Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

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

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

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

Product : Nise Plus, gel 50 g

INpoaysxr: Haitz® Ilnioc, refb A1 HApyXKHOTO MpuMeHeHus 50 r

Market / PoiHok : Russia / Poccust

Batch No. / . Batch Quantity / . 19298 units /

Cepnn Ne F V240216 Pasmep cepun * 19298 equnnn

Analytical Repo:‘t No./ 890001735334 Date of Analysis / . 30.04.2024
AdanuruyeckHii oTuer Ne JlaTa aHaau3a

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

Jara npoussoacTsa I'ogen no

Mfg. License No. /

IIpousBoacTeeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
JnueH3zus Ne

Analysis performed according ND No / Anasnn3 nposenes mo HJI Ne: JIII-Ne(003312)-(PT'-RU) dt. 02.10.2023 /

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

Pa

el of 10/ Crp. 1 u3 10

Ne Test / Iloka3zarennb

Result / PesysabTaThl

Specification / Hopma

1 | Appearance / OnucaHue

White gel of homogeneous consistency with a
characteristic
OIHOPOZHOM
3anaxom.

fenoro  1BeTa
XapaKkTEepHBIM

odor. / Tens
KOHCHCTEHIUH C

White to off-white gel of homogeneous
consistency with a characteristic odor. /
I'enb Genoro uiu nodTd Oeyoro uBeTa
OIHOPOJAHOM KOHCHUCTEHLIUH c
XapaKTEPHBIM 3aMaxoM.

2 | Identification/ MaenTuduxauus

2a | By HPLC/ BIXXX

- Nimesulide | Humecynuo

Complies as prescribed /
CooTBeTCTBYET TPEOOBaAHUAM

A peak with the retention time
corresponding to that of nimesulide in the
standard solution chromatogram should
be opresent in the test solution
chromatogram obtained during
"Nimesulide and Methyl salicylate Assay"
test. / Ha xpoMarorpaMme HCIBITYEMOTO
PacTBOpa, MOJyYEHHOTrO IPH NPOBEAEHUH

UCTIBITAaHUS «KonnyecTBeHHOE
oTpeneNneHue. Humecynun u
METHCaUUMIATY, JIOTDKEH
06HapyXHUBATHCS UK,
COOTBETCTBYIOIIHH 1o BpPEMEHU

YAEpP>XKUBAHHUA TIMKY HUMECYIHJa Ha
XpomaTorpaMme CTaHAapTHOr'O pacTBoOpa.

- Methyl salicylate /
Memuncanuyunam

Complies as prescribed /
CooTtBeTcTBYET TpeOOBaHUAM

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

Remarks : The Product confirms to ND/
IIpumeyanne: [IpoaykT cooTBeTCcTBYET TpeboBanuam HJJ

Conclusion : APPROVED /
3axkimouenne: OJJOBPEHO

Jara: 30.04.2024

Jata: 30.01.2021

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

Ioxarororieno: Rama Kant ITpoeepeHo: Santosh Kumar Onobpeno: Mernemxkep / Pykoeomiirens
W Maurya &]’ Manoj Kumar - :

Date / : Date / Date /

Hata: 30.01.2021

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

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

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

[Product : Nise Plus, gel 50 g

| Opoayxr: Haiiza® ITmoc, renib A5 Hapy»XHOTO npuMeHents 50 r

Market / PoiHok : Russia / Poccns

Batch No. / . V240216 Batch Quantity / . 19298 units /

Cepus Ne ) Pa3mep cepun © 19298 enunnL
A% 1 N / i

Analytical Repovrt No. . 890001735334 Date of Analysis / : 30.04.2024

AHasuTHYECKHIT oTHeT Ne HarTa ananusa

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

Jarta npoussoacTea Topen po

Mfg. License No. /

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

anuen3us Ne

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

Analysis performed according ND No / Anaan3 nposexex no H/{ Ne: JIII-Ne(003312)-(PT-RU) dt. 02.10.2023 /

Page 2 of 10/ Cxp. 2 u3 10

shall be present in the test solution
chromatogram obtained during
"Nimesulide and Methyl salicylate Assay"
test. / Ha xpomarorpamme HCITBITYEMOroO
pacTBOpa, NOJy4eHHOr0 NPH MPOBEAESHUH

HCIIBITAaHHS «KonuuectseHHoe
omnpeneNeHue. Humecynua U
METHIICATULIUIATY, JIOJDKEH
06HapY>KUBATECS MUK,
COOTBETCTBYIOLIHH no BpEMEHH

YACPKUBAHUA NMUKY METUIICATIMIUIATA Ha
XpoMaTorpamMme CTaHAapTHOro pacTsopa.

