Dr. Reddy's Laboratories Ltd.
’ q...i Formulation Unit-6

Viil. Khol, Nalagarh Road, Badydi,
Dr‘ Reddy S » Distt. Solan, H.P,, 173 205, INDIA

Tel : +91 98166 56001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJINU3A

Product : Nise Plus, gel 50 g
HMpoayxr: Haiis® [lntoc, rens 171 Hapy»KHOro npuMeHenns 50 r

Market / PoiHok : Russia/ Poccus

Batch No. / . V240214 Batch Quantity / : 19361 units /
Cepus Ne Pasmep cepun 19361 eaunu
Analvtical Re No. i .
Analytical Repovrt No./ . 890001735332 Date of Analysis / . 30.04.2024
AnaauTHyeckuii oTuet No JlaTa aHaau3a

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

JaTa npou3soacTea Togen g0

Mfg. License No. /

IIpouzsoacTBeHHAN : MNB/05/263 MA number: / Homep PV : JIII-Ne(003312)-(PI'-RU)
JHueH3us1 Ne

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

Page 1 of 10 / Ctp. 1 n3 10

Ne Test / IlokazaTens Result / PesyabTaTh! Specification / Hopma

1 | Appearance / Onuncauue Whitc gel of homogeneous consistency with a | White to off-white gel of homogeneous
characteristic  odor. / Tem, G6enoro usera | consistency with a characteristic odor. /
ONHOPOAHOM ~ KOHCHCTEHLMM C  XapaKTCpHbIM | ey, Genmoro wiau MouTH ©enoro Ipera
SaaxoM. OIHOPOJHOM KOHCHCTEHLIMH c
XapaKTePHBIM 3aMaXxoM.

2 | Identification/ WaenTudukauns

2a | By HPLC/BOXX

- Nimesulide | Humecynuo Complies as prescribed / A peak with the retention time
CooTtBeTcTBYET TPeOOBAHUAM 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 UCHBITYEMOIO
PacTBOpa, MOJYYEHHOTrO IIPH MPOBEJEHUH

UCIIBITAaHUA «KonuuecTeeHHOE
ONpeneNeHHUE. Humecynun u
METUJICAUIUNATY, JOTKEH
0bHapyKUBaThCA MUK,
COOTBETCTBYIOLIHH o BpEMEHH

YAEepXKUBaHUS NHMKY HHMECyIHia Ha
XPUMATUIPAMME CIdHU4P THUL U pau i BUPA.

- Methyl salicylate / Complies as prescribed / A peak with the retention time
Memuncanuyunam CooTBeTcTBYET TpeboBaHUAM corresponding to that of methyl salicylate
in the standard solution chromatogram
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [IponykT coorBeTcTBYeT TpeboBaHusaM HJJ 3axsnouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToxarotoBneno: Rama Kant [Tpoeepeno: Santosh Kumar OnobpeHo: Menemxkep / PykoroauTeb
% ‘1 ot d~ Maurya @U Manoj Kumar
- e

Date / ) Date / Date /
Jlata: 30.04.2024 JlaTa: 30.04.2024 Hara: 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
CIN: L85195AP1984PLCO04507
www.drreddys.com
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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

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Nise Plus, gel 50 g

ITpoayxr: Haiiz® Ilnioc, rens Aas Hapy»KHOro npuMeHeHus 50 r

Market / PoiHok : Russia / Poccus

Batch No. / . Batch Quantity / . 19361 units /
Cepusi Ne E V240214 Pazmep cepuu " 19361 exuHuLl
Analytical Rep03‘t No./ . 890001735332 Date of Analysis / . 30.04.202
AHannTuueckni oryet No JaTa aHann3a

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

HaTta npoussoacTea

I'open no

Mifg. License No. /
IIponsBoacTBeHHan
JuueH3nusa Ne

: MNB/05/263

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

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

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

Page 2 of 10/ C1p. 2 u3 10

chromatogram obtained

UCIIBITAHUSA «KonuuecreeHHoe
OMpeAeIieHHE. Humecynun

METUNICATULIUIIATY, JOJDKEH
06HapY>KUBATHCA TUK,
COOTBETCTBYIOLLHi o BpEMEHH

Menthol / Menmon

Complies as prescribed /
CootBetcTByeT TpeGOBaHHAM

A peak with the retention

Ha  xpomarorpamme
HCTIBITaHUs
orpeneneHue.
06Hapy>XHBATHCS
COOTBETCTBYOLLUH o
YOEpXKUBaHUS  MHUKY  MEHTONa

