@e
Dr.Reddy’s €&

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Nise Plus, gel 100 g

MpoaykT: Haiis® Imioc, resb 151s HApyAHOTO TIPHMEHCHIR 100r

Market / Poinox : Russia / Poccus

Batch No./ . V240943 Batch Quantity / . 9901.000 units /

Cepus N ) Pasmep cepHy " 9901.000 eguHuUL
Analytical Repourt No./ . 040002781268 Date of Analysis / . 16.01.2025
AHaJIUTHYEeCKHUIl oTueT No Jarta aHanmza

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

Jata nponssoacTea T'ogen ao

Mfg. License No. /

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

JITE-No(003312)-(PI-RU) or 02.10.2023

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

Page 1 of 11/ Crp. 1 13 11

No Test / IlokazaTenn

Result / PesyabTatsl

Specification / Hopma

1 | Appearance/ Onucanue

White gel of homogencous consistency with a
characteristic
OIHOPOAHOHI
3aMaxoM.

odor. / Tens ©enoro

KOHCHUCTECHLUMH C

LBECTa
XapaKTCpHBIM

White to off-white gel of homogeneous
consistency with a characteristic odor. /
Iens 6enoro uiaM nodytH 6enoro usera
ONHOPOAHO# KOHCUCTEHLIMH c
XapakTepHbIM 3aMaXOM.

2 | Identification/ UaenTudnkanus

2a | By HPLC/ B3XXKX

- Nimesulide | Husecyno

Complies as prescribed /
CooTseTcTBYET 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 xpomarorpamme
HCMBITYEMOr0 PAcTBOpPA, MOMYYCHHOTO
npH NpOBEACHUN WCIIbITAHUS
«KonuyecTBeHHOE onpenencHHe.
Humecynua ¥ METHICATMUMIATY,
JOJDKEH 00HAPY)KUBATHCS UK,
COOTBETCTBYIONHHM no BPEMEHU
yAepKHUBaHUA [HKY HUMECYNHMAa Ha
XpoMaTorpamMme CTaHAApPTHOrO

Remarks : The Product confirms to ND/

Ipumeuanue: [IpoaykT cooTBETCTBYET TpeOoBanuam HJ

Conclusion : APPROVED /
3akaouenue: OJOBPEHO
i

Hara: 16.01.2025

Jara: 16.01.2025

Prepared by / Checked by / Approved by: Managg¢r/Executive /
IMoarorosiexo: Noor Mohammad [Iposepeno: SantoshKumar Onobpeno: Menemxep / Pykosonutens
~7 Maurya / Abhishek Chauhan | 70
| 7 [ (L
Date / Date / Date /

Hara: 16.01.2025




Dr.Reddy’s Q':°

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Product : Nise Plus, gel 100 g

Hpoayx7: Haits® [uoc, rene s HapyAHOTO NPHMEHEHNS 100 r

Market / PuiHok : Russia / Poccust

Batch No./ . V240043 Batch Quantity / _9901.000 units /

Cepiist N ) Pazmep cepiin " 9901.000 enuHUL
Analytical Repourt No./ . 040002781268 Date of Analysis / . 16.01.2025
AHannTHMYecKHii oTueT Nt Jdarta ananuza

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

Jarta nponssoacTsa Togen ao

Mfg. License No./

ITpouzBoAcTBEHHAsA : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
auueH3ua Ne

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

Analysis performed according ND No / Anaaus nposexen no H/1 Ne: JITI-Ne(003312)-(PT-RU) dt. 02.10.2023 /

Page 2 0f 11/ Ctp. 2 13 11

pacTBopa.

- Methvl salicylate /
Menuncamuapunam

Complies as prescribed /
CootseTcTBYET TpeGOBaHHAM

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
Xpomarorpamme HCITBITYEMOTO
pacTBopa, MOJTy4E€HHOTO npu
NpoBeNeHHH MCIIBITAHUSA
«KonuuecrseHHoe ompezneneHHe.
HuMmecyaua W METHICATMUMIATY,
JIOJDKEH 06GHapyKUBATECA MUK,
COOTBETCTBYIOILINH no BpeMEHH
yAepKUBaHUS MHKY METUJICAINLUIATA
Ha  XpoMarorpaMMe  CTaHAapTHOTO
pacTeopa.

