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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTU®UKAT AHAJIM3A I'OTOBOI'O TIPOAYKTA

Page 1 of 9/Crp.1m39

Name of Product /
HaunmeHnoBanue NMpoAYKIHUH

MOMAT RINO
MOMAT PMHO

Generic name /
HeHaTeHTOBaHHOC HauMEHOBaHUE

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 / Io3upoBka 50 mcg/dose / 50 mxr/mo3a Date of Mfg. / Jlata 09/2024
MPOU3BOJCTBA
Dosage form / Metered-dvose nasal sprayf Copeit Date of Exp. / Foxen 0 08/2026
JlekapcTBeHHas popma Ha3aJIbHBIN 103MPOBaHHBIN
Product code / Koa npoaykra SRUO030007E040401EJ Date of release / lata Bbinycka 25.09.2024
Batch No. / Cepust Ne 12241054A Qty. Released / 64,640 BOT /
KosinyecTBO BBINYIIEHO ¢diakoHOB
Batch size / Pazmep cepun 69,444 BOT / ¢nakoHoB Mifg.License No. / Jluuensus na MNB/10/832
MPOU3BOJCTBO (HOMep)
Inspection Lot NOL/ 040000547773 Mfg. License Date / JInnensusi Ha 30/04/2020
PerucrpannoHHblii HOMep aHaJu3a MPOU3BOJCTBO (1aTa)
GMP Compliance certificate Date
Package size / YnakoBka 60 Doses / 60 mo3 / 18/06/2020
GMP ceprudukar (nara)
: GMP Compliance certificate No./ | GMP-
Market / Poinok Russia / Poccust GMP cepriduiar (omep) 01556/20/IN
Reference Specification No. /
Cnenudukanus roroBoro SPC-CC-063691 Reference STP No. / CITA Ne STP-CC-040947
NMPOAYKTa Ne
API name / HaumenoBanne A®C Mometasone Furoate Monohydrate/ API Batch No / A®C cepusi Ne MFM-23427(JM-
MowmeTta3oHa GypoaTra MOHOTHApAT 01)-001

Manufactured by / TIpousBoauTen

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

Ne | TESTS/HNOKA3ATEJIA

LIMITS/ TPEBOBAHUS

OBSERVATIONS/
PE3YJIBTATHBI

1. | Description / Onucanue

White to off white thick suspension of
semitransparent to non-transparent consistency. /
Or Oemoro g0 mourn Oeloro I1BeTa OT

MOJIYIIPO3PavyHOil 10 HEMPO3payHO KOHCUCTEHLIUU
rycras CyCIeH3HUsl.

Off-white thick suspension of
non-transparent consistency. /
IToutn 6eroro 1BeTa
HEMpO3payHOH  KOHCUCTEHIMH
rycTasi CyCIeH3Hs.

2. Identification / Unentuduxanus

a) Mometasone Furoate /
Mometa3ona ¢gypoart

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). / Bpemst yepKuBaHHs OCHOBHOTO ITHKa
Ha  XpoMaTorpaMMe€ HCIBITYEMOTO  pacTBOpa
AOJDKHO COOTBETCTBOBATH BPEMEHHU YIACPIKUBAHUA

OCHOBHOI'O IIMKa Ha XPOMAaTOTPaMME CTaHAAPTHOIO
pacteopa  (cm.  pasmen  «KoauuecTBEHHOE
OIIpeIEIIEHHE).

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
YACpKMUBaHUSA OCHOBHOT'O ITHKa
Ha XpomaTorpamme
HUCIIBITYEMOI'O pactBopa
COOTBETCTBYET BpPEMEHU
YACPKUBAHUA OCHOBHOI'O ITHMKa
Ha XpoMaTorpaMme
CTaHJAPTHOI'O PacTBOPA.

Prepared By / IloaroroBuJ Checked By / ITposepuJ Approved By / Onoopuia
ISIlgnature/ m Yogesh Mehta %M W Atul Kumar S'Z/ .a 5 s’ Shailendra Singh
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Name of Product /
HaunmeHnoBanue NMpoAYKIHUH