Menthol / Menmon

Complies as prescribed /
CootsercTByeT TpeGOBaHUAM

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  HCIBITYEMOTO
pacTBOpa, MOTYYEHHOrO NPY IPOBEACHHU
UCTIBITAHHUA «KonuyecrseHnoe
ornpenesyieHue. MeHTOI», IOJDKEH
0GHapyXUBATLCS UK,
CONTRETCTRYHITANA nn RPAMEHU
yoepXuBaHWs MUKy  MEHTOla  Ha
XpOMATOTrpaMMe CTaHJapTHOIO PacTBOpa.

Remarks : The Product confirms to ND/
Ipumeuanne: ITpoaykT cooTBeTcTBYET TpeboBanusm HJT

Conclusion : APPROVED /
3akmouenue: OJIOBPEHO

Prepared by /
TToprorosneno: Rama Kant

Rt

Checked by /
[posepeno: Santosh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaureb
Manoj Kumar

]

Date / '
Jlata: 30 04 2004

Maurya @(J
Date /

Jata: 30.04.2024

Date /
Jara: 30.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2300, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

D R dd ’ q...‘ Formulation Unit-6
Viil. Khol, Nalagarh Road, Baddi,
r.ne ys o Distt. Solan, H.P,, 173 205, INDIA

Tel : 491 98166 56001-02
www.drreddys.com
CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product : Nise Plus, gel 50 g
| Ipoayxr: Haiiz® [Tmoc, rep a1 HapyxHoro npumeHeHus 50 r

Market / PoiHok : Russia / Poccus

Batch No. / . V240216 Batch Quantity / . 19298 units /
Cepus Ne Pazmep cepun 19298 enunuL
A vtical No. / i

Analytical Repoyrt No. . 890001735334 Date of Analysis / . 30.04.2024
AHannTHYeCKHil 0TyeT No JlaTa aHasau3a

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

JlaTa npoH3BOACTBA Toaen g0

Mfg. License No. /

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

Analysis performed according ND No / Ananus nposeaes no HJ{ Ne: JIII-Ne(003312)-(PT-RU) dt. 02.10.2023 /
JITI-Ne(003312)-(PT'-RU) ot 02.10.2023

Page 3 of 10/ Ctp. 3 3 10

- Capsaicin / Kancauyun Complies as prescribed / A peak with the retention time
CooteeTcTByeT TpeOOBaHUAM 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 UCHBITYEMOrO pacTBOpa,
NOJIy4EHHOTO npH MPOBENEHHH
UCIIBITAHUS «KonuuectBeHHoe
ompenenende. KamcauuMH U HaTpus
6eH30aT», N0KeH OOHapYKUBATHCS MUK,
COOTBETCTBYIOIL UM no BpEMEHHU
yIOEp>KUBaHHUS MUKy KarcaWlliHa Ha
XpOMaTorpamMMe CTaHAAPTHOT'O pacTBOpa.

2b | By HPLC (PDA) / B3KX ¢ 0uo0Ho-mampu4Hbim OemeKmopom

- Nimesulide / Huntecyno Complies as prescribed / The absorption spectrum of nimesulide
CootBercTBYeT TpeOOBaHNAM 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
NOTJIOHIEHHsT MUKa HUMECYJIMAa Ha
XpOMaTorpamMMe KCIBITYEMOTrO pacTBopa,

MOJIY4YE€HHOTI'O npu MpOBEACHUN
HUCIBITaHHA «KonnyectBeHHOE
OIIpEACIIEHHUE. HHMCC)’J’[PIII H
MCTP]J'ICB.JIPILIHJI&T»), JOJIKEH
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanne: [TpoaykT cooTBeTCTBYET TpeboBanusaM HJT 3akmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Rama Kant IpoBepeHo: Santosh Kumar Onobpeno: Menemxep / PykoBoauTens
Q&‘k% Maurya ;@7 Manoj Kumar
Date / ' Date / Date / -
Jara: 30.04.2024 Jara: 30.04.2024 Jlata: 30.04.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 49G0 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTHUOUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

