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CEPTU®UKAT AHAJIM3A I'OTOBOI'O TIPOAYKTA

Page10of9/Crp.1m39

Name of Product /
HanmeHoBaHue NpoAyKIMHI

MOMAT RINO
MOMAT PMHO

Generic name /
HenmaTeHTOBaHHOE HAMMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mowmera3oHa cipel HazaJbHBIH 103upoBaHHBIN 50 MKI/m03a

Active Ingredients /
JelicTBylo1mme BelecTsa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as

calculated for Mometasone Furoate 50.00 mcg

1 no3a CIIpEA COACPIKUT: ﬂeﬁCTBymmee BelecTBo: MomeTazoHa (bypoaTa MoOHOrugpar

51,72 mxr B iepecyere Ha MomerasoHa ¢ypoar 50,00 Mxr

Strength / lo3upoBka 50 mcg/dose / 50 mxr/mo3a Date of Mfg. / Jlara 01/2026
MPOU3BOJCTBA
Dosage form / Metered-dvose nasal sprayf Crpeit Date of Exp. / Toaen 10 12/2027
JlekapcTBeHHas popma Ha3aJIbHBIN 103MPOBaHHBIN
Product code / Kox npoaykra SRU0300071260401EJ Date of release / lata BbInycka 29.01.2026
Batch No. / Cepusi Ne 12260058A Qty. Released / 64,480 BOT/
KosinyecTBO BBINYIIEHO (di1akoHOB
Batch size / Pasmep cepun 69,444 BOT / dakoHos Mig.License No. / Jlumemsust ua |\ \ip; /83
MPOM3BOJACTBO (HOMep)
Inspection Lot NOL/ 040000643293 Mfg. License Date / JIuuen3usi Ha 30/04/2020
PerncrpauuoHHbIi HOMEp aHAJIU3a TPOM3BOJCTBO (1aTa)
GMP Compliance certificate Date
Package size / YnakoBka 60 Doses / 60 no3 / 18/06/2020
GMP ceprudukar (nata)
. GMP Compliance certificate No./ | GMP-
Market / Peinox Russia / Poccust GMP cepruduiar (nomep) 01556/20/IN
Reference Specification No. /
Cneuuduxanus roroBoro SPC-CC-075514 Reference STP No. / CITA Ne STP-CC-043443
npoaykTa Ne
API name / Hanmenosanne AdC | Mometasone Furoate Monohydrate/ |\ oy g (o No / ADC cepust N | MEM-25404(IM-
Mowmera3oHa ¢ypoara MOHOTHAPAT 01)-001
Manufactured by / Ilpon3Boaurtens | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6e Jlumuren, Uunus
Ne | TESTS / HOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJIbTATBI
1. | Description / Onucanue White to off white thick suspension of | Off-white thick suspension of
semitransparent to non-transparent consistency. / | non-transparent consistency. /
Or O©Oenoro mo mouru Oexoro 1Bera oOT | Ilourn 6enoro I[BETa
MOIYNPO3pAaYHON 10 HEMPO3payHON KOHCUCTEHLMHU | HEMpPO3payHOW  KOHCHUCTEHIIMU

rycTasi CyCleH3Hsl.

rycTasi CyCleH3Hsl.

2. Identification / UnenTudukanus

a) Mometasone Furoate /

MowmeTta3ona ¢ypoar

The retention time of the main peak in the
chromatogram of sample preparation should
corresponds to the retention time of the main peak
in the chromatogram of standard preparation (refer
to Assay). / Bpemsi ynep>xuBaHHs OCHOBHOTO IHKa
Ha  XpOMaTorpaMMe HCIIBITYeMOrO  pacTBOpa
JIOJDKHO COOTBETCTBOBATH BPEMEHH Y/ICPIKUBAHUS

OCHOBHOTI'O KA Ha XpPOMATOrPaMMe CTaHIapTHOTO
pactBopa (cm. paszen «KonnyecrBeHHOE
OTIpE/ICIICHHUEY ).

The retention time of the main
peak in the chromatogram of
sample preparation corresponds
to the retention time of the main
peak in the chromatogram of
standard preparation / Bpewms
YICp)KUBaHHS OCHOBHOTO ITHKA
Ha XpoMaTorpamme
HCIIBITYEMOTO pacTBOpa
COOTBETCTBYET BpPEMCHH
YIep)KUBAaHHUS OCHOBHOTO ITHKa
Ha XpoMaTorpamMme
CTaHJaPTHOT'0 PacTBOPA.

