Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Nise Plus, gel 50 g

Market / PriHok

Ipoayxr: Haits® [Imoc, rek a5 HapykHOrO npuMeHeHHs 50 T

: Russia / Poccus

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

Batch No./ . Batch Quantity / . 19,322 units/ |
Cepus Ne 0230242 Pa3mep cepun 19,322 enunuL

Analytical Repovrt No./ . 040003003376 Date of Analysis / . 28.07.2025

AHaJuTu4YeckHii otyet Ne JlaTa aHaJ/IH3a

Date of Manufacture / . 07/2025 Date of Expiry / . 06/2027

laTa npousBoacTBa T'ogeH no

Mfg. License No./

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

JMueH3usa Ne

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

Analysis performed according ND No / Auaau3 nposeaen no HJI Ne: JIH-N9(003312)-(PF-ilU) dt. 02.10.2023 /

Pa

s 1of10/Crp. 1 1310

N | Test / ITokazarent

=] Ap[_)alrance / Onucanue

Result / Pe3yabTaThl

Specification / Hopma

“White gel of homogeneous consistency with a

bemoro  usera
XapaKTCPHBIM

odor. / Tems
KOHCHCTEHLIMH €

characteristic
OJHOPOAHOH
3aMaXOM.

consistency with a characteristic odor. /
[ens Genoro wmu nouytu Oenoro ugera
OIHOPOAHOH KOHCHCTEHLIMH c
XapaKTepHbIM 3aMaxXoM.

“White to off-white gel of homo-g%oa'

2 | Identification/ I!}ICHE(!)HK%]I.(IHI

2a | By HPLC/ BOKX

- Nimesulide | Hunecy;1uo

Complies as prescribed/
CooteercryeT TpeboBaHUM

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 xpomaTorpamMme HCIBITYEMOro
pacTBopa, MOJyYeHHOTO NPH MPOBEACHU i

HCIIbITaHHA «KonnyectseHHOE
onpeAeIICHHE. Humecynnun '}
METUJICAITULIMIATY, JOIDKEH
0OHAp yXKUBATBCS MUK,
COOTBETCTRYIOLIHH o BpEMEHH
YIEP)KHBaHHA [HMKY HHMMECYJHAa Ha

XpoMaTorpamMMme CTaHIapTHOIO pacTBOpa.

- Methyl salicylate /
Memuncanuyunam

Complies as prescribed/
CooTBeTCcTBYET TpeOOBaHUAM

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

Remarks : The Product confirms to

IIpumeuanue: IlponykT coorBeTcTBYeT TpeboBarusm HJT

ND/

Conclusion : APPROVED /
3akmoyenue: OJOBPEHO

Prepared by /
IToaroroBneHo: Pravesh Rana

S

Checked by/
ITposepeno: Rama Kant

Approved by: Manager/Executive /
Opobpeno: Menemxep / Pykopoautens

Amit Kumar /\ |

Date/
JHara: 28.07.2025

Date/
Hara: 28.07.2025

Date/
Jata: 28.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel +9140 4900 2900, Fax: +91 4C 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr.Reddy’s ‘%.'.

[Product : Nise Plus, gel 50 g —

HMpoxyxr: Haiis® Ilmoc, resb yis HapyxkHoro npumenenia S0r

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

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

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

Jauuen3us Ne

Market / Peinox : Russia / Poccus

Batch No./ ; Batch Quantity/ . 19,322 units/

Cepusi Ne e Pasmep cepuu * 19,322 exuHuL

Analytical Repovrt No./ . 040003003376 Date of Analysis / . 28.07.2025

AHauTHYeCKHiH oTYeT Ne JlaTta ananusa o

Date of Manufacture / . 07/2025 Date of Expiry / . 06/2027

Jara npousBoacTsa Toaen no ]
Mfg. License No./

Ilpou3sBoacTBeHHas : MNB/05/263 MA number: /Homep PY : JIII-Ne(003312)-(PI'-RU)

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

Analysis performed according ND No / Anann3s nposeaen no HJI Ne: JIIT-Ne(003312)-(PI'-RU) dt. 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 xpomaTorpaMme MCMBITYEMOro
pacTBopa, MOJYHEHHOTO MpH MPOBEACHHH

WCTIBITaHUS «KonuuecreeHHoe
onpeneseHue. Humecynun u
MeTHJICAJIULUTIATY, JIOJDKEH
oOHapy>K1BaTHCA THK,
COOTBETCTBYHOLUUI o BPEMEHH

YOEPXKHUBaHHA NHUKY MCTUJICANHLIMIATA Ha
XpoMaTorpamMMme CTaHAapTHOrO pacTBopa.