Menthol / Menmon

Remarks : The Product confirms to ND/

Complies as prescribed /
CooteercrByeT TpebOBaHUAM

"Menthol  Assay" test, / Ha

Hpumeuanne: [IpoaykT cooTBeTcTBYeT TpeGoBanuaM HJ

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

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO
A

Prepared by /
IHoarorosieno: Noor Mohammad

NS

Checked by /
ITpoeepeHo: Santosh Kumar
Maurya

—

er/Executive /
ep/ P7(OBO,H,[-1TC.EI‘6

Approved by: Manz
Onobpeno: Mene;
Abhishek Chauhan

Date /
Hara: 16.01.2025

Date / :
JHara: 16.01.2025

Date /
Tata: 16.01.2025

v drreddys.com




Dr.Reddy’s Q‘:’

CERTIFICATE OF ANALYSIS

CEPTHUOHUKAT AHAJIM3A

Product : Nise Plus, gel 100 g

MpoaywT: Haiis® Ilioc, resib AN HApy#HOTO npumeHeHus 100 r

Market / Poinox

: Russia / Poccus

Batch No./ . V240943 Batch Quantity / . 9901.000 units /

Cepust N i Pazmep cepun * 9901.000 enmHuLL
Analytical RepOj‘t No./ . 040002781268 Date of Analysis / . 16.01.2025
AHaapTHYecKHH oTueT Ne JlaTa aHanu3a

Date of Manufacture / . 12/2024 Date of Expiry / . 1172026

Jlata npou3BojACTEA T'oxen ao

Mfg. License No./

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

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

Page30f11/Crp.3 u3 11

XpoMarorpamme HCMBITYEMOTO
pacTtBopa, NOJyYEHHOTO npu
MpoBeIEHUH WCTILITAHUSA
«KojguyecTBeHHOE onpeneneHue.
MenTony», AOJbKeH OOHapy»KHUBAaTHCH

MUK, COOTBeTCTBy}OH.[PIﬁ no BpEMEHU

CooteeTcTByeT TpeOOBaHRAM

yAEp/KHMBaHHsA [UKY MEHTOJa Ha
XpoMaTorpaMme CTaHIApTHOrO
pacTBopa.
- Capsaicin / Kancawyun 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
UCIILITYEMOrO PacTBOpa, MOSYYEHHOrO
npu NpoBeIeHUN MCIIBITAHHS
«Konn4yecTBeHHOE onpezneneHue.
Kancanuun W HaTpus  Oensoar»,
IOTDKEH 0OHApY>KUBATHCA THK,
COOTBETCTBYIOLIHH o BpEMEHH
yOEpXHBaHMsl [IHKY KalCaulMHa Ha
XpoMaTorpaMme CTaHAapTHOTO

Remarks : The Product confirms to ND/
IIpumeuanue: [IponykT cooTBeTCTBYET TpeboBaHUAM H]I

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Man ‘gerfExecutive /
[oaroroenexo: Noor MgJ;ammad [Tposepeno: Santosh Kumar Onobpeno: Menengep / PyxkosoanTenb
] _ Maurya Abhishek Chauha
2
Date / Date / Date /

Hara: 16.01.2025

Jata: 16.01.2025

Jara: 16.01.2025

800

. Banjara Hills, Hyderahad - 500024, Telansana, India
n

minil@drreddys,com




Dr.Reddy’s Q':°

CERTIFICATE OF ANALYSIS
CEPTHDHMKAT AHAJIM3A

Product : Nise Plus, gel 100 g
[ MpoayxT: Haiis® Ilnioc, reb s HapyxkHOro npumenenms 100 r