MOMAT RINO
MOMAT PMHO

Generic name /
HeHaTeHTOBaHHOC HauMEHOBaHUE

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 / Io3upoBka 50 mcg/dose / 50 mxr/mo3a Date of Mfg. / Jlata 09/2024
MPOU3BOJCTBA
Dosage form / Metered-dvose nasal sprayf Copeit Date of Exp. / Foxen 0 08/2026
JlekapcTBeHHas popma Ha3aJIbHBIN 103MPOBaHHBIN
Product code / Koa npoaykra SRUO030007E040401EJ Date of release / lata Bbinycka 25.09.2024
Batch No. / Cepust Ne 12241054A Qty. Released / 64,640 BOT /
KosinyecTBO BBINYIIEHO ¢diakoHOB
Batch size / Pazmep cepun 69,444 BOT / ¢nakoHoB Mifg.License No. / Jluuensus na MNB/10/832
MPOU3BOJCTBO (HOMep)
Inspection Lot NOL/ 040000547773 Mfg. License Date / JInnensusi Ha 30/04/2020
PerucrpannoHHblii HOMep aHaJu3a MPOU3BOJCTBO (1aTa)
GMP Compliance certificate Date
Package size / YnakoBka 60 Doses / 60 mo3 / 18/06/2020
GMP ceprudukar (nara)
: GMP Compliance certificate No./ | GMP-
Market / Poinok Russia / Poccust GMP cepriduiar (omep) 01556/20/IN
Reference Specification No. /
Cnenudukanus roroBoro SPC-CC-063691 Reference STP No. / CITA Ne STP-CC-040947
NMPOAYKTa Ne
API name / HaumenoBanne A®C Mometasone Furoate Monohydrate/ API Batch No / A®C cepusi Ne MFM-23427(JM-
MowmeTta3oHa GypoaTra MOHOTHApAT 01)-001

Manufactured by / TIpousBoauTen

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

Ne | TESTS/TMOKA3ATEJIN LIMITS/ TPEBOBAHUSA OBSERVATIONS/
PE3YJIBTATBI
b) Benzalkonium chloride | The chromatogram of the sample solution should | The chromatogram of the
/ Benzaaxouus xjgopua | contain peaks corresponding to the retention times | sample solution contain peaks
of peaks of benzalkonium chloride homologues Ci, | corresponding to the retention
and Cis in the chromatogram of the standard | times of peaks of benzalkonium
solution (refer to Assay). / Ha xpomatorpamme | chloride homologues Ci,» and
HCIIBITYEMOTO pacTBOpa IOJDKHBI 0OHapyxuBathes | Cia in the chromatogram of the
MTUKH, o BpeMeHaM ynepxuBanus | standard  solution. / Ha
COOTBCTCTBYIOIIUC ITMKAM I'OMOJIOTOB OEH3aIKOHHUSA XpoMaTorpaMme HCHbITYEMOT'O
xmopuna Cip mw  Cys Ha  XpoMmMaTtorpamMme | pactBopa 00HapyKUBAIOTCS
CTaHJapTHOTO pactBOpa (cm. pasziern | MHKH, o BpEMEHaM
«KonmuecTBeHHOE OTIpEICIICHIEY ). YAEpKUBaHUS
COOTBETCTBYIOIINE ITNKaM
TOMOJIOTOB OCH3aIKOHUS
xmopuna Cip mw  Cys Ha
XpoMaTtorpamMme CTaHAApTHOI'O
pacTtBopa.
3. |pH From 4.30 t0 4.90/ Ot 4,30 10 4,90 4.619/4,619
4. | Density / ILioTHOCTH From 0.950 to 1.050 g/cm?3/ 1.012 g/cm3 /1,012 r /em?
Ot 0,950 mo 1,050 r/cm®

Prepared By / IloaroroBuJ Checked By / ITposepuJ Approved By / Onoopuia
ISIlgnature/ m Yogesh Mehta %M W Atul Kumar S'Z/ .a 5 s’ Shailendra Singh
D;?e“/]d;[];rra 30 Sep 2024 13:49:50 30Sep 2024 13:53:24 IST 30 Sep 2024 15:12:00 IST
IST

REASON: Prepared By REASON: Prepared By REASON: Approved By
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Name / ®HO Yogesh Kumar Mehta Atul Kumar Shailendra Singh
Designation / Officer-QA Senior Officer- QA Manager- QA
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CEPTU®UKAT AHAJIM3A I'OTOBOI'O TIPOAYKTA
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Name of Product /
HaunmeHnoBanue NMpoAYKIHUH

MOMAT RINO
MOMAT PMHO

Generic name /
HeHaTeHTOBaHHOC HauMEHOBaHUE

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: HefICTByIOLHee BelecTBO: MomeTa3oHa (bypoaTa MoHOIrmapar