Prepared By / Iloaroroua

Checked By / IIpoBepua

Approved By / Ono6pua
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Name of Product /
HanmeHoBaHue NpoAyKIMHI

MOMAT RINO
MOMAT PMHO

Generic name /
HenmaTeHTOBaHHOE HAMMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose

Mowmera3oHa cipel HazaJbHBIH 103upoBaHHBIN 50 MKI/m03a

Active Ingredients /
JelicTBylo1mme BelecTsa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as

calculated for Mometasone Furoate 50.00 mcg

1 no3a CIIpEA COACPIKUT: ﬂeﬁCTBymmee BelecTBo: MomeTazoHa (bypoaTa MoOHOrugpar

51,72 mxr B iepecyere Ha MomerasoHa ¢ypoar 50,00 Mxr

Strength / lo3upoBka 50 mcg/dose / 50 mxr/mo3a Date of Mfg. / Jlara 01/2026
NPOU3BOJACTBA
Dosage form / Metered-dvose nasal sprayf Crpeit Date of Exp. / Toaen 10 12/2027
JlekapcTBeHHas (popma Ha3aJIbHBIN JO3UPOBAHHBIN
Product code / Kox npoaykra SRU0300071260401EJ Date of release / lata BbInycka 29.01.2026
Batch No. / Cepusi Ne 12260058A Qty. Released / 64,480 BOT/
KosnuecTBO BBINYIICHO (bﬂaKOHOB
Batch size / Pasmep cepun 69,444 BOT / dakoHos Mig.License No. / Jlumemsust ua |\ \ip; /83
MPOM3BOJACTBO (HOMep)
;nspection Lot NOL/ 040000643293 Mfg. License Date / JIuuen3usi Ha 30/04/2020
erMcTPallMOHHbIN HOMEp aHAJIHu3a MPOU3BOJCTBO (1aTa)
GMP Compliance certificate Date
Package size / YnakoBka 60 Doses / 60 no3 / 18/06/2020
GMP ceprudukar (nata)
. GMP Compliance certificate No./ | GMP-
Market / Peinox Russia / Poccust GMP cepTll: duKar (nomep) 01556/20/IN
Reference Specification No. /
Cneuuduxanus roroBoro SPC-CC-075514 Reference STP No. / CITA Ne STP-CC-043443
npoaykTa Ne
API name / Hauvenosanne AGC | Mometasone Furoate Monohydrate/ |y o povop No / ADC cepun o | MEM-25404(M-
Mowmera3oHa ¢ypoara MOHOTHAPAT 01)-001
Manufactured by / Ilpon3Boaurtens | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6e Jlumuren, Uunus
Ne | TESTS / HOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJIBTATHBI
b) Benzalkonium chloride | The chromatogram of the sample solution should | The chromatogram of the
/ BeH3aJIKOHMS XJIOPU | contain peaks corresponding to the retention times | sample solution contain peaks
of peaks of benzalkonium chloride homologues Ci, | corresponding to the retention
and Ci4 in the chromatogram of the standard | times of peaks of benzalkonium
solution (refer to Assay). / Ha xpomarorpamme | chloride homologues Ci» and
UCIIBITYEMOI'0 PacTBOpa JNOJDKHBI oOHapykuBathesi | Cis in the chromatogram of the
UK, o BpeMeHaM ynepxuBanus | standard  solution. / Ha
COOTBETCTBYIOIINE IIMKAM TOMOJIOTOB OCH3AJIKOHHS | XpOMaTOIpaMMe HCIIBITYEMOTO
xmopuna Cpp umw  Ci4 Ha  XpomaTtorpamMMme | pacTtBopa 00OHapyKNBAIOTCS
CTaHIAPTHOTO pacTBOpa (cm. paszen | mukw, o BpEMCHaM
«KonmuecTBeHHOE OTIPEICIICHIEY ). yAep )KUBaHU
COOTBETCTBYIOIIUE TTHUKaM
TOMOJIOTOB OeH3aIKOHNS
xmopuna Cip mw Cis  Ha
XpoMaTorpaMMe CTaHAAPTHOTO
pacTBopa.
3. | pH From 4.30 to 4.90 / Ot 4,30 10 4,90 4.642 /4,642
4. | Density / IlnoTHOCTH From 0.950 to 1.050 g/cm?/ 1.008 g/cm?/ 1,008 T /cm?
Ot 0,950 mo 1,050 r/em?

Prepared By / IloaroroBuJ Checked By / [IpoBepu Approved By / Onoopua
Signature / Atul Kumar Arun Patyal Onkar Mall
Hoanuce m
03 Feb 2026 08:56:54 1ST 03 Feb 2026 10:23:58 IST 03 Feb 2026 12:00:131ST
Date / laTa
REASON: Prepared By REASON: Checked By REASON: Approved By
5c9bd63f-5159-4d1d-819f-f699447b9F27 8185c2c-ae86-4590-9d65-3d03424bcall 0283dc3c-e8ca-46f7-89d6-ae255bc67173
Name / ®UO Atul Kumar Arun Patyal Onkar Mall
Designation / . .
JI0LKHOCTE Senior Officer- QA Senior Officer- QA Asst. Manager- QA

FCM/QA054/08.00
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Name of Product /
HanmeHoBaHue NpoAyKIMHI

MOMAT RINO
MOMAT PMHO

Generic name /
HenmaTeHTOBaHHOE HAMMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose

