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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUD®UKAT AHAJIM3A TOTOBOI'O ITPOAYKTA

Page10f9/Crp.1m39

Name of Product /
HaunmeHoBaHWe NPOAYKLMH

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTeHTOBAHHOE HAMMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mowmera3oHa cIipei HazaIbHbIH 1031poBaHHbIH 50 MKT/m032

Active Ingredients /
JeiicTByloLe BelecTBa

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

calculated for Mometasone Furoate 50.00 mcg

1 103a cripest coIepkKHUT: AelcTByolIIee BelecTBo: MoMeraszoHa dypoara MOHOrMapar

51,72 mxr B nepecdere Ha Mometaszona ¢ypoar 50,00 mxr

Strength / lo3upoBka 50 mcg/dose / 50 Mmkr/no3a Date of Mfg. / Jlata npou3BoacTBa 09/2025
Dosage form / Metered-d?se nasal spray Z Crpeit Date of Exp. / Toaen 110 08/2027
JlekapcTBeHHas popma Ha3aJIbHbIH JI03MPOBAHHBIH
Product code / Koa npoaykra SRU0300071260401 DK Date of release / /lata Bbinycka 27.09.2025
Batch No. / Cepust Ne 12251238A Qty. Released / 32,580 BOT/
KoJsnyecTBo BhINyIIEHO (hmakoHOB
Batch size / Pazmep cepun 34,722 BOT / iakoHOB Mig.License No. / Jluuensus ua MNB/10/832
NpoM3BOACTBO (HOMep)
Inspection Lot No.“/ 040000620780 Mfg. License Date / JInuensusi Ha 30/04/2020
PerucrpaunoHHblil HOMep aHAJU3a NMpoU3BOACTBO (1aTa)
. GMP Compliance certificate Date /
Package size / YnakoBka 120 Doses / 120 no3 GMP ceprrduiar (1a1a) 18/06/2020
. GMP Compliance certificate No. / GMP-
Market / Poiox Russia / Poccus GMP ceprudukar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneuuduxanms roroBoro SPC-CC-075363 Reference STP No. / CITU Ne 043425
npoaykra Ne
Mometasone Furoate Monohydrate/ MEM-
API name / Haumenoanue A®C Y API Batch No / A®C cepust Ne 24416(JM-01)-
Mowmeraszona (pypoara MOHOTHAPAT 001
Manufactured by / IIpousBoautenn | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6e Jlumuren, Unaust
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 Oenmoro ngo moutn Oexoro uBera ot | [loutn 6eroro LBETa
MOJIYIIPO3PAYHOM O HEMPO3payHOl KOHCUCTEHUMHN | HENMPO3PAYHOM  KOHCUCTEHLUHU

rycras CyCleH3Hs.

rycTasi CyCNeH3Hsl.

2. Identification / UnenTudukauus

a) Mometasone Furoate /
MomeTta3zoHna ¢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 ynepkuBaHHS OCHOBHOTO MHUKa
Ha XpoMaTorpaMMme HKCIBITYEMOTO  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

OCHOBHOTO MHKa Ha XpoMaTorpamMme CTaHAapTHOrO | Ha XpomaTorpamme
pacTBOpa (cm. pasnen «KonnyecTBeHHOE | UCTILITYEMOTO pacTtBopa
ONpEIEIICHUE). COOTBETCTBYET BpPEMEHU
YIEep)KUBaHUS OCHOBHOTO ITHKA
Ha XpoMarorpaMmme
CTAHJAPTHOI'O pacTBoOpa.
Prepared By / IloaroroBu Checked By / IIpoepua Approved By / Ono6pua
Signature / %M Atul Kumar ’4 p W Arun Patyal 0 é Onkar Mall
Moanuck ’W
Date / lata 110ct 2025 11:20:12 IST 11 Oct 2025 11:23:08 IST 11 Oct 2025 13:02:36 IST
REASON: Prepared By REASON: Checked By REASON: Approved By
5c9bd63f-5159-4d1d-819f-1699447b9f27 €8185¢2c-2¢86-4590-9d65-3d03424bcall 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 /
HaunmeHoBaHWe NPOAYKLMH

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTeHTOBAHHOE HAMMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose

Mowmera3oHa cIipei HazaIbHbIH 1031poBaHHbIH 50 MKT/m032

Active Ingredients /
JeiicTByloLe BelecTBa

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

calculated for Mometasone Furoate 50.00 mcg

1 103a cripest coIepkKHUT: AelcTByolIIee BelecTBo: MoMeraszoHa dypoara MOHOrMapar