Market / Puinox : Russia / Poccus

Batch No./ . V240943 Batch Quantity / _9901.000 units /

Cepns Nt ) Pazmep cepun © 9901.000 eguHuL
Analytical Repovrt No./ . 040002781268 ]_)ate of Analysis / . 16.01.2025
AHaJUTHYECKHIT oTyeT Ne Jara ananmnza

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

Jlara nponseoacTea T'ogen oo

Mfg. License No. /

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

Analysis performed according ND No / Ananau3 nposenen no HJL Ne: JITI-Ne(003312)-(PI-RU) dt. 02.10.2023 /
JITI-Ne(003312)-(PT'-RU) ot 02.10.2023

Paged4of 11/ Crp.4 n311

pacTBopa.
2b | By HPLC (PDA) / B3/KX ¢ duodno-mampunsim demeKkmopom
- Nimesulide / Hustecynuo Complies as prescribed / The absorption spectrum of nimesulide
CooTBeTCTBYET TpeHOoBaHUAM 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. / CunekTp
MOTJOIEHHT [MKa HUMECYNIMAa Ha

XpoMmartorpaMmme HCOIBITYEMOTO
pacTtBopa, MOJTYUE€HHOI'O npH
[IpOBEACHUHN UCTIBITAHNUA
«KonnuecTeeHHoe onpeaciicHue.

Humecynua ©  METHIICANMLIMIATY),
JIOMDKEH  COOTBETCTBOBATH  CIIEKTPY
MOMJIOIEHHsS TMHKAa HHMECylIuaa Ha

XpoMarorpamme CTaHJapTHOTO

pacTBopa.
- Methyl salicylate / Complies as prescribed / The absorption spectrum of methyl
Memuncanuyunam CoOTBETCTBYET TPeOOBAHUAM 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/ Conclusion : APPROVED /
Ilpumeuanue: [Tpoaykt cootBeTcTBYeT TpeboBanusaM H/ 3akmoyenue: OJOBPEHO
]
Prepared by / Checked by / Approved by: Man;.ri er/Executive /
HMoxrorosneno: Noor Mohammad ITposepeHo: Santosh Kumar Opnobpeno: Menemitep / PykoBoauTelb
% Maurya Abhishek Chauhan /
o b |
Date / Date / Date /
HaTa: 16.01.2025 Hara: 16.01.2025 Hata: 16.01.2025

sdrreddus.com




S
Dr.Reddy’s Q%‘

CERTIFICATE OF ANALYSIS

CEPTHUDHKAT AHAJIHM3A

O Reddy's Laboratories itd
Forrnulation Unit-6

Vill. hol, Nalagarh Road, Badcii,
Disit, Solan, H.P., 173 205, INDiA
el 491 98165 55001-02

swLddrreddys.com

Product : Nise Plus, gel 100 g

IMpoayxT: Haiis® [roc, rens ans HapyxHoro npumeneHds 100 r

Market / Poinok : Russia / Poccus

Batch No./ . V240043 Batch Quantity / . 9901.000 units /

Cepusn Ne g Pasmep cepun * 9901.000 eauHun
Analytical Repourt No./ . 040002781268 Date of Analysis / . 16.01.2025
AnanuTHyeckuii oTyer Ne Jara aHaau3a

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

JlaTa npousBoacTBa Toaex go

Mfg. License No./

IMpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JHueH3uA No

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

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

Page Sof 11/ Cip.5n3 11

solution chromatogram. / Cnektp
MOTVIOLIEHHS TIHKAa METHJICAIMIHIIaTa Ha
XxpomarorpamMmme HCIBITYEMOTO
pacTBopa, MOJIY4EHHOTO npy
NpOBEAEHUN MCTIBITaH S
«KonnuecTBeHHOE onpeneneHye.
Humecynua ¥ METHICANHLIHIATY),
JOKEH  COOTBETCTBOBAThH  CIIEKTPY
MOrJIOUWIEHHs THKA METHNCATHIIUTIATa Ha
XpoMaTorpaMmme CTaHIapTHOTO
PacTBOpa.

