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Name of product /

HaumeHoBaHue npoayKuuvu

Momat Rino Advance /
Mowmart PuHo AnBaHc

Generic name /
HenateHToBaHHOE
HaMMeHOBaHUe

Azelastine + Mometasone metered dose nasal spray /
A3enacTUH + MOMETA30H CIpEd Ha3aIbHBII 103UPOBAHHBIN

JleiicTByloLIME BelleCTBa

Each spray delivers / Kaxas no3a cripest ConepxKur:
Mometasone Furoate BP 50 mcg / Momerasona ¢ypoar bpur.®. 50 mxr
Azelastine Hydrochloride BP 140 mcg / Azenactuna rugpoxaopun bpur.®. 140 Mxr

140 meg + 50 meg / dose

Date of Mfg. /

rnoutu Oenas CycCreH3us

Strength / Jlosuposxa 140 Mkr + 50 MKT / 1032 JlaTa npousBoacTBa 06/2025
Dosage form / Meterved-dose nanll spray / ) Date of Exp. / Foen 10 05/2027
JlekapcTBeHHast popma Cripeii Ha3aJIbHBIN JT03UPOBAHHEIH
Product code/ SRU0300082460401GS Date of release / Iata BbInycKka 11.07.2025
Koa npoaykra
Batch No/ Cepusi Ne 12250870A Qty. Released / 31,760 BOT
KoJsinyecTBO BBINYLIEHO 31,760 ¢pnakoHOB
Batch size / Pa3mep cepuu 37,815 bot / 37,815 ¢nakonos Mig. License No. / MNB/10/832
ITpousBoacTBeHHasi iuueH3us Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No
040000606168 IIpousBoacTBeHHas1 TULIEH3US
KonTpoaupyemas cepusi Ne (nata)
. GMP Compliance certificate Data/ | 18/06/2020
Package size / YnakoBka 75 doses / 75 no3 GMP cepruduar (1ata)
Market / Puisok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne
Reference specification No / STP No /
Creunduiauus Ne SPC-CC-051325 CII No STP-CC-037517
Azelastine Hydrochloride / | Batch No / F400-24004 Mfg by / Urquima S.A., Spain /
API information / AsenacTiHa rMAPOXJI0pUL Cepusi Ne IMpousBoa. | Ypksuma C.A., Mcnianus
Undpopmauus 06 A®C | Mometasone Furoate / Batch No / MTC-001/24 Mfg by / Sterling S.p.A., Italy /
MowmeTta3oHa ypoar Cepusi Ne L24197A1 IIpoussoa. Crepaunr C.n.A., Utanus
No TESTS / TIOKA3ATEJIN LIMITS / TPEBOBAHUAA OBSERVATION / PE3YJIBTATDI
1. Description / Onucanue White to off-white suspension / benast min | Off-white suspension /

[TouTu 6enas cycnensus

2. Identification / Unentudguxauus

a)

Azelastine hydrochloride /
A3enacmuna 2udpoxnopuo

The retention time of one of the main
peaks in the chromatogram of test solution
should comply with that of Azelastine
hydrochloride peak in the chromatogram
of standard solution (see "Assay” section)

The retention time of one of the main peaks in
the chromatogram of test solution comply with
that of Azelastine hydrochloride peak in the
chromatogram of standard solution (see
"Assay” section) / Bpems yzaepxuBaHus

/ Bpemsi ynaepXHBaHUS OJHOTO U3 | OJHOTO n3 OCHOBHBIX MMMKOB Ha
OCHOBHBIX MMKOB Ha XpoMarorpamMme | XpoMarorpamMMe MCHBbITYEMOrO  pacTBopa
KCTIBITYEMOT0 pactBopa JIOJDKHO | COOTBETCTBYET BPEMEHM YIEP)KMBAHMS NHKa
COOTBETCTBOBATb BPEMEHM YICpXKMBaHMs | a3enacThHa TUAPOXJIOpHIA Ha
MKa a3elJacTUHAa TUAPOXJIOPHIA Ha | XpoMaTorpamMMe CTaHIapTHOTO pacTBOpa.
XpoMarorpamMMme CTaHIapTHOI'O PacTBOpa
(cm. paznen «KomuuecrBeHHoe
onpeaeneHue» ).
Prepared By / IloaroroBu Checked By / I1poBepua Approved By / Ono6pua
Signature / /4& g % Atul Kumar ’4 p Arun Patyal 0 é : Onkar Mall
Moanucey 04 Aug 2025 14:35:15 IST z““ 04 Aug 2025 14:47:30 IST 04 Aug 2025 15:20:02 IST
Date / laTa
REASON: Prepared By REASON: Checked By REASON: Approved By
5c9bd63f-5159-4d1d-819f-f699447h9F27 c8185c2c-ae86-4590-9d65-3d03424bcall 0283dc3c-e8ca-46f7-89d6-ae255bc67173
Name / PO Atul Kumar Arun Patyal Onkar Mall
Designation / Senior Officer- QA Senior Officer- QA Asst. Manager- QA
JlonxHocTh
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Name of product /

HaumeHoBaHue npoayKuuvu

Momat Rino Advance /
Mowmart PuHo AnBaHc

Generic name /
HenateHToBaHHOE
HaMMeHOBaHUe

Azelastine + Mometasone metered dose nasal spray /
A3enacTUH + MOMETA30H CIpEd Ha3aIbHBII 103UPOBAHHBIN