51,72 mxr B nepecdere Ha Mometaszona ¢ypoar 50,00 mxr

Strength / lo3upoBka 50 mcg/dose / 50 Mmkr/no3a Date of Mfg. / Jlata npou3BoacTBa 09/2025
Dosage form / Metered-d?se nasal spray Z Crpeit Date of Exp. / Toaen 110 08/2027
JlekapcTBeHHasi popma Ha3aJIbHbIN J03UPOBAHHbIN
Product code / Koa npoaykra SRU0300071260401 DK Date of release / /lata Bbinycka 27.09.2025
Batch No. / Cepust Ne 12251238A Qty. Released / 32,580 BOT/
KoJsnyecTBo BhINyIIEHO (hmakoHOB
Batch size / Pazmep cepun 34,722 BOT / iakoHOB Mig.License No. / Jluuensus ua MNB/10/832
NpoM3BOACTBO (HOMep)
Inspection Lot No.“/ 040000620780 Mfg. License Date / JInuensusi Ha 30/04/2020
PerucrpaunoHHblil HOMep aHAJU3a NMpoU3BOACTBO (1aTa)
. GMP Compliance certificate Date /
Package size / YnakoBka 120 Doses / 120 no3 GMP ceprrduiar (1a1a) 18/06/2020
. GMP Compliance certificate No. / GMP-
Market / Potiox Russia / Poccus GMP ceprudukar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneuuduxanms roroBoro SPC-CC-075363 Reference STP No. / CITU Ne 043425
npoaykra Ne
Mometasone Furoate Monohydrate/ MEM-
API name / Haumenoanue A®C Y API Batch No / A®C cepust Ne 24416(JM-01)-
Mowmerasona ¢yypoara MOHOrHAPAT 001
Manufactured by / IIpousBoautenn | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6e Jlumuren, Unaust
Ne | TESTS /ITOKA3ATEJIN LIMITS / TPEBOBAHUSI OBSERVATIONS /
PE3YJIBTATBI
b) Benzalkonium chloride | The chromatogram of the sample solution should | The chromatogram of the
/ BenzaqkoHus xjopua | 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
UCTIBITYEMOT0 pacTBOpa AOJKHBI 0OHapyxuBaThcsa | Cis4 in the chromatogram of the
MTUKH, o BpeMeHaM yaepxxuBanus | standard  solution. /  Ha
COOTBETCTBYIOILME MIMKaM FOMOJIOTOB OEH3aJIKOHUS | XpOMaTorpaMMe HCIBITYEMOro
xmopuga Cpp uw Ci4 Ha XpomaTorpamme | pacTtBopa 00OHapy KUBaIOTCA
CTaHAAPTHOrO pacTtBopa (cMm. paszen | MUk, o BpEMEHaM
«KonunyecTBeHHOE OMpenesieHue ). YAEPKUBAHUA
COOTBETCTBYIOLLUE NUKaMm
TOMOJIOTOB OeH3aTKOHMS
xnmopuga Cip mw Ci4 Ha
XpoMaTrorpaMMe CTaHIapTHOTO
pacTtBopa.
3. |pH From 4.30 t0 4.90 / Ot 4,30 10 4,90 4.626 /4,626
4. | Density / IlnoTHOCTB From 0.950 to 1.050 g/cm? / 1.001 g/cm?®/ 1,001 r/cm?
Ot 0,950 no 1,050 r/cm?
Prepared By / IloaroroBu Checked By / IIpoepua Approved By / Ono6pua
Signature / Atul Kumar Arun Patyal Onkar Mall
Hoanuce :20: W 110ct 2025 11:23:08 IST
Date / lata 110ct 2025 11:20:121ST c :23:081 110ct 2025 13:02:36 IST
REASON: Prepared By REASON: Checked By REASON: Approved By
5c9bd63f-5159-4d1d-819f-f699447b9f27 €8185c2c-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
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Name of Product /
HaunmeHoBaHWe NPOAYKLMH

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTeHTOBAHHOE HAMMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mowmera3oHa cIipei HazaIbHbIH 1031poBaHHbIH 50 MKT/m032

Active Ingredients /
JeiicTByloLe BelecTBa

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

calculated for Mometasone Furoate 50.00 mcg

1 103a cripest coIepkKHUT: AelcTByolIIee BelecTBo: MoMeraszoHa dypoara MOHOrMapar