Mowmera3oHa cipel HazaJbHBIH 103upoBaHHBIN 50 MKI/m03a

Active Ingredients /
JelicTBylo1mme BelecTsa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as

calculated for Mometasone Furoate 50.00 mcg

1 1o3a cripest COEPIKUT: ACHCTBYIOLIEE BelecTBo: MomeTazoHa (ypoaTa MOHOTUIpAT
51,72 mxr B iepecyere Ha MomerasoHa ¢ypoar 50,00 Mxr

coiepKUMOro (iiakona

Strength / lo3upoBka 50 mcg/dose / 50 mxr/mo3a Date of Mfg. / Jlara 01/2026
MPOU3BOJCTBA
Dosage form / Metered-dvose nasal sprayf Crpeit Date of Exp. / Toaen 10 12/2027
JlekapcTBeHHas popma Ha3aJIbHBIN 103MPOBaHHBIN
Product code / Kox npoaykra SRU0300071260401EJ Date of release / lata BbInycka 29.01.2026
Batch No. / Cepusi Ne 12260058A Qty. Released / 64,480 BOT/
KosinyecTBO BBINYIIEHO (di1akoHOB
Batch size / Pasmep cepun 69,444 BOT / dakoHos Mig.License No. / Jlumemsust ua |\ \ip; /83
MPOM3BOJACTBO (HOMep)
Inspection Lot NOL/ 040000643293 Mfg. License Date / JIuuen3usi Ha 30/04/2020
PerncrpauuoHHbIi HOMEp aHAJIU3a TPOM3BO/JCTBO (1aTa)
GMP Compliance certificate Date
Package size / YnakoBka 60 Doses / 60 no3 / 18/06/2020
GMP ceprudukar (nata)
. GMP Compliance certificate No./ | GMP-
Market / Peinox Russia / Poccust GMP cepruduiar (nomep) 01556/20/IN
Reference Specification No. /
Cneuuduxanus roroBoro SPC-CC-075514 Reference STP No. / CITA Ne STP-CC-043443
npoaykTa Ne
API name / Hanmenosanne AdC | Mometasone Furoate Monohydrate/ |\ oy g (o No / ADC cepust N | MEM-25404(IM-
Mowmera3oHa ¢ypoara MOHOTHAPAT 01)-001
Manufactured by / Ilpon3Boaurtens | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6e Jlumuren, Uunus
Ne | TESTS / HOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJIbTATBI
5. | Viscosity / Bsaskoctb From 30 to 130 cPs / Ot 30 mo 130 clII3 39.3 cPs /39,3 cll3
6. | Osmolality / From 250 to 350 mOsm/Kg 294 mOsm/Kg
OcMoJISIIIBHOCTD Ot 250 no 350 MOcm/kr 294 MOcMm/kr
7. | Net content / Macca Not less than 9 g / He menee 9 T 92¢g/92r

8. | Number of deliveries per
container / KosnuecTBo
1103

Not less than 60 doses (discard the first pumping) /

He menee 60 103 (He cunTas MepBUIHYIO

MIPOKAYKY)

81 doses / 81 mo3

Prepared By / IloaroroBuJ Checked By / [IpoBepu Approved By / Onoopua
Signature / Atul Kumar Arun Patyal Onkar Mall
Hoanuce m
03 Feb 2026 08:56:54 1ST 03 Feb 2026 10:23:58 IST 03 Feb 2026 12:00:131ST
Date / laTa
REASON: Prepared By REASON: Checked By REASON: Approved By
5c9bd63f-5159-4d1d-819f-f699447b9F27 8185c2c-ae86-4590-9d65-3d03424bcall 0283dc3c-e8ca-46f7-89d6-ae255bc67173
Name / ®UO Atul Kumar Arun Patyal Onkar Mall
Designation / . .
JI0LKHOCTE Senior Officer- QA Senior Officer- QA Asst. Manager- QA
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Name of Product /
HanmeHoBaHue NpoAyKIMHI

MOMAT RINO
MOMAT PMHO

Generic name /
HenmaTeHTOBaHHOE HAMMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose

Mowmera3oHa cipel HazaJbHBIH 103upoBaHHBIN 50 MKI/m03a

Active Ingredients /
JelicTBylo1mme BelecTsa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as

