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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIM3A I'OTOBOI'O ITIPOAYKTA

Page 1 0f 10/ Ctp. 1 u3 10

Name of Product /
HaumeHoBaHue NPOAYKUMH

MOMAT RINO
MOMAT PUHO

Generic name /
HenarenroBanHoe HAaMMeEHOBaHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mowmera3oHa crpei HazaJIbHbIH J103upoBaHHbIN 50 MKI/m03a

Active Ingredients /
JeiicTBylolue Bemecrsa

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 coiepKUT: ASHCTBYIOIIEe BelecTBo: MoMeTa3zoHa ypoaTa MOHOTHIpAT

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

Strength / /lo3npoBka 50 mcg/dose / 50 Mkr/mo3a Date of Mfg. / laTa mpousBoacTBa 05/2025
Dosage form / Metered-df)se nasal spray { Crpeit Date of Exp. / Toaen 10 04/2027
JlekapcTBeHHas popma Ha3aJIbHbIN 103UPOBAHHBIN
Product code / Kox nmpoaykra SRU0300071260401DK Date of release / JlaTa Boinycka 14.06.2025
Batch No. / Cepust Ne 12250716A Qty. Released / 32,480 BOT/
KosiyecTBO BBINYIIEHO (bakoHOB
Batch size / Pasmep cepuu 34,722 BOT / {akoHoB Mig.License No. / Jluuensus ua MNB/10/832
NMPOM3BOACTBO (HOMeP)
Inspection Lot NOL/ 040000600384 Mfg. License Date / JIunen3us Ha 30/04/2020
PerncrpauuoHHbIi HOMeEp aHAJIU32 NPOM3BOACTBO (1aTa)
. GMP Compliance certificate Date /
Package size / YnakoBka 120 Doses / 120 o3 GMP ceprudukar (1ara) 18/06/2020
. GMP Compliance certificate No. / GMP-
Market / PoiHoK Russia / Poccus GMP ceprudmiar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneuudukanus roroBoro SPC-CC-075363 Reference STP No. / CITH Ne 043425
npoaykra Ne
MFM-
24408(JM-01)-
API name / HaumenoBanue A®C ﬁgm:iign: l&)uro;;e;\/[oonoohydra;e/ API Batch No / A®C cepust Ne 001, MFM-
MeTa3oHa (ypoarta MOHOTHAPAT 24409(1M-01)-
001
Ne | TESTS/ITOKA3ATEJIN LIMITS / TPEBOBAHUSA 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 Oenoro jo moutu Oenoro uBera ot | [lourn 6eroro LBeTa
MOJIYIPO3PAvYHOI 10 HEMPO3payHO KOHCUCTEHIIMU | HEMPO3PayHOW  KOHCHCTEHIIUU

rycTas CyClCH3UsA.

rycTras CyClICH3Us.

2. Identification / UnenTudukanus

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). / Bpemsi ynep>xuBaHHs OCHOBHOTO IHKa
Ha  XpOMaTorpaMMe HCIIBITYeMOrO  pacTBOpa
JOJDKHO COOTBETCTBOBAaTh BPEMEHH YIECP)KUBAHHS

OCHOBHOT'O ITHKa Ha XpOMATOrpaMMe CTaHIapTHOTO
pactBopa (cm. paszzen «KonnyecTBeHHOE
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
YIep)KUBaHHS OCHOBHOTO ITHKA
Ha XpoMaTorpamme
UCIIBITYEMOTO pacTBOpa
COOTBETCTBYET BpPEMEHH
yIOCP)KUBAaHUS OCHOBHOTO ITHKA
Ha XpoMarorpamme
CTaHJaPTHOT'0 PacTBOPA.
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Checked By / IIpoBepua

Approved By / Ono6pua
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIM3A I'OTOBOI'O ITIPOAYKTA

Page 2 of 10 / Ctp. 2 u3 10

Name of Product /
HaumeHoBaHue NPOAYKUMH

MOMAT RINO
MOMAT PUHO

Generic name /
HenarenroBanHoe HAaMMeEHOBaHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose

Mowmera3oHa crpei HazaJIbHbIH J103upoBaHHbIN 50 MKI/m03a

Active Ingredients /
JeiicTBylolue Bemecrsa

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 coiepKUT: ASHCTBYIOIIEe BelecTBo: MoMeTa3zoHa ypoaTa MOHOTHIpAT