Menthol / Menmon

Complies as prescribed/
CootseTcTBYeT TpeboBauuiam

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  XpomaTorpamMMme  HCIBITYeMOro
pacTBopa, MOJy4EeHHOTO MpPH MPOBEAEHHH

HCTIBITAHUS] «KonuuectseHHoe
onpeneJieHue. Menron», NOJKEH
oOHapyx1BaThCS THK,
COOTBETCTRYIOLUMIA o BpeMeHH

YAEpXABaAHUA NUKY MEHTOJIa Ha
XpoMaTorpamMMe CTaHAapTHOIO pacTBOpa.

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

Ilpumeuanue: [IponykT cootBeTcTBYeT TpeboBanusm HJI 3akawyenne: OJJOBPEHO

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

[Toxrorosneno: Pravesh Rana [TpoBepeHo: Rama Kant OnobpeHo: MeHemx ep / P{KOBO,ZIMTCJ‘IB

C\' Amit Kumar A :

A S

Date / Date/ \ Date/ '

Hara: 28.07.2025 Hara: 28.07.2025 Hara: 28.07.2025

Registered Office: 8-2-327, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLL004507
www.drreddys.com




Dr.Reddy’s ‘3.'.

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel: +91 95166 56001 -02

CERTIFICATE OF ANALYSIS www.a'rreddys.com

CEPTUOUKAT AHAJIM3A

Product : Nise Plus, gel 50 g

Hpoeayxr: Haiis® Tlmoc, remb ais HapyAHoro npumeHexus 50 r

Market / Poisok : Russia / Poccusa
Batch No./ . Batch Quantity/ . 19,322 units /
Cepus Ne b V250542 Pasmep cepun © 19,322 enunny

Analytical Report No. /
AHaJHTHYeCKHUN oTyeT No

: 040003003376

Date of Analysis /
JlaTa aHaJu3a

: 28.07.2025

Date of Manufacture/

Date of Expiry/

nuueHsun Ne

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

: 07/2025 : 06/2027
JlaTa npou3BoacTBa — Toaen xo -
Mfg. License No./
Ilpou3BoacTBeHHan : MNB/05/263 MA number:/ Homep PY : JIII-Ne(003312)-(PI'-RU)

Analysis performed according ND No / Ananus nposexen no Hj| Ne: JITI-Ne(003312)-(PT-RU) dt. 02.10.2023 /

Page 3 of 10/ Ctp. 3 13 10

- Capsaicin / Kancauyun

Complies as prescribed/
CooTeeTcTBYyeT TpeboBaHUAM

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
XpOMAaTOrpamMMe MCIIBITYEMOro pacTsopa,
NOTy4EeHHOT O npu NpOBe1SHUH
HCTbITaHUS «KosmuecTseHHoe
onpenenende. Kancauuyud #  HaTpus
6eH30aT», Ho/keH OOHapyKHUBATHCA MUK,
COOTBETCTRYIOLIMI no BPEMEHH
YAEP)KMBAHUS MWKy KarcaduuHa Ha
XpOMaTorpamMme CTaHAapTHOTO PacTBOpaA.