calculated for Mometasone Furoate 50.00 mcg

1 no3a CIIpEA COACPIKUT: ﬂeﬁCTBymmee BelecTBo: MomeTazoHa (bypoaTa MoOHOrugpar

51,72 mxr B iepecyere Ha MomerasoHa ¢ypoar 50,00 Mxr

Strength / lo3upoBka 50 mcg/dose / 50 mxr/mo3a Date of Mfg. / Jlara 01/2026
MPOU3BOJCTBA
Dosage form / Metered-dvose nasal sprayf Crpeit Date of Exp. / Toaen 10 12/2027
JlekapcTBeHHas popma Ha3aJIbHBIHN 103MPOBaHHBIN
Product code / Kox npoaykra SRU0300071260401EJ Date of release / lata BbInycka 29.01.2026
Batch No. / Cepusi Ne 12260058A Qty. Released / 64,480 BOT/
KosinyecTBO BBINYIIEHO (raKoHOB
Batch size / Pasmep cepun 69,444 BOT / dakoHos Mig.License No. / Jlumemsust ua |\ \ip; /83
MPOM3BOJACTBO (HOMep)
Inspection Lot NOL/ 040000643293 Mfg. License Date / JIuuen3usi Ha 30/04/2020
PerncrpannoHHsblii HOMep aHAJIH3a TPOM3BOJCTBO (1aTa)
GMP Compliance certificate Date
Package size / YnakoBka 60 Doses / 60 no3 / 18/06/2020
GMP ceprudukar (nata)
. GMP Compliance certificate No./ | GMP-
Market / Peinox Russia / Poccust GMP cepruduiar (nomep) 01556/20/IN
Reference Specification No. /
Cneuuduxanus roroBoro SPC-CC-075514 Reference STP No. / CITA Ne STP-CC-043443
npoaykTa Ne
API name / Hanmenosanne AdC | Mometasone Furoate Monohydrate/ |\ oy g (o No / ADC cepust N | MEM-25404(IM-
Mowmera3oHa ¢ypoara MOHOTHAPAT 01)-001
Manufactured by / Ilpon3Boaurtens | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6e Jlumuren, Uunus
Ne | TESTS / HOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJIbTATBI

9. | Pump delivery /
Macca 103b1

Individual dose mass: from 85% to 115% of the
theoretical dose mass /

WupuBuayansHas Macca 103bl: 0T 85 % mo 115 %
OT TEOPETUYECKON MaccChl JJO3bI;

Average mass of the dose: from 90% to 110% of
the theoretical mass of the dose /

Cpennsist Macca 103bl: oT 90 % 1o 110 % ot
TEOPETUUECKOM MacChl 03B

Minimum / Munanmym: 94.7%
Maximum / Makcumym:106.7%
Average / Cpemnee: 104%

10. | Particle size /
Pa3zmep yacTun

Particles < 10pm in size: Not less than 90%
Yacrun pasmepoMm < 10 mxm — He MeHee 90 %;

Particles < 30pum in size: 100%
Yactun pazmepom < 30 mxm — 100 %

Particles > 30pm in size: Should be absent
YacTuusl pa3mepom > 30 MKM — JOJKHBI
OTCYTCTBOBATH

100% / 100%
100% / 100%

Absent / OTcyTCcTBYIOT

Prepared By / IloaroroBuJ Checked By / [IpoBepu Approved By / Onoopua
Signature / Atul Kumar Arun Patyal Onkar Mall
Hoanuce m
03 Feb 2026 08:56:54 1ST 03 Feb 2026 10:23:58 IST 03 Feb 2026 12:00:131ST
Date / laTa
REASON: Prepared By REASON: Checked By REASON: Approved By
5c9bd63f-5159-4d1d-819f-f699447b9F27 8185c2c-ae86-4590-9d65-3d03424bcall 0283dc3c-e8ca-46f7-89d6-ae255bc67173
Name / ®UO Atul Kumar Arun Patyal Onkar Mall
Designation / . .
JI0LKHOCTE Senior Officer- QA Senior Officer- QA Asst. Manager- QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

Page 50f9/Crp.5m39

Name of Product /
HanmeHoBaHue NpoAyKIMHI

MOMAT RINO
MOMAT PMHO

Generic name /
HenmaTeHTOBaHHOE HAMMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mowmera3oHa cipel HazaJbHBIH 103upoBaHHBIN 50 MKI/m03a

Active Ingredients /
JelicTBylo1mme BelecTsa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as

calculated for Mometasone Furoate 50.00 mcg

1 no3a CIIpEA COACPIKUT: ﬂeﬁCTBymmee BelecTBo: MomeTazoHa (bypoaTa MoOHOrugpar

51,72 mxr B iepecyere Ha MomerasoHa ¢ypoar 50,00 Mxr

Strength / lo3upoBka 50 mcg/dose / 50 mxr/mo3a Date of Mfg. / Jlara 01/2026
MPOU3BOJCTBA
Dosage form / Metered-dvose nasal sprayf Crpeit Date of Exp. / Toaen 10 12/2027
JlekapcTBeHHas popma Ha3aJIbHBIN 103MPOBaHHBIN
Product code / Kox npoaykra SRU0300071260401EJ Date of release / lata BbInycka 29.01.2026
Batch No. / Cepusi Ne 12260058A Qty. Released / 64,480 BOT/
KoanyecTBo BhINyIeHo (raKoHOB
Batch size / Pasmep cepun 69,444 BOT / dakoHos Mig.License No. / Jlumemsust ua |\ \ip; /83
MPOM3BOJACTBO (HOMep)
Inspection Lot NOL/ 040000643293 Mfg. License Date / JIuuen3usi Ha 30/04/2020
PerncrpannoHHsblii HOMep aHAJIH3a TPOM3BOJCTBO (1aTa)
GMP Compliance certificate Date
Package size / YnakoBka 60 Doses / 60 no3 / 18/06/2020
GMP ceprudukar (nata)
. GMP Compliance certificate No./ | GMP-
Market / Peinox Russia / Poccust GMP cepruduiar (nomep) 01556/20/IN
Reference Specification No. /
Cneuuduxanus roroBoro SPC-CC-075514 Reference STP No. / CITA Ne STP-CC-043443
npoaykTa Ne
API name / Hauvenosanne AGC | Mometasone Furoate Monohydrate/ |y o povop No / ADC cepun o | MEM-25404(M-
Mowmera3oHa ¢ypoara MOHOTHAPAT 01)-001

