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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Nise Plus, gel 50 g

HNpoayxT: Haiis® Ilmoc, reas ans HapyKHOTO NpuMeHeHHs 50 T

Market / PoiHok : Russia / Poccus

Batch No. / . V250048 Batch Quantity / _ 19608 units /

Cepus Ne ) Paszmep cepuu © 19608 enunuLy

Analytical Repovrt No./ . 040002797897 Date of Analysis / . 29.01.2025
AHasuTHYeckHii oTueT No Jara anaausa

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

Jdarta npoussoacTsa I'oaen go

Mfg. License No. /

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

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

Analysis performed according ND No / Auaaus nposenen mo HJI Ne: JIII-Ne(003312)-(PT-RU) dt. 02.10.2023 /

Page 1 of 10/ Ctp. 1 13 10

Ne Test / Iloka3zaTennb

Result / PesynbsTaTsl

Specification / Hopma

1 | Appearance / Onucanue

White gel of homogeneous consistency with a
characteristic
OIHOPOXHOM
3aMaX0M.

odor. / Tenn ©Oenoro

KOHCHCTCHIOHN C

BeTa
XapaKTepHbIM

White to off-white gel of homogeneous
consistency with a characteristic odor. /
Iennr Gemoro wnu moutu Oesioro uBeTa
OJHOPOIHOMH KOHCHUCTCHLUN c
XapakTepHBIM 3aIaxoM.

2 | Identification/ UnenTndukanns

By HPLC / B9KX

- Nimesulide | Hustecynuo

Complies as prescribed /
CooTBeTCTBYET TpeOOBaHHAM

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 HCITBITYEMOIO
pacTBOpa, MOJNYYEHHOTO MPHU MPOBEAECHHH

HCIILITaHHUA «KonuyecTreHHOE
ornpeaesneHue. Humecynun u
METHJICATTULMIIAT», JIOTIAKEH
0oOHapy»XnBaTbCA MUK,
COOTBETCTBYIOIHI no BPEMEHU
yOepXUBaHUA TIMKY HUMECYJMAa Ha

XpomaTrorpaMmme CTaHAapTHOr'O pacTBoOpa.

- Methyl salicylate /
Memuncanugunam

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/

Hpumeuanue: [TpoayxT coorBeTcTBYET TpeboBanusm H/J

Conclusion : APPROVED /
Zakmouenue: OJJOBPEHO

Prepared by / ] Checked by / Approved by: Managef/Executive /

[Toarorosneno: Pravesh Rana Iporepeno: Santosh Kumar OnobpeHo: Menemxkep/ PykoBoauteisb
Y Maurya ’ Abhishek Chauhan ;

Date / Date / Date /

Hata: 29.01.2025 Hata: 29.01.2025 Hata: 29.01.2025
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

[Product : Nise Plus, gél 50g

Ipoaykr: Haiiz® Ilnoc, reas Ans Hapy»KHOro npumMeHeHHs 50 r

Market / PoIHOK : Russia / Poccus
Batch No. / Batch Quantity / 19608 units /
1 V250048 :
Cepust Ne Pazmep cepuu 19608 ennuuL
Analytical Repovrt No./ . 040002797897 Date of Analysis / . 29.01.2025
AHaauTudecKknii oTyeT No JlaTa aHanusa
Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026
Jarta npou3BoacTBa Tonen po
Mfg. License No. /
IlpousBoacTBeHHasn : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
Jaunensusa Ne

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

Analysis performed according ND No / Ananu3 nposeaes no HJ1 Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Page 2 of 10 / C1p. 2 3 10

shall be present in the test solution
chromatogram obtained during
"Nimesulide and Methyl salicylate Assay"
test. / Ha xpoMarorpamme HCIBITYEMOTO
pacTBoOpa, NOJIy4EHHOrO MPH MIPOBEASHUH

HUCNIbITAHUA «KonuuecreenHoe
onpeaencHue. HMMeC)’J’lHIl H
MECTUJICATTHLNUIIAT, JOJIKCH
O6Hapy)KPIBaTLCﬂ MUK,
COOTBCTCTBle].[II/IFl no BpPpEMEHH

yACepXKUBAHUA NMUKY METUJICAJIMIIUIaTa Ha
XpoMarorpaMMe CTaHAaAPTHOrO pacTeopa.