51,72 mxr B nepecdere Ha Mometaszona ¢ypoar 50,00 mxr

Strength / lo3upoBka 50 mcg/dose / 50 Mmkr/no3a Date of Mfg. / Jlata npou3BoacTBa 09/2025
Dosage form / Metered-d?se nasal spray Z Crpeit Date of Exp. / Toaen 110 08/2027
JlekapcTBeHHas popma Ha3aJIbHbIH JI03MPOBAHHBIH
Product code / Koa npoaykra SRU0300071260401 DK Date of release / /lata Bbinycka 27.09.2025
Batch No. / Cepust Ne 12251238A Qty. Released / 32,580 BOT/
KoJsnyecTBo BhINyIIEHO (hmakoHOB
Batch size / Pazmep cepun 34,722 BOT / iakoHOB Mig.License No. / Jluuensus ua MNB/10/832
NpoM3BOACTBO (HOMep)
Inspection Lot No.“/ 040000620780 Mfg. License Date / JInuensusi Ha 30/04/2020
PerucrpaunoHHblil HOMep aHAJU3a NMpoU3BOACTBO (1aTa)
. GMP Compliance certificate Date /
Package size / YnakoBka 120 Doses / 120 no3 GMP ceprrduiar (1a1a) 18/06/2020
. GMP Compliance certificate No. / GMP-
Market / Potiox Russia / Poccus GMP ceprudukar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneuuduxanms roroBoro SPC-CC-075363 Reference STP No. / CITU Ne 043425
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenoanue A®C Y API Batch No / A®C cepust Ne 24416(JM-01)-
Mowmerasona ¢yypoara MoHOrHApAT 001

Manufactured by / IIpousBoaurein

Aarti Pharmalabs Limited, India/ Aaptu ®apmanabce Jlumuren, Unans

Ne | TESTS /TIOKA3ATEJIN

LIMITS / TPEBOBAHUA

OBSERVATIONS /
PE3YJIBTATHBI

5. | Viscosity / BszkocTb

From 30 to 130 cPs / Ot 30 mo 130 cII3

41.50 cPs /41,50 clI3

6. | Osmolality / From 250 to 350 mOsm/Kg 295 mOsm/Kg
OcMoJTSIILHOCTD Ot 250 1o 350 MOcwm/kr 295 mOcwm/kr
7. | Net content / Macca Not less than 18 g/ He menee 18 T 182¢g/18.2r

€oAep:KkUMOro iaKkoHa

8. | Number of deliveries per
container / KoiuuecTBo
103

Not less than 120 doses (discard the first pumping)
/ He menee 120 103 (He cunTas MepBUYHYIO

MPOKAYKy)

171 doses / 171 no3

Prepared By / IloaroroBu Checked By / IIpoepua Approved By / Ono6pua

Signature / %M Atul Kumar ’4 p W Arun Patyal 0 é Onkar Mall
Moanuck ’W
Date / lata 110ct 2025 11:20:12 IST 11 Oct 2025 11:23:08 IST 11 Oct 2025 13:02:36 IST

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

5c9bd63f-5159-4d1d-819f-1699447b9f27 €8185¢2c-2¢86-4590-9d65-3d03424bcall 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 : 475¢7532-13e1-46a0-93f1-e4605e481913
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Name of Product /
HaunmeHoBaHWe NPOAYKLMH

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTeHTOBAHHOE HAMMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose

Mowmera3oHa cIipei HazaIbHbIH 1031poBaHHbIH 50 MKT/m032

Active Ingredients /
JeiicTByloLe BelecTBa

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

calculated for Mometasone Furoate 50.00 mcg

1 103a cripest coIepkKHUT: AelcTByolIIee BelecTBo: MoMeraszoHa dypoara MOHOrMapar

51,72 mxr B nepecdere Ha Mometaszona ¢ypoar 50,00 mxr

Strength / lo3upoBka 50 mcg/dose / 50 Mmkr/no3a Date of Mfg. / Jlata npou3BoacTBa 09/2025

Dosage form / Metered-d?se nasal spray Z Crpeit Date of Exp. / Toaen 110 08/2027

JlekapcTBeHHas popma Ha3aJIbHbIH JI03MPOBAHHBIH

Product code / Koa npoaykra SRU0300071260401 DK Date of release / /lata Bbinycka 27.09.2025

Batch No. / Cepust Ne 12251238A Qty. Released / 32,580 BOT/

KoJsnyecTBo BhINyIIEHO (hmakoHOB
Batch size / Pazmep cepun 34,722 BOT / iakoHOB Mig.License No. / Jluuensus ua MNB/10/832
NpoM3BOACTBO (HOMep)
Inspection Lot No.“/ 040000620780 Mfg. License Date / JInuensusi Ha 30/04/2020
PerucrpaunoHHblil HOMep aHAJU3a NMpoU3BOACTBO (1aTa)
. GMP Compliance certificate Date /
Package size / YnakoBka 120 Doses / 120 no3 GMP ceprrduiar (1a1a) 18/06/2020
. GMP Compliance certificate No. / GMP-