Manufactured by / [IpousBoaurtenn

Aarti Pharmalabs Limited, India/ Aaptu ®apmanadc Jlumuten, Muans

Ne | TESTS/IIOKA3ATEJIA LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJBbTATHI
11. | Sedimentation Stability / Not less than 5 min / He menee 5 muH. Complies /
CeauMeHTAIlHOHHAS CooTBeTcTBYyET
YCTOIYMBOCTH
12. | Impurities / lIpumecu
Impurity 8 DM / Not more than 0.15 % / He 6omee 0,15 % Below LOQ / Hmwke LOQ
ITpumecu § DM
Impurity DMC / Not more than 0.15 % / He 6omnee 0,15 % Below LOQ / Hmwke LOQ
ITpumecu DMC
I . Not more than 0.20 % / He 6omee 0,20 % 0.02%/ 0,02%
mpurity D/
IIpumecu D
Any individual unspecified | Not more than 0.20 % / He 6onee 0,20 % 0.04%/ 0,04%

impurity / EnquauaHO R
HEeWIECHTH(OUIIMPOBAaHHON
TIPUMECH

Total impurities /
CymMEI iprMeceit

Not more than 0.60 % / He 6onee 0,60 %

0.18%/0,18%

Prepared By / IloaroroBuJ Checked By / [IpoBepu Approved By / Onoopua
Signature / Atul Kumar Arun Patyal Onkar Mall
Hoanuce m
03 Feb 2026 08:56:54 1ST 03 Feb 2026 10:23:58 IST 03 Feb 2026 12:00:131ST
Date / laTa
REASON: Prepared By REASON: Checked By REASON: Approved By
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Designation / . .
JI0LKHOCTE Senior Officer- QA Senior Officer- QA Asst. Manager- QA
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Name of Product /
HanmeHoBaHue NpoAyKIMHI

MOMAT RINO
MOMAT PMHO

Generic name /
HenmaTeHTOBaHHOE HAMMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mowmera3oHa cipel HazaJbHBIH 103upoBaHHBIN 50 MKI/m03a

Active Ingredients /
JelicTBylo1mme BelecTsa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as

calculated for Mometasone Furoate 50.00 mcg

1 no3a CIIpEA COACPIKUT: ﬂeﬁCTBymmee BelecTBo: MomeTazoHa (bypoaTa MoOHOrugpar

51,72 mxr B iepecyere Ha MomerasoHa ¢ypoar 50,00 Mxr

and Uniformity of
Delivered Dose / Cpeauss
JaocTaBJisieMast 103a U
OTHOPOJAHOCThH
J0CTaBJIsIeMOM 103bI

Strength / lo3upoBka 50 mcg/dose / 50 mxr/mo3a Date of Mfg. / Jlara 01/2026
MPOU3BOJCTBA
Dosage form / Metered-dvose nasal sprayf Crpeit Date of Exp. / Toaen 10 12/2027
JlekapcTBeHHas popma Ha3aJIbHBIHN 103MPOBaHHBIN
Product code / Kox npoaykra SRU0300071260401EJ Date of release / lata BbInycka 29.01.2026
Batch No. / Cepusi Ne 12260058A Qty. Released / 64,480 BOT/
KoanyecTBo BhINyIeHo (raKoHOB
Batch size / Pasmep cepun 69,444 BOT / dakoHos Mig.License No. / Jlumemsust ua |\ \ip; /83
MPOM3BOJACTBO (HOMep)
Inspection Lot NOL/ 040000643293 Mfg. License Date / JIuuen3usi Ha 30/04/2020
PerncrpannoHHsblii HOMep aHAJIH3a TPOM3BOJCTBO (1aTa)
GMP Compliance certificate Date
Package size / YnakoBka 60 Doses / 60 no3 / 18/06/2020
GMP ceprudukar (nata)
. GMP Compliance certificate No./ | GMP-
Market / Peinox Russia / Poccust GMP cepruduiar (nomep) 01556/20/IN
Reference Specification No. /
Cneuuduxanus roroBoro SPC-CC-075514 Reference STP No. / CITA Ne STP-CC-043443
npoaykTa Ne
API name / Hanmenosanne AdC | Mometasone Furoate Monohydrate/ |\ oy g (o No / ADC cepust N | MEM-25404(IM-
Mowmera3oHa ¢ypoara MOHOTHAPAT 01)-001
Manufactured by / Ilpon3Boaurtens | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6e Jlumuren, Uunus
Ne | TESTS / HOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJIbTATBI
13. | Average Delivered Dose Not more than 2 of 20 doses (10 initial doses and 10 final doses Beg / Hauauo:

from 10 vials) can deviate more than = 20% from the average
value and not any dose can deviate more than + 25% from the
average value. The mean should not exceed + 15 % of label
claim

If 3 to 6 doses deviate more than + 20% but not more than +
25%, test another 20 vials.