Product : Nise Plus, gel 50 g

Ipoxykr: Hais® [Tmoc, reqib 1715 Hapy*HOTo npuMeHenns 50 r

Market / PoiHOK : Russia / Poccust

Batch No. / . V240216 Batch Quantity / . 19298 units /

Cepust Ne ) Pasmep cepun * 19298 enuHuUL
vtical No./ i

Analytical Repovrt_ lo. | . 890001735334 Date of Analysis / . 30.04.2024

AHanaTuyeckuii otyer Ne MaTa ananusa

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

Jata npon3BoacTBa Topen o

Mfg. License No./

IIponssoacTreeHHasn : MNB/05/263 MA number: / Homep PY : JII-Ne(003312)-(PT'-RU)

Juuen3usi Ne

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

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

Page 4 of 10/ Ctp. 4 u3 10

COOTBETCTBOBATH CIEKTPY MNOIJIOWIECHUA
NMiKa HUMECYylIMaa Ha Xpomarorpamme
CTaHAApPTHOI'0 pacTBOpa.

- Methyl salicylate /
Memuncanuyuram

Complies as prescribed /
CooTtBeTcTBYeT TpOOBAHHIM

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. / CrnexTp NOIJOIEHUA
nHKa MeTUCAIHLIUIaTa Ha
XpOMaTOrpaMMe HCIBITYEMOro pacTBopa,
N0JIy4eHHOTO npH MIPOBEACHHN
UCTIBITAHHSA «KonunuecTBeHHOE
omnpeeeHHe. Humecynun u
METHJICATHLIMIIATY), JOJIKEH
COOTBETCTBOBATh CIEKTPY TMOTJIOLIEHHUS
nuKa MeTHIICANMIMIaTa Ha
XpOMaTorpaMMe CTaHZApTHOrO pacTBOpa.

The absorption

- Capsaicin / Kancauyun

Complies as prescribed /
CooteercTBYyeT TpeOOBaHUAM

The absorption spectrum of capsaicin peak
in the test solution chromatogram obtained
during "Capsaicin and Sodium Benzoate
Assay" test shall comply with that of
capsaicin peak in the standard solution
chromatogram. / Crektp NOMIOMIEHHS
nMKa KalcaWlMHa Ha XpOMaTorpaMmMe

Remarks : The Product confirms to ND/

Ipumeuanue: [Tponykt cooTBeTcTBYET Tpebobanusm HJL

Conclusion : APPROVED /
3akmouenue: OJIOBPEHO

Prepared by /
IToxrorosnexHo: Rama Kant

Checked by /
[IposepeHo: Santosh Kumar
Maurya r;@ll

Approved by: Manager/Executive /

Onobpeno: MeHemxep / Pykosogutens
Manoj Kumar 16{ % ia

Qi
Date /

Hata: 30.04.2024

Date /
Jara: 30.04.2024

Date /
Jara: 30.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s “:"

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

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
www.drreddys.com

[Product : Nise Plus, gel 50 g

Hpoayxr: Haiiz® [moc, resb U1 Hapy»KHOTO NpuMeHenus 50 r

Market / PoiHOK : Russia / Poccus

Batch No. / . Batch Quantity / . 19298 units /
Cepusi Ne P V240216 Pa3mep cepun © 19298 enunnn
7 ytical ¢t Neo./ Date of lysis /

Anglytical RepartN : 890001735334 a8 of Analysls : 30.04.2024
AnasuTHyeckmii oTuer Ne Jara aHaausa

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

Jlara nponssoacTea TI'ogen o

Mfg. License No. /

IlpoussoacTBeHHast : MNB/05/263 MA number: / Homep PY : JII-Ne(003312)-(PI'-RU)
Juuensns Ne

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

Analysis performed according ND No / Ananu3s nposeact mo HJ| Ne: JITI-Ne(003312)-(PT-RU) dt. 02.10.2023 /

Page 5 of 10/ Ctp. 5u3 10
HCMBITYEMOro pacTBopa, NOJIy4YCHHOIo
npu MpOBENEHHU HCTIbITaHUA
«KonnuectpeHHOE OIIpeaICNICHUE.

