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Dr.Reddy’s Q;

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Nise Plus, gel 50 g

Ipoayxt: Hailis® Ilnioc, rens ans Hapy»xHOro npuMeHeHus 50 r

Market / PolHok : Russia / Poccus

Batch No. / . V240820 Batch Quantity / : 19608 units /

Cepus Ne Pa3zmep cepun 19608 eaunuL

Analytical Repovrt No./ . 040002745343 Date of Analysis / . 06.12.2024

AHaauTHYECKHIT oTyeT Ne JlaTa aHanu3a

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

Jata nponssoacrsa Togen go N
Mfg. License No. /

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

JuueH3us Ne

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

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

Page 1 of 10/ Crp. 1 13 10

Ne Test / loka3aTean

Result / PesyabTaThi

Specification / Hopma

1 | Appearance / Onucanue

White gel of homogeneous consistency with a
characteristic odor. / Tens Oenoro uBera
OJIHOPOJHON  KOHCHCTEHUHMH ¢  XapakKTepHBIM
3anaxom.

White to off-white gel of homogeneous
consistency with a characteristic odor. /
Iens Oemoro unu noutn Genmoro UBera
ONHOPOIHO KOHCHCTEHLIMH c
XapaKTepHBIM 3aI1aXoM.

2 | Identification/ UpenTHduxaunsn

By HPLC / B2KX

- Nimesulide | Humecynuo

Complies as prescribed /
CootBeTcTByeT TpeboBaHUAM

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 HCMBLITYEMOTO
pacTBopa, MOJYy4eHHOro MPH MPOBEASHUH
HCIIBITAHUS «KonungecrseHHoe
onpeneneHue. Humecynmun u
METWICATULIHIATY, JOSIKEH
00Hapy>KUBATHCH UK,
COOTBETCTBYIOLIUI no BpeMeHH
YOSpXKUBAaHUS MWKy HUMECyNuaa Ha
XpOMAaTOrpamMMe CTaHAAPTHOrO pacTBoOpa.

- Methyl salicylate /
Memuacanuyunam

Complies as prescribed /
CootercTByeT TpeGOBaHUAM

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

Remarks :

The Product confirms to ND/
IIpumeuanne: ITponykT cooTBeTcTBYeT TpeboBanusm HJJ

Conclusion : APPROVED /
3aknouenne: OJIOBPEHO

Jara: 06.12.2024

Z[aTa 06.12.2024

Prepared by / Checked by / Approved by: Manager/Executive /
ITogrorosneno: Ambresh Kumar ITpoBepeno: Santosh Kumar Onobpeno: Menenxep / Py, E\OBOJ],]]TEJ'IL

s Maurya ( b Pavan Kumar Sharma L/’"*’#
Date / Date / Date /

I[aTa 06 12.2024
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Dr.Reddy’s €

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

[Product : Nise Plus, gel 50 g

Market / Poinok

Tlpogyrr: Haii3® Ilntoc, renb A1 Hapy»HOro npumeHenus 50 r
: Russia / Poccust

JHueH3us Ne

Batch No. / . V240820 Batch Quantity / . 19608 units /

Cepusn Ne i Pasmep cepuu © 19608 enunuL
Analytical Repovrt No./ . 040002745343 Date of Analysis / . 06.12.2024
AHanuTnyeckHii oTyeT No Jara anaauza

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

Jara npoussoacTsa T'ogen o

Mfg. License No. /

Ilpon3soacrBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)

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

Analysis performed according ND No / Auann3s nposened no HJ Ne: JITI-Ne(003312)-(PI-RU) dt. 02.10.2023 /

Page 2 of 10/ Ctp. 2 13 10

shall be present in the test solution
chromatogram obtained during
"Nimesulide and Methyl salicylate Assay"
test. / Ha xpomarorpamme UCIBITYEMOrO
pacTBOpa, MONYYEHHOTO NPH IPOBEASHHH

HCITBITAHHA «KonuyecrreHHoe
OIpEACTICHHE. Humecynin i
METHUIICATULIUNIATY, JOJDKEH
oOHapy>KuBaTbCA MUK,
COOTBETCTBYIOLUHI no BpPEMEHH

YIAEP>KUBaHM MTHKY METH/ICATHULIUAATA HA
XpoMaTorpaMme CTaHAapTHOIO pacTBODA.