2b | Bv HPLC (P.DA)/ BYXKX c 0uodHo-mampuutsim demexnopom

- Nimesulide / Hunecymio

Complies as prescribed /
CooTteeTcTBYET TpeboBaHUIM

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. /  Cnckrp
TMOTJIOWICHUA  MMKA  HMUMCCy/Maa  Ha
XpOMaTOrpaMMme HCIBITYEMOro pacTBopa,

MOJTY4EHHOTO npu MpOBeIeHUH
UCTBITAHUS «KonnuectBeHHOE
onpeIeaeHue. Humecynun u
METHJICA/IMLMJIATY ), JOJDKEH

Remarks : The Product confirms to ND/
IIpumeuanue: IIpoaykt cooTeTcTBYET TpeboBanusM HJT

Conclusion : APPROVED /
3akawyenne: OJIOBPEHO

Prepared by/ Z
[Toarororneno: Pravesh Rana

Checked by/
Ilpoepeno: Rama Kant

Qo

Approved by: Manager/Executive /
Onodpeno: Meneacep / Pykosoanrens

Amit Kumar R
S

Date/
JHata: 28.07.2025

Date / *
Jlarta: 28.07.2025

Date /
Jata: 28.07.2025

Registered Office: 8-2

-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLLCOC45C7
www.drreddys.com
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[Product : Nise Plus, gel 50 g

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

CERTIFICATE OF ANALYSIS Www.drreddys.com

CEPTUPUKAT AHAJIU3A

IIpoaykr: Haiizs® Ilnoc, rens ans HapyxHOro npumeHeHHs 50 r

Market/ PpiHok : Russia / Poccua
Batch No./ 5 Batch Quantity/ . 19,322 units/
Cepust Ne E Wiasnae Pa3mep cepun 19,322 eauHuu

Analytical Report No./
AHaMTHYECKHIA oTyeT No

: 040003003376

Date of Analysis /
Jara ananu3za

2 28.07:2025

Date of Manufacture /

Date of Expiry/

Jauien3ds Ne

: 07/2025 : 06/2027
JlaTta nponsBoacTBa T'oaen no
Mfg. License No. /
IlpousBoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT'-RU)

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

Analysis performed according ND No / Anaqm3s nposeaen no HJ1 Ne: JIII-Nix(003312)-(PI'-RU) dt. 02.10.2023 /

Page 4 of 10/ Ctp. 4 m3 10

COOTBETCTBOBATH CHEKTPY MMOrJOLIEHHA
NMMKa HUMECYJIMa Ha XpoMaTorpaMme
CTaHAAPTHOrO pPacTBOpa.

- Methyl salicylate /
Mennincanupnam

Complies as prescribed/
CooteeTcTBYyeT TpeboBaHUAM

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. / CnexkTp mnornoweHns
nHKa MeTH/ICaTHLIMIaTa Ha
XpOMaTOrpaMMe HCIBITYEMOTO PacTBOpa,
MOJTy4EHHOTO np1 MpOBeJEeHHH
UCTIBITaHUSA «KonuuecTBeHHOE
onpeaeneHue. Humecynun "
METUIICANULIMIATY), OJDKEH
COOTBETCTBOBATb CMEKTPY MOTJIOLIEHHS
THKa MeTHJIcCalHuMnaTa Ha
XpOMaTOrpaMMe CTaHAApPTHOrO PacTBoOpa.

- Capsaicin / Kancauyun

Complies as prescribed /
CooTBeTCTBYET TpebOBaHUsIM

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. / CrnekTp MOrJIOLIEHUS
MMKa KarcauilMHa Ha XpOMaTorpamme

Remarks ' The Product confirms to ND/
Ipnmeuanune: IIpoaykt coorBeTcTByeT TpedoBanusm HJJ

Conclusion : APPROVED /
3axiouenne: OJJOBPEHO

Prepared by /
[Toproroeneno: Pravesh Rana

Checked by/
[Iposepeno: Rama Kant

Approved by: Manager/Executive/
Onobpeno: Menemkep / EyKOBOﬂHTC.ﬂb

Amit Kuymar /\ =
W, '__/

Date /
Jara: 28.07.2025

A
Date / ‘

Iara: 28.07.2025

Date /
Jlata: 28.07.2025

Regi'stered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tek +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85395AP1984PLLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel: +21 98166 56001-02
www.drreddys.com