- Capsaicin / Kancauyuu

Complies as prescribed /
CootBercTByeT 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
NOrJOIIEHUS TMHKa KalcadUMHA Ha
XpoMarorpamMmme UCTIBITYEMOTO
pacreopa, MOJTy4E€HHOTO npu
NpOBeNeHUH KCITBITaHUA
«KonnuecTBeHHOE omnpeencHHe.
KancamumH wn Hartpus  O€H30aT»),
IO/DKEH  COOTBETCTBOBATh  CIEKTPY

Remarks : The Product confirms to ND/
Ilpumeuanne: [Tpoaykr cootseTcTBYeT TpeboBaHusM H/J

Conclusion : APPROVED /
3akiouenue: OJJOBPEHO

i
Approved by: Mahager/Executive /

Prepared by / Checked by /
[Moarorosneno: Noor Mohammad ITpoeepeHo: Santosh Kymar Onobpeno: Menefukep / PykopoanTensb
{}ﬂ Maurya _ Abhishek Chauha
Z - =
Date / Date / Date /

Hata: 16.01.2025

Jara: 16.01.2025

Jara: 16.01.2025

Registered Ofiice
Tal- +51.40 4300 2500, F:

CIf; L YSAPLOSAPLCO04507

www. drieddys.com

327, Road No. 2, Banjara Hills, Hyderabad - 500034, Teiangana, India
40 4800 2994, Email: mail@drreddys.com




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. iol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA
Tol +51 98166 56001-02

vy diteddys.com

Product : Nise Plus, gel 100 g

HpoayxT: Haii3® Tlmoc, reab Uis HapyRHOTO NMPHMEHCHHA 100 r

Market / Puinok

: Russia / Poccus

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

Cepus N h V240943 Pazmep cephu " 9901.000 eguHALL
Analytical Report No./ . 040002781268 Date of Analysis / . 16.01.2025
AnanuTHyeckuii oTueT No JaTta anaansa

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

Jarta npousBoacTsa T'onen no

Mfg. License No. /

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

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

JI-Ns(003312)~(PT-RU) ot 02.10.2023

Page 6 of 11/ C1p. 6 m3 11

MOTJIOIEHUS [HKAa KarcauluMHa Ha
XpoMaTorpaMme CTaHOapTHOTO
pactBopa.

2c

| By TLC/TCX
- Menthol / Menmon

Complies as prescribed /
CooTBeTcTBYyeT TpeOOBAHUAM

The position of the main spot in the test
solution chromatogram shall correspond
to that of the main spot in menthol
reference standard solution
chromatogram. / OcHOBHOE MSITHO Ha
Xpomartorpamme UCTILITYEMOrO
pacTBopa 0 TIOJOXKEHUIO  AOJDKHO
COOTBETCTBOBAThH OCHOBHOMY MSATHY Ha
XpomaTtorpaMmme pactBopa
CTaHIapTHOro 00pa3ua MEHTOJIA.

3 | Net weight / Macca 101g/101r According to requirement / B
COAEPKMMOro YNAKOBKH COOTBETCTBHH ¢ TpeOOBaHHAMH
4 | pH/pH 52/52 4.6 to 6.0 (for 1.0 % aqueous solution) /
Ot 4,0 o 6,0 (ans 1,0 % BoaHoro
pactBopa)
5 | Viscosity / BazkocTb 255360 cP / 255360 cIl 150,000 cP to 350,000 cP at 25 °C/

Ort 150000 cIT a0 350000 cIT rmpu 25
°C

Remarks : The Product confirms to ND/

IIpumeuanue: IIpoxykT cooTBETCTBYET TpeboBanusm H/L

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

\

Prepared by / Checked by / Approved by: Manpger/Executive /

Ioarorosnero: Noor Mohammad ITposepeno: Santosh Kumar Onobpeno: Menenjkep / Byxosoaureib
.f'J/;‘f:Z? Maurya Abhishek Chauhan

