxT: Hait3® Ilmoc, renk s HApYKHOTO MpuMeHerHs 50

Market / PuiHOK : Russia / Poccus

Batch No./ . V250047 Batch Quantity / ; 19494 units /

Cepus Nt Pasmep cepun 19494 enuHnL -
Analytical Repo:‘t No./ . 040002797714 Date of Analysis / . 29.01.2025

AHaJIHTHYECKHH oT4eT Ne Jlara aHanau3za

Date of Manufacture / . 01/2025 Date of Expiry/ . 12/2026

Jara npousBoacTsa Tlopen g0

Mfg. License No. /

IIpoussoacTBeHnan : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JnueH3usa Ne

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

JUI-Ne(003312)~(PT-RU) or 02.10.2023

Pa

e7of 10/ Ctp. 7n3 10

9 | Nimesulide /Humecynuo

10.1 mg/ 10.1mr
101.0 %

9.0 to 11.0 mg of C;3H;2N-0s8
(nimesulide) per 1 g of the product (90 to
110 % of label claim)/ Ot 9,0 no 11,0 mr
Ci3H2N20OsS  (bumecynun) B 1 T
npenapara (ot 90 po 110 % or
HOMMHABLHOTO COJEPIKaHU)

Methvl salicylate /
Memuncamuyunam

100.7 mg / 100.7 mr
100.7 %

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 no
110,0 mr CgH3O3 (MeTHiICanMLUMIAT) B
1 r npenapara (ot 90 no 110 % or
HOMHHAJILHOTO COACPIKaHHA)

Menthol / Meumon

50.3 mg/50.3 mMr
100.5 %

45.0 to 55.0 mg of CoH»O (menthol) per
1 g of the product (90 to 110 % of label
claim) / Or 45,0 no 55,0 mr CioH2O
(menron) B 1 r npenapara (ot 90 no 110 %
HOMMHAJIEHOTO COAEPIKAHUSA)

Capsaicin / Kancauyun

Sodium benzoate / Hampus

0.2508 mg/0.2508 mr
100.3 %

0.97 mg/0.97 mr

Not less than 0.225 mg of C gH27NO;
(capsaicin) per 1 g of the product (not
less than 90 % of label claim) / He menee
0,225 mr C 3H27NO3 (kancauuun) B 1 1
npermnapara (ue Menee 90 % ot
HOMHHAIBHOTO COJEPXKAHHUSA)

Not less than 0.85 mg of C7HsNaO»

benzoam 973 % (sodium benzoate) per 1 g of the product
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [poaykr coorBeTcTBYET TpeboBanuam HJL 3axmouenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manag r/Executive /
[ToarotossneHo: Pravesh Rana [IporepeHo: Santx h Kumar Onobpeno: Menenike ) / PykoBoaNTEND
p. Maurya { h Abhishek Chauhan | T
Date / Date / Date /
Jara: 29.01.2025 JHara: 29.01.2025 Jara: 29.01.2025
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Ihdia

Tel: +91 40 4900 2500, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.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, IND{A
Tel : +91 98166 56001-02
www.drreddys.com

Product : Nise Plus, gel 50 g

TIpoxyxT: Haii3® Tlmoc, resib A1 Hapy»KHOTO NpuMeHerHs 50 r

Market / Peivok : Russia / Poccus

Batch No. / . Batch Quantity / _ 19494 units /

Cepusn Ne ¥ V250047 Pa3smep cepuu 19494 equHuL -
Analytical RepOft No./ . 040002797714 Date of Analysis / . 29.01.2025

AHanuTHYeCKHiT oTueT No Jara ananuza

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026

JaTta npou3BoAcTBa Togen a0

Mfg. License No. /

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

Jauuen3nn Ne

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

JIII-Ne(003312)~(PT-RU) or 02.10.2023

Page 8 of 10/ Ctp. 8 3 10

(not less than 85 % of the label claim) /
He menee 0,85 mr C7HsNaO- (Harpus
6eHzoart) B 1 r npenapara (He MeHee 85 %
OT HOMHHAILHOTO COEPIKAaHUA )

