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CEPTUO®UKAT AHAJIN3A I'OTOBOI'O IIPOAYKTA

Page10f9/Crp.1u39

Name of Product /
HaumeHoBaHHe MPOAYKIMH

MOMAT RINO
MOMAT PUHO

Generic name /
Hena'rel-rrosal-moe HaAauMEHOBaHUue

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mowmera3oHa crpeii HazaIbHbIH 103upoBanHbli 50 MKI/103a

Active Ingredients /
JleiicTBylo1Me BellecTBa

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

calculated for Mometasone Furoate 50.00 mcg

1 03a cpest COAEPKUT: IEHCTBYIONIEE BEIIECTBO: MoMeTa3oHa (yypoara MOHOTHApPAT

51,72 mxr B nepecuere Ha Momeraszona ¢ypoar 50,00 Mxr

Strength / lo3upoBka 50 mcg/dose / 50 Mkr/no3a Date of Mfg. / lara 09/2025
NpPOH3BOACTBA
Dosage form / Metered-df)se nasal spray f Crnpeit Date of Exp. / Tonen 10 08/2027
JlekapcTBeHHasi popma Ha3aJIbHbII 103UPOBAHHBII
Product code / Koa npoaykra SRU0300071260401EJ Date of release / /laTta Bbinycka 27.09.2025
Batch No. / Cepust Ne 12251221A Qty. Released / 64,580 BOT /
KoanyecTBo BbINyIeHO (hnakoHOB
Batch size / Pazmep cepun 69,444 BOT / ¢pnaxoHOB Mfg.License No. / JInuensus na MNB/10/832
NPOM3BOACTBO (HOMep)
Inspection Lot No.“/ 040000620234 Mfg. License Date / JInuensusi Ha 30/04/2020
PerucrpaunoHHblii HOMep aHAJU3a NMpoU3BOACTBO (1aTa)
GMP Compliance certificate Date
Package size / YnakoBka 60 Doses / 60 103 / 18/06/2020
GMP ceprudukar (nata)
. GMP Compliance certificate No./ | GMP-
Market / Poitox Russia /'Poccus GMP ceprudukat (Homep) 01556/20/IN
Reference Specification No. /
Cneuuduxanms roroBoro SPC-CC-075514 Reference STP No. / CIIN Ne STP-CC-043443
npoaykra Ne
API name / Haumenosanue A®C Mometasone Furoate Monohydrate/ |\ oy . op No / ADC cepusi Ne MFM-24416(JM-
Mowmera3ona (ypoara MOHOTHAPAT 01)-001
Manufactured by / IIponseoaurtesas | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6e Jlumuren, Unnus
Ne | TESTS /ITOKA3ATEJIN LIMITS / TPEBOBAHUSI 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. /
Ot Oenoro pno moutn Oenoro uBeta ot | [loutn 6ernoro LBETa
MOJIYIIPO3PAvYHON O HEMPO3payHOl KOHCUCTEHUMHU | HENMPO3PAYHOH  KOHCUCTEHLUHU

rycras CyCleH3Hs.

rycTasi CyCNEeH3Hsl.

2. Identification / UngenTudukauus

a) Mometasone Furoate /

MomeTta3oHa ¢gypoat

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). / Bpems ynep:KuBaHHS OCHOBHOTO MHUKa
Ha XpoMaTorpaMMe HCIBITYEMOTO  pacTBopa
JOJDKHO COOTBETCTBOBATh BPEMEHM YIEPIKUBAHUS

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
YAEpKUBaHUS OCHOBHOTO IHKa

OCHOBHOI'O MMKa Ha XpoMaTorpaMme CTaHIApTHOro | Ha XpoMarorpaMmme
pactBopa (cm. pasnen «KonnyecTBeHHOE | UCTILITYEMOTO pacTtBopa
OTpEIICTIEHUE ). COOTBETCTBYET BpPEMEHU
YIEep)KUBaHUS OCHOBHOTO ITUKA
Ha XpoMarorpaMmme
CTaHIApPTHOTO PacTBOpa.
Prepared By / IloaroroBu Checked By / IIpoepua Approved By / Ono6pua
Signature / ”M % Atul Kumar ’4 p [j leArun Patyal 0 é Onkar Mall
ggile"/“ﬁ:m 110ct 2025 11:19:35 IST m 11 0ct 2025 11:22:38 IST 11.0ct 2025 13:02:03 IST
REASON: Prepared By REASON: Checked By REASON: Approved By
5c9bd63f-5159-4d1d-819f-f699447b9f27 c8185c2c-ae86-4590-9d65-3d03424bcall 0283dc3c-e8ca-46f7-89d6-ae255bc67173
Name / ®UO Atul Kumar Arun Patyal Onkar Mall
Designation / Senior Officer- QA Senior Officer- QA Asst. Manager- QA
JlonHoCTh
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Name of Product /
HaumeHoBaHHe MPOAYKIMH