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  xpomarorpamMe  UCIBITYEMOro
pacTBOpa, MOJYYEHHOrO P NPOBEASHHH
HCITBITaHHUS «KonnyectBeHHOE
ompeeNcHHE. MenTou, NOJDKEH
oOHapy»XHBaTbCs THK,
COOTBETCTBYIOIHH no BpEMEHU
yOEep>KHUBaHUS ~ MMKY  MEHTONa  Ha
XpoMaTorpaMMe CTaHAApTHOTO pacTBOpa.

Remarks : The Product confirms to ND/
Hpumeuanue: [Ipoxykr coorBeTcTBYET TpeboBanusM HJ|

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by /
IMogrorornernn: Amhresh Knmar

X

Checked by /

TTporepeno: Santosh Kpmar

Maurya

Approved by: Manager/Executive /
Onobpeno: Mewemxep / Pyrg(fﬁn_mwenb
Pavan Kumar Sharma :

Date /
Jara: 06.12.2024

Date /

Date /

Hata: 06.12.2024
{ ant

o
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Hata: 06.12.2024
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Nise Plus, gel 50 g

MpoaykTr: Hait3® Ilmoc, rens A1 HapykHOro npuMexenus 50 r

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / . 19608 units /
Cepus Ne | V20820 Pazmep cepun * 19608 ennHuLL
Analytical Repourt No./ . 040002745343 Date of Analysis / . 06.12.2024
AHajlUTHYECKHIi oTyeT No JlaTa ananusza

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

JaTta npon3BoacTea

T'onen go

Mfg. License No. /
IlpouseoacreeHHast
Junensusa Ne

: MINB/05/263

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

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

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

Page 3 of 10/ Crp. 3 u3 10

- Capsaicin / Kancauyun

Complies as prescribed /

CooTseTcTBYET TpeOOBAaHUAM

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
XpOMaTOrpaMme HCIIBITYEMOrO pacTBOpa,
[OJIy4EHHOT O npu MPOBEACHUH
UCTIBITAHUS «Konuuecrsentoe
ompefeiiende. KancamlliH W HaTpus
GeH30aT», 10/KEeH 0OHAPYKUBATHCS MUK,
COOTBETCTBYIOIIHIH o BpEMEHH
YIOEP)KUBaHUS [NHKY KalCauUWHa Ha
XpOMaTOrpaMMme CTaHOAPTHOrO PacTBOpA.

2b

By HPLC (PDA) / B9KX ¢ 0uodHo-MampuyHbsIM 0emeKnopom

- Nimesulide / Humecynuo

Complies as prescribed /

CootBeTCcTBYET TPeOOBAHHAM

The absorption spectrum of nimesulide
peak in the test solution chromatogram
obtained durlng "WNimesullde and Methyl
Salicylate Assay" test shall comply with
that of nimesulide peak in the standard

solution  chromatogram. /  Cnekrp
MOIJIOLIEHUss TMHKa HHMeCYlHia Ha
XpOMaTorpamMme MCIBITYEMOTO pacTBOpA,
[OJIy4EHHOTrO npH DpOBeICHHH
HCTIBITAHUS «KonuuecteeHHoe
onpenesieHue. Humecynun u
METHIICATHLIMAATY), JOJDKEH

Remarks : The Product confirms to ND/

IIpumeuanne: IIpoaykt cooTBeTCTBYET TpeboBanusaM HJI

Conclusion : APPROVED /
3axmwouyenue: OJIOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ilonrorosneno: Ambresh Kumar IIposepeno: Santosh Kumar Onobpero: Menenxep / Pyl{r_oho;uwenb

C dﬂ% Maurya (%/ Pavan Kumar Sharma _£ ,;,'*”f_'
Date / Date/ Date /
Hara: 06.12.2024 Hata: 06.12.2024 Hata: 06.12.2024
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Product : Nise Plus, gel 50 g