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

Date of Mfg. / laTa

Strength / Io3upoBka 50 mcg/dose / 50 mxr/mo3a 09/2024
MPOU3BOJCTBA

Dosage form / Metered-dvose nasal sprayf Copeit Date of Exp. / Foxen 0 08/2026

JlekapcTBeHHas popma Ha3aJIbHBIN 103MPOBaHHBIN

Product code / Koa npoaykra SRUO030007E040401EJ Date of release / lata Bbinycka 25.09.2024

Batch No. / Cepuisi Ne 12241054A Qty. Released / 64,640 BOT/
KosinyecTBO BBINYIIEHO ¢diakoHOB

Batch size / Pazmep cepun 69,444 BOT / ¢nakoHoB Mifg.License No. / Jluuensus na MNB/10/832
MPOU3BOJCTBO (HOMep)

Inspection Lot No. / 040000547773 Mfg. License Date / JInnensusi Ha 30/04/2020

PerncrpanuoHHbIii HOMeEp aHAIN3A

MPOU3BOJCTBO (1aTa)

Package size / YnakoBka

60 Doses / 60 no3

GMP Compliance certificate Date
/ 18/06/2020
GMP ceprudukar (nara)

Market / Peinox

Russia / Poccus

GMP-
01556/20/IN

GMP Compliance certificate No. /
GMP cepruduxar (Homep)

Reference Specification No. /
Cneuuduxanus roroBoro
NMPOAYKTa Ne

SPC-CC-063691

Reference STP No. / CITN Ne STP-CC-040947

APl name / HaumenoBanue A®C

Mometasone Furoate Monohydrate/
MowmeTta3oHa GypoaTra MOHOTHApAT

MFM-23427(IM-

API Batch No / A®C cepus Ne 01)-001

Manufactured by / TIpousBoauTen

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

Ne | TESTS/HNOKA3ATEJIA

LIMITS/ TPEBOBAHUS

OBSERVATIONS/

PE3YJIBTATBI
5. | Viscosity / BaskocThb From 30 to 130 cPs / Ot 30 g0 130 cll3 40.5 cPs / 40,5 cIl3
6. | Osmolality / From 250 to 350 mOsm/Kg 285 mOsm/Kg
OcMOJISTILHOCTD Ot 250 mo 350 MOcwm/kr 285 mMOcm/kr
7. | Net content / Macca Not less than 9 g / He menee 9 ¢ 9.29g/92r

COACPKUMOT0 q)J'IaKOHa

8. | Number of deliveries per
container / KosuuecTBo

Not less than 60 doses (discard the first pumping) /
He menee 60 o3 (He cuurasi nepBUYHYIO

76 doses / 76 no3

03 MPOKAYKY)
Prepared By / IloaroroBuJ Checked By / ITposepuJ Approved By / Onoopuia
ISIlgnature/ m Yogesh Mehta %M W Atul Kumar S'Z/ .a 5 s’ Shailendra Singh
D;?e“/]d;[];rra 30 Sep 2024 13:49:50 30Sep 2024 13:53:24 IST 30 Sep 2024 15:12:00 IST
IST

REASON: Prepared By REASON: Prepared By REASON: Approved By

aabdbedc-6c64-4aad-b9b9-55de88c2aa37 5c9bd63f-5159-4d1d-819f-f699447b9f27 2f076ebd-9492-4934-9ae6-03e4370283cd
Name / ®HO Yogesh Kumar Mehta Atul Kumar Shailendra Singh
Designation / Officer-QA Senior Officer- QA Manager- QA
JI0ZKHOCTH

FCM/QA054/08.00

DocUUID : 2b7b4cd4-99df-461f-977e-f05d06b547b5



mailto:glenmark@bom2.vsnl.net.in

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

Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom2.vsnl.net.in
CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTU®UKAT AHAJIM3A I'OTOBOI'O TIPOAYKTA
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Name of Product /
HaunmeHnoBanue NMpoAYKIHUH

MOMAT RINO
MOMAT PMHO

Generic name /
HeHaTeHTOBaHHOC HauMEHOBaHUE

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: HefICTByIOLHee BelecTBO: MomeTa3oHa (bypoaTa MoHOIrmapar