MOMAT RINO
MOMAT PUHO

Generic name /
Hena'rel-rrosal-moe HaAauMEHOBaHUue

Mometasone Metered-dose Nasal Spray 50 mcg/dose

Mowmera3oHa crpeii HazaIbHbIH 103upoBanHbli 50 MKI/103a

Active Ingredients /
JleiicTBylo1Me BellecTBa

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

calculated for Mometasone Furoate 50.00 mcg

1 03a cpest COAEPKUT: IEHCTBYIONIEE BEIIECTBO: MoMeTa3oHa (yypoara MOHOTHApPAT

51,72 mxr B nepecuere Ha Momeraszona ¢ypoar 50,00 Mxr

Strength / lo3upoBka 50 mcg/dose / 50 Mkr/no3a Date of Mfg. / lara 09/2025
NpOU3BOACTBA
Dosage form / Metered-df)se nasal spray f Cripeit Date of Exp. / Tonen 10 08/2027
JlexapcTBeHHasi popma Ha3aJIbHBII 103MPOBAHHBIN
Product code / Koa npoaykra SRU0300071260401EJ Date of release / /laTta Bbinycka 27.09.2025
Batch No. / Cepust Ne 12251221A Qty. Released / 64,580 BOT/
KoanyecTBo BbINyIeHO (hnakoHOB
Batch size / Pazmep cepun 69,444 BOT / ¢pnaxoHOB Mfg.License No. / JInuensus na MNB/10/832
NPOM3BOACTBO (HOMep)
Inspection Lot No.“/ 040000620234 Mfg. License Date / JInuensusi Ha 30/04/2020
PerucrpaunoHHblii HOMep aHAJU3a NMpoU3BOACTBO (1aTa)
GMP Compliance certificate Date
Package size / YnakoBka 60 Doses / 60 103 / 18/06/2020
GMP ceprudukar (nata)
. GMP Compliance certificate No./ | GMP-
Market / Poitox Russia /'Poccus GMP ceprudukat (Homep) 01556/20/IN
Reference Specification No. /
Cneuuduxanms roroBoro SPC-CC-075514 Reference STP No. / CIIN Ne STP-CC-043443
npoaykra Ne
API name / Haumenosanue A®C Mometasone Furoate Monohydrate/ |\ oy . op No / ADC cepusi Ne MFM-24416(JM-
Mowmera3oHa (pypoara MOHOTHAPAT 01)-001
Manufactured by / IIponseoaurtesas | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6e Jlumuren, Unnus
Ne | TESTS /ITOKA3ATEJIN LIMITS / TPEBOBAHUSI OBSERVATIONS /
PE3YJIBTATBI
b) Benzalkonium chloride | The chromatogram of the sample solution should | The chromatogram of the
/ Ben3ajqkoHus xaopua | 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
UCTIBITYEMOTO pacTBOpa NOJDKHBI OOHapyxkuBaThes | Cis in the chromatogram of the
MTUKH, o BpeMeHaM yaepxxuBanus | standard  solution. /  Ha
COOTBETCTBYIOILME MMKaM FOMOJIOTOB OEH3aJIKOHUS | XpOMaTOrpaMMe HCIBITYEMOro
xmopuga Cpp um Ci4 Ha XpomaTorpammMe | pacTtBopa 00OHapy KUBaIOTCA
CTaHAAPTHOrO pacTBopa (cMm. paszen | MUk, 1o BpeMEHaM
«KonuyecTBeHHOE OMpenesieHue ). YAEPKUBAHUA
COOTBETCTBYIOLLME NUKaMm
TOMOJIOTOB OeH3aTKOHMS
xnmopuga Cip mw Cis4 Ha
XpoMarorpaMme CTaHIapTHOTO
pacTBopa.
3. |pH From 4.30 to0 4.90 / Ot 4,30 mo 4,90 4.643 /4,643
4. | Density / [lmoTHOCTB From 0.950 to 1.050 g/cm? / 1.006 g/cm?/ 1,006 r /cm®
Ot 0,950 no 1,050 r/cm?
Prepared By / IloaroroBu Checked By / IIpoepua Approved By / Ono6pua
Signature / Atul Kumar p Arun Patyal 0 Onkar Mall
Hoanuce W 29
110ct 2025 11:19:35 IST 110ct 2025 11:22:38 IST 11 Oct 2025 13:02:03 IST
Date / laTa
REASON: Prepared By REASON: Checked By REASON: Approved By
5c9bd63f-5159-4d 1d-819f-f699447h9F27 €8185c2¢-2e86-4590-9d65-3d03424bcall 0283dc3c-e8ca-46f7-89d6-ae255bc67173
Name / ®UO Atul Kumar Arun Patyal Onkar Mall
Designation / . .
JloKHOCTD Senior Officer- QA Senior Officer- QA Asst. Manager- QA

FCM/QA054/08.00

DocUUID : d5f33388-490f-4d6e-826c-e9fc6380bae8
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Name of Product /
HaumeHoBaHHe MPOAYKIMH

MOMAT RINO
MOMAT PUHO

Generic name /
Hena'rel-rrosal-moe HaAauMEHOBaHUue

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mowmera3oHa crpeii HazaIbHbIH 103upoBanHbli 50 MKI/103a