Menthol / Menmon

Complies as prescribed /
CootBeTcTBYeT TpeOOBaHUAM

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  xpoMarorpamMmMme  UCHBITYEMOro
pacTBOpa, MONYyYEHHOTO [IPH [IPOBEASHUH
UCHbITAHHUS «KonuyecTreHHOE
ornpeeeHue. Mewnromn», IOJIKEH
0GHapyXUBaThLCS TTHK,
COOTBETCTBYIOIHii no BpEMEeHH
YIOEpXKUBaHUS  THKY  MEHTONa  Ha
XpOMATOrpaMMe CTaHIApTHOrO pacTBOpa.

Remarks : The Product confirms to ND/
Ipumeuanue: [IpoaykT cooTBeTcTBYeT TpeboBanusaM HJJ

Conclusion : APPROVED /
3akaroueHue: OI[OB!;EHO

Prepared by / i)
IToxgroroBneno: Pravesh Rana }/

Checked by /
[Tpoeepeno: Santosh Kumar

Maurya @’-

Approved by: Managd’ “xecutive /
Onobpeno: Menemxep [ Pykosganrens
Abhishek Chauhan | /

Date /
Hara: 29.01.2028

Date /

Jara: 29.01.2023

Date /
Jara: 29.01.2028

Reaistered Office: 8

Tab +31 40 4900 2800, Fs

237, Road Ne. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product : Nisc Plus, gel 50 g
| MpoayxT: Haiiz® Ilntoc, resp fis Hapy»HOTO NPUMEHEHH 50r

Market / PoiHOK : Russia/ Poccus

Batch No. / . Batch Quantity / . 19608 units /

Cepus Ne + V250048 Pazmep cepun © 19608 exnHML
Analytical Repovrt No./ . 040002797897 Date of Analysis / . 29.01.2025
AHaJUTHYECKHIT oTyeT No JlaTa anasausa

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

JaTa npon3soacTBa Togen o

Mfg. License No. /

IlponsBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
auuen3us Ne

Analysis performed according ND No / Auanus nposeaes mo H/1 Ne: JIII-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
JIII-Ne(003312)-(PI'-RU) ot 02.10.2023

Page 3 of 10/ Ctp. 3 u3 10

- Capsaicin / Kancauyun Complies as prescribed / A peak with the retention time
CootBeTcTBYeT TpeboBaHUAM 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
XpOMaTorpamMme HCIBITYEMOTO PacTBopa,
NOJIy4eHHOr0 npH IIPOBENEHHUH
UCIIBITAHHS «KonuuecreeHHoe
onpefenenye. KamcauuuMH U HaTpus
6eH3oaT», N0HKeH 0OHapyKUBATHCA MUK,
COOTBETCTBYHOLIHH no BpEMEHH
yoep>KMBaHUsS [HMKY KalcaMUWHA Ha
XpOMaTorpamMme CTaHIapTHOrO PacTBOpa.

2b | By HPLC (PDA) / B2)KX ¢ ouoono-mampuHsimM 0emeKkmopom

- Nimesulide / Husmecynuo Complies as prescribed / The absorption spectrum of nimesulide
CoOTBETCTBYET TpeOOBAHUAM 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. /  Crnektp
nornowelds NHKA  HiMecyJnJa  Ha
XpOMaTorpaMMe MCIBITYEMOrO pacTBOpa,