Product : Nise Plus, gel 50 g

Ipoayxr: Hais® Ilntoc, rens ana HapykHOro npumenents 50 r

Market / PriHok : Russia / Poccua

Batch No./ . Batch Quantity / . 19,322 units /

Cepusa Ne s WaB8sA2 Pasmep cepuu ' 19,322 equuun

Analytical Report No. / . 040003003376 Date of Analysis / . 28.07.2025

AHaauTuveckuii oTyeT No JlaTa anaan3za - el
Date of Manufacture/ . 07/2025 Date of Expiry / . 06/2027

Hata npou3sBoacTBa

I'oneu po

Mfg, License No./
IIponsBoacTBeHHas
|imuenzus Ne

: MNB/05/263

MA number:/ Homep PY : JIII-Ne(003312)-(PT-RU)

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

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

Page Sof 10/ Ctp. 5 u3 10

MCTIBITYEMOr0  pacTBOpa, MOJIY4EHHOro
npu NpoBeIEHHH MCIbITAHUS
«KomnmnuecTBenHoe oTIpeieNeHue.

Kancanumna u HaTpusi O€H30aT»), NOJDKEH
COOTBETCTBOBATH CMEKTPY MOTJIOEHUs
MuKa KamncaWuuMHa Ha XpOMaTorpamme
CTaHAAPTHOTO pacTBOpa.

2c [ By TLC/TCX

- Menthol / Menmon

Complies as prescribed /
CooTBETCTBYET TpeBOBaHUAM

The position of the main spot in the test
solution chromatogram shall correspond
to that of the main spot im menthol
reference standard solution
chromatogram. / OCHOBHOE MSTHO Ha
XpOMaTOrpaMMe HCMBITYEMOro pacTBOpa
MO MOJIOXKEHHIO JOJDKHO COOTBETCTBOBATH
OCHOBHOMY TATHY Ha XpOMaTorpamme

pacTBOpa CTaHIapTHOro obpasua
MEHTONA.
3 | Net weight/ Macca 50g/50r According to requirement [/ B
COXEPIKHMOro yIaKoBKH COOTBETCTBUM C TpeOOBaHHAMHU
4 | pH /pH 4.6 4.0 to 6.0 (for 1.0 % aqueous solutiomn)/

Ot 4,0 mo 6,0 (mna 1,0 % BoaHoro
pacTBopa)

5 | Viscosity / BaskocTs

215220 cP /215220 cI1

150,000 cP to 350,000 cP at 25 °C/
Or 150000 cII xo 350000 cIT mpu 25 °C

Remarks : The Product confirms to ND/
Hpumeuanue: [Iponykt cooteTcTBYeT TpeboBanusm HJJ

Conclusion : APPROVED /
3axkimoyenue: OJJOBPEHO

Prepared by /
IToarorosaeno: Pravesh Rana

Checked by/
[Iposepeno: Rama Kant

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurensb
Amit Kumar ’

A \

Date /
Hara: 28.07.2025

ul
Date / @)\ _ad

Jara: 28.07.2025

Date / 4
Hara: 28.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, 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 Laboratories Ltd.
Formulation Unit-6

Qe
Dr..Reddy,S ‘:' Vill. Khol, Nai'agarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
Tel . +91 38166 56001 02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOUKAT AHAJIM3A
Product : Nise Plus, gel S0 g N o
Ilpguym: Haiiz® Ilmoc, rens ans HAPYKHOrO NpPHMEHEHM 5_0 5 o
Market / Poinok : Russia / Poccus
Batch No./ . Batch Quantity / . 19,322 units /
Cepun Ne ¥ V25054 Pa3smep cepun © 19,322 equuun
Analytical Reptlrt No./ . 040003003376 Date of Analysis / . 28.07.2025
AHanuTuyeckHi oTuer No Jara anammsa
Date of Manufacture/ . 07/2025 Date of Expiry/ . 06/2027
JlaTa npou3BoacTBA TI'ogen po -
Mfg. License No./
IIpousBoacTBEHHAS : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JMueHsus Ne

|-Analysis performed according ND No / Anaans npoeeged no HJ{ Ne: JIII-Ne(003312)-(PT-RU) dt. 02.10.2023 /
| JITI-Na(003312)-(PI'-RU) or 02.10.2023