Date / Date / : Date / -

Hara: 16.01.2025 Hara: 16.01.2025 Jara: 16.01.2025

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 1900 2909, Fax: +91 40 4900 2999, Email: mail@drraddys.com

Ciid: L35195AP1984PLCODAS07
www.drreddys.com
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Dr.Reddy'’s Q;

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

wivve diredays.com

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIHM3A

Product : Nise Plus, gel 100 g

MpogyxT: Haiis® Iluioc, reis Aas Hapy»kHoro nipumenenna 100 r

Market / PuiHoK : Russia / Poceus

Batch Ne./ . V240043 Batch Quantity / . 9901.000 units /

Cepust N2 ; Pasmep cepun *9901.000 eamuHL
Analytical Repovrt No./ . 040002781268 Date of Analysis / . 16.01.2025
AnanurHyeckuii oryer Ne Jdata anannsa

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

Jarta npon3BoicTBa T'oaen go

Mfg. License No. /

IpousBoacTBEeHHARA : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
anueH3ns Ne

Analysis performed according ND No / Anaaus nposeaen o HJl Ne: JITI-Ne(003312)~(PT-RU) dt. 02.10.2023 /
JINI-Ne(003312)-(PI'-RU) ot 02.10.2023

Page 7of 11/ Crp. 7 3 11

6 | Particle size / Pazmep yacTun

18 pm / 18 MKMm

Not more than 50 pm / He 6onee 50
MKM

7 | Related Substances / PoacTBeHHbIE IPUMECH

Impurity C/ I1pumecs C
Impurity D / Ilpumece D

Highest Unknown Impurity /
Enununynast
HenaeRTHHULMPOBaHHas
NpUMech

Total impurities / Cymma
npumMeceit

Not detected / He obHapyxeHa

Not detected / He obHapyxeHa

Below LOQ (LOQ = 0.0392 %) / Huxe

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

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

npejieia  KOJHMYECTBEHHOTO  OMpPEENeHNs
(TTKO = 0.0392 %)
Below LOQ / Hioke npenena | Not more than 1.5 % / He Gonee 1,5 %

KOJIN4YECTBEHHOI'O OTNIPEACIEHNS

8 [Microbial contamination / Mukpoduonornueckas Yucrora

Total viable aerobic count /
Obmee KOJIMYECTBO
YWHU3HECTTOCOOHBIX a3poOHBIX
MHKPOOPTaHH3MOB

Total combined yeast and mold
count / O61ee YHCIIO
JPOXOIKEBBIX U TIECHEBBIX
rpuboB

Less than 50 CFU/g /
Memnee 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/
Ipumeuanne: [ponykt cootsercTByeT TpeboBanusaM HJI

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO
|

Jara: 16.01.2025

Jarta: 16.01.2025

Prepared by / Checked by / Approved by: Manaper/Executive /
IMoxrorosnexo: Noor Mohammad [Tposepeno: Santosh Kumar Onobpeno: Menemep / PykoBoanTensb
I/.f‘\ 7 Maurya Abhlshek Chauhﬂl’l-’ ?"
f5.7
vl o =
Date / Date / Date /

Jara: 16.01.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: 191 10 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: LS5155AP1984PLCO0AS0T
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHUOUKAT AHAJIM3A

AN P PR BECE . T, 5 4
Reddy's Laboratonies Lid

Product : Nise Plus, gel 100 g

Mpoayxt: Haiis® [Lmoc, rens [uta HapyxHOro npuMeHeHns 100 r

Market / PeiHok : Russia/ Poccus

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

Cepus N HNEAOE Pasmep cepun © 9901.000 eauamL
Analytical Repog‘t No./ . 040002781268 Date of Analysis / . 16.01.2025
AnannTuuecknii oTyeT Ne Jata ananusa

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

Jata npon3BoAcTBa Togen o

Mfg. License No. /

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

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

Analysis performed according ND No / Ananns nposened o HL Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Pseudomonas aeruginosa