Active Ingredients /
JleiicTBylo1Me BellecTBa

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

calculated for Mometasone Furoate 50.00 mcg

1 03a cpest COAEPKUT: IEHCTBYIONIEE BEIIECTBO: MoMeTa3oHa (yypoara MOHOTHApPAT

51,72 mxr B nepecuere Ha Momeraszona ¢ypoar 50,00 Mxr

Strength / lo3upoBka 50 mcg/dose / 50 Mkr/no3a Date of Mfg. / lara 09/2025
NpPOH3BOACTBA
Dosage form / Metered-df)se nasal spray f Cripeit Date of Exp. / Tonen 10 08/2027
JlekapcTBeHHasi popma Ha3aJIbHbII 103UPOBAHHBII
Product code / Koa npoaykra SRU0300071260401EJ Date of release / /laTta Bbinycka 27.09.2025
Batch No. / Cepust Ne 12251221A Qty. Released / 64,580 BOT/
KoanyecTBo BbINyIeHO (hnakoHOB
Batch size / Pazmep cepun 69,444 BOT / ¢pnaxoHOB Mfg.License No. / JInuensus na MNB/10/832
NPOM3BOACTBO (HOMep)
Inspection Lot No.“/ 040000620234 Mfg. License Date / JInuensusi Ha 30/04/2020
PerucrpaunoHHblii HOMep aHAJU3a NMpoU3BOACTBO (1aTa)
GMP Compliance certificate Date
Package size / YnakoBka 60 Doses / 60 103 / 18/06/2020
GMP ceprudukar (nata)
. GMP Compliance certificate No./ | GMP-
Market / Poitox Russia /'Poccus GMP ceprudukat (Homep) 01556/20/IN
Reference Specification No. /
Cneuuduxanms roroBoro SPC-CC-075514 Reference STP No. / CIIN Ne STP-CC-043443
npoaykra Ne
API name / Haumenosanue A®C Mometasone Furoate Monohydrate/ |\ oy . op No / ADC cepusi Ne MFM-24416(JM-
Mowmera3ona (ypoara MOHOTHAPAT 01)-001

Manufactured by / IlpousBoauTenns

Aarti Pharmalabs Limited, India/ Aaptu ®apmanade Jinmuten, Unans

Ne | TESTS /ITOKA3ATEJIN LIMITS / TPEBOBAHUSI OBSERVATIONS /
PE3YJIBTATHI
5. | Viscosity / Bsa3kocTb From 30 to 130 cPs / Ot 30 mo 130 cII3 40.70 cPs / 40,70 cIl3

6. | Osmolality / From 250 to 350 mOsm/Kg 293 mOsm/Kg
OcMOISTILHOCTE Ot 250 mo 350 MOcm/kr 293 MOcMm/kT
7. | Net content / Macca Not less than 9 g / He menee 9 r 92g/92r
€oAep:KkUMOro iaKkoHa
8. | Number of deliveries per Not less than 60 doses (discard the first pumping) / | 79 doses / 79 no3
container / KosnuecTBo He menee 60 103 (He cuuTasi NEpBUYHYIO
103 MPOKAYKY)
Prepared By / IloaroroBu Checked By / IIpoepua Approved By / Ono6pua

Signature / ”M % Atul Kumar ’4 p [j leArun Patyal om Onkar Mall
ggile“/“ﬁ:m 110ct 2025 11:19:35 IST m 110ct 2025 11:22:38IST 11.0ct 2025 13:02:03 IST
REASON: Prepared By REASON: Checked By REASON: Approved By
5c9bd63f-5159-4d 1d-819f-f699447h927 €8185¢2c-ae86-4590-9d65-3d03424bcall 0283dc3c-e8ca-46f7-89d6-ae255bc67173
Name / ®UO Atul Kumar Arun Patyal Onkar Mall

Designation /

JlonHoCTh

Senior Officer- QA

Senior Officer- QA

Asst. Manager- QA

FCM/QA054/08.00

DocUUID : d5f33388-490f-4d6e-826c-e9fc6380bae8
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Name of Product /
HaumeHoBaHHe MPOAYKIMH

MOMAT RINO
MOMAT PUHO

Generic name /
Hena'rel-rrosal-moe HaAauMEHOBaHUue

Mometasone Metered-dose Nasal Spray 50 mcg/dose

Mowmera3oHa crpeii HazaIbHbIH 103upoBanHbli 50 MKI/103a

Active Ingredients /
JleiicTBylo1Me BellecTBa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.
1 103a cripest COIEPsKHT: ASHCTBYIOIIEE BelecTBo: MomeTazoHa dypoara MOHOTHIpaT

00 mcg

51,72 mxr B nepecuere Ha Momeraszona ¢ypoar 50,00 Mxr

Strength / lo3upoBka 50 mcg/dose / 50 Mkr/no3a Date of Mfg. / lara 09/2025
NpPOH3BOACTBA
Dosage form / Metered-df)se nasal spray f Crnpeit Date of Exp. / Tonen 10 08/2027
JlekapcTBeHHasi popma Ha3aJIbHbII 103UPOBAHHBII
Product code / Koa npoaykra SRU0300071260401EJ Date of release / /laTta Bbinycka 27.09.2025
Batch No. / Cepust Ne 12251221A Qty. Released / 64,580 BOT /
KoanyecTBo BbINyIeHO (hnakoHOB
Batch size / Pazmep cepun 69,444 BOT / ¢pnaxoHOB Mfg.License No. / JInuensus na MNB/10/832
NPOM3BOACTBO (HOMep)
Inspection Lot No.“/ 040000620234 Mfg. License Date / JInuensusi Ha 30/04/2020
PerucrpaunoHHblii HOMep aHAJU3a NMpoU3BOACTBO (1aTa)
GMP Compliance certificate Date
Package size / YnakoBka 60 Doses / 60 103 / 18/06/2020
GMP ceprudukar (nata)
. GMP Compliance certificate No./ | GMP-
Market / Poitox Russia /'Poccus GMP ceprudukat (Homep) 01556/20/IN
Reference Specification No. /
Cneuuduxanms roroBoro SPC-CC-075514 Reference STP No. / CIIN Ne STP-CC-043443
npoaykra Ne
API name / Haumenosanue A®C Mometasone Furoate Monohydrate/ |\ oy . op No / ADC cepusi Ne MFM-24416(JM-
Mowmera3ona (ypoara MOHOTHAPAT 01)-001
Manufactured by / IIponseoaurtesas | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6e Jlumuren, Unnus
Ne | TESTS /ITOKA3ATEJIN LIMITS / TPEBOBAHUSI OBSERVATIONS /
PE3YJIBTATBI