KancauuuH 1 Hatpus 6eH30aT»), TOMHKEH
COOTBETCTBOBATh CIEKTPY MOTJIOMIEHUA
NMKa KancaullMHa Ha XpoMmarorpamme
CTaHOAPTHOTO pacTBOpa.

2¢ | By TLC/TCX

- Menthol / Menmon

Complies as prescribed /
CootBercTByeT 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 TSITHO Ha
XpOMAaTOrpamMMe HCOBITYEMOro pacTBopa
TI0 MOJIOXEHUIO JI0JDKHO COOTBETCTBOBATD
OCHOBHOMY TIIAITHY Ha XpOoMarorpamme

pacreopa CTaHIapTHOTO obpazua
MEHTOJIa.

3 | Net weight / Macca S5lg/slr According to requirement / B

COAEPIKMMOro YHAKOBKH COOTBETCTBHYU C TPEOOBaHHAMHU

4 | pH/pH 4.6 4.6 to 6.0 (for 1.0 % aqueous solution) /
Ot 4,0 10 6,0 (ana 1,0 % BoaHOrO
pacTBOpa)

5 | Viscosity / BaskocTb 263160 cP /263160 cIl 150,000 cP to 350,000 cP at 25 °C/

Ot 150000 cIT mo 350000 cIT rpu 25 °C

Remarks : The Product confirms to ND/

IMpumeuanne: [Tponykt coorBeTcTBYET Tpeboanusam HJL

Conclusion : APPROVED /
3aksmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneHo: Rama Kant Ilposepeno: Santosh Kumar Onobpeno: Menenxep / PykoBogurtens
KLJ Maurya Manoj Kumar

; J
duud 1l
Date/ ' Date / Date /
Hara: 30.04.2024 Jara: 30.04.2024 Hara: 30.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

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

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

Product : Nise Plus, gel 50 g

[ TMponywkr: Haiiz® Tlmoc. rens aia Hapy#Horo npumenenns 50 ©

Market / Poisok : Russia / Poccus

Batch No. / . V240216 Batch Quantity / . 19298 units /

Cepus Ne ) Pazmep cepuu 19298 enuuun
vtical No./ i

Analytical Repourt No. . 890001735334 Date of Analysis / 30.04.2024

AnanuTnueckuii oryer Ne JlaTa anajausa

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

JaTta nponsBoacTBa Toxen po

Mfg. License No. /

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

JuueH3us Ne

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

Analysis performed according ND No / Anaan3 nposeaen mo HJ1 Ne: JIIT-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Page 6 of 10/ Crp: 6 13 10

6 | Particle size / Pazmep uacTun

5 pm/ SMkm

Not more than 50 pm / He 6osiee 50 mxm

7 | Related Substances / PoacTBeHHbIe npUMecH

Impurity C / I[Tpumecs C
Impurity D / ITpumecs D

Highest Unknown Impurity /
EnunyyHas
HeuaeHTHUUUpPOBaHHAS
NpUMech

Total impurities / Cymma
npuMecei

Not detected / He obHapy»xeHa

Not detected / He oOHapyxeHa

Below LOQ (LOQ = 0.0392 %) / Huxe
npenena KoJIMUeCTBEHHOTO ONpeNeNieH s
(TTKO = 0.0392 %)

Below LOQ / Huxe npenena
KOJNMYECTBEHHOTO OTpeNeIeHHs

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

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

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

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

8 |Microbial contamination / MukpoOnoioruyecKas Yncrora

Total viable aerobic count /
Obiee KOJIMYECTBO
JKU3HECIIOCOOHBIX a3poOHBIX
MHKpPOOPTaHH3MOB

Total combined yeast and mold
count / Obuwee ynucno
NPOMOKEBBIX H TIIECHEBBIX
rpuboB

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

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

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

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

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipoaykt cootBeTcTBYeT TpeboBanusaM HJI

Conclusion : APPROVED /
3akmoyenue: OJJOBPEHO

Prepared by /
[ToxgrorosneHo: Rama Kant

Checked by /
IMpoeepeno: Santosh Kumar
Maurya \_@J’