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

Strength / /lo3npoBka 50 mcg/dose / 50 Mkr/mo3a Date of Mfg. / laTa mpousBoacTBa 05/2025
Dosage form / Metered-df)se nasal spray { Crpeit Date of Exp. / Toaen 10 04/2027
JlekapcTBeHHas popma Ha3aJIbHbIN 103UPOBAHHBIN
Product code / Kox nmpoaykra SRU0300071260401DK Date of release / JlaTa Boinycka 14.06.2025
Batch No. / Cepust Ne 12250716A Qty. Released / 32,480 BOT/
KoaunuecTBo BbINYIIICHO q)HaKOHOB
Batch size / Pasmep cepuu 34,722 BOT / {akoHoB Mig.License No. / Jluuensus ua MNB/10/832
NMPOM3BOACTBO (HOMeP)
Inspection Lot NOL/ 040000600384 Mfg. License Date / JIunen3us Ha 30/04/2020
PerucrpannoHHblii HOMep aHaJu3a NMPOU3BOACTBO (1aTa)
Package size / Vnakoska 120 Doses / 120 7103 gﬁi i;?&gi?;ic&l:ﬁ;ate Date/ | 12/06/2020
. GMP Compliance certificate No. / GMP-
Market / PoiHoK Russia / Poccus GMP cepT:I)quaT (HoMep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneuudukanus roroBoro SPC-CC-075363 Reference STP No. / CITH Ne 043425
npoaykra Ne
MFM-
24408(JM-01)-
API name / Hanvenosanne A®C ﬁgﬁgiigz gﬁ:ﬁﬁ%ﬁiﬁ;ﬁ/ API Batch No / A®C cepust Ne 001, I\S[FM- L
24409(JM-01)-
001
Ne | TESTS /TIOKA3ATEJIN LIMITS / TPEBOBAHMUSI OBSERVATIONS /
PE3YJIBTATHI
b) Benzalkonium chloride | The chromatogram of the sample solution should | The chromatogram of the
/ BeH3aJIkoHHsI 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 Cj» and
UCTIBITYEMOT'O PacTBOpa JIOJDKHBI oOHapykuBathesi | Cis in the chromatogram of the
UKH, o BpEMEHaM ynepxuBanus | standard  solution. / Ha
COOTBETCTBYIOIIUE TIMKaM FOMOJIOTOB OCH3aJKOHHUS | XpOMAaTOrpaMMe HCIBITYEMOTO
xmopuna Cpp mw  Ci4 Ha  XpomaTtorpamMMme | pactBopa 00HApYKUBAIOTCS
CTaHIAPTHOTO pacTBOpa (cm. paszen | mukw, o BpEeMCHaM
«KonmuecTBeHHOE OTIPEIEIICHIEY ). yaep>KUBaHU
COOTBETCTBYIOIIUE TTHIKaM
TOMOJIOTOB OCH3aIKOHUS
xmopuna Cip mw Cis  Ha
XpOMaTorpaMme CTaHAapTHOTO
pactBopa.
3. | pH From 4.30 to 4.90 / Ot 4,30 1o 4,90 4.614/4,614
4. | Density / IlmoTHOCTH From 0.950 to 1.050 g/cm? / 1.006 g/cm?/ 1,006 r/cm®
Ot 0,950 mo 1,050 r/cm?
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUO®UKAT AHAJIN3A I'OTOBOT'O NIPOAYKTA
Page 3 0f 10 / Ctp. 3 u3 10

MOMAT RINO

MOMAT PUHO

Mometasone Metered-dose Nasal Spray 50 mcg/dose

Mowmera3oHa crpei HazaJIbHbIH J103upoBaHHbIN 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 coiepKUT: ASHCTBYIOIIEe BelecTBo: MoMeTa3zoHa ypoaTa MOHOTHIpAT

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

Name of Product /
HaumeHoBaHue NPOAYKUMH
Generic name /
HenaTteHTOBaHHOE HAMMEHOBAHUE

Active Ingredients /
JeiicTBylolue Bemecrsa

Strength / /lo3npoBka 50 mcg/dose / 50 Mkr/mo3a Date of Mfg. / laTa mpousBoacTBa 05/2025
Dosage form / Metered-df)se nasal spray { Crpeit Date of Exp. / Toaen 10 04/2027
JlekapcTBeHHas popma Ha3aJIbHbIN 103UPOBAHHBIN
Product code / Kox nmpoaykra SRU0300071260401DK Date of release / JlaTa Boinycka 14.06.2025
Batch No. / Cepust Ne 12250716A Qty. Released / 32,480 BOT/
KoJanyecTBo BhINyIeHo (I1aKoHOB
Batch size / Pasmep cepuu 34,722 BOT / {akoHoB Mig.License No. / Jluuensus ua MNB/10/832
NMPOM3BOACTBO (HOMeP)
Inspection Lot NOL/ 040000600384 Mfg. License Date / JIunen3us Ha 30/04/2020
Perncrpannonnslii HOMep aHaJIH3a MPOU3BOACTBO (AaTa)
. GMP Compliance certificate Date /
Package size / YnakoBka 120 Doses / 120 o3 GMP ceprudukar (1ara) 18/06/2020
. GMP Compliance certificate No. / GMP-
Market / PoiHoK Russia / Poccus GMP ceprudmiar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneuudukanus roroBoro SPC-CC-075363 Reference STP No. / CITH Ne 043425
npoaykra Ne
MFM-
24408(JM-01)-
API name / HaumenoBanue A®C ﬁgm:iign: l&)uro;;e;\/[oonoohydra;e/ API Batch No / A®C cepust Ne 001, MFM-
MeTa3oHa (ypoarta MOHOTHAPAT 24409(1M-01)-
001
Ne | TESTS/ITOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJIBTATBI

From 30 to 130 ¢cPs / Ot 30 no 130 cII3
From 250 to 350 mOsm/Kg
Ot 250 g0 350 MOcm/kr

5. | Viscosity / Bsaskoctb
6. | Osmolality /
OcMOJIAIBHOCTD

46.20 cPs /46,20 cII3
288 mOsm/Kg
288 MOcMm/Kr

7. Net content / Macca
colep:kuMoro ¢iakoHa

Not less than 18 g/ He menee 18 ¢ 183 g/18,3r

8. | Number of deliveries per 173 doses / 173 no3
container / KosimuecTBo

o3

Not less than 120 doses (discard the first pumping)
/ He menee 120 103 (He cunTasi HEPBUYHYIO
MIPOKAYKY)

Prepared By / IloaroroBuJ Checked By / [IpoBepu Approved By / Onoopua
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIM3A I'OTOBOI'O ITIPOAYKTA

Page 4 of 10 / Ctp. 4 u3 10

Name of Product /
HaumeHoBaHue NPOAYKUMH

MOMAT RINO
MOMAT PUHO

Generic name /
HenarenroBanHoe HAaMMeEHOBaHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose

Mowmera3oHa crpei HazaJIbHbIH J103upoBaHHbIN 50 MKI/m03a

Active Ingredients /
JeiicTBylolue Bemecrsa

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 coiepKUT: ASHCTBYIOIIEe BelecTBo: MoMeTa3zoHa ypoaTa MOHOTHIpAT

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

Strength / /lo3npoBka 50 mcg/dose / 50 Mkr/mo3a Date of Mfg. / laTa mpousBoacTBa 05/2025
Dosage form / Metered-df)se nasal spray { Crpeit Date of Exp. / Toaen 10 04/2027
JlekapcTBeHHas popma Ha3aJIbHbIN 103UPOBAHHBIN
Product code / Kox nmpoaykra SRU0300071260401DK Date of release / JlaTa Boinycka 14.06.2025
Batch No. / Cepust Ne 12250716A Qty. Released / 32,480 BOT/
KoJanyecTBo BhINyIeHo (I1aKoHOB
Batch size / Pasmep cepuu 34,722 BOT / {akoHoB Mig.License No. / Jluuensus ua MNB/10/832
NMPOM3BOACTBO (HOMeP)
Inspection Lot NOL/ 040000600384 Mfg. License Date / JIunen3us Ha 30/04/2020
Perncrpannonnslii HOMep aHaJIH3a MPOU3BOACTBO (AaTa)
. GMP Compliance certificate Date /
Package size / YnakoBka 120 Doses / 120 o3 GMP ceprudukar (1ara) 18/06/2020
. GMP Compliance certificate No. / GMP-
Market / PoiHoK Russia / Poccus GMP ceprudmiar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneuudukanus roroBoro SPC-CC-075363 Reference STP No. / CITH Ne 043425
npoaykra Ne
MFM-
24408(JM-01)-
API name / HaumenoBanue A®C ﬁgm:iign: l&)uro;;e;\/[oonoohydra;e/ API Batch No / A®C cepust Ne 001, MFM-
MeTa3oHa (ypoarta MOHOTHAPAT 24409(1M-01)-
001
Ne | TESTS/ITOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJIBTATBI

9. | Pump delivery /
Macca n03bl1

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

WnpuBuayansHas Macca 1036l 0T 85 % 1o 115 %
OT TEOPETUUECKON MACChI JI03bI;

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

Cpeansist Macca 103bl: oT 90 % 1o 110 % ot
TEOPETHUYECKON MACCHI JJO3EI

Minimum / Muaumym: 92.8%
Maximum / Makcumym:107.9%
Average / Cpennee: 103.0%

10. | Particle size /

Pa3zmep yacTun

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

Particles < 30um in size: 100%
Yactun pasmepom < 30 mxm — 100 %

100.0% / 100,0%

100.0% / 100,0%

Prepared By / IloaroroBuJ Checked By / [IpoBepu Approved By / Onoopua
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIM3A I'OTOBOI'O ITIPOAYKTA

Page S of 10 / Ctp. Su3 10

MOMAT RINO

MOMAT PUHO

Mometasone Metered-dose Nasal Spray 50 mcg/dose

Mowmera3oHa crpei HazaJIbHbIH J103upoBaHHbIN 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 coiepKUT: ASHCTBYIOIIEe BelecTBo: MoMeTa3zoHa ypoaTa MOHOTHIpAT

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

Name of Product /
HaumeHoBaHue NPOAYKUMH
Generic name /
HenaTteHTOBaHHOE HAMMEHOBAHUE