NOJYYEHHOTO npH NnpoBEACHUH
UCNIBITAHHUA «KonuyectBeHHOE
onpeiesieHHe. Humecynun 1%
MeTHJ’[C&J’II/IHI/lﬂaT»), JOJIKCH
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
M pumeuanne: [Iponykt coorBeTcTBYeT TpeboBanusam HJJ 3akmouenue: OJJOBPEHO
A
Prepared by / Checked by / Approved by: Managgr/Executive /
IToarorosneno: Pravesh Rana Ipoeepeno: Santosh Kumar Onobpeno: Menenxgp / Pykoogurens
Maurya @__ Abhishek Chauhan \’ /
Date / Date / Date /
Jara: 29.01.2025 Jara: 29.01.2025 Hara: 29.01.2025
Reaistered Office: 3-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tal +91 40 4260 2800, Fax: +91 40 200 2909, Email: mail@drreddys.com
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Dr. Reddy's Laboratories Lid.

@ r .
Formulation Unit-6
? L ]
Dr. Reddy S q. vill. Khol, Malagarh Road, Baddii,
’ Distt. Solan, H.P, 173 205, IND1A

Tzl +91 93166 56001-02

s direddys.com
CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A
Product : Nise Plus, gel 50 g B
Tpoaykr: Haita® ITmoc, refik ans HapyKHOro npuMeHeHus 50 r o
Market / Prinok : Russia / Poccus
Batch No. / . V250048 Batch Quantity / ; 19608 units /
Cepus Ne Pasmep cepun 19608 enuuuL
Analytical Repovrt No./ . 040002797897 Date of Analysis / . 29.01.2025
A"ajanTuyeckuii oTueT Ne Jara anaausa
Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026
Jata npou3BoACTBa I'oxen g0
Mfg. License No. /
ITponsBoacTBeHHAsA : MNB/05/263 MA number: / Homep PY : JITI-Ne(003312)-(PI'-RU)
JHueH3us Ne

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

Page 4 of 10 / C1p. 4 n3 10

COOTBETCTBOBATL CIICKTPY IMOTJIOIICHUA
MUKa HAMECYJMAa Ha XpoMaTtorpamme
CTAHAApPTHOTrO pacTBopa.

- Methyl salicvlate / Complies as prescribed / The absorption spectrum of methyl
Memuacamujunam 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 solution
chromatogram. / CrekTp morjoueHnsa
nuka MeTHJICATHLIIIaTa Ha
XpOMaTorpamMme HCIBITYEMOTO PacTBOpa,
[OJIy4EHHOTO npu MPOBEIECHHH
UCTIBITAHUS «KonuuectseHHoe
orpeneieHue. Humecynun H
METHJICATHLUNATY), JOJIKEH
COOTBETCTBOBATh CIEKTPY IOTJIOLIEHHA
nuka METHJICATIHLIAIATA Ha
XpOMAaTorpaMMe CTaHIapTHOrO pacTBopa.

- Capsaicin / Kancauyun Complies as prescribed / The absorption spectrum of capsaicin peak
CoOTBETCTRYET TNEAORAHUAM 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 mnorioLIeHUs
NMUKa KancaumlMHa Ha XpoMaTorpamme

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Tporykt cooTBeTcTBYET TpeboBaHuaM HJ 3akmouenue: OJJOBPEHO
|
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarororneHo: Pravesh Rana Iposepeno: Santosh Kumar OnobpeHo: Mer{e,u}i\‘e_' / PykoBojuresib
Maurya g Abhishek Chauhan | 'fl
Datc / Date / Date /
Hata: 29.01.2025 Jara: 29.01.2025 Hata: 29.01.2025
Recistered Office: €-2-237, Road Mo, 2, Banjara Hilis, Hyderabad - 500034, Telangana, India

fol #0140 4000 2800, Fax. +92 40 4200 2029, Email: mail@drreddys.com
CIM: L3E192AP1284PLCO0AS0T

vewvdrreddys.com
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Formuiation Unit-6

Vill. Kihol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Nise Plus, gel 50 g

| M poaykT: Haiis® Imoc, resb Juis HapykHOro npumeHenus 50

Market / PbiHok : Russia / Poccus

Batch No. / . Batch Quantity / . 19608 units /

Cepus Ne  VESDS Pasmep cepun * 19608 equnnn
Analytical Repovrt No./ - 040002797897 Date of Analysis / . 29.01.2025
AnajnurHyeckHii oTuer Ne Jara aHaau3a