9. | Pump delivery/
Macca 1035l

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

theoretical dose mass /

WHpvBuayansHas Macca 103bl: 0T 85 % no 115 %

OT TEOPETUYECKON MACCHI 103bI;

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

the theoretical mass of the dose /

Cpennsisa Macca 103bl: oT 90 % 1o 110 % ot

TeOpeTH‘IeCKOﬁ MaccChbl 103bI

Minimum / Muaumym: 93.8%
Maximum / Makcumym:106.0%
Average / Cpennee: 102.0%

10. | Particle size /

Pasmep yactun

Particles < 10pum in size: Not less

Yactun pasmepom < 10 mxm — He MeHee 90 %;

Particles < 30pm in size: 100%

Yactun pasmepom < 30 mxm — 100 %

Particles > 30pum in size: Should be absent
YacTtuusl pazMepoM > 30 MKM — JT0JKHBI

OTCYTCTBOBATb

than 90%

99.8% /99,8%
100% / 100%

Absent / OTCyTCTBYIOT

Prepared By / IloaroroBu Checked By / IIpoepua Approved By / Ono6pua
Signature / Atul Kumar p Arun Patyal 0 Onkar Mall
IMoanuce W 9.
11 0ct 2025 11:19:35 IST 110ct 2025 11:22:38 IST 11 Oct 2025 13:02:03 IST
Date / laTa
REASON: Prepared By REASON: Checked By REASON: Approved By
5c9bd63f-5159-4d1d-819f-f699447b9f27 €8185¢2c-ae86-4590-9d65-3d03424bcall 0283dc3c-e8ca-46f7-89d6-ae255bc67173
Name / ®UO Atul Kumar Arun Patyal Onkar Mall
Designation / . .
JloKHOCTD Senior Officer- QA Senior Officer- QA Asst. Manager- QA

FCM/QA054/08.00

DocUUID : d5f33388-490f-4d6e-826c-e9fc6380bae8
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Name of Product /
HaumeHoBaHHe MPOAYKIMH

MOMAT RINO
MOMAT PUHO

Generic name /
Hena'rel-rrosal-moe HaAauMEHOBaHUue

Mometasone Metered-dose Nasal Spray 50 mcg/dose

Mowmera3oHa crpeii HazaIbHbIH 103upoBanHbli 50 MKI/103a

Active Ingredients /
JleiicTBylo1Me BellecTBa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.
1 103a cripest COIEPsKHT: ASHCTBYIOIIEE BelecTBo: MomeTazoHa dypoara MOHOTHIpaT

