@
Dr.Reddy’s Q;

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIWM3A

Product : Nise Plus, gel 50 g
Tipopykr: Haiiz® [Lnoc, rens ans napyx

HOro npuMeHenus 50

Market / PotHok : Russia / Poccus

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

Cepus Ne P V240818 Paszmep cepun © 19608 exmHuly
Analytical Repovrt No./ . 040002741903 Date of Analysis / . 06.12.2024
Ananutuueckuii oTueT No Jdara anaauza

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026

JaTta npoussoacTsa Toaen no B

Mfg. License No. /

Ilponssoacreennas : MNB/05/263 MA number: / Homep PY : JII-N2(003312)-(PT-RU)
JuueH3us Ne

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

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

Page10f 10/ Crp. 1 u3 10

Ne Test / Iloka3aTesanb

Result / PesyabTaTsl

Specification / Hopma

1 | Appearance / Onucanne

White gel of homogencous consistency with a
characteristic odor. / Tens Oenoro uBcra
ONMHOPOJHOM KOHCHCTCHUMH € XapaKTCPHBIM
3aMaNOM.

White to off-white gel of homogeneous
consistency with a characteristic odor. /
I'ens Genoro MM moutH Gesoro LBeTa
OHOPOIHO#M KOHCHCTEHLIUU G
XapakTepHbBIM 3aMaxoMm.

2 | Identification/ HaenTudnkauus

2a | By HPLC/B3XKX

- Nimesulide | Hunecymuo

Complies as prescribed /
CooTBeTcTBYET TPEOOBAHHIM

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 xpoMatorpamme HCI1bITYEMOFO
pacTBOpa, MOJIyYEHHOrO P NPOBEAECHUH

WCIIBITAHUS «KonuuecTBeHHOE
onpeneneuue. Humecynuz H
METHJICAIMLIUIIATY, JIOJIXEH
00Hapy»KUBaTHCs MUK,
COOTBETCTBYIOUIHI no BPEMEHH
yaepXKMBaHMS MKy HHMECYJWJa Ha

XpOMATOrpamMMme CTaHIapTHOI'O PacTBOpa.

- Methyl salicylate /
Menuuncanuyunam

Complies as prescribed /
CooTBeTCTBYET TpeOOBaHHUAM

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

Remarks : The Product confirms to ND/

IIpumeuanmne: [IpoaykT cooTBeTcTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
Zakmouenne: OJOBPEHO

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

[Toarorosneno: Pravesh Rana y [IpoBepeno: Santosh Kumar Onobpeno: Menemxep / Py_ﬂ)sonmenb
b Maurya \j’) Pavan Kumar Sharma L

Date/ Date / Date /

Hata: 06.12.2024 Jlarta: 06.12.2024 Jara: 06.12.2024
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

Product : Nise Plus, gel 50 g

Hpeayxr: Haiiz® [lnioc, resp Ana HapykHoro npuveneHns 50 r

Market / PoiHOK : Russia/ Poccus

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

Cepusn Ne | V240818 Pazmep cepun * 19608 enyHHL
Analytical Repovrt No./ . 040002741903 Date of Analysis / . 06.12.2024
AHanuTHYeCKHIT oTueT Ne JaTa anaanza

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026

Jara npousBoacTsa T'opeH no -

Mfg. License No. /

IlpousBoacreeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)~(PI'-RU)
JiMueH3us Ne

Analysis performed according ND No / Ananus nposeacn no HA, Ne:_JIH-N9(003312)-(PF -RU) dt. 02.10.2023 /
JITI-N2(003312)-(PT-RU) ot 02.10.2023
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shall be present in the test solution
chromatogram obtained during
"Nimesulide and Methyl salicylate Assay"
test. / Ha xpomarorpamMMe HCIBITYEMOro
PacTBOpa, MONYYEHHOTO MPH MPOBEAESHUH

HCIBITaHHS «KonuuectseHHOE
onpezneneHue. Humecynun u
METHJICAIIMLIAIATY, JOJDKeH
00HapyKHUBATLCA MHK,
COOTBETCTBYIOLIUH no BpEMEHH

YACPKUBaHUS MUKY METHJICAJIMLIMIIaTa Ha
XpoMmarorpaMMme CTaBHAapTHOIrO pacTBopa.