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

Jara npousBoacTBa T'oaen no

Mfg. License No./

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

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

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

Page 5 of 10/ Crp. Su3 10

HCIBITYEMOTO  pacTBOpa,
npH NpOBEACHUH HUCNBITAHNA
«KosnuecTBeHHOE orpeAcneHue.
Karnicanuipn v HaTpusi O€H30aT»), LOJKEH
COOTBETCTBOBATh CIEKTPY MOTJIOLEHUS
nMKa KajcauMudHa Ha XpoMaTorpaMme
CTaHAApTHOTO PacTBoOpA.

MOJIYYEHHOr o

2¢ | By TLC/TCX

- Menthol / Merwmon

Complies as prescribed /
CootgeTcTRyeT TpebOBaHHAM

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 MATHO Ha
XpoMaTorpaMme HCIBITYEMOro pacTBopa
10 MOJIOYKEHHIO JOKHO COOTBETCTBOBATH
OCHOBHOMY [MSTHY Ha XpoMarorpaMmme
pacTBopa CTaHIapTHOTO obpasua
MEHTOJNA.

Net weight / Macca
COAEPIKIMOTO YHAKOBKH

51g/5lr

According to requirement / B

COOTRETCTRUU ¢ TPENORAHUAMH

pH /pH

5.2

4.6 t0 6.0 (for 1.0 % aqueous solution) /
Ot 4,0 po 6,0 (ans 1,0 % BogHOroO
pacTBopa)

Viscosity / BaszkocTb

234900 cP / 234900 cI1

Remarks : The Product confirms to ND/

Ipumeuanne: [Tponykt coorBeTcTBYeT TpeboBanuam HJI

150,000 cP to 350,000 cP at 25 °C/
Ot 150000 cIT no 350000 cII mpu 25 °C

Conclusion : APPROVED /
3akawuenue: OJIOBPEHO

Prepared by /
ITogrorosneno: Pravesh Rana

Checked by /
IIpoeepeno: Santosh Kumar
Maurya

&

Approved by: ManageryExecutive /
Onobpeno: Menemxep||/ PykoBoanTesb

Abhishek Chauhan |
|
k =

Date /
Jlara: 29.01.2025

Date /
Hara: 29.01.2025

Date /
Hara: 29.01.2025

Fegistered Office: &
Talr #81

0 4800 2800, Fa

227, Road Me. 2, Banjara Hills, Hyderabad - 500034,
2999, Email: maili@drreddys.com

Chlo L § CNNAs07
vww. direddys.com

Telangana, Ihdia
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

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

Vill. Khol, Malagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDiA
Tel: +91 03166 5500102
wwvydrreddys.com

Product : Nise Plus, gel 50 g

MpoaykT: Haiiz® [lmoc, resib 419 Hapy»KHOTO npuMeHedns 50 r

Market / Peinok : Russia / Poccna

Batch No. / . Batch Quantity / _ 19608 units /

Cepua Ne 1 N2s(uds Pazmep cepuu " 19608 enunun
Analytical RepO“rt No./ . 040002797897 Date of Analysis / . 29.01.2025
Anajgurudeckuii oryer No JlaTta ananun3a

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

| laTa npousBoacTBa T'ogen po

Mfg. License No. /

Ilpon3BoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
JHueHsus Ne

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

Analysis performed according ND No / Anaan3 nposeaen no HJL Ne: JITI-Ne(003312)~(PI'-RU) dt. 02.10.2023 /