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

Strength / Io3upoBka 50 mcg/dose / 50 mxr/mo3a Date of Mfg. / Jlata 09/2024
MPOU3BOJCTBA
Dosage form / Metered-dvose nasal sprayf Copeit Date of Exp. / Foxen 0 08/2026
JlekapcTBeHHas popma Ha3aJIbHBIN 103MPOBaHHBIN
Product code / Koa npoaykra SRUO030007E040401EJ Date of release / lata Bbinycka 25.09.2024
Batch No. / Cepust Ne 12241054A Qty. Released / 64,640 BOT /
KosinyecTBO BBINYIIEHO ¢diakoHOB
Batch size / Pazmep cepun 69,444 BOT / ¢nakoHoB Mifg.License No. / Jluuensus na MNB/10/832
MPOU3BOJCTBO (HOMep)
Inspection Lot NOL/ 040000547773 Mfg. License Date / JInnensusi Ha 30/04/2020
PerucrpannoHHblii HOMep aHaJu3a MPOU3BOJCTBO (1aTa)
GMP Compliance certificate Date
Package size / YnakoBka 60 Doses / 60 mo3 / 18/06/2020
GMP ceprudukar (nara)
: GMP Compliance certificate No./ | GMP-
Market / Poinok Russia / Poccust GMP cepriduiar (omep) 01556/20/IN
Reference Specification No. /
Cnenudukanus roroBoro SPC-CC-063691 Reference STP No. / CITA Ne STP-CC-040947
NMPOAYKTa Ne
API name / HaumenoBanne A®C Mometasone Furoate Monohydrate/ API Batch No / A®C cepusi Ne MFM-23427(JM-
MowmeTta3oHa GypoaTra MOHOTHApAT 01)-001

Manufactured by / TIpousBoauTen

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

Ne | TESTS/HNOKA3ATEJIA

LIMITS/ TPEBOBAHUS OBSERVATIONS/

PE3YJIBTATHBI

9. | Pump delivery/
Macca n03b1

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

WNunusuayaneHas macca j103sl: ot 85 % mo 115 %
oT TeopeTqucxoﬁ Macchl 1035bI,

Minimum / Muaumywm: 96.9%
Maximum / Makcumym:108.2%
Average / Cpennee: 105.0%

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

Cpennsist macca mo361: oT 90 % 10 110 % ot
TeOpeTH‘IeCKOﬁ MacCChbl 103b1

10. | Particle size /
Pasmep wactun

Particles < 10pm in size: Not less than 90% 100.0% / 100,0%
Yactun pa3mepom < 10 mxm — He MeHee 90 %;

Particles < 30pum in size: 100% 100.0% / 100,0%
Yactun pazmepom < 30 mxm — 100 %

Particles > 30pum in size: Should be absent Absent / OtcyrcryroT

YacTuusl pazmepoM > 30 MKM — JOJDKHBI
OTCYTCTBOBATh

Prepared By / IloaroroBuJ Checked By / ITposepuJ Approved By / Onoopuia
ISIlgnature/ m Yogesh Mehta %M W Atul Kumar S'Z/ .a 5 s’ Shailendra Singh
D;?e“/]d;[];rra 30 Sep 2024 13:49:50 30Sep 2024 13:53:24 IST 30 Sep 2024 15:12:00 IST
IST

REASON: Prepared By REASON: Prepared By REASON: Approved By

aabdbedc-6c64-4aad-b9b9-55de88c2aa37 5c9bd63f-5159-4d1d-819f-f699447b9f27 2f076ebd-9492-4934-9ae6-03e4370283cd
Name / ®HO Yogesh Kumar Mehta Atul Kumar Shailendra Singh
Designation / Officer-QA Senior Officer- QA Manager- QA
JI0ZKHOCTH
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Name of Product /
HaunmeHnoBanue NMpoAYKIHUH

MOMAT RINO
MOMAT PMHO

Generic name /
HeHaTeHTOBaHHOC HauMEHOBaHUE

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

Date of Mfg. / laTa

Strength / Io3upoBka 50 mcg/dose / 50 mxr/mo3a 09/2024
MPOM3BOJCTBA

Dosage form / Metered-dvose nasal sprayf Copeit Date of Exp. / Foxen 0 08/2026

JlekapcTBeHHas popma Ha3aJIbHBIN 103MPOBaHHBIN

Product code / Koa npoaykra SRUO030007E040401EJ Date of release / lata Bbinycka 25.09.2024

Batch No. / Cepuisi Ne 12241054A Qty. Released / 64,640 BOT/
Kosin4ecTBO BbINYIIEHO GbrakoHOB

Batch size / Pazmep cepun 69,444 BOT / ¢nakoHoB Mifg.License No. / Jluuensus na MNB/10/832