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoauTenb
Manoj Kumar

el

Date /

Hara: 30.04.2024

Date /
Hata: 30.04.2024

Date /
Jara: 30.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +21 40 4800 2900, Fax: +91 40 4900 2998, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s 1':'.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

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

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

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

Product : Nise Plus, gel 50 g

Ipoaykr: Haiiz® Ilmoc, reip s Hapy»HOTO npumeHenus 50 r

Market / Poinok : Russia / Poccus
Batch No. / . Batch Quantity / . 19298 units /
Cepns No i v2siae Pasmep cepun © 19298 enunui
1y aport No_/ D i A e e s
Analytical R-p\,urt Ne. / . 890001735334 Date of Analysis / 801049054
AnannTuyeckui oryer Ne Jlara ananusa
Date of Manufacture / . 04/2024 Date of Expiry / . 03/2026
JlaTa npou3BOACTBA I'ogen o
Mfg. License No. /
IIpousBoacTBeHHAS : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)

JuueH3usa Ne

Analysis performed according ND No / Anaan3 nposeaen no HJ1 Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
JIM-Ne(003312)-(PI'-RU) ot 02.10.2023

Pseudomonas aeruginosa

Staphylococcus aureus

Page 7 of 16/ Crp. 7 u3 10

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

Absent in 1 g/ OtcyrctBue B 1 r
Absentin 1 g/ OrcytctBUe B 1 T

9 | Assay / KosnyecrBenHoe

onpexeseHne

Nimesulide /Humecynuo

10.0mg / 10.0mr
100.3 %

9.0 to 11.0 mg of Ci3H2N20sS
(nimesulide) per 1 g of the product (90 to
110 % of label claim)/ Ot 9,0 mo 11,0 mr
Ci3Hi2N2OsS  (wuMecynup) B 1 T
npenapara (ot 90 mo 110 % or
HOMMHAJIHOTO COIEPIKAHHUA)

Methyl salicylate /
Memuncanuyunam

100.0mg / 100.0mr
100.0 %

90.0 to 110.0 mg of CgHsO3 (methyl
salicylate) per 1 g of the product (90 to
110 % of label claim) / Ot 90,0 no
110,0 mr CsHgO3 (MeTHIcanuuuiaT) B
1 r npenapara (ot 90 no 110 % ot
HOMUHAJILHOTO COJIEpPIKaHuU)

Menthol / Menmon

49 9mg / 49.9mr
99.7 %

45.0 to 55.0 mg of CioH200 (menthol) per
1 g of the product (90 to 110 % of label
claim) / Ot 45,0 mo 55,0 mr CioHxO
(menTon) B 1 r mpenapara (ot 90 10 110 %
HOMUHAJIBHOTO COZIEPKAHH)

Capsaicin / Kancauyun

0.2501mg/ 0.2501mr
100.1 %

Not less than 0.225 mg of CgH27NO;
(capsaicin) per 1 g of the product (not
less than 90 % of label claim) / He menee
0,225 mr C13H»7NOj (karicauuipH) B 1 1

IIpumeuanne: ITpogykr co

Remarks : The Product confirms to ND/

oTBeTCTBYeT Tpebopanusm HJ

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

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

[ToaroroneHo: Rama Kant [Tposepeno: Saptosh Kumar Onobpeno: Menemxkep / Pykosoanresb
W Maurya @f, Manoj Kumar /

Date / B Date / Date /

Hara: 30.04.2024 Hara: 30.04.2024 Hata: 30.04.2024
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Dr. Reddy's Laboratories 1td.
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Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Nise Plus, gel 50 g
| Ipoaykr: Haii3® ITtoc, resib 1 Hapy>kHOTO NpUMeHeHHs 50 ¢

Market / PoiHox : Russia / Poccus

Batch No. / . V240216 Batch Quantity / . 19298 units /

Cepusa Ne Pasmep cepun 19298 enunu
iy o N / D Sis . g 1|

Analytical Rypevrt Ne. / . 890001735334 Date of Analysis / : 30.04.2024

AnanuTrnyeckHii oryer Ne JlaTa ananusa

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

JaTta npousBoacTsa T'ogen oo

Mfg. License No./

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

JuueHsusa Ne

Analysis performed according ND No / Anann3 nposexen mo H/L Ne: JITI-Ne(003312)~(PI'-RU) dt. 02.10.2023 /
JIIT-Ne(003312)-(PT-RU) ot 02.10.2023