Page 6 of 10/ C1p. 6 u3 10

6 | Particle size / Pa3mep yacTHu 14 pm / 14 mMxm Not more than 50 pm / He 6onee 50 mxm
"7 | Related Substances / PoacTBeHHbIe npuMecH
Impurity C/IIpumecs C Not detected / ne obrapysxeHa Not more than 0.2 %/ we 6onee 0,2 %
Impurity D / Ilpumecs D Not detected / He 0b6Hapy>eHa Not more than 0.2 %/ ne 6onee 0,2 %
Highest Unknown Impurity/ Below LOQ (LOQ= 0.0392 %)/ Huxe Not more than 1.0%/ ne 6onee 1,0 %
EnvHuuHas npezena KONH4YECTBEHHOTO ONpeneieHus
HEUAEHTH(] HUUPOBaHHAA (ITKO= 0.0392 %)
npumech
. . 0 o
Total impurities / Cymma Below LOQ / Huie mpezens Not more than 1.5 % / ve 6onee 1,5 %

rnpumecen
KOJIMYECTBEHHOTO OMpeeneHHs

8 |Microbial contamination / Mukpo6Hosioruiyeckasi YHCTOTa

Total viable aerobic count / Less than 50 CFU/g / Not more than 10° CFU/g/
Obwee KOJIMYECTBO Menee 50 KOE/r He Gonee 10°> KOE/r
JKH3HECHOCOOHBIX a3p0oOHbIX
MHMKPOOPraHH3MOB
Total combined yeast and mold Less than 10 CFU/g / Not more than 10! CFU/g /
count / Ob1iee Yyuco Menee 10 KOE/r He Gonee 10' KOE/r
APOXIKEBBIX U ILIECHEBBIX
rpuboB
Pseudomonas aeruginosa Absent in 1 g/ OtcyTcTByeT B 1 1 Absent in 1 g/ OrcyrcTBue B 1 1
Staphylococcus aureus Absent in 1 g/ OtcyrcTByeTB 1T Absent in 1 g/ OrcyrcTBueB 1 r
Reemarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Ipoaykt cooTBeTcTBYeT TpeboBanusm H]J 3akmouenne: OJOBPEHO
Prepared by / _ | Checked by/ Approved by: Manager/Executive /
[Tonrorosneno: Pravesh Rana "~ | IlpoBepeno: Rama Kant Onobpeno: Mete myxep / PykoBoauTeb
M w Amit Kumar N
AL ped
Date / Date/ i Date / ;
Jara: 28.07.2025 Hara: 28.07.2025 Jara: 28.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tek +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com
CIN: L853195AP13584PLC0O04507
www.drreddys.com



PY Dr. Raddv's Laboratories Ltd.
° R ;
Forrmulation Unit-6
) ™)
Dr-ReddY S ‘.. Vil Knoi, Malgarh Road, Baddi,
’ Dsic. Soins, AP, 173 205, INDIA

