e
Dr.Reddy’s ‘f.’

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Nise Plus, gel 50 g

Mpoayxt: Haiis® Inoc, rens as HApY*HOTO OpuMeHeHHs 50

Market / PbiHOK : Russia / Poccus

Batch No. / . V240819 Batch Quantity / . 19608 units /

Cepus Ne Paszmep cepuu 19608 enunnL

Analytical Repovrt No./ . 040002742886 Date of Analysis / . 06.12.2024
AnanuTnyeckuii oTuer No JlaTa anaau3a

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

Jarta npou3BoacTha T'open g0

Mfg. License No. /

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

Analysis performed according ND No / Anaans nposeiaen o HJ Ne: JIIT-Ne(003312)-(PT-RU) dt. 02.10.2023 /

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

Pa

elof 10/ Crp.1n310

Ne Test / IlokazaTeanb

Result / PesyabTaThl

Specification / Hopma

1 | Appearance / Onucanue

Whitc gel of homogeneous consistency with a
characteristic odor. / Teap Oenoro 1BeTa
OJTHOPOIHOM  KOHCHCTEHIMH C  XapaKTCPHBIM
3AMAXOM,

White to off-white gel of homogeneous
consistency with a characteristic odor. /
I'ener Gemoro und noutu Genoro Lpera
OIHOPONIHO KOHCHMCTEHLIHH €
XapaKTepHbIM 3aMaxoM.

2 | Identification/ HpenTudbuxauus

2a | By HPLC/BIKX

- Nimesulide | Husecynuo

Complies as prescribed /
CooTBeTcTBYET TPEOOBAHHAM

A peak with the retention time
corresponding to that of nimesulide in the
standard solution chromatogram should
be present in the test solution
chromatogram obtained during
"Nimesulide and Methyl salicylate Assay"”
test. / Ha xpomarorpaMme HCIILITYEMOTO
pacTeopa, MoNy4EeHHOro MPH MPOBEASHHH

WCTIBITAHUSA «KonuuecreeHHOE
onpezesneHue. Humecynua u
METHJICAIULIUIIATY, JOJKEH
0OHapyXHUBaThCA UK,
COOTBETCTBYIOLIUH o BpEMEHHU
yOEpXUBaHUs [MKY HHMecynuaa Ha

XpOMaTOrpamMme CTaHAApTHOI O pacTBoOpa.

- Methyl salicylate /
Memuncanuyunam

Complies as prescribed /
COOTBETCTBYET TPEOOBaAHUIM

A peak with the retention time
corresponding to that of methyl salicylate

in the standard solution chromatogram

Remarks : The Product confirms to ND/
Ipumeuanne: TIponykT cooTBeTcTBYET TpebopaHusiM HJJ

Conclusion : APPROVED /
3axmouenue: OJJIOGPEHO

Prepared by /
IToarorosneHo: Pravesh Rana

Checked by /
ITpoeepeno: Santosh Kumar

Maurya (@7

Approved by: Manager/Executive /
OnobpeHo: Menemxep / Pyxkosoautens
Pavan Kumar Sharma

Date /
Jara: 06.12.2024

Date /
Hara: 06.12.2024

Date /
Hara: 06.12.2024
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CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIM3A

Product : Nise Plus, gel 50 g
Tlpoayxr: Haiiz® [lmoc, resib st HApy»KHOTO TP

umeHeHus 50 r

Market / Puinok : Russia/ Poccus

Juuexzus No

Batch No. / . V240819 Batch Quantity / . 19608 units /

Cepus Ne ) Pasmep cepun 19608 epunny

Analytical Repovrt No./ . 040002742886 Date of Analysis / . 06.12.2024
AHanuTH4YecKHii oTueT No JlaTa ananusa

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

JlaTa npousBoAcTBA Toxen no

Mfg. License No. /

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

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

Analysis performed according ND No / Anaaus nposexen mo HA Ne: JIIT-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 xpomaTorpaMmme UCITBITYEMOTO
pacTBopa, MOJYYeHHOTO NPH NPOBEACHUU

HCIIBITaHUS «KonnuecrseHHoe
onpeneneHue. Humecynun v
METHJCATUIHIATY, JONKEeH
0OHapy»KHBaTbLCH TTHK,
COOTBETCTBYIOILUH o BpEMEHHU

yIOep>XKUBAHUSA IIMKY METHICAJIMLIMIATA HA
XpoMmarorpamMMe CTaHIapTHOrO pacTBOpa.