Page 8 of 10/ Crp. 8 u3 10

npemnapara (1e Menee 90 % or
HOMHHAJIEHOTO COAEPXKaHHA)

Sodium benzoate / Hampus 0.99mg / 0.99mr Not less than 0.85 mg of C;HsNaO:
benzoam 99.4 % (sodium benzoate) per 1 g of the product
(not less than 85 % of the label claim) /
He menee 0,85 Mr C7HsNaG; (Hatpiis
Genzoar) B 1 r npenapara (He Mmenee 85 %
OT HOMMHA/ILHOTO COAEPKAHUS)
Buthylhydroxytoluene / 0.40mg / 0.40mr Not less than 0.34 mg of C;5H240
Bymunzuopoxcumonyon 98.8 % (buthylhydroxytoluene) per 1 g of the

product (Not less than 85 % of the label
claim) / He menee 0,34 mr CsH240
(6ytunruppokcuronyol) B 1 r npernapara
(ne meuee 85 % OT HOMMHANILHOTO
COAEpIKaHHUA).

10 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.

Package / YnakoBka

[To 50 r B TyOy M3 NTaMHHMPOBAHHOTO allOMHMHMs ¢ IuledoM u3 [IOBII, cHabxeHHYO
MeMOpaHOii AN KOHTPONs MEPBOTO BCKPBITHS, W MOMMIpPONHICHOBOH Kpeiuko. [lo 1
Tybe B mayky KapTOHHYIO C JIMCTKOM-BKIIAIbILIEM.

API name / Hanmenosanne ADC: Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
Humecynup MeTuncaauuuaar JleBoMeHTOI KancauuuH
Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
INN / MHH:
Humecynup, MeTtuncanuuunar JleBoMeHTON Kancauuun

Remarks : The Product confirms to ND/
Ipumeuanne: [IponykT coorBeTcTBYeT Tpebopanusam HJL

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by /
IToarorosneno: Rama Kant

Gl

Checked by /
ITposepeno: Santosh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoguTens

Manoj Kumar .

Date /
JHara: 30.04.2024

Maurya L@L
Date /

Hara: 30.04.2024

Date /
Jara: 30.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, 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.
Ge Formulation Unit-6
Dr. Reddy’s ".. Viil. Khol, Nalagarh Road, Baddi,
. Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product : Nise Plus, gel 50 g
Tpoaykt: Haiiz® ITnioc, rens s Hapy*HOTO NpUMeHeHHs 50 T

Market / Poisox : Russia / Poccust

Batch No. / . V240216 Batch Quantity / . 19298 units /
Cepusi Ne i Pazmep cepun © 19298 eqununl
Analvti No. i

Analytical Repr_\ft No./ . 890001735334 Date of Analysis / 30.04.2024
AxaanTHyeckuii oTyeT Ne JlaTa aHasau3a

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

JlaTa npon3BoacTBa T'ogen go

Mfg. License No. /

IIponsBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JITI-Ne(003312)-(PI'-RU)
auueH3us Ne

Analysis performed according ND No / Auann3s nposexes no HJl Ne: JIII-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
JIIT-Ne(003312)-(PI'-RU) ot 02.10.2023
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API manufacturer batch number / NMS-1A-203024 | LOTS7719 MLC-2311084 | F001-23001
Homep cepun npoussoautens APC:
FP Manufacturer API Batch number /
Homep cepnu ADC nponssoxurens TJID: FEOA02762 FERA00095 FEQRO01217 FERA00139
Masnranam
Tlparc i1 dopmosa
P AJbta Jla6opatopuc
Oprasmxc JItz, JIaGoparopuc JIT, Apopa ApomatHic WHk, TailiBaHb
API Manufactured by & country / Wnnus / parop % | Ier. JItn, Unaus / > ’
Hupns / Alta . Kuraii/ Formosa
Mpoussoaurens APC, crpaHa: Mangalam . Arora Aromatics .
Laboratories Ltd., . Laboratories
Drugs & . Pvt. Ltd., India -
. India Inc., Taiwan,
Organics Ltd., .
. China
India