Active Ingredients /
JeiicTBylolue Bemecrsa

Strength / /lo3npoBka 50 mcg/dose / 50 Mkr/mo3a Date of Mfg. / laTa mpousBoacTBa 05/2025
Dosage form / Metered-df)se nasal spray { Crpeit Date of Exp. / Toaen 10 04/2027
JlekapcTBeHHas popma Ha3aJIbHbIN 103UPOBAHHBIN
Product code / Kox nmpoaykra SRU0300071260401DK Date of release / JlaTa Boinycka 14.06.2025
Batch No. / Cepust Ne 12250716A Qty. Released / 32,480 BOT/
KosiyecTBO BBINYIIEHO (bakoHOB
Batch size / Pasmep cepuu 34,722 BOT / {akoHoB Mig.License No. / Jluuensus ua MNB/10/832
NMPOM3BOACTBO (HOMeP)
Inspection Lot NOL/ 040000600384 Mfg. License Date / JIunen3us Ha 30/04/2020
PerncrpauuoHHbIi HOMeEp aHAJIU32 MPOU3BOACTBO (AaTa)
. GMP Compliance certificate Date /
Package size / YnakoBka 120 Doses / 120 o3 GMP ceprudukar (1ara) 18/06/2020
. GMP Compliance certificate No. / GMP-
Market / PoiHoK Russia / Poccus GMP ceprudmiar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneuudukanus roroBoro SPC-CC-075363 Reference STP No. / CITH Ne 043425
npoaykra Ne
MFM-
24408(JM-01)-
API name / HaumenoBanue A®C ﬁgm:iign: l&)uro;;e;\/[oonoohydra;e/ API Batch No / A®C cepust Ne 001, MFM-
MeTa3oHa (ypoarta MOHOTHAPAT 24409(1M-01)-
001
Ne | TESTS/ITOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJIBTATBI
Particles > 30pum in size: Should be absent Absent / OTcyTCTBYIOT

YacTuusbl pa3mepom > 30 MKM — JIOJKHBI
OTCYTCTBOBATh

11. | Sedimentation Stability / Not less than 5 min / He menee 5 mMuH. Complies /
CenuMeHTALMOHHASA CooTBeTCTBYET
YCTOHYHBOCTH

12. | Impurities / IIpumecn

Impurity 8 DM / Not more than 0.15 % / He 6onee 0,15 % Not Detected/ He o6HapyxeHO
[Ipumecu 8§ DM

Impurity DMC / Not more than 0.15 % / He 6omee 0,15 % Below LOQ /Humxe ITKO
[Ipumecu DMC

I . Not more than 0.20 % / He 6omnee 0,20 % 0.01% /0.01%

mpurity D /

IIpumecu D
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Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distt. Solan Himachal Pradesh 173205, India

CEPTU®UKAT AHAJIM3A I'OTOBOI'O ITIPOAYKTA

Page 6 of 10 / Ctp. 6 u3 10

Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom?2.vsnl.net.in

Name of Product /
HaumeHoBaHue NPOAYKUMH

MOMAT RINO
MOMAT PUHO

Generic name /
HenarenroBanHoe HAaMMeEHOBaHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mowmera3oHa crpei HazaJIbHbIH J103upoBaHHbIN 50 MKI/m03a

Active Ingredients /
JeiicTBylolue Bemecrsa

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 coiepKUT: ASHCTBYIOIIEe BelecTBo: MoMeTa3zoHa ypoaTa MOHOTHIpAT

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

Strength / /lo3npoBka 50 mcg/dose / 50 Mkr/mo3a Date of Mfg. / laTa mpousBoacTBa 05/2025
Dosage form / Metered-df)se nasal spray { Crpeit Date of Exp. / Toaen 10 04/2027
JlekapcTBeHHas popma Ha3aJIbHbIN 103UPOBAHHBIN
Product code / Kox nmpoaykra SRU0300071260401DK Date of release / JlaTa Boinycka 14.06.2025
Batch No. / Cepust Ne 12250716A Qty. Released / 32,480 BOT/
KoJanyecTBo BhINyIeHo (I1aKoHOB
Batch size / Pasmep cepuu 34,722 BOT / {akoHoB Mig.License No. / Jluuensus ua MNB/10/832
NMPOM3BOACTBO (HOMeP)
Inspection Lot NOL/ 040000600384 Mfg. License Date / JIunen3us Ha 30/04/2020
Perncrpannonnslii HOMep aHaJIH3a MPOU3BOACTBO (AaTa)
. GMP Compliance certificate Date /
Package size / YnakoBka 120 Doses / 120 o3 GMP ceprudukar (1ara) 18/06/2020
. GMP Compliance certificate No. / GMP-
Market / PoiHoK Russia / Poccus GMP ceprudmiar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneuudukanus roroBoro SPC-CC-075363 Reference STP No. / CITH Ne 043425
npoaykra Ne
MFM-
24408(JM-01)-
API name / HaumenoBanue A®C ﬁgm:iign: l&)uro;;e;\/[oonoohydra;e/ API Batch No / A®C cepust Ne 001, MFM-
MeTa3oHa (ypoarta MOHOTHAPAT 24409(1M-01)-
001
Ne | TESTS/ITOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJIBTATBI

Any individual unspecified
impurity / Exuan4noi
HEUICHTH(OUITUPOBAHHOM
TIPUMECH

Total impurities /
CymmMmsl npuMeceit

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

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

0.1%/ 0,1%

0.2%/0,2%

Prepared By / IloaroroBuJ Checked By / [IpoBepu Approved By / Onoopua
Signature / /4{/“[ W Atul Kumar ’4 p Arun Patyal Sé ,a g s, Shailendra Singh
Hoxmct. 17 Jul 2025 12:55:45 IST m f 18 Jul 2025 12:58:27 IST 18 Jul 2025 14:53:42 IST
Date / laTa
REASON: Prepared By REASON: Checked By REASON: Approved By
5c9bd63f-5159-4d1d-819f-f699447b9F27 €8185c2c-ae86-4590-9d65-3d03424bca1l 2f076ebd-9492-4934-9ae6-03e4370283cd
Name / ®UO Atul Kumar Arun Patyal Shailendra Singh
Designation / Senior Officer- QA Senior Officer- QA Manager- QA
JI0ZKHOCTH

FCM/QA054/08.00
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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@bom?2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIM3A I'OTOBOI'O ITIPOAYKTA

Page 7 of 10 / Ctp. 7 u3 10

Name of Product /
HaumeHoBaHue NPOAYKUMH

MOMAT RINO
MOMAT PUHO

Generic name /
HenarenroBanHoe HAaMMeEHOBaHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mowmera3oHa crpei HazaJIbHbIH J103upoBaHHbIN 50 MKI/m03a

Active Ingredients /
JeiicTBylolue Bemecrsa

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 coiepKUT: ASHCTBYIOIIEe BelecTBo: MoMeTa3zoHa ypoaTa MOHOTHIpAT

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

and Uniformity of
Delivered Dose / Cpegnsis
JaocTaBJisieMast 103a
OJHOPOIHOCThH
JA0CTaBJISIEMOM 103bI

Strength / /lo3npoBka 50 mcg/dose / 50 Mkr/mo3a Date of Mfg. / laTa mpousBoacTBa 05/2025
Dosage form / Metered-df)se nasal spray { Crpeit Date of Exp. / Toaen 10 04/2027
JlekapcTBeHHas popma Ha3aJIbHbIN 103UPOBAHHBIN
Product code / Kox nmpoaykra SRU0300071260401DK Date of release / JlaTa Boinycka 14.06.2025
Batch No. / Cepust Ne 12250716A Qty. Released / 32,480 BOT/
KosiyecTBO BBINYIIEHO (bakoHOB
Batch size / Pasmep cepuu 34,722 BOT / {akoHoB Mig.License No. / Jluuensus ua MNB/10/832
NMPOM3BOACTBO (HOMeP)
Inspection Lot NOL/ 040000600384 Mfg. License Date / JIunen3us Ha 30/04/2020
PerncrpauuoHHbIi HOMeEp aHAJIU32 NPOM3BOACTBO (1aTa)
. GMP Compliance certificate Date /
Package size / YnakoBka 120 Doses / 120 o3 GMP ceprudukar (1ara) 18/06/2020
. GMP Compliance certificate No. / GMP-
Market / PoiHoK Russia / Poccus GMP ceprudmiar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneuudukanus roroBoro SPC-CC-075363 Reference STP No. / CITH Ne 043425
npoaykra Ne
MFM-
24408(JM-01)-
API name / Hanvenosanne A®C | MOTowsone I;)u“’oa;eiwoon"ohydm;e/ API Batch No / A®C cepus Ne 001, MFM-
METAIONa YPOaTa MOHOTIAPAT 24409(JM-01)-
001
Ne | TESTS/ITOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJIBTATBI
13. | Average Delivered Dose Not more than 2 of 20 doses (10 initial doses and 10 final doses Beg / HauaJo:

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 6omnee 2 u3 20 no3 (10 HauanbHBIX 103 U 10 KOHEYHBIX J103)
MOTYT HMMETh OTKJIOHEHHE OT CPEIHEro 3HauyeHus Ooiee dem
+20%, ¥ HU OJHA J03a HE JIOJDKHA MMETh OTKJIOHEHHE OT
cpenHero 3HayeHus: 6onee yeM + 25 %. Cpennee 3HaueHHe He
JIOJDKHO TIpeBBIATh + 15 % OT 3asBIeHHOTO.