Page 6 of 10/ Crp. 6 u3 10

6 | Particle size / Pasmep yacTHil

22 pm /22 MKM

Not more than 50 pm / He 6onee 50 MxM

7 | Related Substances / PoacTBeHHble NpUMecH

Impurity C/ IIpumecs C
Impurity D / Ilpumecs D

Highest Unknown Impurity /
EanHuuHas
nHeuneHTUHHUIMPOBAHHAS
npuUMech

Total impurities / CymmMa
npuMecei

Not detected / He oBHapyxeHa
Not detected / He oGHapy>xeHa

Below LOQ (LOQ = 0.0392 %) / Huxe
npenena KOJIMUECTBEHHOTO ONPEACICHHA
(ITKO = 0.0392 %)

Below LOQ / Huxe npenena
KOJIMY4ECTBEHHOTO ONpeaeTeHHs

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

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

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

8§ |Microbial contamination / Mukpo6uosornyeckas 4McToTa

Total viable aerobic count /
Obee KOJIMYECTBO
KHU3ZHECTIOCOOHBIX adpobHBIX
MHKpPOOPTaHN3MOB

Total combined yeast and mold
count / Obuiee uncio
IPOXOKEBBIX U TIECHEBBIX
rpuboB

Pseudomonas aeruginosa

Staphylococcus aureus

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

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

Absent in 1 g/ OrcytctByerB 11

Absent in 1 g/ OtcyrctByerB 1 I

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/ OrcyrcTBUE B 1 T

Absentin 1 g/ OtcyrcTBHEB 1 T

Assay / KoandyecTBeHHOE onpenesienne

Remarks : The Product confirms to ND/

Ilpumeuanue: [Tponykt cooTseTcTBYET TpeboBanusaM HJI

Conclusion : APPROVED /
3akawuenue: OJOBPEHO

Rooistarar] (YHice
Registerad

Tel: +21

1-2-337, Read Ne., 3
{0 4900 2800, Fax; +91 40 4900 2899, Email: mail@drreddys.com

s, Hyderaba

Clid: LRSI95AP198APLCO0AS07
www.drreddys.com

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

[Moprotosnexo: Pravesh Rana IIposepeno: Santosh Kumar Onobpeno: MeHemxelp / PykopoauTteb
Maurya s}g Abhishek Chauhan | _/1

Date / Date / Date /

Hara: 29.01.2025 Hata: 29.01.2025 Jata: 29.01.2025

5000 Telangana, Indi




P Reddy's Laboratories i td.

Formuiation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, IND!A

Qe
Dr.Reddy’s Q:

Tel 1 +01 98166 56001-02
www.drreddys.com
CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A
Product : Nise Plus, gel 50 g
IpoaykT: Hairz® [nioc. rens min wapys#inoro npiuMenenna 50 r _
Market / PbiHOK : Russia / Poccus
Batch No. / . Batch Quantity / . 19608 units /
Cepust Ne VDI Pasmep cepun * 19608 enunun
Analytical Repourt No./ . 040002797897 Dat.e of Analysis / . 29.01.2025
AHanuTH4eckuid oTyeT Ne JaTa ananusa
]?ate of Manufacture / . 01/2025 Date of Expiry / . 12/2026
Jlara npoH3BOACTBA T'ogen no
Mfg. License No. /
ITponspoacTBenHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)

guuensus Ne

Analysis performed according ND No / Asann3 nposexen no HJL Ne: JITI-Ne(003312)-(PT-RU) dt. 02.10.2023 /
JITI-Ne(003312)-(PI-RU) ot 02.10.2023

Page 7 of 10 / C1p. 7 u3z 10

10.1 mg/ 10.Imr
101.0 %

Nimesulide /Husecynuo 9.0 to 11.0 mg

Ci3H2N20sS  (Humecynun)
npenapara (ot 90 mo 110
HOMHHAJILHOTO COAEPKAHMA)

B

Of C]3H|2N305S
(nimesulide) per 1 g of the product (90 to
110 % of label claim) / Ot 9,0 no 11,0 mr

1
%

r
oT

100.7 mg/ 100.7 mr
100.7 %

Methyl salicylate /

Memuncanuyunam
110 % of label claim) / Ot 90,0 no

1 r npertapara (ot 90 1o 110 % ot
HOMMHAJBHOTO COAEPKaHUA)