Not more than 6 of 60 doses can deviate more than + 20 % from
the average value, and not any dose can deviate more than
+ 25% from the average value. The mean of each determination
should not exceed + 15 % of label claim.

He 6onee 2 n3 20 103 (10 HaganbHBIX 103 U 10 KOHEYHBIX [103)
MOTYT HUMETh OTKJIOHEHHE OT CPEIOHEro 3HaueHus Ooiee deMm
+20%, U HA OJHA JI03a HE JO/DKHA HMMETh OTKIOHCHHE OT
cpenHero 3HaueHusi Oonee yeM * 25 %. CpenHee 3HayeHHE HE
JIOJDKHO TIpeBBIMATh + 15 % 0T 3asBIeHHOTO.

Ecaun ot 3 10 6 103 UMEOT OTKIOHEHHs Oojee dyeM + 20 %, Ho
MeHee 4eM * 25 %, To ucnbIThIBatoT cieaytomne 20 GaakoHoB.
He Gonee 6 u3 60 103 MOTYT UMETh OTKJIIOHEHHE OT CPEIHETO
3HaveHus Oosee yeM + 20 %, U HU OJHA 7032 HE JOKHA UMETh
OTKJIOHEHHE OT CPeIHero 3HaueHus Ooinee ueM + 25 %. Cpennee
3HAYCHHE KKIOTO OMPE/CICHHUs He TODKHO mpeBbImarh + 15 %
OT 3asIBJICHHOTO.

Minimum / Munumym: 97%
Maximum / Makcumym: 102%
Mean / Cpemnee:100%

END / Konen:

Minimum / Munrumym: 94%
Maximum / Makcumym: 102%
Mean / Cpennee: 100%

Prepared By / IloaroroBuj Checked By / IIpoBepna Approved By / Ogoopua
Signature / Atul Kumar Arun Patyal Onkar Mall
Hoanuce m
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5c9bd63f-5159-4d1d-819f-f699447b9F27 8185c2c-ae86-4590-9d65-3d03424bcall 0283dc3c-e8ca-46f7-89d6-ae255bc67173
Name / ®UO Atul Kumar Arun Patyal Onkar Mall
Designation / . .
JI0LKHOCTE Senior Officer- QA Senior Officer- QA Asst. Manager- QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

Page 70f9/Crp. 7u39

Name of Product /
HanmeHoBaHue NpoAyKIMHI

MOMAT RINO
MOMAT PMHO

Generic name /
HenmaTeHTOBaHHOE HAMMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mowmera3oHa cipel HazaJbHBIH 103upoBaHHBIN 50 MKI/m03a

Active Ingredients /
JelicTBylo1mme BelecTsa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.
1 mo3a crpest coliepKUT: NelcTByIoIee BemecTBO: Momera3oHa ¢gypoata MOHOTHAPAT

00 mcg

51,72 mxr B iepecyere Ha MomerasoHa ¢ypoar 50,00 Mxr

Strength / lo3upoBka 50 mcg/dose / 50 mxr/mo3a Date of Mfg. / Jlara 01/2026
MPOU3BOJCTBA
Dosage form / Metered-dvose nasal sprayf Crpeit Date of Exp. / Toaen 10 12/2027
JlekapcTBeHHas popma Ha3aJIbHBIHN 103MPOBaHHBIN
Product code / Kox npoaykra SRU0300071260401EJ Date of release / lata BbInycka 29.01.2026
Batch No. / Cepusi Ne 12260058A Qty. Released / 64,480 BOT/
KoanyecTBo BhINyIeHo (raKoHOB
Batch size / Pasmep cepun 69,444 BOT / dakoHos Mig.License No. / Jlumemsust ua |\ \ip; /83
MPOM3BOJACTBO (HOMep)
Inspection Lot NOL/ 040000643293 Mfg. License Date / JIuuen3usi Ha 30/04/2020
PerncrpannoHHsblii HOMep aHAJIH3a TPOM3BOJCTBO (1aTa)
GMP Compliance certificate Date
Package size / YnakoBka 60 Doses / 60 no3 / 18/06/2020
GMP ceprudukar (nata)
. GMP Compliance certificate No./ | GMP-
Market / Peinox Russia / Poccust GMP cepruduiar (nomep) 01556/20/IN
Reference Specification No. /
Cneuuduxanus roroBoro SPC-CC-075514 Reference STP No. / CITA Ne STP-CC-043443
npoaykTa Ne
API name / Hauvenosanne AGC | Mometasone Furoate Monohydrate/ |y o povop No / ADC cepun o | MEM-25404(M-
Mowmera3oHa ¢ypoara MOHOTHAPAT 01)-001