MeHtoa»,

Remarks : The Product confirms to ND/
IIpumeuanne: [IponyxT cooTBeTcTBYeT TpeGoBanusam HJI

Conclusion : APPROVED /
3axkmouenue: OJIOBPEHO

Prepared by /
IToarorosneno: Rama Kant

Checked by /
IIpoBepeno: Santosh Kumar
Maurya

Approved by: Manager/Executive /
Onobpeno; Menemxkep / Pykopogurens
Manoj Kumar

Qs

Date /

Hara: 30.04.2024

Date /
Hara: 30.04.2024

Date/
Harta: 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

CIN: L85195AP1984PLCO0C4ECT7

www.drreddys.com

shall be present in the test solution
during
"Nimesulide and Methyl salicylate Assay"
test. / Ha xpomatorpaMMe HCIBITYEMOTO
pacTBOpa, MOJyYEHHOrO TIPU NMPOBEIEHUH

YOCPXUBAHHUA NMUKY METHJICATTULU1IaTa Ha
XpoMaTorpamme CTaHAapTHOTO pacTBOpa.

time
corresponding to that of menthol in the
standard solution chromatogram shall be
present in the test solution chromatogram
obtained during "Menthol Assay" test. /
HCTIBITYEMOTO
pacTBOpa, MOJYy4E€HHOr0 NpH NMPOBEASHUH
«KonuuectBeHHOE
IOJDKEH

TTHK,
BpPEMeHH

XpoMaTorpaMmMe CTaHAApTHOrO pacTBopa.
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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

| IpoaykT: Hait3® Ilntoc, resib Ans Hapy>kHoro npumMeHeHus 50 r

Market / Prinok : Russia / Poccus
Batch No. / . V240214 Batch Quantity / . 19361 units /
Cepus Ne Pazmep cepuu 19361 enunuiy

Analytical Report No. /
AHajsuTHyeckunii oryert Ne

: 890001735332

Date of Analysis /
JlaTa ananu3za

0.04.2024

W

Date of Manufacture /
JaTa npou3BoacTBa

: 04/2024

Date of Expiry /
T'ogen no

: 03/2026

Mfg. License No./
IlpousBoacTBeHHast
auueH3us Ne

: MNB/05/263

MA number: / Homep PY : JII-Ne(003312)-(PI'-RU)

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

Page 3 of 10 / Crp. 3 u3 10

- Capsaicin / Kancauyun

Complies as prescribed /
CooteTcTBYeT 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
XpOMaTOTrpamMMe MCIBITYEMOrO PacTBOPa,
N0JIyYEHHOrO npu MPOBEACHHH
UCTILITAHHSI «KonuuecteeHHOe
onpenenenve. Kamcavuun ¢ HaTpus
6eH30aT», AOJDKEH 0OHAPY>KUBATHCH ITHK,
COOTBETCTBYIOLLHii no BpPEMEHU
YAEp)KHBaHHUA NHKY KancaunuHa Ha
XpOMATorpamme CTaHIapTHOTO pacTBOpa.

2b | By HPLC (PDA) / BIXKX c duoon

0-MAMPUHHBIM 0CHIEKIMODOM

- Nimesulide / Humecynuo

Complies as prescribed /

CootBercTBYeT TpebOBaHUAM

The absorption spectrum of nimesulide
peak in the test solution chromatogram
obtained during "Nimesulide and Methyl
Salicylate Assay" test shall comply with
that of nimesulide peak in the standard
solution  chromatogram. /  Cmextp
NOrJIOIIEHHsT [HMKa HUMECYJiMaa Ha
XpOMaTOrpaMMe HUCIBITYEMOTO PacTBOpa,

TMOJIY4YEHHOI'O pH NPOBEACHHU
UCTIBITAHUA «KonuuyecteeHHOE
OInpeacICHUE. H[/IMCCyJ'lPlJI H
Me'mncannuuna'r»), JOJDKEH