Name, address, authorization No for FP

;rilttn/ufacturmg site / Control site / Release Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt. Solan, H.P. 173205,
HaumenoBaHHe, agpec U HOMEp JIMUEH3HU India (License No MNB/05/263) /
» AP p un IMpousBoacTBeHHOEe noapasaenenve-6, Buut. Kxons, Hanarapx Poyn, bamny,

MUTOMAAKH, OCYIECTBIRIOWCH Jucrpuxr Conan, X.I1., 173205, Uanus (Jluuenzus Ne MNB/05/263)
NPOM3BOACTEO/KOHTPOJb Ka4ecTBa/BbINYCK

1o

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 /

Ipumeuanne: [TpoxykT cooTBeTcTBYET Tpeboranuam HJI 3akmouenne: OJOBPEHO

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

[Moxarorosnexo: Rama Ka(l)rit IMposepeno: Santosh Kumar Onobpeno: Menemxep / PykoBoguTeib
“&W Maurya .@L_u' Manoj Kumar @

Date / ' Date / Date /

Hara: 30.04.2024 Hata: 30.04.2024 Jlara: 30.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: +31 40 4500 2900, Fax: +51 40 4900 2999, Email: mail@drreddys.com
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www.drreddys.com




Dr.Reddy’s ‘f:'.

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIU3A

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

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

Product : Nise Plus, gel 50 g
IMpoaywr: Haiis® Ilnroc, renk a5 Hapy>KHOro NpuMeHeHus 50 r

Market / PoiHok

: Russia / Poccus

Batch No. / . V240216 Batch Quantity / . 19298 units /
Cepusn Ne ) Paszmep cepun * 19298 enunu
11 Na, / sis / RS A
Analytical Repeurt No. . 890001735334 Date of Analysis . 30.04.2024
AnanuTuyeckmii oTyeT Ne JlaTa ananusa
Date of Manufacture / . 04/2024 Date of Expiry / . 03/2026
JlaTa npou3BoacTBa T'oaen po
Mfg. License No. /
IIponssoacTeeHnasn : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
anueHsus Ne

Analysis performed according ND No / Ananus nposexes no HJ| Ne: JITI-Ne(003312)-(PT-RU) dt. 02.10.2023 /
JITI-Ne(003312)-(PT'-RU) ot 02.10.2023

3aK/II0YeHNEe 0 COOTBETCTBHH: «HaCTOSIIMM 51 TOATBEPXKIAL0, YTO NPHUBE/IeHHAs! BbIle MHYOPMaLUs SBISETCS JOCTOBEPHOH
¥ TOYHOIA. DTa cepus MPOAYKUXH POM3BEIeHa (BKIFOUast yIakoBKY (MAapKHpPOBKY) U KOHTPOJIb Ka4€CTBA) Ha BblILIeYKa3aHHOM
IIPOU3BOJACTBEHHO} Tomanke (MNOW@AKax) B IOJHOM COOTBETCTBHM C TpeboBanusamu [lpaBun Hajnexkainei
TPOU3BOICTBEHHOM NpakTHKK EBpasuiickoro skoHoMudeckoro corosa (Ne GMP/EAEU/RU/00554-2022 ot 02 centsidps 2022)
M TpeGOBAaHMAMM KOHTPOJS KauyeCTBa JIEKAPCTBEHHBIX CPEACTB, a Takke B COOTBETCTBMH CO cClelH(uKaumsmy,
CoJepKalMMHUCS B PEMHCTPALMOHHOM JJOCKE CTPaHbI-UMIIOPTEPA. 3aMKCH [10 TPOU3BO/CTBY, YIIAKOBKE 1 aHAJIN3Y NPOBEPEHEI,
M YCTaHOBJIEHO HX COOTBETCTBHE TpebosanusM [IpaBui Hamiexallelfl NPOM3BOACTBEHHON NpakTvkH EBpasuiickoro

3KOHOMHUYECCKOI'O COrO3a».
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Remarks : The Product confirms to ND/
TIpumeuanue: [TpoxykT cooTBeTcTBYeT TpeboBanuam HJ{

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

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

[Tonrororneno: Rama Kant [posepeno: Santosh Kumar Onobpeno: Menemxep / PykosoanuTtens
% Maurya \ Manoj Kumar ;E ! i f

Date / i Date / Date /

Jara: 30.04.2024 Hara: 30.04.2024 Hata: 30.04.2024

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