00 mcg

51,72 mxr B nepecuere Ha Momeraszona ¢ypoar 50,00 Mxr

Strength / lo3upoBka 50 mcg/dose / 50 Mkr/no3a Date of Mfg. / lara 09/2025
NpPOH3BOACTBA
Dosage form / Metered-df)se nasal spray f Cripeit Date of Exp. / Tonen 10 08/2027
JlekapcTBeHHasi popma Ha3aJIbHbII 103UPOBAHHBII
Product code / Koa npoaykra SRU0300071260401EJ Date of release / /laTta Bbinycka 27.09.2025
Batch No. / Cepust Ne 12251221A Qty. Released / 64,580 BOT/
KoanyecTBo BbINyIeHO (hnakoHOB
Batch size / Pazmep cepun 69,444 BOT / ¢pnaxoHOB Mfg.License No. / JInuensus na MNB/10/832
NPOM3BOACTBO (HOMep)
Inspection Lot No.“/ 040000620234 Mfg. License Date / JInuensusi Ha 30/04/2020
PerucrpaunoHHblii HOMep aHAJU3a NMpoU3BOACTBO (1aTa)
GMP Compliance certificate Date
Package size / YnakoBka 60 Doses / 60 103 / 18/06/2020
GMP ceprudukar (nata)
. GMP Compliance certificate No./ | GMP-
Market / Poitox Russia /'Poccus GMP ceprudukat (Homep) 01556/20/IN
Reference Specification No. /
Cneuuduxanms roroBoro SPC-CC-075514 Reference STP No. / CIIN Ne STP-CC-043443
npoaykra Ne
API name / Haumenosanue A®C Mometasone Furoate Monohydrate/ |\ oy . op No / ADC cepusi Ne MFM-24416(JM-
Mowmera3ona (ypoara MOHOTHAPAT 01)-001
Manufactured by / IIponseoaurtesas | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6e Jlumuren, Unnus
Ne | TESTS /ITOKA3ATEJIN LIMITS / TPEBOBAHUSI OBSERVATIONS /
PE3YJIBTATBI
11. | Sedimentation Stability / Not less than 5 min / He menee 5 muH. Complies /
CeauMeHTALHOHHAS COOTBETCTBYET
YCTOIYMBOCTD
12. | Impurities / IIpumecn
Impurity 8 DM / Not more than 0.15 % / He 6onee 0,15 % Not Detected/ He o6napy»xeno
ITpumecu § DM
Impurity DMC / Not more than 0.15 % / He 6onee 0,15 % 0.005% / 0,005%
IMpumecu DMC
I . Not more than 0.20 % / He 6onee 0,20 % 0.01%/ 0,01%
mpurity D /
ITpumecu D
Any individual unspecified | Not more than 0.20 % / He 6onee 0,20 % 0.05%/ 0,05%
impurity / EnuHuuHO I
HeUAEHTU(HUIMPOBAHHON
NpuMecH
Total impurities / Not more than 0.60 % / He 6onee 0,60 % 0.23%/0,23%
CymMbl npuMeceit
Prepared By / IloaroroBu Checked By / IIpoepua Approved By / Ono6pua
Signature / Atul Kumar p Arun Patyal 0 Onkar Mall
Hoanuce W 29
110ct 2025 11:19:35 IST 110ct 2025 11:22:38 IST 11 Oct 2025 13:02:03 IST
Date / laTa
REASON: Prepared By REASON: Checked By REASON: Approved By
5c9bd63f-5159-4d 1d-819f-f699447h9F27 €8185c2¢-2e86-4590-9d65-3d03424bcall 0283dc3c-e8ca-46f7-89d6-ae255bc67173
Name / ®UO Atul Kumar Arun Patyal Onkar Mall
Designation / . .
JloKHOCTD Senior Officer- QA Senior Officer- QA Asst. Manager- QA

FCM/QA054/08.00

DocUUID : d5f33388-490f-4d6e-826c-e9fc6380bae8
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Name of Product /
HaumeHoBaHHe MPOAYKIMH

MOMAT RINO
MOMAT PUHO

Generic name /
Hena'rel-rrosal-moe HaAauMEHOBaHUue

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mowmera3oHa crpeii HazaIbHbIH 103upoBanHbli 50 MKI/103a

Active Ingredients /
JleiicTBylo1Me BellecTBa

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

calculated for Mometasone Furoate 50.00 mcg

1 03a cpest COAEPKUT: IEHCTBYIONIEE BEIIECTBO: MoMeTa3oHa (yypoara MOHOTHApPAT

51,72 mxr B nepecuere Ha Momeraszona ¢ypoar 50,00 Mxr

Strength / lo3upoBka 50 mcg/dose / 50 Mkr/no3a Date of Mfg. / lara 09/2025
NpPOH3BOACTBA
Dosage form / Metered-df)se nasal spray f Cripeit Date of Exp. / Tonen 10 08/2027
JlekapcTBeHHasi popma Ha3aJIbHbII 103UPOBAHHBII
Product code / Koa npoaykra SRU0300071260401EJ Date of release / /laTta Bbinycka 27.09.2025
Batch No. / Cepust Ne 12251221A gty' Released / 64,580 BOT /
0JIHY€CTBO BBIMYLIEHO (hnakoHOB
Batch size / Pazmep cepun 69,444 BOT / ¢pnaxoHOB Mfg.License No. / JInuensus na MNB/10/832
NPOM3BOACTBO (HOMep)
Inspection Lot No.“/ 040000620234 Mfg. License Date / JInuensusi Ha 30/04/2020
PerucrpaunoHHblii HOMep aHAJU3a NMpoU3BOACTBO (1aTa)
GMP Compliance certificate Date
Package size / YnakoBka 60 Doses / 60 103 / 18/06/2020
GMP ceprudukar (nata)
. GMP Compliance certificate No./ | GMP-
Market / Poitox Russia /'Poccus GMP ceprudukat (Homep) 01556/20/IN
Reference Specification No. /
Cneuuduxanms roroBoro SPC-CC-075514 Reference STP No. / CIIN Ne STP-CC-043443
npoaykra Ne
API name / Haumenosanue A®C Mometasone Furoate Monohydrate/ |\ oy . op No / ADC cepusi Ne MFM-24416(JM-
Mowmera3ona (ypoara MOHOTHAPAT 01)-001
Manufactured by / IlpousBoautens | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6e Jlumuren, Uunus
Ne | TESTS /ITOKA3ATEJIN LIMITS / TPEBOBAHUSI OBSERVATIONS /
PE3YJIBTATBI
13. | Average Delivered Dose Not more than 2 of 20 doses (10 initial doses and 10 final doses Beg / Hauano:

and Uniformity of
Delivered Dose / Cpeansis
JaocTaBJisiemMast 103a 1
O/IHOPOJHOCTH
J0CTaBJISIEMOIi 103bI

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 0onee 2 u3 20 103 (10 HauanbHbIX 103 U 10 KOHEUHBIX J103)
MOTYT MMETh OTKJIOHEHHE OT CPEAHEro 3HaueHusi Ooyiee 4eM
+20%, ¥ HA OJlHA JI03a HE JOJDKHA UMETh OTKJIOHEHHE OT
cpeiHero 3HaueHus Oosiee 4yem =+ 25 %. CpeaHee 3Ha4YECHHE HE
JIOJKHO NpeBbIIIATh + 15 % OT 3asBJIEHHOIO.