Ipoaykr: Haiiz® Ilntoc, rens jist Hapy»KHOTO npuMenerns 50 1

Market / Poinox : Russia / Poccus

Jaunenszns No

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

Cepusi Ne § V240820 Pazmep cepun * 19608 euHMLL
Analytical Repourt No. / . 040002745343 Date of Analysis / . 06.12.2024
AHaauTHYecKHIt oTyeT No JlaTa aHaanza

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

Jata npousBoacTea I'open no

Mfg. License No. /

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

| JITT-Ne(003312)-(PI'-RU) ot 02.10.2023

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

Page 4 of 10/ Ctp. 4 n13 10

COOTBETCTBOBAaTh CIEKTPY TMOTJIOLIEHHS
NUKa HUMECYNMIa Ha XpoMmarorpamme
CTaHAapTHOrO pacTBOpa.

- Methvl salicylate /
Menucicanuyunam

Complies as prescribed /

CooTBeTCTBYET TpEOOBAHHAM

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. / CnekTp MOrJOLCHHUS
nuKa MeTHIICAaNHLIUNATa Ha
XpOMATOrpamMmMe HCIBITYEMOTO pacTBOpa,
MOJIy4YEHHOrO npH MPOBENSHUH
HCIIbITAHUS «KonnuecrseHHoe
oTpeseNeHue. Humecynmmun H
METHJICATIMLUAATY), JIOJIKEH
COOTBETCTBOBATH CIEKTPY MNOTJIOLEHUS
nuKa METH/ICATHLINIATA Ha
XpOMaTorpamMme CTaHAAPTHOrO PacTBOpa.

The absorption

- Capsaicin / Kancauyun

Complies as prescribed /

CootBeTcTBYET 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. / CrniexTp TOTAOILEHHS
nUKa KarcauluHMHa Ha XpOMaTOrpaMMe

Remarks : The Product confirms to ND/

IIpumeyanne: [Ipoaykt cooTBeTcTBYET TpeboBanusM HJJ

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Ambresh Kumar I[Tpoepero: Santosh Kumar Onobpeno: Menenxep / Pykosonuress
ﬁ/ : Maurya 4 Pavan Kumar Sharma I
/ N —
Date / Date / Date /
Hara: 06.12.2024 Hara: 06.12.2024 Hara: 06.12.2024
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CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJIM3A

Product : Nise Plus, gel 50 g

| Mpoayka: Haii3® Tlmioc, renb jijis Hapy#HOTO npuMenenns 50 T

Market / Prinok : Russia/ Poccus

Batch No. / . V240820 Batch Quantity / . 19608 units /

Cepust Ne Paszmep cepuu 19608 enunuL

Analytical Repoyrt No./ . 040002745343 Date of Analysis / . 06.12.2024
AHanuTHYecKHi oTdeT Ne Jara anaauza

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

Jara npoussoacTBa Toaen go

Mfg. License No. /

IlpousBoncTBerHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JHueH3nA Ne

JITT-Ne(003312)~(PI'-RU) ot 02.10.2023

Pa

Analysis performed according ND No / Anasu3 nposeaes o Hj1 Ne: JITT-Ne(003312)-(PT-RU) dt. 02.10.2023 /

e50f 10/ Crp. 513 10

WCNBITYEMOro  pacTBOpa, MOJIy4E€HHOrO
npH NpoBEACHHH HCMBITaHUS
«KomuuecTBeHHOE onpenesneHue.

KaricautiuH ¥ HaTpus O€H30aT»), NOJLKEH
COOTBETCTBOBATh CIIEKTPY TOTJIOLIEHHS
nUKa KancaMuuMHa Ha XpoMmarorpame
CTaHRAPTHOTO pacTBOpa.