90.0 to 110.0 mg of CsHzO3 (methyl
salicylate) per 1 g of the product (90 to

110,0 mr CsHsO;3 (MeTHncamuLMnaT) B

Menthol / Menmon

50.7 mg/ 50.7 mr
101.3 %

45.0 to 55.0 mg of CioH20O (menthol) per
1 g of the product (90 to 110 % of label
claim) / Or 45,0 mo 55,0 mr CioH~O
(menTon) B 1 r mpenapara (ot 90 no 110 %

HOMMHAJILHOTO COAEPKaHHMS)

0.2530 mg/ 0.2530 mMr Not less than 0.225 mg of CjsH27/N

101.2 %

Capsaicin / Kancauyun
less than 90 % of label claim) / He
npenapata (He MeHee 90 % ot
HOMMHAJILHOrO COZAEp KaHHU)

Sodium benzoate / Hampusa 0.98 mg/ 0.98 mr Not less than 0.85 mg of C;HsNaO»

03

(capsaicin) per 1 g of the product (not

MCHEC

0,225 mr C;3H27NO3 (kancanuus) B 1 1

benzoam 97.5% (sodium benzoate) per 1 g of the product
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
pumeuanne: ITpoaykT cooTBeTcTBYeT TpeGoBanusm HJ 3axmouenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manage}/Executive /
IoarortosieHo: Pravesh Rana ITposepeno: Santosh Kumar Onobpeno: Menemep / PykoBoauresb
'l Maurya Abhishek Chauhan
Date / Date / Date /
Hara: 29.01.2025 Hara: 29.01.2025 Hara: 29.01.2025
Reaiztered Office 27, Road Mo, 3, Banjara Hills, Hyderabad - 500034, Telangana, india

Tel: +91 40 44C0 2800, Fax: #9214
CIN: LB 195AP1884PLCOC4507

wwv arreddys.com




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

2
Dr. ReddY’s ‘,... Vill. Khol, Nalagarh Road, Badd,

Distt. Solan, H.P, 173 205, INDIA
Tel 451 981656 56001-02
wwwLdireddys.com
CERTIFICATE OF ANALYSIS
CEPTUDHIKAT AHAJIM3A

Product : Nise Plus, gel 50 g
Mpoayxr: Haita® Ilmoc, resib A HAPYKHOTO NPUMEHEHHs 50 1 B

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / . 19608 units /

Cepus Ne § MAS00 Pasmep cepuu * 19608 equHuMLT -
Analytical Repovrt No./ . 040002797897 Date of Analysis / . 29.01.2025

AHaauTnuecknii oryer Ne Jara anaausa

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

JlaTa npousBoACTBA T'oxeH no

Mfg. License No. /

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

Analysis performed according ND No / AHaan3 nposenen mo HJ| Ne: JIN-Ne(003312)-(PT-RU) dt. 02.10.2023/
JIIT-Ne(003312)-(PI'-RU) ot 02.10.2023

Page 8 of 10 / Cp. 8 u3 10

(not less than 85 % of the label claim) /
He menee 0,85 mr C7HsNaO» (Hatpus
6enszoart) B 1 r npenapara (He MeHee 85 %
OT HOMUHAJILHOTO COJICPXKAHU)

Buthvihydroxvtoluene / 0.40 mg/0.40 mr Not less than 0.34 mg of C;sH240

Bymuneuopoxcumonyon 99.6 % (buthylhydroxytoluene) per 1 g of the
product (Not less than 85 % of the label

claim) / He menee 0,34 mr CisH240
(6yTnnruapokcutonyon) B 1 r mpenapara
(ne menee 85 % OT HOMMHAJILHOTO
COAepIKaHMUs).

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 TyOy W3 NaMHHMPOBAHHOTO AMOMMHHUA ¢ miedoM H3 [IOBIL, cHabkerHytO
MeMBpanoil IS KOHTPOJIA MEPBOTO BCKPLITHS, M NOJMNponuieHosol kpbiwikoit. ITo 1
Ty0e B auKy KapTOHHYIO C JINCTKOM-BKJIAJBIILIEM.