Menthol / Menmon

Complies as prescribed /
CooTBeTcTBYCT 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  xpoMatorpamMme  HGTIRITYEMAOTO
PacTBOpA, MONTYYEHHOTO MPH MPOBEICHUH
MCTIBITAHHS! «KoauvectBeHHOE
ornpeesieHue. MeHTon», NOJDKEH
0oOHapyXUBaTbCS THK,
COOTBETCTBYHOLIHI no BpEMEHH
yIOep>KUBaHHs MUKy  MEHTOla  Ha
XpOMATOTrpaMMe CTAHAAPTHOrO PacTBOpA.

Remarks : The Product confirms to ND/

Ipumevanne: [Ipoaykt cooTBeTCcTBYeT TpeboBaHusM HJJ

Conclusion : APPROVED /
3axurouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Pravesh Rana [Ipoeepeno: Santosh Kumar Opnobpeno: Menemxep / PykoBoauten
e . 3 . g -
[ Maurya C./E Pavan Kumar Sharma s
Date / Date / Date /
Hara: 06.12.2024 Hara: 06.12.2024 Hara: 06.12.2024




Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

[Product : Nise Plus, gel 50 g

Hpoayser: Haiiz® [moc, rens ais Hapys#Horo rpiiMeneHns 50 r

Market / PpiHOK : Russia / Poccus

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

Cepns Ne f V0819 Pasmep cepun © 19608 enunuy,
Analytical Repovrt No./ . 040002742886 Date of Analysis / . 06.12.2024
AHauTHYEeCKHIi oTYyeT No Jara aHaau3a

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

Jara npon3sBoacTea Toxen a0

Mfg. License No. /

IlpouspoacreeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
anueH3usi Ne

Analysis performed according ND No / Ananus nposeaen no H1 Ne: JIIT-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

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

Page 3 0of 10/ Crp. 3 u3 10

- Capsaicin / Kancawjun

Complies as prescribed /
CooteeTcTBYET TpeOOBAHUAM

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
XpPOMaTOTpaMMe HCIILITYEMOT'O pacTBOpa,
[I0JTy4eHHOTO npH MpOBEACHHH
UCIIBITAHUS «KonuuecrseHHoe
onpenenenre. KancauuwH ¢ HaTpus
6en30aT», A0/DKeH 0OHapyKUBATbLCA THK,
COOTBETCTBYIOLIHH no BpPEMEHH
yOep)KUBaHUs THKY KalcauLMHa Ha
XpOMaTOrpaMmMe CTaHAAPTHOTO PacTBOPA.

2b | By HPLC (PDA) / B3JKX ¢ 0u00HO-MampuyHbslM 0enieKmopom

- Nimesulide / Hunecyno

Complies as prescribed /
CooTBeTCTBYET TPEOOBAHUAM

The absorption spectrum of nimesulide
peak in the test solution chromatogram
ahtained during "Nimesulide and Methyl
Salicylate Assay" test shall comply with
that of nimesulide peak in the standard

solution  chromatogram. /  Cmektp
MOrJIONEHUs  MUKa HHUMECYNIHMia Ha
XpoMarorpaMme HCIBITYEMOTO pPacTBOpa,
MOJIY4EHHOI O npH NPOBEACHHH
UCTIBITAHHS «KonuuecteeHHOE
ONpeaENEHHE. Huwmecynnn U
METHJICAITHLIWIIATY), JIOJKEH

Remarks :

The Product confirms to ND/
IIpumeuanue: [Ipoaykt coorBeTcTByeT TpeboBanusM HJ|

Conclusion : APPROVED /
3akmouenune: OJOBPEHO

Hara: 06.12.2024

Jara: 06.12.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IoaroroneHo: Pravesh Rana / ITposepeno: Santosh Kumar Onobpeno: Menemxep / Pyll\OBOﬂHTeJ'lb
Maurya -;?) - Pavan Kumar Sharma il —
| “',L_ﬂ__ L
Date / Date / Date /