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

Reference Specification No. / STP-CC-

Crneuuduxanms roroBoro SPC-CC-075363 Reference STP No. / CITU Ne 043425

npoaykra Ne

Mometasone Furoate Monohydrate/ MFM-
API name / Haumenoanue A®C Y API Batch No / A®C cepust Ne 24416(JM-01)-
Mowmerasona ¢yypoara MoHOrHApAT 001

Manufactured by / IIpousBoautenn | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6e Jlumuren, Unaust

Ne | TESTS /ITOKA3ATEJIN LIMITS / TPEBOBAHUSI OBSERVATIONS /
PE3YJIBTATBI

9. | Pump delivery/
Macca 1035l

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

WupvBuayansHas Macca g03bl: oT 85 % no 115 %
OT TEOPETUYECKON MACCHI 103bI;

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

Cpennsis Macca 103bl: oT 90 % 1o 110 % ot
TEOPETUUECKON MAcChl JA03bI

Minimum / Muaumym: 92.2%
Maximum / Makcumym:108.3%
Average / Cpennee: 104.0%

10. | Particle size /

Pasmep yactun

Particles < 10pm in size: Not less than 90%
Yactun pa3mepom < 10 mxm — He MeHee 90 %;

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

Particles > 30pum in size: Should be absent
YacTuusl pazmepoM > 30 MKM — JT0JIKHBI
OTCYTCTBOBAaTb

99.9% /99,9%
100.0% / 100,0%

Absent / OTCyTCTBYIOT

Prepared By / IloaroroBu Checked By / IIpoepua Approved By / Ono6pua

Signature / %M Atul Kumar ’4 p W Arun Patyal 0 é Onkar Mall
Moanuck ’W
Date / lata 110ct 2025 11:20:131ST 11 Oct 2025 11:23:08 IST 11 Oct 2025 13:02:37 IST

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

5c9bd63f-5159-4d1d-819f-1699447b9f27 €8185¢2c-2¢86-4590-9d65-3d03424bcall 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 : 475¢7532-13e1-46a0-93f1-e4605e481913
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Name of Product /
HaunmeHoBaHWe NPOAYKLMH

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTeHTOBAHHOE HAMMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mowmera3oHa cIipei HazaIbHbIH 1031poBaHHbIH 50 MKT/m032

Active Ingredients /
JeiicTByloLe BelecTBa

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

calculated for Mometasone Furoate

1 103a cripest coIepkKHUT: AelcTByolIIee BelecTBo: MoMeraszoHa dypoara MOHOrMapar

50.00 mecg

51,72 mxr B nepecdere Ha Mometaszona ¢ypoar 50,00 mxr

Strength / lo3upoBka 50 mcg/dose / 50 Mmkr/no3a Date of Mfg. / Jlata npou3BoacTBa 09/2025
Dosage form / Metered-d?se nasal spray Z Crpeit Date of Exp. / Toaen 110 08/2027
JlekapcTBeHHas popma Ha3aJIbHbIH JI03MPOBAHHBIH
Product code / Koa npoaykra SRU0300071260401 DK Date of release / /lata Bbinycka 27.09.2025
Batch No. / Cepust Ne 12251238A Qty. Released / 32,580 BOT/
KoJsnyecTBo BhINyIIEHO (hmakoHOB
Batch size / Pazmep cepun 34,722 BOT / iakoHOB Mig.License No. / Jluuensus ua MNB/10/832
NpoM3BOACTBO (HOMep)
Inspection Lot No.“/ 040000620780 Mfg. License Date / JInuensusi Ha 30/04/2020
PerucrpaunoHHblil HOMep aHAJU3a NMpoU3BOACTBO (1aTa)
. GMP Compliance certificate Date /
Package size / YnakoBka 120 Doses / 120 no3 GMP ceprrduiar (1a1a) 18/06/2020
. GMP Compliance certificate No. / GMP-
Market / Potiox Russia / Poccus GMP ceprudukar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneuuduxanms roroBoro SPC-CC-075363 Reference STP No. / CITU Ne 043425
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenoanue A®C Y API Batch No / A®C cepust Ne 24416(JM-01)-
Mowmerasona ¢yypoara MoHOrHApAT 001