Buthvlhvdroxytoluene /
Bymunzudpoxcumonyon

0.40 mg/ 0.40 mr
99.5 %

Not less than 0.34 mg of Ci1sH240
(buthylhydroxytoluene) per 1 g of the
product (Not less than 85 % of the label
claim) / He menee 0,34 mr CsH240
(6ytunruapokcuronyon) B 1 r npenapara
(ne menee 85 % oT HOMUHAIILHOTO
coepkKaHHs).

10 | Package / ¥YnakoBka

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.

[To 50 r B Ty6y M3 NAaMHMMHPOBAHHOTO amMOMHHUs ¢ ruiedom w3 [IOBII, cHabxeHHyO
MeMOpaHoii 1 KOHTPOJIA MMEPBOTO BCKPBITHA, H TONMNPONHIEHOBOH Kpbitukoii. Io 1
TyGe B mauky KapTOHHYIO C IMCTKOM-BKJIaJIbILIEM.

API name / Hanmenosanue ADC: Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /

Humecynun, MeTuncanuumaat JleBomenTON Kancanuux

Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
INN / MHH:

Humecynun MeTtuncanuuunar JleBOMeHTON Kancauuun
API manufacturer batch number / MS-1A-243030- LOT T 7920 MIC-2409084 F001-24002
Homep cepum npouseoautens A®C: Ml ]
EPMmuiactuner aklBatcimmmbery FERA00716 FERA00664 FERR00844 FERA00696
Homep cepun ADPC npouspoantens I'JID:

Remarks : The Product confirms to ND/

IIpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3axmoyenue: OJOBPEHO

Prepared by / Checked by / Approved by: Managé -/Executive /

IHoarorosneHo: Pravesh Rana [Tpoeepeno: Santosh Kumar Onobpeno: Menexep)/ PyxoBoNTEND
Maurya !‘_'{%' Abhishek Chauhan 1

Date / Date / Date / i

Harta: 29.01.2025 Hara: 29.01.2025 Jlara: 29.01.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Tzlangana, India
Tel: +91 40 4900 280U, Fax: +91 4U 490U 2999, emall: imnall@dieddys.cum

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Product : Nise Plus, gel 50 g .

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road,

Badd,

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

www.drreddys.com

HNpoayxt: Haiis® Imoc, resib 1 Hapy»HOro npumenenus 50 r

Market / Pbinok : Russia / Poccus

Batch No./ . Batch Quantity / . 19494 units /

|Cepust No = Nasle Pasmep cepuu " 19494 equnun -
Analytical Repourt No. / . 040002797714 Date of Analysis / . 29.01.2025

AnanutHyeckunii oryeT No JlaTa anajausa

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026

JlaTta npousBoacTBa T'oaen g0

Mfg. License No./

IlpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)~(PT-RU)
Juuen3us Ne

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

Analysis performed according ND No / Auaans nposenes no HJl Ne: JIII-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Page 9 of 10 / Ctp. 9 m3 10

API Manufactured by & country /
Ipousogurteas ADC, cTpana:

Madranam
Jlparc sHn AnbTa
Opranukce JItn,
Jlabopatopuc JIta,
Hupus /
Wupus / Alta
Mangalam 3
Laboratories Ltd.,
Digsd India
Organics Ltd.,
India

Apopa ApomaTHkC
MeT. JIta, Uaaus /
Arora Aromatics
Pvt. Ltd., India

dopmoza
Jlabopatopuc

Wuk, TaiiBans,
Kwutait/ Formosa

Laboratories
Inc., Taiwan,
China

Name, address, authorization No for FP
site /
I0INAJKH, OCYLIECTBAAIOLEH

o

manufacturing site / Control site / Release
HaumenoBanue, agpec H HOMep JHLEH3HH

ﬂpOH3BOﬂCTBO/KOHTpOJl b Ka4yecTBa/Bbl nyCK

India (License No MNB/05/263) /

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

[MpouseoacTeeHHOe noapazaeneHue-6, Bunt Kxons, Hanarapx Poya, Bannu,
JIuctpukt Conau, X.I1., 173205, Uaaus (Jluuenszus 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

Eurasian Economic Union is established».