TiwEG 0 01-02

TTIRVARRY A (i WLHO0M
CERTIFICATE OF ANALYSIS R £
CEPTUOUKAT AHAJIN3A
'Product : Nise Plus, gel 50 g = =—= = = =
Hpoayx7: Fau3® [laroc, renb s HAPYKHOTO NpumeHeHHs 50 T = e
Market / Poinox : Russia / Poccus
Batch No./ - Batch Quantity / . 19,322 units/
Cepust Ne 3 V250542 Pasmep cepuu 19,322 eauann
Analytical Reptirt No./ . 040003003376 Date of Analysis / . 28.07.2025
AHaJMMTHYECKHH oTueT Ne JIaTa aHaJM3a __ !
Date of Manufacture/ . 07/2025 Date of Expiry / . 06/2027
Jlata npon3BoaCTBA T'ogen go
Mfg. License No./
|Hp0"3BO£lCTBeHHaSI : MINB/05/263 MA number:/ Homep PY : JIII-Ne(003312)-(PT-RU)
|nuuensua Ne
Analysis performed according ND No / Anaan3 nposeaen mo HJI Ne: JIIT-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
JII-Ne(003312)-(PI'-RU) or 02.10.2023 B - -
S Page 7 of 10/ Crp. 7 w3 10
9 | Assay / KonudecTBeHHOe onpejeJieHue
Nimesulide /Humec ymo 10.0 mg/10.0mr 90 to 11.0 mg of CizH;aN2OsS
99.9 % (nimesulide) per 1 g of the product (90 to
110 % of label claim) / Ot 9,0 mo 11,0 mr
CisHpN>OsS  (uumecymun) B 1 1
npenapata (ot 90 mo 110 % or
HOMHHAJIBHOTO COACPMKaHUS)
Methyl salicylate / = 1021 mg/102.1 mr 1790.0 to 110.0 mg of CsHsOs (methyl
Memuncamyuram 102.1 % salicylate) per 1 g of the product (90 to
110 % of label claim) / Ot 90,0 no
110,0 Mr CgH3O;3 (MeTuncanuuuiaT) B
1 rnpenapara (ot 90 o 110% or
HOMHHAJIEHOTO COIEp KaHusl)
Menthol / Mizumon 50.8 mg/50.8 mr 145.0t0 55.0 mg of CioH20O (menthol) per
101.6 % 1 g of the product (90 to 110 % of label
claim) / Ot 45,0 no 55,0 mr CjoH>O
(menTton) B 1 r npenapaTa (0190 mo 110 %
HOMHMHAJIBHOTO CONEepIKaHHUs)
Capsaicin / Kancauyun 0.2538 mg/0.2538 mr Not less than 0.225 mg of C;gH27NO3
101.5% (capsaicin) per 1 g of the product (rot
less than 90 % of label claim) / He MeHee
0,225 mr C;gH27NOj3 (kancauius) B 1 r
nipertapata (He MeHee 90 % or
HOMHMHAJIBHOI'O COJEPXKAHM)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipameuanue: [TponykT coorercTByeT TpedopanusM HJJ 3axmouenue: OOBPEHO
Prepared by / Checked by/ Approved by: Manager/Executive /
Iloarorosneno: Pravesh Rana Iposepeno: Rama Kant Ounobpeno: Menemxep / fj{msomwenb
( ? Il U—LI\ Amit Kumar /\/‘/
| =
Date / Date / Date /
Hara: 28.07.2025 Hara: 28.07.2025 Jarta: 28.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Ernail: mail@drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Qe
Dr.Reddy,S ‘;. Vill. Khol, Malagarh Road, Baddi,

Distt. Soian, H.P., 173 205, INDIA
Te! : +©1 98166 56001-02
CERTIFICATE OF ANALYSIS www.d'rreddys.com
CEPTUO®UKAT AHAJIM3A

[Product : Nise Plus, gel 50 g
\Ipoays 1: Haiis® [lmoc, rens ang HapyxHoro spumeHedns 50 r

Market / Prinok : Russia / Poccus

Batch No./ ] Batch Quantity/ . 19,322 units /
Cepun Ne At Pa3mep cepun © 19,322 egunnu
Analytical Report No./ . 040003003376 Date of Analysis / . 28.07.2025

AHamuTHYecKHA oTueT No JlaTa ananusa

: 07/2025 Date-of Expiny . 06/2027
Emeu no

Date of Manufacture /
Jara npoussoacTaa

Mfg. License No./
IIponsBoacTBenHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JIHneH3ust No

Analysis performed according ND No / Anam3 nposeaen no HJ Ne: JITI-Ne(003312)-(PT"-RU) dt. 02.10.2023 /
JITI-N2(003312)-(PT-RU) or 02.10.2023