Manufactured by / IIpousBoaurein

Aarti Pharmalabs Limited, India/ Aaptu ®apmanabce Jlumuren, Unans

Ne | TESTS /TIOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJIBTATBI
11. | Sedimentation Stability / Not less than 5 min / He menee 5 muH. Complies /
CequMeHTALHOHHASA CoOTBETCTBYET
YCTOHYHBOCTH

12. | Impurities / [Ipumecn
Impurity 8 DM /

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

ITpumecu § DM
Impurity DMC / Not more than 0.15 % / He 6onee 0,15 % 0.004% /0,004%
ITpumecu DMC

. Not more than 0.20 % / He 6onee 0,20 % 0.01%/0,01%
Impurity D /
ITpumecu D
Any individual unspecified | Not more than 0.20 % / He 6omnee 0,20 % 0.03%/ 0,03%

impurity / EquHu9IHOM
HeuAEeHTU(HUIMPOBAHHON
NpUMeCH

Total impurities /
CymMBI npuMeceit

Not more than 0.60 % / He 6onee 0,60 % 0.17%/0,17%

Prepared By / IloaroroBu Checked By / IIpoepua Approved By / Ono6pua

Signature / %M Atul Kumar ’4 p W Arun Patyal 0 é Onkar Mall
Moanuck ’W
Date / lata 110ct 2025 11:20:131ST 11 Oct 2025 11:23:08 IST 11 Oct 2025 13:02:37 IST

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

5c9bd63f-5159-4d1d-819f-1699447b9f27 €8185¢2c-2¢86-4590-9d65-3d03424bcall 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 : 475¢7532-13e1-46a0-93f1-e4605e481913
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUD®UKAT AHAJIM3A TOTOBOI'O ITPOAYKTA

Page 6 of 9/ Ctp. 6 3 9

Name of Product /
HaunmeHoBaHWe NPOAYKLMH

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTeHTOBAHHOE HAMMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mowmera3oHa cIipei HazaIbHbIH 1031poBaHHbIH 50 MKT/m032

Active Ingredients /
JeiicTByloLe BelecTBa

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

calculated for Mometasone Furoate 50.00 mcg

1 103a cripest coIepkKHUT: AelcTByolIIee BelecTBo: MoMeraszoHa dypoara MOHOrMapar

51,72 mxr B nepecdere Ha Mometaszona ¢ypoar 50,00 mxr

and Uniformity of
Delivered Dose / Cpeansis
JocTaBJisiemMast 103a 1
OJHOPOAHOCTH
A0CTABJIAEMOMH 103bI

Strength / lo3upoBka 50 mcg/dose / 50 Mmkr/no3a Date of Mfg. / Jlata npou3BoacTBa 09/2025

Dosage form / Metered-d?se nasal spray Z Crpeit Date of Exp. / Toaen 110 08/2027

JlekapcTBeHHas hopma Ha3aJIbHbIH J103UPOBaHHBIN

Product code / Koa npoaykra SRU0300071260401 DK Date of release / /lata Bbinycka 27.09.2025

Batch No. / Cepust Ne 12251238A Qty. Released / 32,580 BOT/

KoJsnyecTBo BhINyIIEHO (hmakoHOB
Batch size / Pazmep cepun 34,722 BOT / iakoHOB Mig.License No. / Jluuensus ua MNB/10/832
NpoM3BOACTBO (HOMep)
Inspection Lot No.“/ 040000620780 Mfg. License Date / JInuensusi Ha 30/04/2020
PerucrpaunoHHblil HOMep aHAJU3a NMpoU3BOACTBO (1aTa)
. GMP Compliance certificate Date /
Package size / YnakoBka 120 Doses / 120 no3 GMP ceprrduiar (1a1a) 18/06/2020
. GMP Compliance certificate No. / GMP-

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

Reference Specification No. / STP-CC-

Crneuuduxanms roroBoro SPC-CC-075363 Reference STP No. / CITU Ne 043425

npoaykra Ne

Mometasone Furoate Monohydrate/ MFM-
API name / Haumenoanue A®C Y API Batch No / A®C cepust Ne 24416(JM-01)-
Mowmerasona ¢yypoara MoHOrHApAT 001

Manufactured by / IIpousBoautenn | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6e Jlumuren, Unaust

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 / HauaJio:

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 OJIHA J03a HE JIOJDKHA WMETh OTKJIOHEHHE OT
cpeHero 3HaueHus Oosiee veMm =+ 25 %. CpeaHee 3HaYECHHE HE
JIOJDKHO MPEBBIIATh + 15 % OT 3as1BJICHHOTO.