JHara: 06.12.2024




Dr.Reddy’s Q‘:

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Nise Plus, gel 50 g

| Hpoayxr: Halis® Ilioc, renp ing Hapy)HOro npumMeHeHns 50 r

Market / Poitox : Russia / Poccus
Batch No. / . Batch Quantity / _ 19608 units /
Cepusi No 8 V240819 Pasmep cepuu © 19608 equHHL

Analytical Report No. /

AHaauTHYeCKHH oTUeT Ne i 040002749886

JlaTa amanu3sa

Date of Analysis /

: 06.12.2024

Jauuensus Ne

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

Hdara npousBoacrsa TogeH 0o

Mfg. License No. /

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

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

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

Page 4 of 10/ Ctp. 4 n3 10

COOTBETCTBOBaTh CHEKTPY TIOrJIOIIEHUA
MMKa HUMECyJIMaa Ha XpomMarTorpamMme
CTaHAapTHOTO pacTBopa.

- Methyl salicvlate /
Memuncanuyunan

Complies as prescribed /
CootrBercTByeT TPeOOBAHHAM

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. / Cnektp mnornoweHus
nuka MeTH/ICaTHLIMIATa Ha
XpOMarorpamMMe HCIBITYEMOro pacTBopa,
[0JY4EHHOTO npu OpOBeCHHH
HCTIBITAHHS «KonugecraeHHoe
orpeneneHue. Huwmecynun 7
METHIICRTHLIMIIATY), JIOTKEH
COOTBETCTBOBATH CIEKTPY TMOIJIOLIEHHSA
nvKa MeTHJICATHLIMIIaTa Ha
XpOMAaTOrpamMMe CTaHAApTHOrO pacTBopa.

- Capsaicin / Kancauyun

Complies as prescribed /
COOTBETCTBYET TPeOOBAHHAM

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. / CHexTp MOrIOWEHHS
NHMKa KarcauldHa Ha XPOMaTorpaMme

Remarks : The Product confirms to ND/

Ipumeuanue: [ponykT cooTBeTcTBYET TpeboBanmam HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / 1 Checked by / Approved by: Manager/Executive /
[loxrotosnexno: Pravesh Rana |/ IIposepeno: Santosh Kumar Onobpeno: Menemkep / Pykbsoautens
; Maurya ‘ @5{ Pavan Kumar Sharma I
& S e a———
Date / Date / Date /
Hara: 06.12.2024 JHara: 06.12.2024

Jata: 06.12.2024




Dr.Reddy’s Q

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Nise Plus, gel 50 g

| Hpoayser: Haiiz® Ilnroc, Teb Ans HapY»KHOTO npumenenns 50 r

Market / PoiHok

: Russia / Poccus

Batch No. / . V240819 Batch Quantity / . 19608 units /

Cepusn Ne ) Pa3mep cepun 19608 enuHuL
Analytical Repovrt No./ . 040002742886 Date of Analysis / . 06.12.2024
AnaguTHuyecknii oTuer Ne Hdarta aHaausza

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

JarTa npousBoacTBa T'oxeH mo

Mfg. License No. /

IlpousBoacTBeHHasR : MNB/05/263 MA number: / Homep PY : JIHI-Ne(003312)-(PT'-RU)
AnueH3us Ne

Analysis performed according ND No / Auaans nposexen no HJL Ne: JIIT-Ne(003312)-(PT'-RU) dt. 02.10.2023 /

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

Page 5 of 10/ Ctp. Su3 10

HCMOBITYEMOrO pacTBOpa, IIOJIY4YE€HHOIro
pu NpoOBEACHNH HUCNBITAHUSA
«KonuyecTBeHHOE OnpeEaccHHE.

Karicauupd ¥ HaTpus 6eH30aT»), A0JIKEH
COOTBETCTBOBATh CHEKTPY MOTJIOLICHHS
NWKa KancauWlMHa Ha XpomaTorpamme
CTaHIapTHOro pacTBopa.