Page 8 of 10/ Ctp. 8 u3 10

[ | Sodium benzoate / Hampus 1.00 mg/1.00 mr Not less than 0.85 mg of C;HsNaQ,
benzoam 100.2 % (sodium benzoate) per 1 g of the product
(not less than 85 % of the label claim)/
He menee 0,85 mr CsHsNaO- (HaTpus
6en3oaT) B | T mpenapara (He MeHee 85 %
OT HOMHHANBHOTO COJIEPIKAHHS)
Buthylhydroxytoluene / | 039 mg/0.39 mr ~ |Not less than 0.34 mg of CisH240
B ymunzuopoxcumonyon 98.1 % (buthylhydroxytoluene) per 1 g of the
product (Not less than 85 % of the label
claim) / He meunee 0,34 mr CjsH240
(6yTunrugpoxcurtonyon) B 1 r npenapara
(ve menee 85 % OT HOMMHANBHOTO
coaep kaHus).
10 | Package/ YnakoBka 50 gin 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 50 r B TY0y M3 JaMHHMpOBAHHOrO altoMHHMs ¢ TedoM K3 TIOBII, cHaGxeHHYIO
meMOpaHoiil [ KOHTPONS MEPBOTO BCKPBITHA, H MOJMNPONHIEHOBON Kpbiukoi. [To 1
Ty6€e B MauKy KapTOHHYIO C IHCTKOM-BKJIaIbIlIeM.

BBl canie fHasvenonaime AdIE: Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
Humecymun MeTuicanuuunar JleBOMeHTON Kancauuun
: Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
INN /MHH:
st Humecynuin MeTuncanuuunaT JleBoMeHTON Kancauuun
API manufacturer batch number / MS-1A-243031- LOT T 8166 MLC-0030125 F001-24002
Homep cepun upouszBoaurtena ADPC: M1
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: IIpoaykT cooTBeTcTBYET TpeboBanusM HJT 3akawuenne: OJJOBPEHO
Prepared by / Checked by/ Approved by: Manager/Executive /
[Toarotoeneno: Pravesh Rana { IIposepeno: Rama Kant Onobpeno: Menemkep / PykoBoautensb
\ Amit Kumar A
M -~ A
Date/ Date / ' Date/ '
Jarta: 28.07.2025 Hara: 28.07.2025 Jata: 28.07.2025

Registered Office: 8-2-337, Road No. 3, Bz njara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 45C0 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s Q?:’.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nafagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel: +51 98166 55001 02
www.a'rreddys.com

CEPTUD®UKAT AHAJIU3A

Product : Nise Plus, gel 50 g o
&)o_n_yﬁ Hay'® Ilnmioc, rens s Rapys»Horo l'l_pl/lMCHeilrm_SO E o §

Market / PoiHok : Russia / Poccus

Batch No./ ] Batch Quantity/ . 19,322 units /

Cepus No b V238542 Pa3mep cepun © 19,322 eaunuy

Analytical Reptirt No./ . 040003003376 Date of Analysis / . 28.07.2025
AHaJauTHYecKHil oTueT No Jata anaausa

Date of Manufacture/ . 07/2025 Date of Expiry/ . 06/2027

Jara nponssoacTea _ |T'omen no

Mfg, License No./

IIpousBoacTeeHHas : MNB/05/263 MA number:/ Homep PY : JIII-Ne(003312)-(PI'-RU)
|JIHUeH3MsT Ne -
Analysis performed according ND No / Anasns nposeaed no H/{ Ne: JIII-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
JII-Na(003312)-(PI'-RU) or 02.10.2023

Page 9 of 10/ C1p. 9 13 10

|| Pt Migmtkilcfuses SR Bateli nunibor / FERA00717 FESA0CIC4 FESRO00159 FESAC0040
Homep cepnis A®C npoussoaurens ['JID: )
Mauranam
ieiceann dopmosa
P AnbTa Jlabopatopuc
Opramce Jirg, Jlaboparopuc JIr, Apop. AEvaTiie Huk, TaiiBaHb
API Manufactured by & country/ Unnus / g - [er. JItn, Hanua / o 2
Hnpusa / Alta : Kuraii/ Formosa
Ipoussoaureas APC, cTrpana: Mangalam 3 Arora Aromatics :
Laboratories Ltd., : | Laboratories
Drugs & ! Pvt. Ltd., India :
: India Inc., Taiwan,
Organics Ltd., 3
j 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,
India (License No MNB/05/263) /

HanmeHoBaHue, agpec 1 HOMeP JHUEH3HH
MJIOIIAAKH, OCYLIECTBISIOEe
NPOM3BOACTBO/KOHTPOJIbL KAa4YeCTBA/BbITYCK
o

[pouzBoncTeenHoe noapasaeneHue-6, Bunn. Kxone, Hanarapx Poyn, Bapny,
Huctpuxr Conan, X.I1., 173205, Uanma (JInuensus No MNB/05/263)

Declaration of certification: « 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».