Manufactured by / [IpousBoaurtenn

Aarti Pharmalabs Limited, India/ Aaptu ®apmanadc Jlumuten, Muans

Ne | TESTS/IOKA3ATEJIN LIMITS / TPEBOBAHMUS OBSERVATIONS /
PE3YJIbTATBI
14 | Microbiological Purity / MukpoOuosioruyeckasi YucToTa
Total aerobic microbial Not more than 10% cfu per 1ml of the product / He Less than 10 cfu/ml/
count / Obmee uucio Gonee 10? KOE B 1 mut npenapara Menee 10 KOE/mn
a’pOOHBIX
MHKPOOPTaHH3MOB
Total yeast and moulds Not more than 10! cfu per 1 ml of the product/ He | Less than 10 cfu/ml/
count / Obmiee gmcio 6onee 10! KOE B 1 Mit npenapara Mesnee 10 KOE/mMn
JPOXKIKEBBIX H IJIECHEBBIX
rpudoB
Pseudomonas aeruginosa Absence per 1 ml of the product / OtrcyrcrBue B 1 Absent / OtcyTcTBYyeT
MII [IpenapaTa
Staphylococcus aureus Absence per 1 ml of the product / OtrcyTcrBue B 1 Absent / OtcyTcTBYyeET
MII IIpernapara
15. | Assay / KonnuyecTBeHHOe onpeaeseHne
a) Mometasone Furoate / From 85,0 % to 115,0 % of the labeled content / Ot | 103.8% / 103,8%
Mowmerasona dypoar 85,0 % 1o 115,0 % ot 3asiBJIeHHOr0 COAEpIKaHMsI

Prepared By / IloaroroBuJ Checked By / [IpoBepu Approved By / Onoopua
Signature / Atul Kumar Arun Patyal Onkar Mall
Hoanuce m
03 Feb 2026 08:56:54 1ST 03 Feb 2026 10:23:59 IST 03 Feb 2026 12:00:131ST
Date / laTa
REASON: Prepared By REASON: Checked By REASON: Approved By
5c9bd63f-5159-4d1d-819f-f699447b9F27 8185c2c-ae86-4590-9d65-3d03424bcall 0283dc3c-e8ca-46f7-89d6-ae255bc67173
Name / ®UO Atul Kumar Arun Patyal Onkar Mall
Designation / . .
JI0LKHOCTE Senior Officer- QA Senior Officer- QA Asst. Manager- QA
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Name of Product /
HanmeHoBaHue NpoAyKIMHI

MOMAT RINO
MOMAT PMHO

Generic name /
HenmaTeHTOBaHHOE HAMMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mowmera3oHa cipel HazaJbHBIH 103upoBaHHBIN 50 MKI/m03a

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg

1 1o3a cripest COEPIKUT: ACHCTBYIOLIEE BelecTBo: MomeTazoHa (ypoaTa MOHOTUIpAT

51,72 mxr B iepecyere Ha MomerasoHa ¢ypoar 50,00 Mxr

Active Ingredients /
JelicTBylo1mme BelecTsa

Strength / lo3upoBka 50 mcg/dose / 50 mxr/mo3a Date of Mfg. / Jlara 01/2026
MPOU3BOJCTBA
Dosage form / Metered-dvose nasal sprayf Crpeit Date of Exp. / Toaen 10 12/2027
JlekapcTBeHHas popma Ha3aJIbHBIN 103MPOBaHHBIN
Product code / Kox npoaykra SRU0300071260401EJ Date of release / lata BbInycka 29.01.2026
Batch No. / Cepusi Ne 12260058A Qty. Released / 64,480 BOT/
KoanyecTBo BhINyIeHo (raKoHOB
Batch size / Pasmep cepun 69,444 BOT / dakoHos Mig.License No. / Jlumemsust ua |\ \ip; /83
MPOM3BOJACTBO (HOMep)
Inspection Lot NOL/ 040000643293 Mfg. License Date / JIuuen3usi Ha 30/04/2020
PerncrpannoHHsblii HOMep aHAJIH3a TPOM3BOJCTBO (1aTa)
GMP Compliance certificate Date
Package size / YnakoBka 60 Doses / 60 no3 / 18/06/2020
GMP ceprudukar (nata)
. GMP Compliance certificate No./ | GMP-
Market / Peinox Russia / Poccust GMP cepruduiar (nomep) 01556/20/IN
Reference Specification No. /
Cneuuduxanus roroBoro SPC-CC-075514 Reference STP No. / CITA Ne STP-CC-043443
npoaykTa Ne
API name / Hanmenosanne AdC | Mometasone Furoate Monohydrate/ |\ oy g (o No / ADC cepust N | MEM-25404(IM-
Mowmera3oHa ¢ypoara MOHOTHAPAT 01)-001
Manufactured by / Ilpon3Boaurtens | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6e Jlumuren, Uunus
Ne | TESTS / HOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJIbTATBI

b) Benzalkonium chloride /
benzankonus xyopug

From 80,0 % to 120,0 % of the labeled content / Ot
80,0 % 10 120,0 % OT 3asiBIEHHOTO COACPIKAHHMSI

93.7% /93, 7%

16. | Package Size / YnakoBka | 60 doses of suspension in a high density polyethylene vial with a dosing device and a
high density polyethylene cap. 1 vial and patient information leaflet in a carton pack. /
I[lo 60 o3 cycneH3un BO (JIAKOHE W3 TOJHITHICHA BBICOKOW IUIOTHOCTH C
JIO3UPYIONINUM YCTPOMCTBOM U KOJAUYKOM U3 MOJUATUIIEHA BBICOKOH uioTHOCTH. [0 1

(bHaKOHy BMCCTC C HHCprKHPIeﬁ 110 MCAUIIMHCKOMY MPHUMCHCHUIO B IMAYKE KapTOHHOﬁ.