API name / Hanmenosamue ADC: Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
Humecynun MeTtuncanuuuaaT JleBoMeHTOJ Kancauuun
INN / MHH: Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
Humecynun MeTuncanuuuiat JleBomeHTON Kancanuuu
API manufacturer batch number / MS-1A-243030- LOT T 7920 MLC-2409084 F001-24002
Homep cepun npoussoaurens APC: M1
KRNGoactrel AL Ba R DU er) FERA00716 FERA00664 FERR00844 FERA00696
Homep cepun A@C npoussoautens IJID:
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [IponykT cooTBeTCTBYET Tpeboranusam HJL 3akmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Mana .I r/Executive /
IToarorosieno: Pravesh Rana # ITpoeepeno: Santosh Kumar Onobpeno: Menejmiep / PyxopoanTtelib
)y~ | Maurya Abhishek Chauhan B /r
Date / Date / Date /
Jara: 29.01.2025 Jara: 29.01.2025 Hara: 29.01.2025

Registercd Gffice: 8-2-337, Read iWo. 2, Banjara Hiils, Hyderahad - 500034, Telangana, India
Tal: +91 40 4000 2000, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: LBE1GSAP1S84PLC004507

yvaw.drreddys.com



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

Se
DI’. Reddy,s q.... Vill, hol, Malagarh Road, Badli,

Distt. Solan, H.P., 173 205, IND1A

CERTIFICATE OF ANALYSIS
CEPTHUOUKAT AHAJIM3A

Product : Nise Plus, gel 50 g

\Npoayset: Haits® Ilmioc, reb A4 HAPYAHOTO MPHMEHEHHS 50 T _
Market / PbiHok : Russia / Poccus

Batch No. / . Batch Quantity / . 19608 units /

Cepus Ne % V250048 Pazmep cepun * 19608 eauHuLl
Analytical Repovrt No./ . 040002797897 Date of Analysis / . 29.01.2025
AnanuTHyecKHii oTUeT Ne Jlata aHanausa

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

Jlara npon3sojcTsa T'open ao

Mfg. License No. /

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

Analysis performed according ND No / Ananns nposenen mo H/L Ne: JIIT-Ne(003312)-(PT-RU) dt. 02.10.2023 /

JIN-Ne(003312)-(PI'-RU) or 02.10.2023 |
Page 9 of 10/ Crp. 9 n3 10

Masnranam Woposa
Hparc an1 AnbTa Jlaboparopuc
Opranukce JItg, Tla6opatopuc JiT Apopa ApomMaTHKC Usk. Taiisan
API Manufactured by & country / Wnpus / aH:) m[l; Alta % | Mer. Jita, Anaus / KHTa,f;[ / Fzrmobs,a
IIpoussopuTtens A®C, crpana: Mangalam e Arora Aromatics .
Drugs & Laboratories Ltd., Pt Ltd.. India Laboratories
& India Y Inc., Taiwan,
Organics Ltd., China
India

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

HaumeHnoBaHue, agpec U HOMep JHUEH3HH
IOLAAKH, OCYLLECTBJIAIOIEH
NPOH3BOACTBO/KOHTPOJIb KA4eCTBA/BbINYCK
rjido

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt. Solan, H.P. 173205,
India (License No MNB/05/263) /
[Ipou3sBoACTBeHHOE MoapasaecHne-6, Bumn. Kxons, Hanarapx Poyn, bannu,
Jucrpuxr Conan, X.IL, 173205, Huaus (JTuneusus 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 /
Ipumeuanue: Iponykt cooTBeTcTBYET TpeboBanuaM H/L Zakmouenue: ONNOBPEHO
Prepared by / / Checked by / Approved by: Managei/Executive /
IMoaroroeneHo: Pravesh Rana_- ITpoBepeHo: Santosh Kumar Onobpero: Menemwxkey) / PykogoanTes
: Maurya ﬁa\ Abhishek Chauhan T
(2 s
~ _—