MPOU3BOJCTBO (HOMep)

Inspection Lot No. /

Mfg. License Date / JInnensusi Ha 30/04/2020

. 040000547773
PerucrpannoHHblii HOMep aHaJu3a MPOU3BOJCTBO (1aTa)
GMP Compliance certificate Date
Package size / YnakoBka 60 Doses / 60 mo3 / 18/06/2020

GMP ceprudukar (nara)

Market / Peinox

Russia / Poccus

GMP Compliance certificate No./ | GMP-
GMP cepruduxar (Homep)

01556/20/IN

Reference Specification No. /
Cneuuduxanus roroBoro
NMPOAYKTa Ne

SPC-CC-063691

Reference STP No. / CIIA Ne

STP-CC-040947

APl name / HaumenoBanue A®C

Mometasone Furoate Monohydrate/
MowmeTta3oHa GypoaTra MOHOTHApAT

API Batch No / A®C cepus Ne

MFM-23427(IM-
01)-001

Manufactured by / TIpousBoauTen

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

Ne | TESTS/HNOKA3ATEJIA

LIMITS/ TPEBOBAHUS

OBSERVATIONS/

PE3YJIBTATBI
11. | Sedimentation Stability / Not less than 5 min / He menee 5 mus. Complies /
CeanMeHTALMOHHAS CooTBercTByeT
YCTOHYUBOCTH

12. | Impurities / Ilpumecu

Impurity 8 DM /
[Mpumecu 8§ DM

Impurity DMC /
[Mpumecu DMC

Impurity D /
Ipumecu D

Any individual unspecified
impurity / Exuanynoii
HEUICHTH(OUITUPOBAHHON
MPUMECH

Total impurities /
CyMmMEI ipuMeceit

Not more than 0.15 % / He 6oinee 0,15 %
Not more than 0.15 % / He 6onee 0,15 %

Not more than 0.20 % / He 6ousee 0,20 %

Not more than 0.20 % / He 6ouee 0,20 %

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

Not Detected/ He oOnapy»xxeno
Below LOQ /Hmxe ITKO

0.01%/ 0,01%

0.01%/ 0,01%l

0.07%/0,07%

Prepared By / IloaroroBuJ Checked By / ITposepuJ Approved By / Onoopuia
ISIlgnature/ m Yogesh Mehta %M W Atul Kumar S'Z/ .a 5 s’ Shailendra Singh
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CEPTU®UKAT AHAJIM3A I'OTOBOI'O TIPOAYKTA
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Name of Product /
HaunmeHnoBanue NMpoAYKIHUH

MOMAT RINO
MOMAT PMHO

Generic name /
HeHaTeHTOBaHHOC HauMEHOBaHUE

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 / Io3upoBka 50 mcg/dose / 50 mxr/mo3a Date of Mfg. / Jlata 09/2024
MPOU3BOJCTBA
Dosage form / Metered-dvose nasal sprayf Copeit Date of Exp. / Foxen 0 08/2026
JlekapcTBeHHas popma Ha3aJIbHBIN 103MPOBaHHBIN
Product code / Koa npoaykra SRUO030007E040401EJ Date of release / lata Bbinycka 25.09.2024
Batch No. / Cepust Ne 12241054A Qty. Released / 64,640 BOT /
KosinyecTBO BBINYIIEHO ¢diakoHOB
Batch size / Pazmep cepun 69,444 BOT / ¢nakoHoB Mifg.License No. / Jluuensus na MNB/10/832
MPOU3BOJCTBO (HOMep)
Inspection Lot NOL/ 040000547773 Mfg. License Date / JInnensusi Ha 30/04/2020
PerucrpannoHHblii HOMep aHaJu3a MPOU3BOJCTBO (1aTa)
GMP Compliance certificate Date
Package size / YnakoBka 60 Doses / 60 mo3 / 18/06/2020
GMP ceprudukar (nara)
: GMP Compliance certificate No./ | GMP-
Market / Poinok Russia / Poccust GMP cepriduiar (omep) 01556/20/IN
Reference Specification No. /
Cnenudukanus roroBoro SPC-CC-063691 Reference STP No. / CITA Ne STP-CC-040947
NMPOAYKTa Ne
API name / HaumenoBanne A®C Mometasone Furoate Monohydrate/ API Batch No / A®C cepusi Ne MFM-23427(JM-
MowmeTta3oHa GypoaTra MOHOTHApAT 01)-001