Remarks : The Product confirms to ND/
IIpumeuanwue: Ilpoaykr coorBeTcTBYeT TpeboanusaM HJ|

Conclusion : APPROVED /
3axkmouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneno: Rama Kant [Tposepeno: Santosh Kumar Ono6peno: Mernemxep /' PykoBoguTenb
Maurya Manoj Kumar /
>
Date / v Date / Date /
Tara- 3N N4 20?4 JTaTa* 30 N4 21?4 Jlata- 30 04 20724

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

CiN: L85195AP1984PLCO04507
www.drreddys.com
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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 : +91 98166 56001-02
www.drreddys.com

Product : Nise Plus, gel 50

g

[ Hpoaykr: Haitz® [lmoe, rens s Hapy#Horo npumenedns 50 r

JaTa npoH3BOACTBA

I'ogen go

Market / PoiHok : Russia / Poccus
Batch No. / . V240214 Batch Quantity / . 19361 units /
Cepust Ne Paszmep cepuu 19361 enuHuLL
Analytical Report No./  ___ . e Date of Analysis / ARV B

4 . 890001735332 50.04.2024
AHanuTHyeckuii oTuer Ne JlaTa ananu3za
Date of Manufacture / . 04/2024 Date of Expiry / . 03/2026

Mfg. License No. /
HpounssoacreeHHas
Junensus Ne

: MNB/05/263

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

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

ot 02.10.2023

Analysis performed according ND No / Ananns nposenen no HJ1 Ne: JITI-Ne(003312)-(PT-RU) dt. 02.10.2023 /

Pa

ed4 of 10 / Ctp. 4 u3 10

COOTBECTCTBOBAThL CIICKTPY HOTAOLICHMA
NydKa HUMECYJIHJa Ha XpoMaTorpaMmme
CTaHAapTHOr O pacTBopa.

- Methyl salicylate /
Menuncanuyunam

Complies as prescribed /
CooTBeTcTBYET TpeOOBaHUAM

The absorption
salicylate peak
chromatogram

the test
obtained

in

spectrum of methyl
solution

during

"Nimesulide and Methyl Salicylate Assay"
test shall comply with that of methyl
salicylate peak in the standard solution
chromatogram. / CrhekTp NOTrJOIEeHUs
nuKa MeTHJICATINIUIIATA Ha
XpoMaTorpaMMe MCIBITYEMOro pacTBOpa,
MOJYYEHHOTr O npu MIPOBEEHUN
HCTIBITAHUSA «Konu4ecTBeHHOE
onpeaeneHue. Humecynun u
METHIICATTULIMIIATY), JOJDKEH
COOTBETCTBOBATh CIIEKTPY MOTJIOLIEHHS
nvKa MEeTHIICANIULIMITATA Ha
XpOMaTorpaMMe CTaHJapTHOTO pacTBOpa.

- Capsaicin / Kancauyun

Complies as prescribed /
CootrercTByeT 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. / ChnekTp MNOrJOMWEHNs]
MMKa KancaulldHa Ha XpOMaTorpamme

Remarks : The Product confirms to ND/

Ipumeuanue: [Ipoaykt coorBercTBYeT TpeboBaHusM HJL

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Rama Kant [TpoBepero: Santosh Kumar Onobpeno: Menemxep / Pykosoaurens
Maurya 1 Manoj Kumar @ﬁ
-
Date / ! Date / Date /
Jata: 3N 04 2074 JlaTa 30 04 2004 Jlata: 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 29989, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Q3¢

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

Ipoaykr: Haita® INMmoc, renb i Hapys#HoTo npusMereHns 50

Market / PoiHox : Russia / Poccus
Batch No. / _ Batch Quantity / 19361 units /
Cepus Ne : V2 Pa3zmep cepuu * 19361 enuHuL

Analytical Report No. /
AuanuTnyeckKHii oruer Ne

: 890001735332

JaTta anaausa

Date of Analysis /

¢ 30.04.2024

JaueH3usa Ne

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

Jarta npounssoacTsa I'ogen po

Mfg. License No. /

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

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

Analysis performed according ND No / Ananu3s nposeaex no HJ Ne: JIII-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Page 5 of 10 / Crp. S u3 10

UCTILITYEMOTO  PacTBOpa, MOJIy4EHHOTO
TpH NPOBEACHUH HICIIBITaHHUsI
«KonuuecTBeHHOE ofpeneneHue.