2¢ | ByTLC/TCX

- Menthol / Menmon

Complies as prescribed /
CootBetcTBYeT 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 NATHO Ha
XPOMATOrpamMMe HCIILITYEMOro pacTBopa
TI0 TIOJIOKEHHUIO IOKHO COOTBETCTBOBATE
OCHOBHOMY [ATHY Ha XpOMaTorpaMmme

pactBopa CTaHIapTHOTO obpasua
MeEHTONA.

3 | Net weight / Macca 51g/Sir According to requirement / B

COAEP/KHMOro YNAKOBKH COOTBETCTBHH C TPeOOBaHHUAMH

4 | pH/pH 5.2 4.6 to 6.0 (for 1.0 % aqueous solution) /
Ot 4,0 mo 6,0 (mns 1,0 % BogHOTO
pacTBopa)

5 | Viscosity / BsaskocTb 248700 cP /248700 cIl 150,000 cP to 350,000 cP at 25 °C/

Remarks :

The Product confirms to ND/
IMpumeuanue: IpoayxT coorBeTcTBYET TpeboBanuam HJL

Ot 150000 cIT no 350000 cIl rpu 25 °C

Conclusion : APPROVED /

3axmovyenune: OJOBPEHO

Prepared by / f
IMoxarorosneno: Pravesh Rana /
P

Checked by /
INposepeno: Santosh Kumar

Maurya ‘2;}

Approved by: Manager/Executive /
Onobpeno: Menemxep / Py i\OBOH]!Te.ﬂb
Pavan Kumar Sharma g —

Date/
Hara: 06.12.2024

Date /
Hara: 06.12.2024

Date /

Hara: 06.12.2024
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Dr.Reddy’s Q

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A

Product : Nise PTI._JS, gel 50 g

Nponykr: Haiiz® [Lmioc, reas A HapykHoro npuMeneHns 50 r

Market / PoiHok : Russia/ Poccus

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

Cepusi Ne 240810 Pasmep cepuu " 19608 enuuuLL

Analytical Repovrt No./ . 040002742886 Date of Analysis / . 06.12.2024
AHasuTuyeckuii oTyer Ne JaTa ananusa

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

JlaTta npousBoAcTBa T'open xo

Mfg. License No. /

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

Januensus Ne

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

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

Page 6 of 10 / Ctp. 6 u3 10

6 | Particle size / Pasmep uacTun 10 pm / 5SMxM Not more than 50 pm / He 6onee 50 Mxm
—

7 | Related Substances / PoacTBeHHBbIe NpuMecH

Impurity C / IIpumecsk C Not detected / He obHapyskeHa Not more than 0.2 % / He 6onee 0,2 %

Impurity D / ITpumecs D Not more than 0.2 % / He 6onee 0,2 %

Highest Unknown Impurity / Not detected / He o6HapyxeHa

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

HenaAeHTH(ULIHPOBAHHAS

npuMech Below LOQ (LOQ = 0.0392 %) / Huxe

npeiesia KoM4eCTBEHHOTO OMpeneneH s
(TIKO = 0.0392 %)
Total 1m13ur1tles / Cymma Below LOQ / Hinke npezena
npumecei
KOJIMYECTBEHHOrO OTpee/IieHHs
Not more than 1.5 % / ue 6once 1,5 %

8 |Microbial contamination/ MuxpotmnoJornyeckasi YuMcToTa

Total viable aecrobic count / Less than 50 CFU/g / Not more than 10* CFU/g /

Obwee KOJIMYECTBO Menee 50 KOE/r He 6onee 102 KOE/r

YKU3HECTTOCOOHBIX a3po0OHBIX

MHKpPOOPTraHH3MOB

Total combined yeast and mold Less than 10 CFU/g / Not more than 10' CFU/g /

count / Obuiee uncno Menee 10 KOE/r He 6onee 10' KOE/r

JIPOIKEBBIX W IUIECHEBBIX

rpudos

Remarks : The Product confirms to ND/

Hpumeuanne: Hpoaykr coorseTcTBYeT TpeboBanusam HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