Staphylococcus aureus

Absentin 1 g/ OrcyrcTByerB 1 T
Absentin 1 g/ OtcyrctByeTrB 1 T

Page 8 of 11/ Ctp. 8 M3 11
Absentin 1 g/ OtcyrctBue B 1 r

Absentin 1 g/ OtcytctBue B 1 1

9 | Assay / KonnuecTBeHHoe onpeiefnenne

Nimesulide /Humecynuo

Methyl salicylate /
Memuncanuyunam

Menthol / Menmon

10.0 mg /10.0 mr
100.1 %

100.1 mg/ 100.1 mr
100.1 %

50.6 mg/50.6 mr
1013 %

9.0 to 11.0 mg of CisH2N2058
(nimesulide) per 1 g of the product (90
to 110 % of label claim) / OT1 9,0 no 11,0
mr C13H2N>OsS (uuMmecynuna) B 1 r
npenapara {(or 90 mo 110 % ot
HOMHHAJILHOTO COAepIKaHHs)

90.0 to 110.0 mg of CsHzO3 (methyl
salicylate) per 1 g of the product (90 to
110 % of label claim) / Ot 90,0 no
110,0 mr CsHsO;3 (MeTnacanuuunar) B
1 r npenapara (ot 90 no 110 % ot
HOMHMHAJILHOTO COAEPIKaHH)

45.0 to 55.0 mg of CioHxO (menthol)
per 1 g of the product (90 to 110 % of
label claim) / Ot 45,0 no 55,0 wmr
C1oH»O (menron) B 1 r npenapata (0T
90 o 110 % HOMHHAJILHOTO
coaepxKaHus)

Remarks : The Product confirms to ND/
IIpumeuanue: IIpoxyKkT coOTBETCTBYET TpeboBanusaM HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

\

Hara: 16.01.2025

Hara: 16.01.2025

Prepared by / Checked by / Approved by: Magager/Executive /

IMoarotosneHo: Noor Mohammad [Mpoeepeno: Santosh Knmar Onobpeno: Menekep / PykoBoguTenb
G /1? Maurya iﬁ: Abhishek Chauhan |

Date / Date / Date /

Jara: 16.01.2025

[0ASOT

wyedrreddys.com

00054, Telangana, Inaia

, Emeil: mall@drreddys,com




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Product : Nise Plus, gel 100 g
MpoayxT: Haiis® [moc, renb Mis HapY»KHOro MpuMeHenys 100 ©

Market / Peinox : Russia / Poceust

Batch No./ . V240943 Batch Quantity / . 9901.000 units /

Cepus N Pasmep cepun 9901.000 equHun,

Analytical Repourt No./ . 040002781268 Date of Analysis / . 16.01.2025

AHaJuTHYeCKHIA oTyeT No JlaTa aHanu3a

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

JaTa npOH3BOACTBA Tonen n0 o
Mfg. License No./

IIpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JHUEH3H A No

Analysis performed according ND No / Ananns nposenen no H/| Ne: JITI-Ne(003312)-(PT-RU) dt. 02.10.2023 /
JIIT-Ne(003312)-(PT-RU) ot 02.10.2023

Page 9 of 11/ Ctp. 9 13 11

Capsaicin / Kancauyun 0.2517 mg/0.2517 mMr Not less than 0.225 mg of CisH27NO;
100.7 % (capsaicin) per 1 g of the product (not
less than 90 % of label claim) / He
menee 0,225 mr CgH27NO3
(kancauuuH) B 1 r npenapata (He
meHee 90 % OT HOMHHAJIBHOTO

colepKaHns)
Sodium benzoate / Hampusa 1.00 mg/ 1.00 mr Not less than 0.85 mg of C;HsNaO»
beHszoam 99.6 % (sodium benzoate) per 1 g of the product

(not less than 85 % of the label claim) /
He menee 0,85 mr C7HsNaOa (Hatpus
6enzoat) B 1 r mpenapata (He MeHee 85
% OT HOMHHAJBHOTO COAEPXKAHMSI)

Buthylhydroxytoluene / 0.37 mg/0.37 mr Not less than 0.34 mg of Ci5sH24O
Bymunzuopoxcunonyon 93.1% (buthylhydroxytoluene) per 1 g of the
product (Not less than 85 % of the label
claim) / He menee 0,34 mr C;sH2,0
(6yTanruapokcuTonyon) B 1 r
npenapara (He meHee 85 % or
HOMMHAJILHOTO COAEP KaHH).