Karnicanuud n HaTpus 6eH30aT»), HOIDKEH
COOTBETCTBOBATh CIEKTPY TOIJIOLICHHUS
NMKa KaliCaulMHa Ha XpoMaTorpamme
CTaHHAPTHOTO pacTBOpA.

2¢ | By TLC/TCX

- Menthol / Menmon

Complies as prescribed /
CootBeTcTBYET TpeOOBaHHAM

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 HCIIBITYEMOr0 pacTBopa
10 IOJIOXKEHHUIO J0JDKHO COOTBETCTBOBATh
OCHOBHOMY TSATHY Ha XpOMaTOrpaMme

pactBopa CTaHJapTHOTO obpazua
MEHTOJIA.
3 | Net weight / Macca 51g/Slr According to requirement / B
COEepPKUMOT0 YNAKOBKH COOTBETCTBHH € TpeOOBAHUAMHU
4 | pH/pH 4.6 4.6 to 6.0 (for 1.0 % aqueous solution) /

0Ot 4,0 go 6,0 (nys 1,0 % BoxHOrO
pactBopa)

5 | Viscosity / BaskocTs

250380 cP /250380 cI1

Remarks : The Product confirms to ND/
IIpumeuanne: IIpoaykr coorBeTcTBYET TpeboBaHusM HJ|

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

et

Conclusion : APPROVED /
3akmaouenne: OJIOBPEHO

Prepared by /
IMonrorosneno: Rama Kant

)

Checked by /
ITposepeno: Santosh Kumar

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

Date /
Haia. 30.04.2024

Maurya @’
Date /

Hara: 30.04.2024

Date /
Jata: 30.04.2024

Registered Dffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4300 2998, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories [td.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

Product : Nise Plus, gel 50 g

Ipoayxr: Haitz® Ilmoc, rens a1s Hapy»HOro rnpuMeHeHus 50 r

Market / PeiHoK : Russia / Poccus

Batch No. / . V240214 Batch Quantity / . 19361 units /

Cepusa Ne ’ Paszmep cepun * 19361 enunull

Analytical Repourt No./ . 890001735332 Date of Analysis / . 30.04.3024
AHanuTnyeckuii oryer Ne JlaTa anann3a

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

JaTa npoun3BoacTea T'ogen go

Mfg. License No./

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

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

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

Page 6 of 10 / Cyp. 6 n3 10

6 | Particle size / Pa3mep uacTuu

4 pm / 4MKM

Not more than 50 pm / He 6osee 50 Mkm

7 | Related Substances / PogcTBeHHbIC NTpHMecH

Impurity C / Ipumecs C
Impurity D / Ipumecs D

Highest Unknown Impurity /
EnnHuyHas
HeuAeHTHULIHPOBaHHAS
npuMech

Total impurities / Cymma
npumecei

Not detected / He oOHapy>keHa

Not detected / He o6HapyxeHa

Below LOQ (LOQ = 0.0392 %) / Hyxe
npefena KOJHYeCTBEHHOTO ONpPeeNIeH s

(ITKO = 0.0392 %)

Below LOQ / Hixe npenesna
KOJIMYECTBEHHOr'O ONpeaeNeHUs

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

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

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

8 |Microbial contamination / Mukpobuoaorntdeckas YHCTOTA

Total combined yeast and mold
count / Ob1ee yucio
IOPOMOKEBBIX U TUIECHEBBIX
rpuboB

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

Total viable aerobic count / Less than 50 CFU/g / Not more than 10> CFU/g /
Obuiee KOJIHYECTBO Menee 50 KOE/r He 6onee 10> KOE/r
JKM3HECTIOCOOHBIX a3poBHBIX

MUKPOOPTaHU3MOB

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

Remarks : The Product confirms to ND/

IMpumeuanne: [Iponykt cooTBeTcTBYET TpeboBanusM HJJ

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Rama Kant [posepeno: Santosh Kumar Onobpeno: Menenxep / PyKoBOJMTENb
(@ UJ.lu’d Maurya } Manoj Kumar -
|
Date / ' Date / Date /
Hara: 30.04.2024 Hara: 30.04.2024 . Hara: 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