Ecau ot 3 10 6 103 UMEIOT OTKJIOHEHHs Oojee ueM =+ 20 %, Ho
MeHee 4eM + 25 %, To UCTIbIThIBAIOT cieaytomye 20 (rakoHOB.
He Gonee 6 u3 60 103 MOTYT UMETh OTKJIOHEHHUE OT CPEIHErO
3HaueHus Oosee ueM + 20 %, U HM OJHA J03a HE JOLKHA UMETh
OTKJIOHEHHE OT CPEJIHET0 3HauUeHUs Oonee yeM + 25 %. CpenHee
3HAYCHHE KaXKJIOT0 ONpEJIEICHHs He IOJDKHO MpeBbImars £ 15 %
OT 3asBJICHHOTO.

Minimum / Muaumym: 98%
Maximum / Makcumym: 102%
Mean / Cpeanee:100%

END / Konen:

Minimum / Munumym: 93%
Maximum / Makcumym:103%
Mean / Cpeaunee: 100%

Prepared By / IloaroroBu Checked By / IIpoepua Approved By / Ono6pua

Signature / %M Atul Kumar ’4 p W Arun Patyal 0 é Onkar Mall
Moanuck ’W
Date / lata 110ct 2025 11:20:131ST 11 Oct 2025 11:23:08 IST 11 Oct 2025 13:02:37 IST
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Designation / . .
JloKHOCTD Senior Officer- QA Senior Officer- QA Asst. Manager- QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUD®UKAT AHAJIM3A TOTOBOI'O ITPOAYKTA

Page 70f 9/ Ctp. 7m3 9

Name of Product / MOMAT RINO
HaumeHoBaHHe NPOAYKLMH MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenaTeHTOBaHHOE HAUMEHOBaHHUE MoMeTa3oHa cpeii Ha3aabHbIH 103UpoBaHHbIH 50 MKT/ 1032
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JleficTByI0LIME BeLIeCTBA 1 no3a cripest comeprkuT: eiicTByolIee BemecTBo: MoMerasona dypoara MoHOrHapar
51,72 mxr B nepecdere Ha Mometaszona ¢ypoar 50,00 mxr
Strength / lo3upoBka 50 mcg/dose / 50 Mmkr/no3a Date of Mfg. / Jlata npou3BoacTBa 09/2025
Dosage form / Metered-d?se nasal spray Z Crpeit Date of Exp. / Toaen 110 08/2027
JlekapcTBeHHasi popma Ha3aJIbHbIN J03UPOBAHHbIN
Product code / Koa npoaykra SRU0300071260401 DK Date of release / /lata Bbinycka 27.09.2025
Batch No. / Cepust Ne 12251238A Qty. Released / 32,580 BOT/
KoJsnyecTBo BhINyIIEHO (hmakoHOB
Batch size / Pazmep cepun 34,722 BOT / iakoHOB Mig.License No. / Jluuensus ua MNB/10/832
NpoM3BOACTBO (HOMep)
Inspection Lot No.“/ 040000620780 Mfg. License Date / JInuensusi Ha 30/04/2020
PerucrpaunoHHblil HOMep aHAJU3a NMpoU3BOACTBO (1aTa)
. GMP Compliance certificate Date /
Package size / YnakoBka 120 Doses / 120 no3 GMP ceprrduiar (1a1a) 18/06/2020
. GMP Compliance certificate No. / GMP-
Market / Potiox Russia / Poccus GMP ceprudukar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneuuduxanms roroBoro SPC-CC-075363 Reference STP No. / CITU Ne 043425
npoaykra Ne
Mometasone Furoate Monohydrate/ MEM-
API name / Haumenoanue A®C Y API Batch No / A®C cepust Ne 24416(JM-01)-
Mowmeraszona (pypoara MOHOTHAPAT 001
Manufactured by / IIpousBoautenn | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6e Jlumuren, Unaust
Ne | TESTS /ITOKA3ATEJIN LIMITS / TPEBOBAHUSI OBSERVATIONS /
PE3YJIBTATBI
14 | Microbiological Purity / MukpoOnoJsioruueckast 4ucTOTa
Total aerobic microbial Not more than 10? cfu per 1ml of the product / He Less than 10 cfu/ml /
count / OG1iee yncio Gonee 102 KOE B 1 mn npenapara Menee 10 KOE/mn
a’pOOHBIX
MHKpPOOPIaHU3MOB
Total yeast and moulds Not more than 10! cfu per 1 ml of the product / He | Less than 10 cfu/ml/
count / OGuiee 4ucio Gonee 10' KOE B 1 Mn1 npenapara Menee 10 KOE/mn
JIPOAGKEBBIX U IJIECHEBBIX
rpuboB
Pseudomonas aeruginosa Absence per 1 ml of the product / OrcyrcrBue B 1 Absent / OTcyTcTBYET
MJI Tipernapara
Staphylococcus aureus Absence per 1 ml of the product / OtcyTcTBue B 1 Absent / OTcyTcTBYET
MJI npenapara
15. | Assay / KonnuecTBeHHOe onpesie/iecHHe
a) Mometasone Furoate / From 85,0 % to 115,0 % of the labeled content / Ot | 103.5% /103,5%
MowmeTazoHa ¢ypoar 85,0 % no 115,0 % oT 3asBJIEHHOTO COAepKAHUSA
Prepared By / IloaroroBu Checked By / IIpoepua Approved By / Ono6pua
Signature / Atul Kumar Arun Patyal Onkar Mall
Hoanuce :20: W 110ct 2025 11:23:08 IST
Date / lata 110ct 2025 11:20:13IST c :23:081 110ct 2025 13:02:37 IST
REASON: Prepared By REASON: Checked By REASON: Approved By
5c9bd63f-5159-4d1d-819f-f699447b9f27 €8185c2c-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 : 475¢7532-13e1-46a0-93f1-e4605e481913