Ecnu ot 3 10 6 103 UMEIOT OTKJIOHEHHs Oosee ueM + 20 %, HO
MeHee 4eM + 25 %, To UCTIbIThIBAIOT cieaytomue 20 (rakoHOB.
He Gonee 6 u3 60 103 MOTYT UMETh OTKJIOHEHHUE OT CPEIHEr0
3HaueHus Oosee ueM + 20 %, U HU OJHA J03a HE JOLKHA UMETh
OTKJIOHEHHE OT CPEJIHET0 3HauUeHUs Oonee yeM + 25 %. CpenHee
3HAYCHHE KAKJIOTO ONPEIENICHUs He IOJDKHO MpeBhImarh + 15 %
OT 3asBJICHHOTO.

Minimum / Muaumym: 99%
Maximum / Makcumym: 101%
Mean / Cpeanee:100%

END / Konen:

Minimum / Munumym: 99%
Maximum / Makcumym:101%
Mean / Cpeaunee: 100%

Prepared By / IloaroroBua Checked By / IIpoepua Approved By / Onoopua
Signature / Atul Kumar p Arun Patyal 0 Onkar Mall
IMoanuce W 9.
11 0ct 2025 11:19:35 IST 110ct 2025 11:22:38 IST 11 Oct 2025 13:02:03 IST
Date / laTa
REASON: Prepared By REASON: Checked By REASON: Approved By
5c9bd63f-5159-4d1d-819f-f699447b9f27 €8185¢2c-ae86-4590-9d65-3d03424bcall 0283dc3c-e8ca-46f7-89d6-ae255bc67173
Name / ®UO Atul Kumar Arun Patyal Onkar Mall
Designation / . .
JloKHOCTD Senior Officer- QA Senior Officer- QA Asst. Manager- QA

FCM/QA054/08.00

DocUUID : d5f33388-490f-4d6e-826c-e9fc6380bae8




G

glenmark

A new way for a new world

Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distt. Solan Himachal Pradesh 173205, India

CEPTUO®UKAT AHAJIN3A I'OTOBOI'O IIPOAYKTA

Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom?2.vsnl.net.in
CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
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Name of Product /
HaumeHoBaHHe MPOAYKIMH

MOMAT RINO
MOMAT PUHO

Generic name /
Hena'rel-rrosal-moe HaAauMEHOBaHUue

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mowmera3oHa crpeii HazaIbHbIH 103upoBanHbli 50 MKI/103a

Active Ingredients /
JleiicTBylo1Me BellecTBa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.
1 103a cripest COIEPsKHT: ASHCTBYIOIIEE BelecTBo: MomeTazoHa dypoara MOHOTHIpaT

00 mcg

51,72 mxr B nepecuere Ha Momeraszona ¢ypoar 50,00 Mxr

Strength / lo3upoBka 50 mcg/dose / 50 Mkr/no3a Date of Mfg. / lara 09/2025
NpPOH3BOACTBA
Dosage form / Metered-df)se nasal spray f Cripeit Date of Exp. / Tonen 10 08/2027
JlekapcTBeHHasi popma Ha3aJIbHbII 103UPOBAHHBII
Product code / Koa npoaykra SRU0300071260401EJ Date of release / /laTta Bbinycka 27.09.2025
Batch No. / Cepust Ne 12251221A Qty. Released / 64,580 BOT/
KoanyecTBo BbINyIeHO (hnakoHOB
Batch size / Pazmep cepun 69,444 BOT / ¢pnaxoHOB Mfg.License No. / JInuensus na MNB/10/832
NPOM3BOACTBO (HOMep)
Inspection Lot No.“/ 040000620234 Mfg. License Date / JInuensusi Ha 30/04/2020
PerucrpaunoHHblii HOMep aHAJU3a NMpoU3BOACTBO (1aTa)
GMP Compliance certificate Date
Package size / YnakoBka 60 Doses / 60 103 / 18/06/2020
GMP ceprudukar (nata)
. GMP Compliance certificate No./ | GMP-
Market / Poitox Russia /'Poccus GMP ceprudukat (Homep) 01556/20/IN
Reference Specification No. /
Cneuuduxanms roroBoro SPC-CC-075514 Reference STP No. / CIIN Ne STP-CC-043443
npoaykra Ne
API name / Haumenosanue A®C Mometasone Furoate Monohydrate/ |\ oy . op No / ADC cepusi Ne MFM-24416(JM-
Mowmera3ona (ypoara MOHOTHAPAT 01)-001