CIN: L85195AP1984PLCO045C7
www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT 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

Hpoaykt: Haii3® ITmroc, rens s HapyxkHoro npuMeHenms 50 r

JuieH3us Ne

Market / Peinok : Russia / Poccus
Batch No. / . V240214 Batch Quantity / . 19361 units /
Cepus Ne Pazmep cepun 19361 eaunuL,
Analvti 3 . i P,
Analytical R_epovrt No./ . $90001735332 Date of Analysis / 30.042024
AHaguTHdecKknii oTueT Ne JlaTa ananu3za
Date of Manufacture / . 04/2024 Date of Expiry/ . 03/2026
aTa NPOM3BOACTBA Togen no
Mfg. License No. /
IIponsBoxcTBeHHAst : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)

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

Analysis performed according ND No / Anaau3 nposexen nmo HJ| Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Pseudomonas aeruginosa

Staphylococcus aureus

Absent in 1 g/ OrcytctByer B 1 T
Absent in 1 g/ OtcyrcTyerB 1 I

Page 7 o 10/ Crp. 7 n3 10

Absentin 1 g/ OrcyrctBUe B 1 1
Absentin 1 g/ OrcyrctBue B 1 1

9 | Assay / KotnuecTBeHHOe onpeaeieHHe

Nimesulide /Humecynud

10.2mg/ 10.2mr
101.9 %

9.0 to 11.0 mg of Ci3H;2N2OsS
(nimesulide) per 1 g of the product (90 to
110 % of label claim) / Ot 9,0 no 11,0 mr
Ci3sHppN>OsS  (ammecynupm) B 1 1
npenapata (ot 90 nmo 110 % ot
HOMMHAJIBHOTO COAEPIKaHHM)

Methyl salicylate / 99.6mg/ 99.6Mr 90.0 to 110.0 mg of CgHgO3 (methyl
Memuncanuyunam 99.6 % salicylate) per 1 g of the product (90 to
110 % of label claim) / Ot 90,0 no
110,0 mr CsHgO; (MeTHICanMLmMIaT) B
1 r npenapara (ot 90 mo 110 % ot
HOMMHAJIEHOTO COAEPIKaHHU)
Menthol / Menmon 50.3mg/ 50.3mr 45.0 to 55.0 mg of C10H200 (menthol) per
100.7 % 1 g of the product (90 to 110 % of label

claim) / Ot 45,0 mo 55,0 mr C;ocHx0
(menron) B 1 r npenapara (ot 90 5o 110 %
HOMUWHAJIBHOTO CONEPXKaHUsA)

Lapsaicin /' Kancauyn

0.251lomg / 0.25 loMr
100.6 %

Wot less than 0.223 mg of CigH»INO;
(capsaicin) per 1 g of the product (not
less than 90 % of label claim) / He menee
0,225 mr C3sH27NOs3 (kancauuus) 8 1 ¢

Remarks : The Product confirms to ND/
IIpumeuanue: [TpoaykT cooTBeTcTBYET TpeboBaHusaM H]|

Conclusion : APPROVED /
3akmoyenue: OJJOBPEHO

Hara: 30.04.2024

Hara: 30.04.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Rama Kant [Iposepeno: Santosh Kumar Onobpeno: Menemxep / PykoBogurenbs
W Maurya J Manoj Kumar

Sl /
Date / Date / Date /

Jara: 30.04.2024
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Product : Nise Plus, gel 50 g

M poayxr: Haiis® Ilntoc, resb A1 Hapy>KHOro NMpuMeHeHus 50 1

Market / PoiHok : Russia/ Poccust

Batch No. / . V240214 Batch Quantity / . 19361 units /

Cepus Ne Pazmep cepuu 19361 equnuL
ical No./ i

Analytical Repovrt No. . 890001735332 Date of Analysis / . 30.04.2024

ARaaurnyeckuii oruer No JlaTa aHaau3sa

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

JaTa npou3soacTBa Togen g0

Mfg. License No. /

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

Junen3ust Ne

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

Analysis performed according ND No / Auaan3s nposenen mo HJI Ne: JIII-Ne(003312)-(PT'-RU) dt. 02.10.2023 /