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

G

glenmark

A new way for a new world

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUD®UKAT AHAJIM3A TOTOBOI'O ITPOAYKTA

Page 8 of 9/ Ctp. 8 3 9

MOMAT RINO
MOMAT PUHO

Name of Product /
HaunmeHoBaHWe NPOAYKLMH

Generic name /
HenaTeHTOBAHHOE HAMMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mowmera3oHa cIipei HazaIbHbIH 1031poBaHHbIH 50 MKT/m032

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

1 103a cripest coIepkKHUT: AelcTByolIIee BelecTBo: MoMeraszoHa dypoara MOHOrMapar

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

Active Ingredients /
JeiicTByloLe BelecTBa

Strength / lo3upoBka 50 mcg/dose / 50 Mmkr/no3a Date of Mfg. / Jlata npou3BoacTBa 09/2025

Dosage form / Metered-d?se nasal spray Z Crpeit Date of Exp. / Toaen 110 08/2027

JlekapcTBeHHas popma Ha3aJIbHbIH JI03MPOBAHHBIH

Product code / Koa npoaykra SRU0300071260401 DK Date of release / /lata Bbinycka 27.09.2025

Batch No. / Cepust Ne 12251238A Qty. Released / 32,580 BOT/

KoJsnyecTBo BhINyIIEHO (hmakoHOB
Batch size / Pazmep cepun 34,722 BOT / iakoHOB Mig.License No. / Jluuensus ua MNB/10/832
NpoM3BOACTBO (HOMep)
Inspection Lot No.“/ 040000620780 Mfg. License Date / JInuensusi Ha 30/04/2020
PerucrpaunoHHblil HOMep aHAJU3a NMpoU3BOACTBO (1aTa)
. GMP Compliance certificate Date /
Package size / YnakoBka 120 Doses / 120 no3 GMP ceprrduiar (1a1a) 18/06/2020
. GMP Compliance certificate No. / GMP-

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

Reference Specification No. / STP-CC-

Crneuuduxanms roroBoro SPC-CC-075363 Reference STP No. / CITU Ne 043425

npoaykra Ne

Mometasone Furoate Monohydrate/ MFM-
API name / Haumenoanue A®C Y API Batch No / A®C cepust Ne 24416(JM-01)-
Mowmerasona ¢yypoara MoHOrHApAT 001

Manufactured by / IIpousBoautenn | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6e Jlumuren, Unaust

Ne | TESTS /ITOKA3ATEJIN LIMITS / TPEBOBAHUSI OBSERVATIONS /
PE3YJIBTATBI

b) Benzalkonium chloride /
BenzankoHus xjaopuja

From 80,0 % to 120,0 % of the labeled content / Ot
80,0 % 10 120,0 % oT 3asiBJIECHHOr0 COAEP KaHMsI

89.7% 89,7%

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[To 120 nmo3 cycneHswmm BO (prakoHEe W3 TIONWATWICHA BBICOKON IUIOTHOCTH C
JO3UPYIOLIMM YCTPOMCTBOM M KOJMAYKOM W3 MOJMATUIIEHA BbICOKON moTHocTH. [1o |

(1akoHy BMeCTe C HHCTPYKLIMEH Mo MeIMIMHCKOMY NPUMEHEHHIO B TaYKe KAPTOHHOI.

Any deviation/Incident/OOS: Non-applicable
OTtkiioHeHHusi/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-075363. The batch processing, packaging and
analysis reviewed and found to be in compliance with GMP.”