2¢ | By TLC/TCX

- Menthol / Menwmon

Complies as prescribed /
CoOoTBETCTBYET TPEGOBAHHUAM

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 TISTHO Ha
XpOMaTorpamMMe HCHBITYEMOro pacTBOpa
TO MONOXKEHUIO I0KHO COOTBETCTBOBATD
OCHOBHOMY IISITHY Ha XpoMaTorpamme

pactBopa CTaHIAPTHOTO obpazua
MeLIrona.
3 | Net weight / Macca S51g/Slr According to  requirement / B
COAEPKUMOro YNaKOBKH COOTBETCTBHUHU C TPeOOBAHUAMU
4 | pH/pH 4.6 4.6 to 6.0 (for 1.0 % aqueous solution) /

Ot 4,0 no 6,0 (ana 1,0 % BogHoTro
pactBopa)

5 | Viscosity / BaskocTb

224460 cP /224460 cI1

Remarks

: The Product confirms to ND/
ITpumeuanne: IIponykr coorBercTBYeT TpeboBanmsM HJL

150,000 cP to 350,000 cP at 25 °C/
Ot 150000 cIT go 350000 cIT npu 25 °C

Conclusion : APPROVED /
3akmouenune: OJOBPEHO

Hara: 06.12.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: Ambrzs\l;@e}r IIposepeno: Santosh Kumar Onobpeno: Meunepxep / Pvlcoaomch:Ib
' Maurya ’ Pavan Kumar Sharma == =
Se= g Iy
Date / Date / Date /

Jara: 06.12.2024

Hara: 06.12.2024




Dr.Reddy’s Q‘J..'

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Product : Nise Plus, gel 50 g

| Mpoayxw: Haitz® Ilntoc, rens A5 HapykKHOro npuMenenns 50 r

Market / Poinox : Russia/ Poccus

Batch No./ . V240820 Batch Quantity / . 19608 units /

Cepus N2 Pa3zmep cepun 19608 enmuuL,
Analytical Repovrt No./ . 040002745343 Date of Analysis / . 06.12.2024
Anaaurdyeckuii oryer No JlaTa aHajau3a

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

JlaTa npousBoacTea Toaen no

Mfg. License No. /

Ilpon3BoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
JuueH3us Ne

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

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

Page 6 of 10/ C1p. 6 n3 10

6 | Particle size / Pasmep wactun

12 pm / SMKM

Not more than 50 pm / He 6onee 50 mxm

7 | Related Substances / PoacTBeHHbI¢ npuMecH

Impurity C / Ilpumecs C
Impurity D / Ilpumecs D

Highest Unknown Impurity /
Ennuuunas
neuaeHTHHUUMpPOBaHHAS
npUMech

Total impurities / Cymma
npumeceit

Not detected / He oOHapyxkeHa

Not detected / ne obHapyxeHa

Below LOQ (LOQ = 0.0392 %) / Huske
rlpe,uena KOJIMUECTBEHHOI'O onpeﬂeneHnﬂ

(TIKO = 0.0392 %)

Below LOQ / Hixe npenena
KOJIHUECTBEHHOIO OTNPEAEICHHUS

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

Not more than 0.2 % / He Gonee 0,2 %

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

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

8 |Microbial contamination/ MukpoGuonoruyeckas 4yucToTa

lotal viable aerobic count /
Obuee KOITHYECTBO
KU3HECTIOCOOHBIX a3poBHBIX
MHKPOOPTaHW3MOB

Total combined yeast and mold
count / O61ee uucno
IPOXOKEBBIX H [UIECHEBBIX
rpudos

Less than 50 CkU/g/
Mernee 50 KOE/r

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

Not more than 104* CFU/g /
He 6onee 10° KOE/r

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

Remarks : The Product confirms to ND/

IIpumeuanne: [IponykT cooTBeTcTBYET TpeboBaHHsM HJ|

Conclusion : APPROVED /
3axmrouenue: OJJOBPEHO

Hata: 06.12.2024

na

Prepared by / Checked by / Approved by: Manager/Executive /
Hoaroroeneno: Ambresh Kumar [Tposepeno: Santosh Kumar Onobpeno: Menemxep / Pykosoanrenb
(% Maurya % Pavan Kuinar Sharina o —= =
ot~ - AT
Date / Date / Date /
Harta: 06.12.2024 Hara: 06.12.2024
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Nise PE;, gel 50 g