Puge 8 o[ 10/ Crp. 8 3 10

Sodium benzoate / Hampus
benzoam

1.00mg / 1.00mr
100.2 %

npenapara (ue menee 90 % ot
HOMMHAJIBHOTO COIEPXKaHHA)

Not less than 0.85 mg of C;HsNaO»
(sodium benzoate) per 1 g of the product
(not less than 85 % of the label claim) /
He menee 0,85 mr C;HsNaO: (Hatpust
6ensoar) B 1 r npenapara (He MeHee 85 %
OT HOMMHAJIBHOTO COACPXKAHHA)

Buthylhydroxytoluene /
Bymuneuopoxcumonyon

0.40mg / 0.40mr
99.2 %

Not less than 0.34 mg of C;5H240
(buthylhydroxytoluene) per 1 g of the
product (Not less than 85 % of the label
claim) / He menee 0,34 mr C;sH2,0
(6yTunruapokcuTosyos) B 1 r nmpenapara
(He meHee 85 Y% OT HOMMHAJIBHOTO
COIepXKaHUA).

50 g in a laminated aluminum tube with HDPE shoulder equipped with a tamper-evident

10 | Package/ YnakoBka
membrane and a polypropylene cap. 1 tube and a patient information leaflet in a carton.

Io 50 r B TyGy M3 JaMMHUPOBAHHOrO amOMHHHA ¢ mwiedoM u3 [IOBII, cHabxeHHyO
MeM6paHoii [Jisi KOHTPOJIS TIEPBOTO BCKPHITHSA, U IMOJUMPOIHIEHOBOM kpbikoi. ITo 1
Ty6e B NayKy KapTOHHYIO C JIMCTKOM-BKJIAJIBILIEM.

e
=

Remarks : The Product confirms to ND/
Ipumeuanne: [ponyxt cooTBeTcTBYET TpeboBanusM HJJ

API name / Haumenopanue ADC: Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
Humecynun MeTtuicanyuunar JleBOoMeHTOI Karncauuus
Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
INN / MHH:
Huwmecynun MeruicaniuunaT JleBoMeHTOJ Kancaunux

Conclusion : APPROVED /
3akmwoyenue: OJJOBPEHO

Prepared by /
IToxrorosneno: Rama Kant

e

Checked by /
IpoeepeHo: Santosh Kumar

Maurya @M

———

Approved by: Manager/Executive /
Onobpeno: Mernemxep / PykoBogHTens
Manoj Kumar

Date /
JHata: 30.04.2024

Date /
Hara: 30.04.2024

Date /
Jlata: 30.04.2024
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

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

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

Product : Nise Plus, gel 50 g

Ipoayxr: Haiis® Ilnroc, renp 1uist Hapy>kHoro npumeHenus 50 r

Market / Poinok

: Russia / Poccus

Batch No. / . Batch Quantity / . 19361 units /

Cepus Ne P V240214 Pasmep cepun © 19361 enuHuLL
Analytical Repovrt No. / . 890001735332 Date of Analysis / 30.04.2024
AHanuTHYecKH i oTyeT No JlaTa aHanm3a

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

JaTa npouspoacrea T'ogen go

Mfg. License No. /

Ilpounseoacreennas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI-RU)
JHneH3usa Ne

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

Analysis performed according ND No / Anaan3s nposenen mo HJ{ Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Page 9 of 10/ Crp. 9 n3 10

F001-
APLmanufacturer batch number / NMS-1A-203024 | LOTS7719 MLC-2311084 | 22002,F001-
Homep cepun nponssoaurens APC: 23001
FP Manufacturer API Batch number / R FERAO00097,FE
Homep cepun A®C npoussoaurens I'IP: FEOA02762 FERA00095 FEQRO1217 RA00139
Manranam
Tiparc aH1 dopmosza
P AJnbTa JlaBoparopuc
Opranuic Jirz, Jlabopatopuc JItn. Apopa ApomarTrke Hnk, TaitBanp
API Manufactured by & country / Wupns / parop > | Ilet. JItn, Uapus / % ’
Unpus / Alta . Kuraii/ Formosa
Ipouspoaurens AD®C, crpasa: 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
site /

HaumeHoBaHHe, afipec M HOMEp JHLEH3HU
NIOLIAXKH, OCYLUIeCTBISIOIeiH

IJ1d

NPOU3BOJACTBO/KOHTPOIB KA4eCTBA/BBIMYCK

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt. Solan, H.P. 173205,
India (License No MNB/05/263) /
[TpouzBoacTBeHHoe noapasaenenue-6, Bun. Kxons, Hanarapx Poyn, bannu,
Huctpukr Conan, X.I1., 173205, Uupus (JIunenzus 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 abave 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 establishedy.