3akJ/il0uYeHHe O COOTBETCTBHM: HACTOSLIMM TIOATBEpXKIAal0, 4YTO TpeIcTaBlieHHass Bbllle WHGOPMAIMs SBISETCS
JOCTOBepHON M To4HOW. JlaHHasi cepusi Oblia Npou3BeleHa (BKIOYAs YMaKOBKY/MapKUPOBKY M KOHTpPOJb KayecTBa) Ha
YKa3aHHOW BbIlle TNPOM3BOACTBEHHOM TUIOMIaZKe B TOJHOM COOTBETCTBMM ¢ TpeOoBanusiMu  Hamnexanieit
[pomsoactBenHol [Ipaktuku (GMP) nokalnbHBIX peryisTOPHBIX OPraHOB W TPeOOBaHUSMM HOPMATHBHOM NOKYyMEHTALMK

Prepared By / IloaroroBu Checked By / IIpoepua Approved By / Ono6pua

Signature / %M Atul Kumar ’4 p W Arun Patyal 0 é Onkar Mall
Moanuck ’W
Date / lata 110ct 2025 11:20:131ST 11 Oct 2025 11:23:08 IST 11 Oct 2025 13:02:37 IST

REASON: Prepared By REASON: Checked By REASON: Approved By
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Page 9 of 9/ Ctp. 9 m3 9

Name of Product / MOMAT RINO
HaumeHoBaHHe NPOAYKLMH MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenaTeHTOBaHHOE HAUMEHOBaHHUE MoMeTa3oHa cpeii Ha3aabHbIH 103UpoBaHHbIH 50 MKT/ 1032

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeiicTByloLe BelecTBa 1 103a cripest coIepkKHUT: AelcTByolIIee BelecTBo: MoMeraszoHa dypoara MOHOrMapar

51,72 mxr B nepecdere Ha Mometaszona ¢ypoar 50,00 mxr
Strength / lo3upoBka 50 mcg/dose / 50 Mmkr/no3a Date of Mfg. / Jlata npou3BoacTBa 09/2025
Dosage form / Metered-d?se nasal spray Z Crpeit Date of Exp. / Toaen 110 08/2027
JlekapcTBeHHas popma Ha3aJIbHbIH JI03MPOBAHHBIH
Product code / Koa npoaykra SRU0300071260401 DK Date of release / /lata Bbinycka 27.09.2025
Batch No. / Cepust Ne 12251238A Qty. Released / 32,580 BOT/

KoJsnyecTBo BhINyIIEHO (hmakoHOB
Batch size / Pazmep cepun 34,722 BOT / iakoHOB Mig.License No. / Jluuensus ua MNB/10/832
NpoM3BOACTBO (HOMep)
Inspection Lot No.“/ 040000620780 Mfg. License Date / JInuensusi Ha 30/04/2020
PerucrpaunoHHblil HOMep aHAJU3a NMpoU3BOACTBO (1aTa)
. GMP Compliance certificate Date /
Package size / YnakoBka 120 Doses / 120 no3 GMP ceprrduiar (1a1a) 18/06/2020
. GMP Compliance certificate No. / GMP-

Market / Potiox Russia / Poccus GMP ceprudukar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneuuduxanms roroBoro SPC-CC-075363 Reference STP No. / CITU Ne 043425
npoaykra Ne

Mometasone Furoate Monohydrate/ MFM-
API name / Haumenoanue A®C Y API Batch No / A®C cepust Ne 24416(JM-01)-

Mowmerasona ¢yypoara MoHOrHApAT 001
Manufactured by / IIpousBoautenn | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6e Jlumuren, Unaust

JITI-Ne(001710)-(PI'-RU)-230123 nnst peinka Poccum m yTBepkaeHHo# crienupukanneit Ne SPC-CC-075363. ITpoTokossl
MPON3BOJICTBA, YITAKOBKHM M MOKAa3aTeW KauecTBa AaHHOM cepur ObLITN MPOaHAM3UPOBAHbI U CHIENAHO 3aKIIOUEHNE, YTO OHH
cooTBeTcTBYIOT TpeboBanusam Hannexatueii [IponsBoacteenHoit [Ipaktuku (GMP).

Prepared By / IloaroroBu Checked By / IIpoepua Approved By / Ono6pua

Signature / %M Atul Kumar ’4 p W Arun Patyal 0 é Onkar Mall
Moanuck ’W
Date / lata 110ct 2025 11:20:131ST 11 Oct 2025 11:23:08 IST 11 Oct 2025 13:02:37 IST

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