Date / Date / Date /
Hata: 29.01.2025 Hara: 29.01.2025 Hara: 29.01.2025

Registered Office: 8-2-337, Road Mo, 3, Banjara Hills, Hyderabad - 500034, Telsngana, India
Tal: 491 40 4900 2900, ¢ 20 4900 2999, Ernail: mail@drreddys.com
CiN: L CSAP1O84PLED0ASDT

vaww.drreddys.com




Do
Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIM3A

Dr. Reddy's Laboratories Lid
Formulation Unit-6

vill. ho!, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDiA
Tel: +91 98166 56001-02

VL GTTeddys.corm

Product : Nise Plus, gel 50 g

| IpoayxT: Haii3s® Ilmoc, reb and Hapy*HOro MPUMEHEHHA 50r

Market / PbiHOK : Russia/ Poccus
Batch No. / Batch Quantity / 19608 units /
: V250048 :
Cepun Ne Pa3zmep cepun 19608 eannuL
Analytical Repourt No./ . 040002797897 Da_te of Analysis / . 29.01.2025
AnannTu4ecknii oTuer Ne JlaTa anasau3a
Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026
JaTa npouzBoACTBa T'ogen oo
Mfg. License No./
IlpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JITI-Ne(003312)-(PI'-RU)
JHueH3us Ne

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

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

3axJIl0uenue 0 CooTBeTCTBHHN: «HACTOSILUM 51 TOATBEPXK /AN, 4TO [PUBEACHHAs BbILIE UHGOPMALHS ABISCTCS OCTOBEPHOH
1 TOUHO#A. DTa cepus IPOAYKIMY Pou3BeneHa (BKI0Yas YIakoBKy (MapKHpPOBKY) U KOHTPOJIb Ka4ecTBa) Ha BBILUEYKA3aHHOH
IIPOM3BOACTBEHHON Miowagke (IUIOLWAJKaX) B MOTHOM COOTBETCTBUM C TPEOOBAHMAMH IpaBun Hagnexameh
TIPOM3BOACTBEHHOI NpakTHKy EBpasuiickoro 3xoHOMU4eCKoro coio3a (Ne GMP/EAEU/RU/00554-2022 ot 02 cenTabps 2022)
M TpeOOBAHWUAMH KOHTPOJS KauecTBa JEKAPCTBEHHBIX CPEACTB, a TAKkKE B COOTBETCTBAU CO cnenuUKanusiMy,
COZIepXAllUMACS B PETHCTPALIHOHHOM J0ChE CTPaHbl-HMIOPTEpA. 3aMkcH [0 IPOM3BOACTBY, YIIAKOBKE 1 aHANIH3Y NPOBEPEHBI,
W YCTAHOBJEHO MX COOTBeTcTBHE TpeGoBaHisM IIpaBui Hajnexamed NpPOM3BOJCTBEHHOH IMPAKTHKHU Espazutiickoro

DKOHOMMUYECKOr'o COO3a».

Page 10 of 10/ Ctp. 10 13 10

Remarks : The Product confirms to ND/
IIpumeuanue: [IpoxykT cooTBeTcTBYET TpeboBanuamM HJI

Conclusion : APPROVED /

3akmoyenue: OJOBPEHO
]

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

IToprortossneHo: Pravesh Rana IpoeepeHo: Santosh Kumar Opobpeno: Menenxep |/ PykoBofnTeib
4 Maurya (/ Abhishek Chauhan ! ;r

Date / Date / Date /

JHara: 29.01.2025 Hara: 29.01.2025

JTara: 29.01.2025

Registered Office: &

337, Road Ne. 2, Banjara Hills, Hyderabad - 500034, Telangana, Indi:

Tols 401 40 4900 2200, Fay: 481 40 4900 2999, Email: mail@drreddys.com

CIN: LOS195AP19EAPLCOCASOY

v drreddys.com