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  xpomartorpaMMe  WCIIBITYEMOTO
pacTBOPA, MOAYUYEHHOTO MPH NPOBEAEHUH

HCIIBITAaHHS «KonuuecreeHHoe
ornpenesneHHe. MenTton», JOJIXKEH
00Hapy>KUBaTbCA THK,
COOTBETCTRYIOLIMH no BpPEMEHH

yOep)XUBAaHUs  NHKY  MEHTONla  Ha
XpOMaTorpaMme CTaHAApTHOrO pacTBOpa.

Remarks : The Product confirms to ND/
IIpumeuanne: [IpogyxT cooTReTCTBYET TpeboBaHusm HJI

Conclusion : APPROVED /
3akaouenue: OJOBPEHO

Prepared by /

ITonrorosneno: Pravesh Rana

o

Checked by /
IMposepeno: Santosh Kumar

Maurya ﬁ

Approved by: Manager/Executive /
Onobpeno: Menexep / Pyxbao,mTenb

Pavan Kumar Sharma N T

e

Date /
Jata: 06.12.2024

Date /
Jara: 06.12.2024

Date /
Jata: 06.12.2024
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Nise Plus, gel 50 g
| Hpoayicr: Halis® [Lmoc, rens ans Hapy:kHoro npumesenns 50 r

Market / Poinok : Russia / Poccus

Batch No. / . V240818 Batch Quantity / . 19608 units /

Cepust N ) Pazmep cepun 19608 exunun
Analytical Repourt No./ - 040002741903 Date of Analysis / . 06.12.2024
AHajguTHYecKHii oTyeT Ne Jlara anaaunsa

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026

Jara npouszBoacTsa Topen xo

Mfg. License No. /

IIpoussoacTBeHHasn : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
iMneH3ust Ne

Analysis performed according ND No / Anaau3 nposeaex o HJ Ne: JII-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
JITI-Ne(003312)-(PI'-RU) ot 02.10.2023
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- Capsaicin / Kancawyun Complies as prescribed / A peak with the retention time
CoOTBETCTBYET TPpeGOBAHUAM 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
XpOMaTorpaMMe KHCIIbLITYEMOI'O PacTBOpa,
OJIy4EHHOTO npH NpPOBEACHHH
HCTIBITaHUs «KonnuecrseHHoe
ompeneneHde. KancauuwH W HaTpus
OeH30aTy», AomKeH 0OHapYKHUBAThCS THK,
COOTBETCTBYIOLIMI O BPEMEHH
yHOEpKMBaHHUA MHMKY KarcauuuHa Ha
XpOMarorpamme CTaHIapTHOTO pPacTROpa.

2b | By HPLC (PDA) / B97KX ¢ 0u0O0HO-MAMPUYHBIM OEMCKIMOPOM
- Nimesulide / Humecynuo Complies as prescribed / The absorption spectrum of nimesulide
CooTBeTcTBYET TpeOOBaAHHUAM 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. /  Cnekrp
NOTNOIIEHU THKAa HUMecyNuaa Ha
XpOMaTorpaMMe MCIIbITYEMOTO pacTBopa,

NOJyYEHHOrO npu MPOBEACHUH
HCIIBITAHUA «KonuuectBeHHOE
onpenesieHue. Humecynun d
METUCAMLANATY), HOJKEH
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Iponykt coorBeTcTByeT Tpebosanusm HJ| 3axmouenune: OJJIOBPEHO
Prepared by / 1 Checked by / Approved by: Manager/Executive /
[Toproroeneno: Pravesh Rana [/ [Ipoeepeno: Santosh Kumar Onobpeno: Menemxep / Pyﬁosonmenb
&l Maurya ¢ Z B Pavan Kumar Sharma 4_//5/,,,“
P N e
Date / Date / Date /
Hata: 06.12.2024 Jara: 06.12.2024 Jara: 06.12.2024
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CERTIFICATE OF ANALYSIS