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

[Toxrorosneno: Pravesh Rana IIposepero: Santosh Kumar Onobpeno: Menekep / PykoBoantens
( Maurya : Pavan Kumar Sharma o

Date / Date / Date /

Hara: 06.12.2024 Jarta: 06.12.2024

Jara: 06.12.2024
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Dr.Reddy’s QT-

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Nise Plus, gel 50 g

IMpoayxr: Haiiz® Ilmoc, rens ans HapyaHoro npumenenns 50 r

Market / PeiHok : Russia / Poceus

Batch No. / . V240819 Batch Quantity / . 19608 units /

Cepns Ne ) Pasmep cepum * 19608 exunuly

Analytical Repourt No./ . 040002742886 Date of Analysis / . 06.12.2024
AHRJIUTHYECKHIl oTyeT No Jata aHaau3a

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

|[laTa npoussoacTBa 0JeH A0

Mfg. License No. /

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

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

Analysis performed according ND No / Anaans nposeten no HJ1 Ne: JIIT-Ne(003312)-(PT-RU) dt. 02.10.2023 /

Pseudomonas aeruginosa

Staphylococcus aureus

Absent in 1 g/ OrcyrctByerB 11
Absentin 1 g/ OrcytcTByeTB 11

Page 7 of 10/ CTp. 7 n3 10
Absentin 1 g/ OtcytctBue B 1 1

Absentin 1 g/ OrcytctBue 8 1 1

9 | Assay / KosnnuecTBeHHOE onpeejienne

Nimesulide /Humecyauo

10.1 mg/ 10.1mr
1013 %

9.0 to 11.0 mg of Ci3H|2N.OsS
(nimesulide) per 1 g of the product (90 to
110 % of tabel claim) / O1 9,0 o 11,0 Mr
Ci3H2N2OsS  (wumecynun) B 1 1
npenapata (ot 90 mo 110 % or
HOMMHAJIBHOTO COAEPIKaHHUSA)

Methyl salicylate /
Menuncanuyunam

100.9 mg/ 100.9 mr
100.9 %

90.0 to 110.0 mg of CgHzO3 (methyl
salicylate) per 1 g of the product (90 to
110 % of label claim) / Ot 90,0 no
110,0 mr CsHgO3 (MeTHICaNHLIMNAT) B
1 r npenapara (ot 90 g0 110 % ot
HOMMHAJIBHOTO COAEPIKaHHUA)

Menthol / Meumon

50.5mg/ 50.5mr

45.0 to 55.0 mg of CoH20O (menthol) per

101.0 % 1 g of the product (90 to 110 % of label
claim) / Or 45,0 mo 55,0 mr C;yHxO
(menTton) B 1 r npenapara (o1 90 mo 110 %
HOMHUHAJIEHOTO COnEepIKaHHs)
Capsaicin / Kancauyun 0.2512mg/ 0.2512mr Not less than 0.225 mg of Ci1sH27NO3
100.5 % (capsaicin) per 1 g of the product (not

less than 90 % of label claim) / He menee
0,225 mr C1sH27NO3 (kancaviiys) B 1 1

Remarks : The Product confirms to ND/

IMpumeuanue: [TpoayxT coorseTcTBYeT TpeboBanusiM HJJ

Conclusion : APPROVED /
3axmaouenne: OJOBPEHO

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

[Toarororneno: Pravesh Rana IIposepeno: Santosh Kumar Ono6peno: Menekep / Pykosoanrens
Maurya (; Pavan Kumar Sharma d_ —

Date / Date / Date / -

Hara: 06.12.2024

Jara: 06.12.2024

Hara: 06.12.2024
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product : Nise Plus, gel 50 g h
Mpoayrr: Haifz® [loc, rens ana Hapy:#kHoro npumenenus 50 r

Market / Poinox : Russia / Poccus

Batch No. / . V240819 Batch Quantity / . 19608 units /

Cepus Ne ) Pasmep cepun * 19608 enuuniy

Analytical Repourt No./ . 040002742886 Date of Analysis / . 06.12.2024
ABRajuTHYECKHIT 0TUeT Ne Jara ananusa