Manufactured by / TIpousBoauTen

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

Ne | TESTS/HOKA3ATEJIN LIMITS/ TPEBGOBAHUS OBSERVATIONS/
PE3YJIBTATHBI
13. | Average Delivered Dose Not more than 2 of 20 doses (10 initial doses and 10 final doses | Beg / HauaJo:
and Uniformity of from 10 vials) can deviate more than + 20% from the average Minimum / Murnmym: 97%
Deli dD / value and not any dose can deviate more than + 25% from the Maxi / ’ 102%
elivered Dose / Cpemusisi | ayerage value. The mean should not exceed + 15 % of label aximum / Makcumym:102%
JIocTaBJisieMas 1032 U claim Mean / Cpennee:100%
OIHOPOJHOCTH If 3 to 6 doses deviate more than + 20% but not more than *
o 25%, test another 20 vials.
AOCTABJISIEMOM RO3BI 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. END / Konen:
He 6onee 2 u3 20 103 (10 HavaneHbIX 103 ¥ 10 KOHEYHBIX 703) Minimum / MI/IHI/IMYM' 08%
MOTYT UMETh OTKJIOHEHHE OT CPEAHEro 3HaueHus Oosee yem . ’ 1029
+20%, ¥ HE oxHA 1032 HE JOJDKHA HUMETh OTKJIOHEHHE OT MaX|mum/Mach1MyM.1 2%
cpenHero 3HaueHms Gonee uem + 25 %. Cpennee suauenne me | Mean / Cpeanee: 100%
JIOJDKHO TpeBBIaTh + 15 % oT 3asBiIeHHOTO.
Ecnu ot 3 10 6 103 uMmeroT oTkioHeHus Oonee yeM + 20 %, HO
MeHee ueM + 25 %, To ucnbIThIBatoT cieayromue 20 GIakoHOB.
He Gonee 6 u3 60 103 MOTYT UMETh OTKJIIOHEHHE OT CPEIIHEro
3HayeHus 6osiee yeM + 20 %, U HU OJ(HA JI03a HE JIOJKHA UMETH
OTKJIOHEHHE OT CPEJHEero 3HaueHus Oonee yeM + 25 %. CpenHee
3HA4YCHUE KAXKXI0ro ONpeACICHU HE JOJDKHO IIPEBBIIIATH +15%
OT 3as1BJICHHOTIO.
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Name of Product /
HaunmeHnoBanue NMpoAYKIHUH

MOMAT RINO
MOMAT PMHO

Generic name /
HeHaTeHTOBaHHOC HauMEHOBaHUE

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 / Io3upoBka 50 mcg/dose / 50 mxr/mo3a Date of Mfg. / Jlata 09/2024
MPOU3BOJCTBA
Dosage form / Metered-dvose nasal sprayf Copeit Date of Exp. / Foxen 0 08/2026
JlekapcTBeHHas popma Ha3aJIbHBIN 103MPOBaHHBIN
Product code / Koa npoaykra SRUO030007E040401EJ Date of release / lata Bbinycka 25.09.2024
Batch No. / Cepust Ne 12241054A Qty. Released / 64,640 BOT /
KosinyecTBO BBINYIIEHO ¢diakoHOB
Batch size / Pazmep cepun 69,444 BOT / ¢nakoHoB Mifg.License No. / Jluuensus na MNB/10/832
MPOU3BOJCTBO (HOMep)
Inspection Lot NOL/ 040000547773 Mfg. License Date / JInnensusi Ha 30/04/2020
PerucrpannoHHblii HOMep aHaJu3a MPOU3BOJCTBO (1aTa)
GMP Compliance certificate Date
Package size / YnakoBka 60 Doses / 60 mo3 / 18/06/2020
GMP ceprudukar (nara)
: GMP Compliance certificate No./ | GMP-
Market / Poinok Russia / Poccust GMP cepriduiar (omep) 01556/20/IN
Reference Specification No. /
Cnenudukanus roroBoro SPC-CC-063691 Reference STP No. / CITA Ne STP-CC-040947
NMPOAYKTa Ne
API name / HaumenoBanne A®C Mometasone Furoate Monohydrate/ API Batch No / A®C cepusi Ne MFM-23427(JM-
MowmeTta3oHa GypoaTra MOHOTHApAT 01)-001