Product : Nise Plus, gel 50 g

CEPTUOUKAT AHAJIM3A

Ipoayxr: Haiiz® Ilnioc, rene juis Hapys;cHoro npumerenus 50 r

JauneH3usa Ne

Market / PoiHOK : Russia / Poccus

Batch No. / . V240818 Batch Quantity / ; 19608 units /

Cepus Ne Pasmep cepun 19608 enunuy

Analytical Repoyrt No./ . 040002741903 Date of Analysis / . 06.12.2024

AHanuTHdecKuil oTyeT Ne Jata anaanza

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026

JaTta nponspoacraa TFogen po _
Mfg. License No. /

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

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

Analysis performed according ND No / Auaans nposenen no HJI Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Page 4 of 10/ Ctp. 4 13 10

COOTBECTCTBOBATL CHEKTPY TIOTJIOWCHUA
NnMUKa HHMECYIHIa Ha XpoMarTorpamme
CTaHAApTHOI'O pacTBopa.

- Methyl salicvlate /
Memuacanuyunam

Complies as prescribed /
CooTBeTcTBYET TpeOOBAHUAM

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. / Cnextp mnornoieHus
NHKa MeTUNcanHuuIaTa Ha
XpOMaTorpamMMe HCIBITYEMOTrO pacTBOpa,
[OJIy4E€HHOTO Npu NPOBEICHHH
HCIIBITAHHS «KonuuecreeHHoe
onpeaesIeHHE. Humecynun H
METUIICATHLWIIATY), IOJDKEH
COOTBETCTBOBATb CIIEKTPY TOIJIOIUEHHA
NHKa MeTHJIcanuLuIaTa Ha
XpOMAaTorpaMme CTaHAApTHOrO PacTBOpa.

- Capsaicin / Kancauyun

Complies as prescribed /
CooTtBercTBYeT TpeboBaHHAM

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. / CrexTp MOrIoWEHHA
NMKa KancauliiHa Ha XpOMarorpamme

Remarks : The Product confirms to ND/

Hpumeuanue: [Iponykr coorseTcTByeT Tpeboanusm HII

Conclusion : APPROVED /
3akmouedue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[oxrorosneno: Pravesh Rana I[Tposepeno: Santosh Kumar Onobpeno: Menemxep / PykosoanTenb
4« Maurya (1 Pavan Kumar Sharma T-’ o
L —
Date / Date / Date / )
Hara: 06.12.2024 Hara: 06.12.2024 Hara: 06.12.2024
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

[Product : Nise Plus, gel 50 g

IpoaykT: Haita® Ilnroc, refib 415 HApy»KHOTO NpumMeHenua 50 r

Market / Poinok

: Russia/ Poccus

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

Cepus Ne P V240818 Pazmep cepuu * 19608 eguHuLL
Analytical Repourt No./ . 040002741903 Date of Analysis / . 06.12.2024
AHanutrudecknii oTyeT Ne JaTa aHann3a

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026

Jata npon3soacTBa I'open a0

Mfg. License No. /

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

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

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

Page 5 of 10/ C1p. 5u3 10
HUCTILITYEMOr0  pacTBOpa, MOJTY4YEHHOIo
npHu npoBEeACHHUH HUCTIBITAHHUA
«KonnuecrpeHHoe OrnpeacncHme.

KarncaulinH 1 HaTpHs 6eH30aT»), AOJIKEH
COOTBETCTBOBATh CIEKTPY IOTNOMIEHUS
nuKa KarcauUuWHa Ha XpoMmaTorpamme
CTAHIAPTHOTO PacTBOPA.