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBaHusM HJ{

Conclusion : APPROVED /
3akmwouenue: OJIOBPEHO

Prepared by / Checked by /

IMogrorosneno: Rama Kant

Aokt

Maurya

[TpoBepeno: Santosh Kumar

—7

Approved by: Manager/Executive /
Opnobpeno: Mernemxep / PykoBoautens
Manoj Kumar -

Date /
JHara: 30.04.2024

Date / \
Hara: 30.04.2024

Date /
Jara: 30.04.2024
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Dr.Reddy’s ‘g"

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

ﬁ’roduct : Nise Plus, gel 50 g

| Mpoayxr: Haiis® Ilmoc, reap 711 Hapy>XHOTo npuMeHeHus 50

Market / PoiHok : Russia / Poccus

Batch No. / . V240214 Batch Quantity / . 19361 units /

Cepust Ne ) Paszmep cepuu © 19361 eauHuL
i No./ , Si A e

Analytical Repovrt No. . 890001735332 Date of Analysis / 30.04.2024

Ananauruyeckmii oTueT Ne JlaTa aHau3a

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

JlaTa npon3BoACTBa Toaen ao

Mfg. License No. /
IIpoussoacTBeHHas
Juuen3us Ne

: MNB/05/263

MA number: / Homep PY :

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

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

Analysis performed according ND No / Ananu3 nposexent mo H/1 Ne: JIIT-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

3aKII0ueHHe 0 COOTBETCTBUM: «HacToAIMM s TTOATBEPIKAL0, YTO MPUBEAEHHAS BbIIE HHGOPMAaLYS SBISETCS JOCTOBEPHOH
¥ TOYHOM. DTa cepust MPOLYKIMH NPoU3BeaeHa (BKIIIOYast YIakoBKY (MapKHPOBKY) U KOHTPOJIb KAUECTBA) Ha BBILIEYKa3aHHOM
IPOM3BOJICTBEHHON MoUIafike (TUIOaakax) B IIOJHOM COOTBETCTBMH ¢ TpebGoBaHMamH I[lpaBun Hamiexauen
NpOU3BOJACTBEHHOM MpakTHKH EBpazuiickoro skoHoMudeckoro coroza (Ne GMP/EAEU/RU/00554-2022 ot 02 centsabps 2022)
¥ TpeOOBaHHAMM KOHTDOJISI KAauecTBa JIEKADCTBEHHBIX CPEICTB, a TAaKkXkKe B COOTBETCTBHHM €O CrelMUKalHAMH,
COMIEPKALIMMHUCS B PETUCTPAIIMOHHOM JIOChE CTPaHBI-UMITOPTEPA. 3aMUCH 110 TPOU3BOACTBY, yIaKOBKE M aHAJIU3Y POBEPEHHI,
M YCTaHOBJIEHO HX COOTBeTCTBHE TpeGoBaHusiM [IpaBui Haijiexaiuell NpPOW3BOACTBEHHOH mnpakTuku EBpasuiickoro

3KOHOMHYECKOI'O COI03a.

Page 10 of 10 / Crp. 10 u3 10

Remarks : The Product confirms to ND/
I[pnmeuanne: IIponykr cooreTcTBYET TpeboaHusM HJ|

Conclusion : APPROVED /
3aknouenune: OJOBPEHO

Prepared by / Checked by /

ITogrorosieHo: Rama Kant

[Tposepeno: Santosh Kumar
Maurya
By

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoaurenb
Manoj Kumar

Date/ Date /
Hara: 30.04.2024 Jara: 30.04.2024

Date /
Jara: 30.04.2024
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