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

JlaTa npousBoAcTBa Togen g0

Mfg. License No. /

Hpouseoacreennas : MNB/05/263 MA number: / Homep PY : JIII-N2(003312)-(PI"-RU)
Juuen3us Ne

Analysis performed according ND No / Auanu3s nposeaes no HJ1 Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
JITT-Ne(003312)-(PT-RU) ot 02.10.2023

Page 8 of 10/ C1p. 8 n3 10

npenapara (He MeHee 90 % ot
HOMHHAJILHOTO COZIEPKaHUs)

Sodium benzoate / Humpus 1.00 mg/ 1.00 mMr Not less than 0.85 mg of C;HsNaO»
benzoam 99.6 % (sodium benzoate) per 1 g of the product
(not less than 85 % of the label claim) /
He menee 0,85 mr C;HsNaO- (Hatpus
Oensoar) B 1 r npenapara (He MeHee 85 %
OT HOMHHAJILHOTO COAEPKAHHS)

Buthvllivdroxytoluene / 0.40mg / 0.40mr Not less than 0.34 mg of C;sH240
Bymuncudporcumonyon 99.4 % (buthylhydroxytoluene) per 1 g of the
product (Not less than 85 % of the label
claim) / He menee 0,34 mr CisH>50
(6yTunruapokcuTonyos) B 1 r mpenapata
(ne menee 85 % OT HOMUHAJILHOTO
COIEPHKAHHS).

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.

Mo 50 r B TyOy U3 MaMHHHPOBAHHOIO AMOMHHHA ¢ mieyom u3 IIOBII, cHabxenHyro
MeMEpaHOH [JI1 KOHTPOJISl EPBOTO BCKPBITHA, W MOMMUIMPOINUIEHOBOH KpbimkoH. Ilo 1
Ty6e B MayKy KapTOHHYIO C JINCTKOM-BKIAJBILLIEM.

API name / Haumenopanuue ADC: Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
Huwmecynun Meruncanuuunar JleBomeHTon Kancanuun
INN / MHH: Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
Humecymun Metuncanyuunar JlesomeHTON Kancanuux
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Tpoayxt coorseTcTBYET TpeboBaHmsM HJI 3akmouenue: OJOBPEHO
Prepared by / 7 Checked by / Approved by: Manager/Executive /
[Monrorosnexo: Pravesh Rana [IpoBepeno: Santosh Kumar Onobpeno: MeHemxkep / PykoBouTemb
F {
Maurya (4 Pavan Kumar Sharma s et
" o s ey
Date/ Date / Date /
Hara: 06.12.2024 Hara: 06.12.2024 Jata: 06.12.2024



Qe
Dr.Reddy’s Q'.

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A

[Product : Nise Plus, gel 50 g

Tpoxykr: Haiiz® Ilntoc, resib 41 Hapy»KHOTO NpUMeHeHHs 50 T o
Market / PoiHOK : Russia/ Poccus

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

Cepns Ne F V240819 Paszmep cepuu " 19608 equumL
Analytical Repovrt No./ . 040002742886 Date of Analysis / . 06.12.2024
AHannTuyeckuii oryer Ne JlaTa ananusa

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

JaTta nponssoacTsa T'ogen n0

Mfg. License No. /

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

Analysis performed according ND No / Anaans nposees no H/1 Ne: JITT-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
JITI-Ne(003312)~(PT'-RU) ot 02.10.2023

Page 9 of 10/ Crp. 9 3 10

API manufacturer batch number /

NMS-1E-243003 LOT T 7879 MLC-2407068 F001-24001
Homep cepun npouspoautens ADC:
e ay quire At E b er £ FERA00346 FERA00595 FERR00586 FERA00338
Homep cepuu A®C npoussoautens I'JId:
Manranam
dopmosza
Hparc 3wn AnbTa Jlaboparopuc
Oprauukce JIta, Apopa ApoMaTHKC parop