2¢ | By TLC/TCX

- Menthol / Meumon

Complies as prescribed /
CooteeTcTBYeT TpebOOBaHHAM

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 IIATHO Ha
XpOMAaTorpamMmmMe HCIBITYEMOro pacTBopa
MO TOJIOKEHHIO JO/KHO COOTBETCTBOBATD
OCHOBHOMY TATHY Ha XpoMaTorpamme

pacTteOpa CTaHJaPTHOro obpasua
MEeHTOJIa.
3 | Net weight / Macca S5tg/5lr According to requirement / B
COXEPRHMOro yIAKOBKH COOTBETCTBHH ¢ TPeOOBAaHUAMHU
4 | pH/pH 5.4 4.6 t0 6.0 (for 1.0 % aqueous solution) /

0Ot 4,0 no 6,0 (ansa 1,0 % BogHOTrO
pactBopa)

5 | Viscosity / BaskocTb

232620 cP /232620 cIl

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

Remarks

: The Product confirms to ND/
Hpumeuanue: IIpogykt cooTBeTcTBYET TpeboBaHusaM H/L

Conclusion : APPROVED /
3axkmouenne: OJIOGPEHO

Prepared by /
IToprotosneno: Pravesh Rana |

Checked by /

[Tposepeno: Santosh Kumar
Maurya A

Approved by: Manager/Executive /
Opobpero: Menemxkep / Py:',{OBOILHTt?JIb
Pavan Kumar Sharma -

Date /
Jara: 06.12.2024

Date /

Date/
Hata: 06.12.2024

Hara: 06.12.2024
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Nise Plus, gel 50 g a
| poayxr: Haiiz® [lmoc, renb ana HapysHo

ro npumenenus 50 r

Market / Puiaok

: Russia / Poccus

Batch No. / Batch Quantity / 19608 units /
1 V240818 -
Cepust Ne Pa3zmep cepuu 19608 ennnuu
Analytical Repovrt No./ . 040002741903 Date of Analysis / . 06.12.2024
AHaJMTHYeCKHIT 0TueT Nt Jara ananausa
Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026
Jata npou3BoacTsa Toaen no
Mfg. License No. /
IIpouseoacreeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
Juuen3un Ne

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

Analysis performed according ND No / AxajiH3 nposeleH no HJL Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Page 6 of 10/ Ctp. 6 H3 10

6 | Particle size / Pa3mep wacTnuy

12 ym / SMxM

Not more than 50 pm / He 6onee 50 Mmkm

7 | Related Substances / PoacTBeHHBIe npHMecH

Impurity C / Ilpumecs C
Impurity D / IIpumecs D

Highest Unknown Impurity /
EnuHuynas

HeuaeHTH HULUpOBaHHAs
npuMech

Total impurities / CymMmma
npumecei

Not detected / He obHapy»xeHa

Not detected / He obHapysxena

Below LOQ (LOQ = 0.0392 %) / Huxe
npeieNa KOJIM4eCTBEHHOro ONpeAeIeH s

(TTKO = 0.0392 %)

Below LOQ / Huxe npenena
KOJIMUECTBEHHOTO OMpeaeneHUs

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

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

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

8 [Microbial contamination / MukpoGnoaoriyeckas 4ucrora

Total viable aerobic count /
Obmee KOJIIHYECTBO
YKU3HECTIOCOOHBIX a3pOOHBIX
MHUKpPOOPTraHU3MOB

Total combined yeast and mold
count / Obiee uyncno
INPOMIKEBBIX M [IECHEBBIX
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 6onee 10° KOE/r

Not more than 10' CFU/g /
He Gonee 10' KOE/r

Remarks :

The Product confirms to ND/
IIpumeuanune: [IpogyxT coorBeTcTBYET TpeboBaHUsIM HJJ

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by / ’
IToaroroBneno: Pravesh Rana {
7

Checked by /
[Tposepeno: Santosh Kumar
Maurya '

Approved by: Manager/Executive /
Onodpeno: Menemxep / Py&OBOHHTeIIb

Pavan Kumar Sharma d - -
’ —

Date /
Hara: 06.12.2024

Date /
Hara: 06.12.2024

Date /
Hara: 06.12.2024




Dr.Reddy’s Q‘:

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Nise Plus, gel 50 g

Ipoaykr: Hais® [lmoc, reas 011 HapyKHOIO NPUMEHeHHs 50 T

Market / Prinok

: Russia / Poccus

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

Cepus N2 F V240818 Pasmep cepuu * 19608 enynnu
Analytical Repovrt No./ . 040002741903 Date of Analysis / . 06.12.2024
AHanuTHYecKHUil oTyeT No JlaTa anasuza

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026

Jara npousBoacTBa Togen g0

Mfg. License No. /

IIpoussoAcTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JAnneH3nsA Ne

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

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

Pseudomonas aeruginosa

Staphylococcus aureus

Absentin 1 g/ OrcytetByerB 1T
Absent in 1 g/ OrcyrcrByerB 1 1

Page 7 of 10/ Ctp. 7 u3 10
Absentin 1 g/ OtcyrerBue B 1

Absentin 1 g/ OtcyrctBue B 1 1

9 | Assay/ KoandecTBeHHoe onpeaenenne

Nimesulide /Husecynuo

10.1 mg/ 10.1mr
100.9 %

9.0 to 11.0 mg of Ci3H;2N:20sS
(nimesulide) per 1 g of the product (90 to
110 % of label claim) / OT 9,0 1o 11,0 mMr
Ci3H|2N-OsS  (aumecynum) B 1 1
npenapata (or 90 mo 110 % or
HOMHHAJIBHOTO COIEepPKAHHA)

Methyl salicylate /
Menmuacanuyuram

100.2 mg/100.2 mr
100.2 %

90.0to 110.0 mg of CgHgO3 (methyl
salicylate) per 1 g of the product (90 to
110 % of label claim) / Ot 90,0 no
110,0 mr CsHyO3 (MeTHaCANIMLWAAT) B
1 r npenapara (ot 90 no 110 % or
HOMHWHAJILHOTO COAEPIKAHHA )

Menthol / Meumon

51.5mg/ 51.5mMr

45.0 to 55.0 mg of CigHoO (menthol) per

103.1 % 1 g of the product (90 to 110 % of label
claim) / Ot 45,0 mo 55,0 mr CjoHO
(menTton) B 1 r mpenapata (ot 90 no 110 %
HOMMWHAILHOTO COJIEPXaHH)
Capsaicin / Kancauyun 0.2513mg/ 0.2513mr Not less than 0.225 mg of CisH27NO3
100.5 % (capsaicin) per 1 g of the product (not

less than 90 % of label claim) / He MeHee
0,225 mr C13H»>7NO; (kancauuuH) B 1 ¢

Remarks : The Product confirms to ND/

IIpumeuanne: [IpoaykT cooTBeTCTBYET TpeboBaHUAM H/J

Conclusion : APPROVED /
3axkmwouenune: OJJOBPEHO

Prepared by /
IToarorosneHo: Pravesh Rana /

[

Checked by /
IIposepeno: Santpsh Kumar
Maurya rfy

—

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykosoaurens
Pavan Kumar Sharma =

.\'_4___ ‘ _’—-____’__ _—

/J:Z/'

Date /
Hara: 06.12.2024

Date /
Jarta: 06.12.2024

Date /
Hara: 06.12.2024




@
Dr.Reddy’s €

CERTIFICATE OF ANALYSIS
CEPTHOMKAT AHAJIM3A

Product : Nise Plus, gel 50 g

Tlpoayxr: Haiis® Ilnioc, rens s Hapy»HOTO NpuMeHeHus 50 r

Market / Prinok : Russia / Poccust

Batch No./ . V240818 Batch Quantity / _ 19608 units /

Cepus N2 ) Pazmep cepuu " 19608 enuHu1u
Analytical Repourt No./ . 040002741903 Date of Analysis / . 06.12.2024
AHaauTHyeckni oryeT Ne JlaTa aHanu3za

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026

Jlata npon3goacTea I'ogen ao

Mfg. License No. /

IlpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JITI-Ne(003312)-(PT-RU)
AnueH3ns Ne

Analysis performed according ND No / Ananu3s nposexen no H/l Ne: JIII-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
JIMT-Ne(003312)-(PT'-RU) ot 02.10.2023