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

IIpumeuanue: [IponykT cooteTcTBYeT TpeboBaHuaM HJI

3akmouenue: OJOBPEHO

Prepared by /
IToarorosmneno: Pravesh Rana

Checked by /

ITpoeepeno: Santosh Kumar

Maurya

Approved by: ManagerfExecutive /
Onobpeno: Menemkep// PykogoauTeib
Abhishek Chauhan ?

Date /
Hara: 29.01.2025

Date /
Hata: 29.01.2025

Date /
Hara: 29.01.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indla
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s Q:.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

[Product : Nise Plus, gel 50 g

(M poayrT: Haits® Timioc, renk s Hapy#HOro npuMenedns 50

JnueH3us No

Market / Peisok : Russia / Poccus

Batch No./ . Batch Quantity / . 19494 units /

Cepusa Ne g Vn Pasmep cepun " 19494 equuuy -
Analytical Repovrt No./ . 040002797714 Date of Analysis / . 29.01.2025

AHanuTHYyeckmii oTyeT Nt JaTa ananausa

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026

JlaTta npon3BoACTBa T'oxen go

Mfg. License No. /

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

JII-Ne(003312)-(PI-RU) ot 02.10.2023

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

3akirodeHHe 0 cooTBeTcTBHM: «HacTosmM st mOATBEPXK/1at0, YTO MPUBEACHHAS BhIlIe HHPOPMALIUS SBIIAETCS AOCTOBEPHOI
¥ TOYHOM. DTa cepHs TPOAYKIUNHK IIPOU3BEAeHA (BK/IIOYAs YIAaKOBKY (MAPKHPOBKY) W KOHTPOJIb Ka4€CTBA) Ha BhILLCYKa3aHHOM
MOJIHOM COOTBETCTBHH ¢ TpeboBaHmsamu IlpaBun
NPOH3BO/ICTBeHHOH! MpakTku EBpasuiickoro sxoHomudeckoro corosa (Ne GMP/EAEU/RU/00554-2022 ot 02 ceHTAGpa 2022)
H TpeOOBaHUSAMH KOHTPOJS KauecTBa JIeKAPCTBEHHBIX CpENCTB, a TAaKX€ B COOTBETCTBUH CO CHIELUOHKALUAMHY,
cofiepallluUMKCS B PETHCTPALIMOHHOM A0CkE CTpaHbl-uMIIopTepa. 3aricH 10 NPOU3BOACTBY, YIAKOBKE H aHAIM3Y IIPOBEPEHSBI,
H YCTAaHOBJIEHO HMX COOTBETCTBHE TpeboBaHusM [IpaBun Hajnexamieii NpPou3BOACTBEHHOM mpakTHkU EBpasuiickoro

NpPOW3BOACTBEHHON miomaake (MIOMIaaKax) B

3KOHOMUHYECKOro COr3a».

Page 10 of 10/ Ctp. 10 u3 10

Remarks : The Product confirms to ND/
ITpumeuanue: [Iponykt cootBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3akiwouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToxrorosneno: Pravesh Rana IIposepeno: Santosh Kumar Ono6peno: Menemxkep/f PykoBoantenb
Maurya |~ Abhishek Chauhan |
(¢ —
Date / Date / Date /
Hara: 29.01.2025 Hara: 29.01.2025 Hara: 29.01.2025
Registered Office: 8-2-337, Ruad No. 2, Banjara Hills, Hyderabad - 500037, Telangana, Tndia

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

CIN: L85195AP1984PLCO04507
www.drreddys.com
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