Tpoayxr: Haiis® Ilmoc, rene 415 HapyKHOTO MpUMeHeHHs 50 T

Market / Poinok : Russia / Poccus

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

Cepusi Ne + V240820 Pasmep cepun 19608 eqyuu

Analytical Repovrt No./ . 040002745343 Date of Analysis / . 06.12.2024
AHanuTHYeckHii oTueT No Jarta anaanza

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

Jara npoussoacrTea TI'oaen go

Mfg. License No. /

IlponseoacTeennas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT'-RU)
JuueH3us Ne

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

Analysis performed according ND No / Ananns nposeaen nmo H/l Ne: JITI-Ne(003312)-(PT-RU) dt. 02.10.2023 /

Pseudomonas acruginosa

Staphylococcus aureus

Absent in 1 g/ OTcytcTByeTB 1 1

Absent in 1 g/ OtcyTcrByeTrB 1 T

Page 7 of 10/ Ctp. 7 u3 10

Absent in 1 g/ OrcyrctBue B 1

Absentin 1 g/ OrcyrctBue B 1

9 | Assay / KosivuecTBeHHOE onpe/e/aeHHe

Nimesulide /Humecynuod

10.3 mg/ 10.3mr
102.6 %

9.0 to 11.0 mg of C;3H2N-0sS
(nimesulide) per 1 g of the product (90 to
110 % of label claim) / Ot 9,0 no 11,0 mr
Ci3:H»N>OsS  (uumecynun) B 1 1
npenapara (ot 90 mo 110 % or
HOMHHANBHOTO COMEepKaHH)

Methyl salicylate /
Memuacanuyuram

101.1 mg/101.1 mr
101.1 %

90.0 to 110.0 mg of CgHgO3 (methyl
salicylate) per 1 g of the product (90 to
110 % of label claim) / Ot 90,0 10
110,0 mr CgHO3 (MeTuncanuiumiar) B
1 r npenapara (ot 90 no 110 % ot
HOMHHAJIBHOIO CONEePIKAHHU)

Menthal / Meuman

S51.7mg /51 Tmr
103.5 %

45 Mo 55.0 mg of C1gH200 (menthal) per
1 g of the product (90 to 110 % of label
claim) / Ot 45,0 mo 55,0 mr CjoH200
(menton) B 1 r npenapata (o190 no 110 %

HOMHUHANBHOI'O couepma}mﬂ)

Capsaicin / Kancauyun

0.2529mg / 0.2529mr
101.1 %

Not less than 0.225 mg of C;sH27NO3
(capsaicin) per 1 g of the product (not
less than 90 % of label claim) / He MeHee
0,225 mr CsH»7NO3 (kancauuuu) B 1 1

Remarks : The Product confirms to ND/

Ipumeuanne: [IponykT cooTBeTcTBYET TpeboraHusM HJJ

Conclusion : APPROVED /
3axawuenne: OJOBPEHO

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

[TogrorosneHo: Ambresh Kumar [Iposepeno: Santosh Kumar Onobpeno: Meunemxkep / Pv}co;isom-rreﬂ_b
@E’/’/. Maurya (\25 Pavan Kumar Sharma ) ,,:, ; f;ﬁdﬂ.

Date / Date / Date /

Hara: 06.12.2024 Hata: 06.12.2024 Hata: 06.12.2024
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Dr.Reddy’s ‘;

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Product : Nise Plus, gel 50 g

| IlpoaykT: Haiiz® Ilnroc, resib a1s Hapy:kHOro npumMeHeHHs 50 r

Market / Poinok : Russia / Poccus

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

Cepna Ne + V240820 Pa3mep cepun * 19608 equuu1L
Analytical Repo“rt No./ . 040002745343 Date of Analysis / . 06.12.2024
AnanuTHyeckuii oTyer Ne JlaTa ananauza

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

Jara npon3soacTsa Toaen ao

Mfg. License No. /

IIpousBoacTrBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
JuueH3us Ne

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

Analysis performed according ND No / Anaan3 nposesen no H/k Ne: JIH-Ne(003312)-(PT-RU) dt. 02.10.2023 /