Page 8 of 10 / Crp. 8 u3 10

npenaparta (ne meHee 90 % ot
HOMHHAJIBHOTO COAEp/KaHHs)

Sodium benzoate / Hampusa 0.99 mg/0.99 mr Not less than 0.85 mg of C;H5;NaO»
benzoam 99.4 % (sodium benzoate) per 1 g of the product
(not less than 85 % of the label claim) /
He menee 0.85 mr C7HsNaQO» (Hatpus
HeHzoat) B 1 r npenapara (He MeHee 85 %
OT HOMMHAJIBHOTO COAEPKaHHs)

Buthylhydroxytoluene / 0.40mg / 0.40mr Not less than 0.34 mg of C;sH>40
Bymuacudpoxcumonyon 99.8 % (buthylhydroxytoluene) per 1 g of the
product (Not less than 85 % of the label
claim) / He menee 0,34 mr C5H>40
(OyTHATHAPOKCHTONYO) B 1 I penapaTa
(ne menee 85 % OT HOMHHANBHOTO
colepxaHus).

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.

Ilo 50 r B TyOy M3 JAMUHHPOBAHHOTO aNOMHHHA ¢ miedoM u3 [19BII, cHabxeHHy1O
MeMOpaHoil 1y KOHTPOJI TEpPBOTO BCKPBITHSA, H MOJAMNpONiIeHoBoi kpbikoil. Ilo 1
Tybe B Mauky KapTOHHYIO C JIMCTKOM-BK/IAABILIEM.

API name / Haumenosanue ADC: Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
Hunmecynun MeTuiacanuuunar JleBoMeHTOI Kancauuux
INN / MHH: Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
Humecymua | Meruacanuuunar JleBomeHTON Kancauuun
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Ipoaykt coorBeTcTBYET TpeGoBanusam HJJ 3akmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toxrorosnexno: Pravesh Rana () [Iposepeno: Santosh Kumiar Onobpeno: Menemxep / ijoaom-rreﬂb
( Maurya :'_'}7\ Pavan Kumar Sharma <+~
Date / Date / Date /
Hara: 06.12.2024 Hata: 06.12.2024 Hara: 06.12.2024
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Dr.Reddy’s ‘,‘o’

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Product = Nise Plus, gel 50 g
Mpoayxr: Haii3® Tawoc, renb ans Hapy#Horo npumesenus 50 r

Market / Peirok : Russia/ Poccus

3 i 1 i
Batch No./ . V240818 Batch Quantity / ; 9608 units /
Cepus N2 Pa3zmep cepun 19608 enunun,
Analytical Repourt No./ . 040002741903 Date of Analysis / . 06.12.2024
AHaauTHYeCKHil oTyeT Ne JlaTa ananusa
Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026
Jara npoussoacTsea I'open go
Mfg. License No. /
ITpousBoacTeeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JuueH3un Ne

Analysis performed according ND No / Ananns: nposeaen mo HJI Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
JIIT-Ne(003312)-(PI'-RU) ot 02.10.2023

Page 9 of 10/ Crp. 9 n3 10

bl iaetirer hatchmampery NMS-1E-243003 |~ LOT T 7879 MLC-2407068 F001-24001
Homep cepuu npouzsoautens A@C:
dieliam e e C B BatcHmORE, FERA00346 FERA00595 FERR00586 FERA00338
Homep cepuu ADC npoussoautens I'JIdD:
Maxranam
i oot Dopmosza
P AnbTa Jlaboparopuc
e T Jlabopatopuc JIt Apopa Apouatikc Wnk, TaitBaHb
API Manufactured by & country / Hupus / parop % | e JItm, Unpus / o ?
Wupnsa / Alta ) Kuraii/ Formosa
INpounssoauteas ADPC, cTpana: Mangalam . Arora Aromatics .
Laboratories Ltd., . Laboratories
Drugs & . Pvt. Ltd., India .
) India Inc., Taiwan,
Organics Ltd., .
N China
India