Conclusion : APPROVED /
3akirouenne: OJJOBPEHO

Remarks : The Product confirms to ND/
Ilpameuanue: IIponykt cooteeTcTBYeT TpeboBanusaM HJ|

Checked by/
[TpoBepeHo: Rama Kant

s —~
Date/ Date/ 3 &=

Hara 28.07.2025 Hara: 28.07.2025

Approved by: Manager/Executive/
Opobpeno: Menemxkep / PykoBoaurens

Amit Kumar /\ N

Prepared by /
[Togrorosieno: Pravesh Rana

Date/
JlaTta: 28.07.2025

Registared Office: 8-2-337, Road No. 3, Banjara Hiils, HHyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4500 2999, Email: marl@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Qf:"‘

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

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

-1 ok BT ak WAt~ a¥ay 1T NN
Tel . +51 50166 5600102

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTHUDOUKAT AHAJIU3A

Product : Nise Plus, gel 5C g

Mpoayxr: H3® Iluoc, rens ana HapyxHoro npumeHenns 50 r

Market / PoiHox : Russia / Poccus

Ba y i 19,322 units /
Batch No./ . V250542 Batch Quantity / . 19,322 units
Cepus Ne Paimep cepun 19,322 enuuui

Analytical Report No./

Date of Analysis /

|mMnensna Ne

| Analysis performed according ND No / AHaan3 nposenes no HJ Ne: JIII-Ne(003312)-(PI-RU) dt. 02.10.2023 /

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

i : 040003003376 : 28.07.2025
AHanuTnyecknii oryer No Jara ananmsa =
Date of Manufacture/ . 07/2025 Date of Expiry / . 06/2027
JlaTa npou3BoacTBa I'osen no $ w——jpini—
Mfg. License No./
IlpousBoacTBEHHAS : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)

Page 10 of 10/ Crp. 10 u3 10

3ak.mo4enue o cooTBeTcTBHM: «HacTosninm s nonTBepxaato, UTo NpUBEeHHAs BbIle HHQOPMALIUs SBJISAETCS JOCTOBEPHOM
1 TOYHOH. DTa cepns NMPOAYKLMH POU3BeIeHa (BKI0Yas yIakoBKY (MAapKUpPOBKY) H KOHTPOJb KA4yecTBa) Ha BbILLEYKA3aHHOM

MPOU3BOJACTBEHHON miolmajke (INOMIaAKaX) B TOJHOM COOTBETCTBUM ¢ TpeboBaHusmMu [IpaBun

Haznexaniei

NPOU3BOICTBEHHON NpakTHKU EBpasniickoro skoHomuueckoro corsa (Ne GMP/EAEU/RU/00554-2022 ot 02 centsdps 2022)
U TpebOBaHHMSAMM KOHTpPOJs KadeCTBa JIEKAPCTBEHHBIX CPEJACTB, a Takke B COOTBETCTBHH CO CHELU(UKALHIMH,
CONEPALLUMHACS B PETHCTPALIMOHHOM JIOChE CTPAHBI-UMIIOPTEPa. 3aNUCH MO NPOU3BOACTBY, YNIAKOBKE U AHANU3Y NPOBEPEHBI,
W YCTAHOBJIGHO HX COOTBeTcTBHe TpeboanusM llpaBun Hajjexalueil NpOU3BOJICTBEHHOW npakTvku Erpasuiickoro

3KOHOMHYECKOro COro3an.

Remarks : The Product confirms to ND/
Ilpumeuanne: IlponykT cooTBeTcTBYeT TpeboBanusm HJ|

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IToarorosneHo: Pravesh Rana

Z

~

(4

Checked by/
[IposepeHno: Rama Kant

Moo~

Approved by: Manager/Executive /
Opnobpeno: MeHemiep / PykoBonHTENb

Amit Kumar - \
i

Date /
Hata: 28.07.2025

T

Date /
Jara: 28.07.2025

Date /
Jlarta: 28.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 49C0 2999, Email: mail@drreddys.com
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