Page 8 of 10 / Ctp. 8 u3 10

Sodium benzoate / Hampus
benzoam

1.00 mg/ 1.00 mr
99.7 %

npenapara (ve menee 90 % ot
HOMHHAJIBHOTO COIEPKaHUSA)

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 mendee 0,85 mr C7HsNaO: (naTpust
Oensoar) 8 1 r npenaparta (He MeHee 85 %
OT HOMUHAJILHOTO COIEPKAHH)

Buthylhvdroxytoluene /
Bynuincuoporcumonyon

0.40mg / 0.40mr
99.9 %

Not less than 0.34 mg of C;sH4O
(buthylhydroxytoluene) per 1 g of the
product (Not less than 85 % of the label
claim) / He menee 0,34 mr CsH»,0
(GyTunruapoxcutonyon) B 1 r npenapata
(He meHee 85 % OT HOMUHANILHOTO
CONICpKaHMs).

10 | Package / YnakoBka

50 g in a laminated aluminum tube with HDPE shoulder equipped with a tamper-evident
mcmbranc and a polypropylenc cap. 1 tubc and a patient information [caflct in a carton.

ITo 50 r B TYOy M3 AaMHMHHPOBAHHOTO aMOMUHHA C redoM w3 I[1OBII, cHadxeHHYIO
MeMOpPaHOH ANs KOHTPOJS MEPBOro BCKPBITHSA, W MOJHMPONMIEHOBOH KpblikoH. Ilo 1
TyOe B Mayky KapTOHHYIO € JIMCTKOM-BKIaABbILLEM.

API name / Haumenosanue ADC: Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
Humecynun Metuncaniumnar JleBomeHTOJ Kancavuun
INN / MHH: Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
Humecynun Meruncanuuunar JleBOoMeHTON Kancanuun

=

Remarks : The Product confirms to ND/

I pumeuanue: [TponykT cooTBeTCTBYET TpeboBanusam HJ

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executiye /
ITonrorosneno: Ambresh Kumar ITposepeno: Santosh Kumar OnobpeHo: Meneaxep / Pykogoanrens
@ Maurya @ Pavan Kumar Sharma [ _;_,,
. N P
Date / Date / Date /
Hara: 06.12.2024 JHata: 06.12.2024 Jata: 06.12.2024
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Dr.Reddy’s Q?

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Nise Plus, gel 50 g
Tlpoaywr: Haiiz® [1ntoc, reab fns Hapy»KHOTro pumMeHeHHst 50 ©

Market / PoiHoK : Russia / Poccus

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

Cepus Ne i V2A0820 Pazmep cepuu © 19608 enunuL
Analytical Repovrt No./ . 040002745343 Date of Analysis / . 06.12.2024
AnamuTHdeckuii oTyeT Ne Harta anaaunsza

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

Hara nponssoacrea Tonen mo

Mfg. License No. /

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

Analysis performed according ND No / Auann3 nposeaen no HJ Ne: JII-Ne(003312)-(PT-RU) dt. 02.10.2023 /
JITT-Ne(003312)-(PT-RU) ot 02.10.2023

Page 9 of 10/ Crp. 9 13 10

AEmanuacaGen batchmumbeny NMS-1E-243003 |  LOT T 7879 MLC-2407068 F001-24001
Homep cepuu npounssoantens APC:

FP Manufacturer API Batch number /

E
Homep cepun A®C nponssoguteas [JID: FERA(00346 FERA00595 FERRO00586 FERA00338
Mamnranam
T ®opmoza
p ) é AnbTa . JlaGoparopuc
Spnaiaer, Jlabopatopuc JIt, IRERE SHOMATIES Unk, Taiisanb
API Manufactured by & country / Unpnus / parop % | e JItn, Unpus / i ’
Wnaus / Alta . Kuraii/ Formosa
ITponzeoaurenn ADPC, cTpana: 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 | 1 -0 Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt. Solan, H.P. 173205,