Any deviation/Incident/OOS: IN/I1101/2026/0015
Otkiaonenusi/necoorsercTeust/O0C: IN/1101/2026/0015

Declaration of certification: “I hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured including packaging and quality control at the abovementioned site in full compliance with the GMP
requirements of the local Regulatory Authority and with the normative document no. JIIT-Ne(001710)-(PI'-RU)-230123 in
market Authorization of Russia and submitted specification no. SPC-CC-075514. The batch processing, packaging and
analysis reviewed and found to be in compliance with GMP.”

3akJIl0ueHHe O COOTBETCTBMHM: HACTOSIIMM HOATBEPXKIAI0, YTO IIPEICTaBICHHAs BbllIe WH(OpPMALMS SIBISIETCS
JOCTOBEpHO# M TouHOW. [laHHasi cepus ObLTIa MpOM3BEICHA (BKIIIOYAsl yMAKOBKY/MAapKUPOBKY M KOHTPONIb Ka4yecTBa) Ha
yKa3aHHOM BBIIIC MPOW3BOACTBEHHON IUIOMIAJIKE B TMOJHOM COOTBETCTBUM ¢ TpeboBanmsmu Hamnexarueit
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Name of Product /
HanmeHoBaHue NpoAyKIMHI

MOMAT RINO
MOMAT PMHO

Generic name /
HenmaTeHTOBaHHOE HAMMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mowmera3oHa cipel HazaJbHBIH 103upoBaHHBIN 50 MKI/m03a

Active Ingredients /
JelicTBylo1mme BelecTsa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
1 1o3a cripest COEPIKUT: ACHCTBYIOLIEE BelecTBo: MomeTazoHa (ypoaTa MOHOTUIpAT
51,72 mxr B iepecyere Ha MomerasoHa ¢ypoar 50,00 Mxr

Strength / lo3upoBka 50 mcg/dose / 50 mxr/mo3a Date of Mfg. / Jlara 01/2026
MPOU3BOJCTBA
Dosage form / Metered-dvose nasal sprayf Crpeit Date of Exp. / Toaen 10 12/2027
JlekapcTBeHHas popma Ha3aJIbHBIN 103MPOBaHHBIN
Product code / Kox npoaykra SRU0300071260401EJ Date of release / lata BbInycka 29.01.2026
Batch No. / Cepusi Ne 12260058A Qty. Released / 64,480 BOT/
KoanyecTBo BhINyIeHo (raKoHOB
Batch size / Pasmep cepun 69,444 BOT / dakoHos Mig.License No. / Jlumemsust ua |\ \ip; /83
MPOM3BOJACTBO (HOMep)
Inspection Lot NOL/ 040000643293 Mfg. License Date / JIuuen3usi Ha 30/04/2020
PerncrpannoHHsblii HOMep aHAJIH3a TPOM3BOJCTBO (1aTa)
GMP Compliance certificate Date
Package size / YnakoBka 60 Doses / 60 no3 / 18/06/2020
GMP ceprudukar (nata)
. GMP Compliance certificate No./ | GMP-
Market / Peinox Russia / Poccust GMP cepruduiar (nomep) 01556/20/IN
Reference Specification No. /
Cneuuduxanus roroBoro SPC-CC-075514 Reference STP No. / CITA Ne STP-CC-043443
npoaykTa Ne
API name / Hauvenosanne AGC | Mometasone Furoate Monohydrate/ |y o povop No / ADC cepun o | MEM-25404(M-
Mowmera3oHa ¢ypoara MOHOTHAPAT 01)-001

Manufactured by / [IpousBoaurtenn

Aarti Pharmalabs Limited, India/ Aaptu ®apmanadc Jlumuten, Muans

IIpousBoacteennoii [Ipaxtuku (GMP) moKalbHBIX PETyISTOPHBIX OPTaHOB U TPeOOBAaHMAMU HOPMAaTHUBHOHN TOKYMEHTALUU
JITT-Ne(001710)-(PT-RU)-230123 mist peika Poccuu u yrBepkaeHHO# crerudukanueii Ne SPC-CC-075514. TIpoTokoJisl
NPOU3BOJICTBA, YIAKOBKH U TI0KA3aTeIM KauecTBa JaHHOW CEepUM ObUIM MTPOAHATU3MPOBAHbI U CICTIaHO 3aKIIOUSHUE, YTO OHH
COOTBETCTBYIOT TpeboBanusM Hamnexareit [IponsBoacreenHoit [Tpaktiku (GMP).

Prepared By / Iloaroroua

Checked By / IIpoBepua

Approved By / Ono6pua

Signature /
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;4 p Arun Patyal
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