Name, address, authorization No for FP

manufacturing site / Control site /Release | Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt. Solan, HLP. 173205,
:;a hte. axbec H HoMe . India (License No MNB/05/263) /
HMEHOBAHHE;RPELIMIHOMEPETHECHI N IMpowusBoacTeeHHOE noapasaeneHue-6, Bumt Kxone, Hanarapx Poyn, banam,

ILEOMNAIEH, Oy IR ECTBIHIOTIE Tucrpuxt Coman, X.I1, 173205, s (JTuuensua No MNB/05/263)
NPOH3BOACTBO/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 /

IMpumeuanne: IIpoaykT cooTBeTcTBYeT TpeboBanusam HJJ 3akiouenne: OJJOBPEHO

Prepared by / 7 Checked by / Approved by: Manager/Execytive /

[Moarorosneno: Pravesh Rana /{ ITposepeno: Santosh Kumar Onobpeno: Menemxep / Pykosoanresb

Maurya z | Pavan Kumar Sharma ~ ~f—— = e

F o ___._/—'-':“'"'—“_P

Date / Date / Date /

Hara: 06.12.2024 Hara: 06.12.2024 Hara: 06.12.2024




Dr.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

Product : Nise Plus, gel 50 g

Tpoayker: Haits® ITntoc, ress yii Hapy)HOro NprUMeHerus 50 r

auueH3na Ne

Market / Puinok : Russia / Poccus

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

Cepust N2 A V240818 Paszmep cepun * 19608 equuun

Analytical Repourt No./ . 040002741903 Date of Analysis / . 06.12.2024
AHaJuTHYeCKHil oTyeT No HaTa ananu3za

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026

JaTta npons3soacTea Togen g0

Mfg. License No. /

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

JII1-Ne(003312)-(PT'-RU) ot 02.10.2023

Analysis performed according ND No / Anaan3 nposeaen no H/1 Ne: JIII-Ne(003312)-(PT-RU) dt. 02.10.2023 /

Page 10 of 10 / Ctp. 10 u3 10

3akIr0uenne 0 cooTBeTeTBUN: «HacToALIMM 5 MOATBEPKIAt0, YTO IPUBEACHHAS Bblllle UHPOPMALIUA ABISAETCS JOCTOBEPHOH
1 TOYHOI. DTa cepus NpoJyKIMH Npou3BeieHa (BKItO4as yIakoBKy (MapKHpPOBKY) U KOHTPOJIb KaUeCTBa) Ha BbillleyKa3aHHOH

NMPOM3BOJICTBEHHOM Miowaake (MUIOWAAKax) B

MNOJIHOM  COOTBECTCTBUH C Tpe6OBaHl/lﬂMI/I HpaBI/IJ'l

TPOU3BOACTBEHHO! npakTHKK EBpasuiickoro sxoromuyeckoro corsa (Ne GMP/EAEU/RU/00554-2022 ot 02 centsbps 2022)
M TpebOBaHUAMHM KOHTPONS KauyecTBa JIEKAPCTBEHHBIX CPEACTB, a TAKXKe B COOTBETCTBHM CO CCLUHKALHUIMH,
cofepxallMMHUCS B perHCTPalHOHHOM JIOChE CTPaHbl-MMNOPTEPA. 3alKCH MO POU3BO/CTBY, YNIAKOBKE H aHANN3Y NPOBEPERDI,
M YCTaHOBJEHO WX COOTBETCTBHME TpeOGoBaHWsM IlpaBun Hainexauled NPOW3BOACTBEHHOH NpakTUKH EBpasuiickoro

OKOHOMHUUYECKOI'0 COrO3a».

Remarks : The Product confirms to ND/

Mpumeuyanwne: [TponyxT cooreTcTBYET TpeboBanuam HJJ

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by / 7 Checked by / Approved by: Manager/Executive /
[Toarororneno: Pravesh Rana Z Iposepero: Santosh Kumar Onobpeno: Menemxep / PykoBoanTeb
‘6 Maurya ( ﬂ Pavan Kumar Sharma G |
g bl |
Date / Date / Date /
Hara: 06.12.2024 Jara: 06.12.2024 Hara: 06.12.2024

Hagnexanein