Ecaun ot 3 10 6 103 uMerOT OTKIOHEHUs Oojee yeM + 20 %, Ho
MeHee 4eM * 25 %, To ucHbIThIBatoT cieaytomine 20 (GIakoHOB.
He 6onee 6 u3 60 103 MOTYT UMETh OTKJIIOHEHHE OT CPEIHErO
3HaueHus 6onee yeM + 20 %, 1 HU OJHA 103a HE JIOJDKHA UMETh
OTKJIOHEHHE OT CPEJHEro 3HaueHus Oonee 4eM + 25 %. CpenHee
3HaYEHHE Ka)KJI0T0 ONpe/IeNeHus He JIOKHO MpeBblarth + 15 %
OT 3asIBJICHHOTO.

Minimum / Mutumym: 96%
Maximum / Makcumym: 103%
Mean / Cpemnee:100%

END / Konen:

Minimum / Munrnmym: 95%
Maximum / Makcumym: 105%
Mean / Cpennee: 100%

Prepared By / Tloarorosu Checked By / TIposepua Approved By / Onoopua
Signature / /4{/“[ W Atul Kumar ’4 p Arun Patyal Sé ,a g s, Shailendra Singh
Hoxmct. 17 Jul 2025 12:55:45 IST m f 18 Jul 2025 12:58:27 IST 18 Jul 2025 14:53:42 IST
Date / laTa
REASON: Prepared By REASON: Checked By REASON: Approved By
5c9bd63f-5159-4d1d-819f-f699447b9F27 €8185c2c-ae86-4590-9d65-3d03424bca1l 2f076ebd-9492-4934-9ae6-03e4370283cd
Name / ®UO Atul Kumar Arun Patyal Shailendra Singh
Designation / Senior Officer- QA Senior Officer- QA Manager- QA
JI0ZKHOCTH

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUO®UKAT AHAJIN3A I'OTOBOT'O NIPOAYKTA
Page 8 of 10 / Ctp. 8 3 10

Name of Product / MOMAT RINO
HaumeHoBaHHe NPOAYKIMH MOMAT PHUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenaTteHTOBaHHOE HAMMEHOBaHHE Mowmera3oHa crpei HazaJIbHbIH J103upoBaHHbIN 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
JeiicTBylone BelecTsa 1 1o3a cripest coiepKUT: ASHCTBYIOIIEe BelecTBo: MoMeTa3zoHa ypoaTa MOHOTHIpAT
51,72 mxr B iepecyere Ha MomerasoHna ¢ypoar 50,00 Mxr
Strength / /lo3npoBka 50 mcg/dose / 50 Mkr/mo3a Date of Mfg. / laTa mpousBoacTBa 05/2025
Dosage form / Metered-df)se nasal spray { Crpeit Date of Exp. / Toaen 10 04/2027
JlekapcTBeHHas popma Ha3aJIbHbIN 103UPOBAHHBIN
Product code / Kox nmpoaykra SRU0300071260401DK Date of release / JlaTa Boinycka 14.06.2025
Batch No. / Cepust Ne 12250716A Qty. Released / 32,480 BOT/
KosiyecTBO BBINYIIEHO (bakoHOB
Batch size / Pasmep cepuu 34,722 BOT / {akoHoB Mig.License No. / Jluuensus ua MNB/10/832
NMPOM3BOACTBO (HOMeP)
Inspection Lot NOL/ 040000600384 Mfg. License Date / JIunen3us Ha 30/04/2020
PerncrpauuoHHbIi HOMeEp aHAJIU32 NPOM3BOACTBO (1aTa)
. GMP Compliance certificate Date /
Package size / YnakoBka 120 Doses / 120 o3 GMP ceprudukar (1ara) 18/06/2020
. GMP Compliance certificate No. / GMP-
Market / PoiHoK Russia / Poccus GMP ceprudmiar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneuudukanus roroBoro SPC-CC-075363 Reference STP No. / CITH Ne 043425
npoaykra Ne
MFM-
24408(JM-01)-
API name / HaumenoBanue A®C ﬁgm:iign: l&)uro;;e;\/[oonoohydra;e/ API Batch No / A®C cepust Ne 001, MFM-
MeTa3oHa (ypoarta MOHOTHAPAT 24409(1M-01)-
001
Ne | TESTS/ITOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJIBTATBI
14 | Microbiological Purity / MukpoOuoJsioruyeckasi 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?2 KOE B 1 mut npenapara Menee 10 KOE/mn
a’pOOHBIX
MHKPOOPTaHU3MOB
Total yeast and moulds Not more than 10! cfu per 1 ml of the product/ He | Less than 10 cfu/ml/
count / Obmiee gucio 6onee 10! KOE B 1 M npemapara Menee 10 KOE/mMn
IPOYKIKEBBIX U IUNIECHEBBIX
rpuboB
Pseudomonas aeruginosa Absence per | ml of the product / OtrcyrcrBue B 1 Absent / OtcyTcTBYyeT
MJI [penapara
Staphylococcus aureus Absence per 1 ml of the product / OrcyrcrBue B | Absent / OtcyTcTByer
MJI IIpenapara
15. | Assay / KoanyecTBeHHOe omnpe/iesieHue
a) Mometasone Furoate / From 85,0 % to 115,0 % of the labeled content / Ot | 101.2% / 101,2%
Mowmerasona ¢ypoar 85,0 % 1o 115,0 % ot 3asiBIIEHHOr0 CoAep KaHMsI