Jlabopatopuc Jlta, Hnk, TaiiBans,

API Manufactured by & country / Hupus / [eT. JIto, Unpus /

Mpouspoaurtear APC, crpana: Mangalam Hunus / ey Arora Aromatics R Formosa
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 || o 1 yati0n Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt, Solan, HLP. 173205,

Etaeu/meuosaﬂue ajpec U HOMep JIMLIEH3UN India (LicenseiNg IMINB/05/26 5%

LT ——— i :cl;mmlo eﬁp . [TpouseoacTeeHHoe noapazaenenue-6, Bunn. Kxons, Hanarapx Poyn, Baanu,
A e - Huctpukt Conan, X.I1., 173205, Uunus (JIuuenzus Ne MNB/05/263)

NMPOH3BOJACTBO/KOHTPOJb KauecTBa/BbINYCK

rJi®

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: [IponykxT cooTBeTCTBYET TpeboBanusM HJ 3akmouenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Togrorosneno: Pravesh Rana IIposepeHno: Santosh Kumar Onobpeno: Menemxep / waBo;uiTenb

Maurya }L Pavan Kumar Sharma {—

o -_'L —;"' s

Date / Date / Date /
Hara: 06.12.2024 Hara: 06.12.2024 Hara: 06.12.2024




@
Dr.Reddy’s Q'.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Nise Plus, gel 50 g

Tpoaykr: Haiis® Ilmoc, rene a1s HapyxHoro npuMeHenus 50 r

Market / Poinok : Russia / Poccus

|auueH3Hus Ne

Batch No. / . V240819 Batch Quantity / . 19608 units /

Cepusi No ’ Pasmep cepuu * 19608 enuHuL
Analytical Repourt No./ . 040002742886 Date of Analysis / . 06.12.2024
AHaauTHYECKUI oTueT No JlaTa anajn3a

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

JlaTa npoussoacTBa T'open oo

Mfg. License No. /

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

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

Analysis performed according ND No / Auann3 nposexcn no HJL Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

3ax/I04yenHe 0 cOOTBeTCTBHM: «HacTosmuM s NoATBEp K /Ialo, YTO NPHBEACHHAS Bbllie HHPOPMALIHsL ABISETCS AOCTOBEPHOI
¥ TOuHOM. DTa cepys MPOLYKIHMHU POU3BeeHa (BKIIOYas yNaKOBKY (MapKHPOBKY) H KOHTPO/b KAYECTBA) Ha BbIIIEYKa3aHHOH
MIPOH3BOACTBEHHOH nnomaake (TIOLIAfkKax) B TOJHOM COOTBETCTBHUH
NpoN3BOJACTBEHHOMN NpakTuku EBpasuiickoro skoHoMuueckoro cotosza (Ne GMP/EAEU/RU/00554-2022 ot 02 ceHTAOps 2022)
U TpeGOBAHHUAMM KOHTPOJSI KauyeCTBa JieKapCTBEHHBIX CPEACTB, @ Taloke B COOTBETCTBHH CO CHELUQHKALUIMH,
COJIEPKAIIUMHCS B PETHCTPALIHOHHOM J0ChE CTPAHBI-UMITOpTEpa. 3artcH 110 IPOU3BOICTBY, YIIAKOBKE 1 aHaNM3Y [POBEPEHHI,
U YCTAHOBJIEHO WX COOTBETCTBHE TpeboBaHusm [lpaBun Hagnexamieil mpoW3BOACTBEHHON mNpakTukn EBpasuiickoro

3KOHOMHYECKOI'o COrO3ar».

Page 10 of 10 / Ctp. 10 13 10

¢ TpeboBaHuamMn IlpaBun

HajaJiexanief

Remarks : The Product confirms to ND/

I pumeuanue: Ipoaykr coorsercTByeT Tpebosanusim HJJ

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO

Prepared by / 4 | Checked by / Approved by: Manager/Executive /

[MoaroroeneHo: Pravesh Rana ITposepeno: Santosh Kumar Onobpeno: Menemxkep / PykbsojiTess
Maurya ( z Pavan Kumar Sharma 9 S |

Date / Date / Date /

Hara: 06.12.2024 Hara: 06.12.2024 Hara: 06.12.2024