Manufactured by / TIpousBoauTen

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

Ne | TESTS/HNOKA3ATEJIA

LIMITS/ TPEBOBAHUS

OBSERVATIONS/
PE3YJIBTATHBI

14

Microbiological Purity / Mukpo6uosioruueckast Y4ucTOTA

Total aerobic microbial
count / O6mee uucio
a’pOOHBIX
MHUKPOOPTaHU3MOB

Total yeast and moulds
count / O6iee yucio
APOXIKEBBIX U INICCHEBBIX

Not more than 102 cfu per 1ml of the product / He
oonee 102 KOE B 1 mMn npenapara

Not more than 10 cfu per 1 ml of the product / He
oonee 10' KOE B 1 mn npenapara

Less than 10 cfu/ml /
Menee 10 KOE/mn

Less than 10 cfu/ml /
Menee 10 KOE/mn

Mowmerasona gypoar

85,0 % mo 115,0 % ot 3asBICHHOTO COACPIKAHUS

rpuboB
Pseudomonas aeruginosa Absence per 1 ml of the product / Otcyrcreue B 1 Absent / OtcyrcrByer
MJI IIpenapara
Staphylococcus aureus Absence per 1 ml of the product / OrcyTcrBue B 1 Absent / OtcyrcrByer
MJI IIpernapara
15. | Assay / KonuecTBeHHOE onpeieieHne
a) Mometasone Furoate / From 85,0 % to 115,0 % of the labeled content / Ot | 104.1% / 104,1%
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MOMAT RINO
MOMAT PMHO

Name of Product /
HaunmeHnoBanue NMpoAYKIHUH

Generic name /
HeHaTeHTOBaHHOC HauMEHOBaHUE

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 no3a CIIpEA COACPIKUT: HefICTByIOLHee BelecTBO: MomeTa3oHa (bypoaTa MoHOIrmapar

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

Active Ingredients /
JelicTBylo1mme BelecTsa

Strength / Io3upoBka 50 mcg/dose / 50 mxr/mo3a Date of Mfg. / Jlata 09/2024
MPOU3BOJCTBA
Dosage form / Metered-dvose nasal sprayf Copeit Date of Exp. / Foxen 0 08/2026
JlekapcTBeHHas popma Ha3aJIbHBIN 103MPOBaHHBIN
Product code / Koa npoaykra SRUO030007E040401EJ Date of release / lata Bbinycka 25.09.2024
Batch No. / Cepust Ne 12241054A Qty. Released / 64,640 BOT /
KosinyecTBO BBINYIIEHO ¢diakoHOB
Batch size / Pazmep cepun 69,444 BOT / ¢nakoHoB Mifg.License No. / Jluuensus na MNB/10/832
MPOU3BOJCTBO (HOMep)
Inspection Lot NOL/ 040000547773 Mfg. License Date / JInnensusi Ha 30/04/2020
PerucrpannoHHblii HOMep aHaJu3a MPOU3BOJCTBO (1aTa)
GMP Compliance certificate Date
Package size / YnakoBka 60 Doses / 60 mo3 / 18/06/2020
GMP ceprudukar (nara)
: GMP Compliance certificate No./ | GMP-
Market / Poinok Russia / Poccust GMP cepriduiar (omep) 01556/20/IN
Reference Specification No. /
Cnenudukanus roroBoro SPC-CC-063691 Reference STP No. / CITA Ne STP-CC-040947
NMPOAYKTa Ne
API name / HaumenoBanne A®C Mometasone Furoate Monohydrate/ API Batch No / A®C cepusi Ne MFM-23427(JM-
MowmeTta3oHa GypoaTra MOHOTHApAT 01)-001

Manufactured by / TIpoussoauresnn | Aarti Pharmalabs Limited, India/ Aaptu ®@apmana6e Jlumuten, Uumaust

Ne | TESTS/HNOKA3ATEJIA LIMITS/ TPEBOBAHUS OBSERVATIONS/

PE3YJIBTATHBI

b) Benzalkonium chloride /
benzankoHus xyuopug

From 80,0 % to 120,0 % of the labeled content / Ot
80,0 % mo 120,0 % ot 3asBJICHHOTO COJCPIKAHUS

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. /
I[lo 60 no3 cycneH3um BO (JIAKOHE W3 TOJHATUIICHA BBICOKOW IUIOTHOCTH C
JAO03UPYHOIIHUM yCTpOﬁCTBOM M KOJIIIAYKOM M3 MOJIMATHIIEHA BBICOKOM IuIoTHOCTH. [1o 1

(IrakoHy BMECTe ¢ MHCTPYKIHMEH 110 METUIIMHCKOMY NPUMEHEHHIO B TAYKEe KAPTOHHOM.