Prepared By / IloaroroBuJ Checked By / [IpoBepu Approved By / Onoopua
Signature / /4{/“[ W Atul Kumar ’4 p Arun Patyal Sé ,a g s, Shailendra Singh
Hoxmct. 17 Jul 2025 12:55:46 IST m f 18 Jul 2025 12:58:27 IST 18 Jul 2025 14:53:42 IST
Date / laTa
REASON: Prepared By REASON: Checked By REASON: Approved By
5c9bd63f-5159-4d1d-819f-f699447b9F27 €8185c2c-ae86-4590-9d65-3d03424bca1l 2f076ebd-9492-4934-9ae6-03e4370283cd
Name / ®UO Atul Kumar Arun Patyal Shailendra Singh
Designation / Senior Officer- QA Senior Officer- QA Manager- QA
JI0ZKHOCTH

FCM/QA054/08.00
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Glenmark pharmaceuticals Ltd
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUO®UKAT AHAJIN3A I'OTOBOT'O NIPOAYKTA
Page 9 of 10 / Ctp. 9 u3 10

Name of Product / MOMAT RINO
HaumeHoBaHHe NPOAYKIMH MOMAT PHUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose

HenaTteHTOBaHHOE HAMMEHOBAHUE MoMeTa3oHa crpeii Ha3albHbIN T103MpoBaHHbIH 50 MKT/n03a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeiicTBylone BelecTsa 1 1o3a cripest coiepKUT: ASHCTBYIOIIEe BelecTBo: MoMeTa3zoHa ypoaTa MOHOTHIpAT
51,72 mxr B iepecyere Ha MomerasoHna ¢ypoar 50,00 Mxr

Strength / /lo3npoBka 50 mcg/dose / 50 Mkr/mo3a Date of Mfg. / laTa mpousBoacTBa 05/2025

Dosage form / Metered-df)se nasal spray { Crpeit Date of Exp. / Toaen 10 04/2027

JlekapcTBeHHas popma Ha3aJIbHbIN 103UPOBAHHBIN

Product code / Kox nmpoaykra SRU0300071260401DK Date of release / JlaTa Boinycka 14.06.2025

Batch No. / Cepust Ne 12250716A Qty. Released / 32,480 BOT/

KoJanyecTBo BhINyIeHo (I1aKoHOB
Batch size / Pasmep cepuu 34,722 BOT / {akoHoB Mig.License No. / Jluuensus ua MNB/10/832
NMPOM3BOACTBO (HOMeP)
Inspection Lot NOL/ 040000600384 Mfg. License Date / JIunen3us Ha 30/04/2020
PerncrpauuoHHbIi HOMeEp aHAJIU32 MPOU3BOACTBO (AaTa)
. GMP Compliance certificate Date /
Package size / YnakoBka 120 Doses / 120 o3 GMP ceprudukar (1ara) 18/06/2020
. GMP Compliance certificate No. / GMP-

Market / Prinox Russia / Poccus GMP ceprudukar (Homep) 01556/20/IN

Reference Specification No. / STP-CC-

Cnenudukanus roroporo SPC-CC-075363 Reference STP No. / CIIH Ne 043425

npoaykra Ne
MFM-
24408(JM-01)-

API name / HaumenoBanue A®C ﬁgm:iign: l&)uro;;e;\/[oonoohydra;e/ API Batch No / A®C cepust Ne 001, MFM-

MeTa3oHa (ypoarta MOHOTHAPAT 24409(1M-01)-

001

Ne | TESTS/ITOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATIONS /

PE3YJIBTATBI
b) Benzalkonium chloride / | From 80,0 % to 120,0 % of the labeled content / Ot | 88.8% 88,8%
benzankonus xjaopus 80,0 % 10 120,0 % OT 3asiBIEHHOTO COACPIKAHMSI

16. | Package Size / YnakoBka 120 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 120 nmo3 cycneHsuu BO (h1akOHE W3 MOJHMATHICHA BBICOKOW IUIOTHOCTH C
JIO3UPYIOLIMM YCTPOHCTBOM U KOJNMAYKOM U3 MOJMATIIICHA BBICOKOH MI0THOCTH. [1o 1
(bI1aKoHy BMECTE C HHCTPYKIHUEH 10 MEAUIIMHCKOMY IPHUMEHEHHUIO B MTAYKE KAPTOHHOM.

Any deviation/Incident/OOS: Non-applicable
OtkoHeHusi/HecooTBeTcTBUA/OOC: HE IPUMEHUMO

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-063688. The batch processing, packaging and
analysis reviewed and found to be in compliance with GMP.”