10 | Package/ YnaxkoBka 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/ Conclusion : APPROVED /
Ipumeuanue: [IpoayKT cOOTBETCTBYET TpeboBanuaM HJI 3akmouenue: OJJOBPEHO
1

Prepared by / Checked by / Approved by: Man ger/Executive /
IMoarorosnenio: Noor Mohammad IposepeHo: Santos}: Cumar Opobpeno: Menempcep / PykopoguTenb

0"7 Maurya Abhishek Chauhat

N7 < t
Date / Date / Date /
Hara: 16.01.2025 Hara: 16.01.2025 Iara: 16.01.2025

5 Hilis, Hyderabad - 500034, Telangana, tndia

=
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Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS
CEPTHOHMKAT AHAJIM3A

Formuliation Unit-6

. Reddy's Laboratories Lid

vill. Khol, Malagarh Road, Baddi,

f.Solan, H.P, 173 205, INDiA

Product : Nise Plus, gel 100 g

[ MpoayicT: Haiiz® Tlimoc, reb Al HapyskHoro npumerenns 100 r

Market / PoiHok : Russia/ Poccus

Batch No./ . V240043 Batch Quantity / . 9901.000 units /

Cepusi Ne ) Pazmep cepun * 9901.000 eguHHKL
Analytical Repovrt No./ . 040002781268 Date of Analysis / . 16.01.2025
AHaaurTmyeckuii oTueT Ne JaTa ananusa

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

Jarta npon3Bo/icTsa T'ogen mo

Mfg. License No. /

IIpousBoacTBeHHAR : MINB/05/263 MA number: / Homep PY : JITI-Ne(003312)-(PI-RU)
Jnuensusi Ne

Analysis performed according ND No / AHanns nposeren no H/L Ne: JIII-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

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

Page 10 of 11/ Crp. 10 13 11

ITo 100 r B Ty6y M3 TaMMHHUPOBAHHOrO amoMuHus ¢ miedom u3 [I3BI], cHabGxennyto
MeMOpaHOMH 171 KOHTPONS MEPBOrO BCKPBITHS, H MOJUIIPONHICHOBOH KPBIKOM. [lo 1
Tybe B Mayky KapTOHHYIO C JIICTKOM-BK/TaJbIIIEM.

API name / Hanmerosanue ADC: Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
Humecynnag Meruncannuunar JlepomeHTOnN Kancauumun
Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
INN / MHH:
Humecynun MeTtuncaniuuuiar JleBOMEHTOJ Kancanuun
API manufacturer batch number / MS-1A-243030- F001-23001,
Homep cepuu npoussoautens ADC: M1 OIS MIEEE2407056 F001-24001
FP Manufacturer API Batch number / FERAO00305,
Homep cepun A®C npoussoauteasn I'JId: I FERA00595 EERR00745 FERA00338
Masnranam
 i—— dopmoza
P AnbTa Jlaboparopuc
Oprasmxe JIta, Jlabopatopuc JIta, 4popa FROMaTHIE Wnk, TaliBanb
API Manufactured by & country / Wunus / parop > | Ter. JIto, Uaous / % ’
Wnnus / Alta . Kurait/ Formosa
Ilponssoautens APC, crpana: 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 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/ Conclusion : APPROVED /
ITpumeuanue: [Iponykt cooTBeTcTBYET TpeOoBanusaM HJI Zakmoyenne: ONNOBPEHO
|

Prepared by / Checked by / Approved by: Mapager/Executive /
IToarotorneHo: Noor Mghgmmad Iporepeno: Santosh Kumar Onobpeno: Mengikep / PykoBoanTtenb