Manufactured by / IlpousBoauTenns

Aarti Pharmalabs Limited, India/ Aaptu ®apmanade Jinmuten, Unans

Ne | TESTS /ITOKA3ATEJIN LIMITS / TPEBOBAHUSI OBSERVATIONS /
PE3YJIBTATHI
14 | Microbiological Purity / MukpoGnoJsioruueckast 4ucTOTa
Total aerobic microbial Not more than 10? cfu per 1ml of the product / He Less than 10 cfu/ml /
count / OG1uiee yncio Gonee 102 KOE B 1 mn npenapara Memnee 10 KOE/mn
a’pOOHbIX
MUKPOOPTraHU3MOB
Total yeast and moulds Not more than 10! cfu per 1 ml of the product / He | Less than 10 cfu/ml/
count / OGiee yncio oonee 10' KOE B 1 Mn1 npenapara Memnee 10 KOE/mn
JPOKAKEBBIX U MIIECHEBbIX
rpuboB
Pseudomonas aeruginosa Absence per 1 ml of the product / OrcyrcrBue B 1 Absent / OTcyTcTBYET
MJI TIpeTiapaTa
Staphylococcus aureus Absence per 1 ml of the product / OtcyTcTBue B 1 Absent / OTcyTcTBYET
MJ1 [Ipernapara
15. | Assay / KonnuecTBeHHOe onpesie/iecHHe
a) Mometasone Furoate / From 85,0 % to 115,0 % of the labeled content / Ot | 102.2% / 102,2%
Mowmerta3oHa dhypoar 85,0 % 1o 115,0 % oT 3asBJICHHOTO coAepKaHMsI
Prepared By / IloaroroBu Checked By / IIpoepua Approved By / Ono6pua
Signature / ”M % Atul Kumar ’4 p Arun Patyal 0 é Onkar Mall
g:l)ile“/“;ll;Ta 110ct 2025 11:19:35IST 11 Oct 2025 11:22:38IST 11 Oct 2025 13:02:03 IST
REASON: Prepared By REASON: Checked By REASON: Approved By
5c9bd63f-5159-4d 1d-819f-f699447b9F27 €8185c2c-ae86-4590-9d65-3d03424bcall 0283dc3c-e8ca-46f7-89d6-ae255bc67173
Name / ®UO Atul Kumar Arun Patyal Onkar Mall
sz:il;itcl:: / Senior Officer- QA Senior Officer- QA Asst. Manager- QA

FCM/QA054/08.00
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Name of Product /
HaumeHoBaHHe MPOAYKIMH

MOMAT RINO
MOMAT PUHO

Generic name /
Hena'rel-rrosal-moe HaAauMEHOBaHUue

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mowmera3oHa crpeii HazaIbHbIH 103upoBanHbli 50 MKI/103a

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

1 03a cpest COAEPKUT: IEHCTBYIONIEE BEIIECTBO: MoMeTa3oHa (yypoara MOHOTHApPAT

51,72 mxr B nepecuere Ha Momeraszona ¢ypoar 50,00 Mxr

Active Ingredients /
JleiicTBylo1Me BellecTBa

Strength / lo3upoBka 50 mcg/dose / 50 Mkr/no3a Date of Mfg. / lara 09/2025
NpPOH3BOACTBA
Dosage form / Metered-df)se nasal spray f Crnpeit Date of Exp. / Tonen 10 08/2027
JlekapcTBeHHasi popma Ha3aJIbHbII 103UPOBAHHBII
Product code / Koa npoaykra SRU0300071260401EJ Date of release / /laTta Bbinycka 27.09.2025
Batch No. / Cepust Ne 12251221A Qty. Released / 64,580 BOT /
KoanyecTBo BbINyIeHO (hnakoHOB
Batch size / Pazmep cepun 69,444 BOT / ¢pnaxoHOB Mfg.License No. / JInuensus na MNB/10/832
NPOM3BOACTBO (HOMep)
Inspection Lot No.“/ 040000620234 Mfg. License Date / JInuensusi Ha 30/04/2020
PerucrpaunoHHblii HOMep aHAJU3a NMpoU3BOACTBO (1aTa)
GMP Compliance certificate Date
Package size / YnakoBka 60 Doses / 60 103 / 18/06/2020
GMP ceprudukar (nata)
. GMP Compliance certificate No./ | GMP-
Market / Poitox Russia /'Poccus GMP ceprudukat (Homep) 01556/20/IN
Reference Specification No. /
Cneuuduxanms roroBoro SPC-CC-075514 Reference STP No. / CIIN Ne STP-CC-043443
npoaykra Ne
API name / Haumenosanue A®C Mometasone Furoate Monohydrate/ |\ oy . op No / ADC cepusi Ne MFM-24416(JM-
Mowmera3ona (ypoara MOHOTHAPAT 01)-001
Manufactured by / IIponseoaurtesas | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6e Jlumuren, Unnus
Ne | TESTS /ITOKA3ATEJIN LIMITS / TPEBOBAHUSI OBSERVATIONS /
PE3YJIBTATBI

b) Benzalkonium chloride /
Benzankonus xaopuja

From 80,0 % to 120,0 % of the labeled content / Ot
80,0 % 10 120,0 % oT 3asiBJIEHHOr0 COAEp KaHMsI

90.1% /90,1%

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. /
[To 60 mo3 cycmeH3sum BO (pIaKOHE W3 TMOJMITWICHA BBICOKON IUIOTHOCTH C
JO3UPYIOLIMM YCTPOMCTBOM U KOJNMAYKOM U3 MOJUITHICHA BbICOKOM MuioTHOCTH. [1o 1

(y1akoHy BMeCTe C MHCTPYKLMEH Mo MeIMIIMHCKOMY MPUMEHEHHIO B TaYKe KAPTOHHOI.