3akiil0ueHne O COOTBETCTBMHM: HACTOSIIMM MOATBEPXKJIAI0, YTO IMPEICTABICHHAS BbIIE WH()OPMAIUS SBISIETCS
JIOCTOBepHO# u TouyHOW. JlaHHasi cepusi ObLIa mpou3BeeHa (BKIOYAs YIMAKOBKY/MAapKUPOBKY M KOHTPOJb KayecTBa) Ha
YKa3aHHOW BBIIIE MPOM3BOJCTBEHHON IUIOMIQJKE B TIOJHOM COOTBETCTBUHM ¢ TpeboBanusiMu  Haiexariei

Prepared By / IloaroroBuJ Checked By / [IpoBepu Approved By / Onoopua
Signature / /4{/“[ W Atul Kumar ’4 p Arun Patyal Sé ,a g s, Shailendra Singh
Hoxmct. 17 Jul 2025 12:55:46 IST m f 18 Jul 2025 12:58:27 IST 18 Jul 2025 14:53:42 IST
Date / laTa
REASON: Prepared By REASON: Checked By REASON: Approved By
5c9bd63f-5159-4d1d-819f-f699447b9F27 €8185c2c-ae86-4590-9d65-3d03424bca1l 2f076ebd-9492-4934-9ae6-03e4370283cd
Name / ®UO Atul Kumar Arun Patyal Shailendra Singh
Designation / Senior Officer- QA Senior Officer- QA Manager- QA
JI0ZKHOCTH
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

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

CEPTUO®UKAT AHAJIN3A I'OTOBOT'O NIPOAYKTA
Page 10 of 10 / Ctp. 10 u3 10

Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom?2.vsnl.net.in

Name of Product / MOMAT RINO

HaumeHoBaHHe NPOAYKIMH MOMAT PHUHO

Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose

HenaTteHTOBaHHOE HAMMEHOBaHHE Mowmera3oHa crpei HazaJIbHbIH J103upoBaHHbIN 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
JeiicTBylone BelecTsa 1 1o3a cripest coiepKUT: ASHCTBYIOIIEe BelecTBo: MoMeTa3zoHa ypoaTa MOHOTHIpAT
51,72 mxr B iepecyere Ha MomerasoHna ¢ypoar 50,00 Mxr

Strength / /lo3npoBka 50 mcg/dose / 50 Mkr/mo3a Date of Mfg. / laTa mpousBoacTBa 05/2025

Dosage form / Metered-df)se nasal spray { Crpeit Date of Exp. / Toaen 10 04/2027

JlekapcTBeHHas popma Ha3aJIbHbIN 103UPOBAHHBIN

Product code / Kox nmpoaykra SRU0300071260401DK Date of release / JlaTa Boinycka 14.06.2025

Batch No. / Cepust Ne 12250716A Qty. Released / 32,480 BOT/

KoJanyecTBo BhINyIeHo (I1aKoHOB
Batch size / Pasmep cepuu 34,722 BOT / {akoHoB Mig.License No. / Jluuensus ua MNB/10/832
NMPOM3BOACTBO (HOMeP)
Inspection Lot NOL/ 040000600384 Mfg. License Date / JIunen3us Ha 30/04/2020
Perncrpannonnslii HOMep aHaJIH3a MPOU3BOACTBO (AaTa)
. GMP Compliance certificate Date /
Package size / YnakoBka 120 Doses / 120 o3 GMP ceprudukar (1ara) 18/06/2020
. GMP Compliance certificate No. / GMP-

Market / PoiHoK Russia / Poccus GMP ceprudmiar (Homep) 01556/20/IN

Reference Specification No. / STP-CC-

Cneuudukanus roroBoro SPC-CC-075363 Reference STP No. / CITH Ne 043425

npoaykra Ne
MFM-
24408(JM-01)-

API name / HaumenoBanue A®C ﬁgm:iign: l&)uro;;e;\/[oonoohydra;e/ API Batch No / A®C cepust Ne 001, MFM-

MeTa3oHa (ypoarta MOHOTHAPAT 24409(1M-01)-

001

ITpousBoacteennoi Ilpaktuku (GMP) nokanpHBIX PEryISTOPHBIX OPraHOB M TPeOOBAHUSMH HOPMATHBHOM JOKYMEHTAIHH
JITT-Ne(001710)-(PT-RU)-230123 mnst peinka Poccuu u yrBepkaeHHO# crierudukanueir Ne SPC-CC-063688. IIpoTokoJibl
NPOU3BOJICTBA, YIAKOBKH U TI0KAa3aTeIM KauecTBa JaHHOW CepUH ObUIM ITPOAHATM3UPOBAHbI U CIIETIAHO 3aKJIIOUSHUE, YTO OHH
COOTBETCTBYIOT TpeboBanusM Hamnexarueit [IponsBoacreenHoit [Tpakriku (GMP).

Prepared By / IloaroroBuJ Checked By / [IpoBepu Approved By / Onoopua
Signature / /4{/“[ W Atul Kumar ’4 p Arun Patyal Sé ,a g s, Shailendra Singh
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