E‘” ! India (License No MNB/05/263) /

N a:m:n:;::a:)me, a:il;::]:m orv;Ep JHUEH3HH [MpousesoacTeenHoe noapasaeieHme-6, But. Kxone, Hanarapx Poya, bannuy,
JIOUIALKH, OCYIIL tuer Tuctpuxr Conan, X.IL., 173205, Uuaus (Jluuensus Ne MNB/05/263)

NPOM3BOACTBO/KOHTPONb Ka4ecTBa/BbINYCK

I'J1®

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 /

IIpumeuanne: [Iponykr cooTBeTcTBYET TpeboBanusm HJL 3axmouenne: OJJOBPEHO

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

[logrorosneno: Ambresh Kumar Ipoeepeno: Santosh Kumar Onobpero: Menemxkep / PygoBoaiTenb
G‘ﬁ’-“ ﬂ..-’_' Maurya @, Pavan Kumar Sharma F— .
et il S

Date / Date / Date /

Jlara: 06.12.2024 Jara: 06.12.2024 JlaTa: 06.12.2024
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Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIM3A
Product : Nise Plus, gel 50 g
Hpoaykr: Haiis® [lmoc. reas ang Hapyxkuoro npumesennd 50 r -
Market / Poinok : Russia / Poccus
Batch No. / . Batch Quantity / . 19608 units /
Cepus Ne A E2i0aat Pazmep cepuu * 19608 enuunL
Analytical Repourt No./ . 040002745343 Date of Analysis / . 06.12.2024
AnaguTuyecknii oTuer Ne Jlara aHaqu3a
Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026
Jara npon3BoAcTBa T'ogen go
Mfg. License No. /
IlpousBoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)
JIMUeH3Hs No
Analysis performed according ND No / Anaans nposeien no HJ Ne: JIIT-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
JIIT-Ne(003312)-(PT-RU) ot 02.10.2023

Page 10 of 10 / Ctp. 10 u3 10

3ak0ueHHe 0 COOTBETCTBHH: «HacToswmum 1 noATBEpXkKato, 4TO NPHBEICHHAS Bblllle HHPOPMaLUs ABIAETCA JOCTOBEPHOM
1 TOUHOM. DTa cepusi NPOAYKLHH POU3BeIeHA (BKIIIOUas YIakoBKY (MapKUPOBKY) H KOHTPOJIb Ka4€CTBa) Ha BbIIEyKa3aHHOM
NPOU3BOACTBEHHON muomanke (Mnomaakax) B MOJTHOM COOTBETCTBHM ¢ TpeboBanusMu [lpaBui  Hamiexauiei
TIPON3BOACTBEHHOI NpakTHKH EBpasiiickoro skoHomuueckoro cowosa (Ne GMP/EAEU/RU/00554-2022 ot 02 centa0ps 2022)
M TpeDOBaHWSIMHM KOHTpOJI KauyeCTBa JIEKAPCTBEHHBIX CPEACTB, a TAKKE B COOTBETCTBHH CO CHEUM(HKALHAMMU,
COIEPXKAIIUMUCS B PETUCTPALIMOHHOM J1I0CHE CTPaHbI-UMIIOpTepa. 3alHCcH O NPOU3BOACTBY, YIIAKOBKE U aHAJIM3Y NPOBEPEHBI,
H YCTAaHOBJIEHO HMX COOTBETCTBHE TpeGoBaHusAM [IpaBui HajJexalled NpoM3BOACTBEHHOH mnpakTuku EBpasuiickoro

3KOHOMMYECKOr'o COHO3a».

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

IIpumeuanne: [Tponykt cooTeTcTBYET TpebopanusaM HJI 3akmwouenne: OJOBPEHO

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

Hoarorosnexo: Ambresh Kumar [Tposepeno: Santosh Kumar Onobpeno: Menemxep / Pygkosoaurenb
(d& ~ | Maurya ‘}\f_ Pavan Kumar Sharma L/*" B

Date / Date / Date /

Jlata: 06.12.2024 Jara: 06.12.2024 Hara: 06.12.2024