Any deviation/Incident/OOS: Non-applicable
OTtrkiioHeHusi/HecooTBeTcTBHA/OOC: He IPUMEHIMO

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.”

3akJ/il0uYeHHe O COOTBETCTBHM: HACTOSLIMM TIOATBEpXKIAal0, 4YTO TMpeIcTaBlieHHass Bbllle WHGOPMAIMs SBISETCS
JOCTOBepHON M To4HOMW. JlaHHas cepusi Oblia Npou3BeleHa (BKIOYAs YMaKOBKY/MapKUPOBKY M KOHTpOJb KayecTBa) Ha
YKa3aHHOW BbIlle TNPOM3BOACTBEHHOM TUIOMIaZKe B TOJHOM COOTBETCTBMM ¢ TpeOoBanusiMu  Hamnexanieit

Prepared By / IloaroroBu Checked By / IIpoepua Approved By / Ono6pua
Signature / Atul Kumar p Arun Patyal 0 Onkar Mall
IMoanuce W 9.
11 0ct 2025 11:19:35 IST 110ct 2025 11:22:38 IST 11 Oct 2025 13:02:03 IST
Date / laTa
REASON: Prepared By REASON: Checked By REASON: Approved By
5c9bd63f-5159-4d1d-819f-f699447b9f27 €8185¢2c-ae86-4590-9d65-3d03424bcall 0283dc3c-e8ca-46f7-89d6-ae255bc67173
Name / ®UO Atul Kumar Arun Patyal Onkar Mall
Designation / . .
JloKHOCTD Senior Officer- QA Senior Officer- QA Asst. Manager- QA
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Name of Product /
HaumeHoBaHHe MPOAYKIMH

MOMAT RINO
MOMAT PUHO

Generic name /
Hena'rel-rrosal-moe HaAauMEHOBaHUue

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mowmera3oHa crpeii HazaIbHbIH 103upoBanHbli 50 MKI/103a

Active Ingredients /
JleiicTBylo1Me BellecTBa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
1 03a cpest COAEPKUT: IEHCTBYIONIEE BEIIECTBO: MoMeTa3oHa (yypoara MOHOTHApPAT
51,72 mxr B nepecuere Ha Momeraszona ¢ypoar 50,00 Mxr

Strength / lo3upoBka 50 mcg/dose / 50 Mkr/no3a Date of Mfg. / lara 09/2025
NpPOH3BOACTBA
Dosage form / Metered-df)se nasal spray f Cripeit Date of Exp. / Tonen 10 08/2027
JlekapcTBeHHasi popma Ha3aJIbHbII 103UPOBAHHBII
Product code / Koa npoaykra SRU0300071260401EJ Date of release / /laTta Bbinycka 27.09.2025
Batch No. / Cepust Ne 12251221A Qty. Released / 64,580 BOT/
KoanyecTBo BbINyIeHO (hnakoHOB
Batch size / Pazmep cepun 69,444 BOT / ¢pnaxoHOB Mfg.License No. / JInuensus na MNB/10/832
NPOM3BOACTBO (HOMep)
Inspection Lot No.“/ 040000620234 Mfg. License Date / JInuensusi Ha 30/04/2020
PerucrpaunoHHblii HOMep aHAJU3a NMpoU3BOACTBO (1aTa)
GMP Compliance certificate Date
Package size / YnakoBka 60 Doses / 60 103 / 18/06/2020
GMP ceprudukar (nata)
. GMP Compliance certificate No./ | GMP-
Market / Poitox Russia /'Poccus GMP ceprudukat (Homep) 01556/20/IN
Reference Specification No. /
Cneuuduxanms roroBoro SPC-CC-075514 Reference STP No. / CIIN Ne STP-CC-043443
npoaykra Ne
API name / Haumenosanue A®C Mometasone Furoate Monohydrate/ |\ oy . op No / ADC cepusi Ne MFM-24416(JM-
Mowmera3ona (ypoara MOHOTHAPAT 01)-001

Manufactured by / IlpousBoauTenns

Aarti Pharmalabs Limited, India/ Aaptu ®apmanade Jinmuten, Unans

[MpomssoacteenHo# [Ipakruku (GMP) nokanbHBIX peTyIsTOPHBIX OPraHOB M TPeOOBaHMSIMHM HOPMATHBHON NOKYyMEHTALMH
JITI-Ne(001710)-(PT-RU)-230123 mnst peiaka Poccum m ytBepkneHHO# crenudukanmeir No SPC-CC-075514. TIpoTokois
MPON3BOJICTBA, YITAKOBKY M MIOKAa3aTe M KauecTBa AaHHOM cepur ObLIN MPOaHAIM3UPOBAHbI U CIENAHO 3aKII0UEHNE, YTO OHU
cooTBeTcTBYIOT TpeboBanuam Hamnexamueii [IponsBoacteenHoit [1paktuku (GMP).

Prepared By / IloaroroBua

Checked By / Ilposepua

Approved By / Ono6pua

Signature /

/4‘% W Atul Kumar

’4 p Arun Patyal
m 110ct 2025 11:22:38IST

0 é Onkar Mall
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Name / ®UO Atul Kumar Arun Patyal Onkar Mall
Designation / . .
Jl0KHOCTE Senior Officer- QA Senior Officer- QA Asst. Manager- QA
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