7 Maurya Abhishek Chauhgn

g7 e e
Date / Date / Date /
Hara: 16.01.2025 Hata: 16.01.2025 Hara: 16.01.2025

Repistered Gificy: & , Banjara Hills, Hyderabad - 500024, Telangana, India
el +31 4G 101900 7999, Email: mail@drraddys,.com

AP1384PLCO04507

wons driaddyvs.com
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product : Nise Plus, gel 100 g ]

Ipoayir: Haiis® ITmoc, renk ans HapyxHoro npumenenua 100r -
Market / Poinok : Russia / Poccus

Batch No./ . V240943 Batch Quantity / . 9901.000 units /

Cepust Ne - Paszmep cepuu * 9901.000 equHuUL,
Analytical Repovrt No./ . 040002781268 Date of Analysis / . 16.01.2025
AnanutHyecKuii oruet No JlaTa aHanu3a

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

Jara nponssoacTsa T'ogen Ao -
Mfg. License No./

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

Analysis performed according ND No / Anaans npogeaen mo HJL Ne: JIII-Ne(003312)-(PT'-RU) dt. 02.10.2023 /
JII-Ne(003312)-(PI'-RU) ot 02.10.2023

Page 11 of 11/ Crp. 11 m3 11

HanmeHoBaHHe, aipec H HOMep JIHLEH3UH IMpou3soacTBeHHOE Noapasaenenne-6, Bumn. Kxons, Hanarapx Poyn, banay,
MJIOLAAKH, OCYLLECTBJISIIOLLEH JTuctpuxt Conan, X.I1., 173205, Unmus (Jlnuenzua Ne MNB/05/263)
NPOU3BOACTBO/KOHTPOJb KA4€CTBA/BBIMYCK

| ) (0]

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».

3aK/0YeHHe 0 cOOTBeTcTBHH: «HacTosluM g NOATBEPXKAAIO, YTO MPHUBEACHHAs Bblille WHPOPMAUUS SABJACTCA
JOCTOBEPHOM H TOUHOMH. DTa cepust NPOAYKLMM MPoU3BeAeHa (BKIIO4as YNaKoBKy (MAPKMPOBKY) U KOHTPOJIb KayecTsa)
Ha BBIILIEYKA3aHHO! MPOM3BOACTBEHHOM MUolazKe (MNOWaaKax) B MOTHOM COOTBETCTBHMU C Tpebosanusmu Ilpasun
HazjsIexalleil Npou3BoACTBEHHOI npakTukU EBpasuiickoro sxoHomuteckoro cotoza (Ne GMP/EAEU/RU/00554-2022 ot
02 cenrsOps 2022) u TpeOOBaHUAMH KOHTPOJIA KayecTBa JIEKAPCTBEHHBIX CPENCTB, & TakkKe B COOTBETCTBHH CO
crneuupUKalUIMH, COAEPKAUINMHICS B PErHCTPALMOHHOM J0ChE CTPaHbI-MMIOpTEpA. 3amucH MO MPOM3BOJCTBY,
YIAKOBKE M aHalmusy NpOBEPEHBl, M YCTAHOBIEHO UX COOTBeTCTBHE TpeboBanusam [lpaBun Haliexallel
IPOU3BO/JICTBEHHON MpakTHKU EBpa3suiickoro 3KOHOMHUUYECKOT0 CO03a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [IponykT coorBeTcTBYET TpeboBanuam HI 3akro4eHue: OI{OH[PEHO
Prepared by / Checked by / Approved by: Managgr/Executive /
[Moarorosneno: Noor Mohammad [IpoBepeno: Santosh Kumar Onobpero: Menemkep / Pykosonmnrens
-7 Maurya f Abhishek Chauhan |
Date / Date / Date /
Hara: 16.01.2025 Hara: 16.01.2025 Hara: 16.01.2025
fegistered Oifice: 8 Poad Mo, 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tal: +01 40 4900 2000, Fav <01 40 4800 2099, Email: mail@drreddys.com
Cind: LEE105AP1284PLCO0A507
wvadrreddys.com