Any deviation/Incident/OOS: Non-applicable
OrtkiaoHeHust/HecoorBeTcTBUss/OOC: HE NIPUMEHMMO

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. JITI-Ne(001710)-(PT'-RU)-230123 in
market Authorization of Russia and submitted specification no. SPC-CC-063691. The batch processing, packaging and
analysis reviewed and found to be in compliance with GMP.”

3aKkjIl09eHe 0 COOTBETCTBHH: HaCTOAIUM MOATBEPIKAAIO, UYTO HNPECACTABJIICHHAA BBILIC I/IH(i)OpMaIII/ISI SABJISACTCA
JOCTOBEpHOI M TouyHOW. [laHHas cepus ObLIa NpOM3BeICHa (BKIIIOYAs yNaKOBKY/MAapKUPOBKY M KOHTPONIb KayecTBa) Ha

YKa3aHHOM BBINIE TPOW3BOJACTBEHHOM IDIOMIAJIKE B IMOJHOM COOTBETCTBHH ¢ TpeOoBanwsamu Hamiexareit
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Name of Product / MOMAT RINO
HaumeHoBaHHe NPOAYKUMH MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose

HenaTreHToBaHHOE HAMMEHOBaHHE Mowmera3oHa cipel HazaJbHBIH 103upoBaHHBIN 50 MKI/m03a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeiicTBy0o1mue BemecTBa 1 mo3a crpest coliepKUT: NelcTByIoIee BemecTBO: Momera3oHa ¢gypoata MOHOTHAPAT
51,72 mxr B iepecyere Ha MomerasoHa ¢ypoar 50,00 Mxr
Strength / Io3upoBka 50 mcg/dose / 50 mkr/no3a Date of Mfg. / Jlara 09/2024
MPOU3BOJCTBA
Dosage form / Metered-dvose nasal sprayf Crpeit Date of Exp. / Foxen 0 08/2026
JlekapcTBeHHas (popma Ha3aJIbHBIN JO3UPOBAHHBIN
Product code / Koa npoaykra SRUO030007E040401EJ Date of release / lata Bbinycka 25.09.2024
Batch No. / Cepust Ne 12241054A Qty. Released / 64,640 BOT /
KosinyecTBO BBINYIIEHO ¢diakoHOB
Batch size / Pazmep cepun 69,444 BOT / ¢nakoHoB Mifg.License No. / Jluuensus na MNB/10/832
MPOU3BOJCTBO (HOMep)
Inspection Lot NOL/ 040000547773 Mfg. License Date / JInnensusi Ha 30/04/2020
PerucrpannoHHblii HOMep aHaJu3a MPOU3BOJCTBO (1aTa)
GMP Compliance certificate Date
Package size / YnakoBka 60 Doses / 60 mo3 / 18/06/2020
GMP ceprudukar (nara)
: GMP Compliance certificate No./ | GMP-
Market / Poinok Russia / Poccust GMP cepriduiar (omep) 01556/20/IN
Reference Specification No. /
Cnenudukanus roroBoro SPC-CC-063691 Reference STP No. / CITA Ne STP-CC-040947
NMPOAYKTa Ne
API name / HaumenoBanne A®C Mometasone Furoate Monohydrate/ API Batch No / A®C cepusi Ne MFM-23427(JM-
MowmeTta3oHa GypoaTra MOHOTHApAT 01)-001

Manufactured by / TIpoussoauresnn | Aarti Pharmalabs Limited, India/ Aaptu ®@apmana6e Jlumuten, Uumaust

IIpousBoacteennoil [Ipaktuku (GMP) noKaNbHBIX PEeryIsTOPHBIX OPraHOB U TPEOOBAaHUAMU HOPMATHUBHOM TOKYMEHTALUU
JITI-Ne(001710)-(PT'-RU)-230123 mnst peika Poccun u yTBepxkIaeHHOW crenubukamnmeii Ne SPC-CC-063691. ITpoTOKOJIbI
NPOU3BOJICTBA, YIAKOBKH U TIOKa3aTeIN KauecTBa JaHHOW CEpUM OBLIH ITPOaHAIM3MPOBAHbI U CJICIIAHO 3aKIIIOUEHHE, YTO OHH
cooTBeTCTBYIOT TpeboBanusaM Hamnexareit [IponsBoacreenHoit [Tpakriku (GMP).
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