JleiicTByloLIME BelleCTBa

Each spray delivers / Kaxas no3a cripest ConepxKur:
Mometasone Furoate BP 50 mcg / Momerasona ¢ypoar bpur.®. 50 mxr
Azelastine Hydrochloride BP 140 mcg / Azenactuna rugpoxaopun bpur.®. 140 Mxr

140 meg + 50 meg / dose

Date of Mfg. /

Strength / Jlosuposxa 140 Mkr + 50 MKT / 1032 JlaTa npousBoacTBa 06/2025
Dosage form / Meterved-dose nanll spray / ) Date of Exp. / Foen 10 05/2027
JlekapcTBeHHast popma Cripeii Ha3aJIbHBIN JT03UPOBAHHEIH
Product code/ SRU0300082460401GS Date of release / lata Bbimycka 11.07.2025
Koa npoaykra
Batch No/ Cepusi Ne 12250870A Qty. Released / 31,760 BOT
KoJsinyecTBO BBINYLIEHO 31,760 ¢pnakoHOB
Batch size / Pa3mep cepuu 37,815 bot / 37,815 ¢nakonos Mig. License No. / MNB/10/832
ITpousBoacTBeHHasi iuueH3us Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No
040000606168 IIpousBoacTBeHHas1 TULIEH3US
KonTpoaupyemas cepusi Ne (nata)
. GMP Compliance certificate Data/ | 18/06/2020
Package size / Ynakoska 75 doses / 75 no3 GMP cepruduar (1ata)
Market / Puisok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne
Reference specification No / STP No /
Creunduiauus Ne SPC-CC-051325 CII No STP-CC-037517
Azelastine Hydrochloride / | Batch No / F400-24004 Mfg by / Urquima S.A., Spain /
API information / AsenacTiHa rMAPOXJI0pUL Cepusi Ne IMpousBoa. | Ypksuma C.A., Mcnianus
Undpopmauus 06 A®C | Mometasone Furoate / Batch No / MTC-001/24 Mfg by / Sterling S.p.A., Italy /
MowmeTta3oHa ypoar Cepusi Ne L24197A1 IIpoussoa. Crepaunr C.n.A., Utanus
No TESTS / TIOKA3ATEJIN LIMITS / TPEBOBAHUAA OBSERVATION / PE3YJIBTATDI
b) Mometasone furoate / The retention time of one of the main | The retention time of one of the main peaks in
Momemazona pypoam peaks in the chromatogram of test solution | the chromatogram of test solution comply with
should comply with that of mometasone | that of mometasone furoate peak in the
furoate peak in the chromatogram of | chromatogram of standard solution (see
standard solution (see "Assay”section) / | "Assay”section) / Bpewms ynepxuBanus
Bpemst  yaepxuBaHWs ~ OJHOrO M3 | OJHOIO W3 OCHOBHBIX  IIMKOB  Ha
OCHOBHBIX IIMKOB Ha XpOMAaToOrpaMMe | XpOMaTorpaMMe HCHBITYEeMOro — pacTBOpa
UCIBITYEMOT0 pactBopa JIOJDKHO | COOTBETCTBYET BPEMEHM YICP)KMBAHMsS IHKa
COOTBETCTBOBATh BPEMEHHM YJCpKMBaHUWs | MOMeTa3oHa ¢pypoara Ha XpoMmarorpamme
nvKka  MomerasoHa  (ypoara  Ha | CTaHIapPTHOI'O PacTBOpA.
XpOMaTorpaMMe CTaHIapTHOTO pPacTBOpa
(cm. pazzaen «KommuectBennoe
OIIpE/ICTICHUEN ).
Prepared By / IloaroroBu Checked By / IIposepua Approved By / Ogo6pua
Signature / Atul Kumar Arun Patyal 0m Onkar Mall
Hoanuce W 47 20
04 Aug 2025 14:35:15 IST 04 Aug 2025 14:47:30 IST 04 Aug 2025 15:20:02 IST
Date / laTa
REASON: Prepared By REASON: Checked By REASON: Approved By
5c9bd63f-5159-4d1d-819f-f699447h9F27 c8185c2c-ae86-4590-9d65-3d03424bcall 0283dc3c-e8ca-46f7-89d6-ae255bc67173
Name / DUO Atul Kumar Arun Patyal Onkar Mall
Designation / Senior Officer- QA Senior Officer- QA Asst. Manager- QA
JlonxHocTh

FCM/QA054/08.00
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Certificate of Analysis for Finished Product /

Ceprudukar anajin3a Ha TOTOBYIO NPOAYKIHIO
Page30f 8/ Crp.3 u3 8

Name of product /
HaumMeHoBaHHe NPOAYKLHH

Momat Rino Advance /
Mowmart PuHo AnBaHc

Generic name /
HenateHToBaHHOE
HaMMeHOBaHUe

Azelastine + Mometasone metered dose nasal spray /
A3enacTUH + MOMETA30H CIpEd Ha3aIbHBII 103UPOBAHHBIN

JleiicTByloLIME BelleCTBa

Each spray delivers / Kaxas no3a cripest ConepxKur:
Mometasone Furoate BP 50 mcg / Momerasona ¢ypoar bpur.®. 50 mxr
Azelastine Hydrochloride BP 140 mcg / Azenactuna rugpoxaopun bpur.®. 140 Mxr

140 meg + 50 meg / dose Date of Mfg. /
Strength / Jlosuposxa 140 Mkr + 50 MKT / 1032 JlaTa npousBoacTBa 06/2025
Dosage form / Meterved-dose nanll spray / ) Date of Exp. / Foen 10 05/2027
JlekapcTBeHHast popma Cripeii Ha3aJIbHBIN JT03UPOBAHHEIH
Product code/ SRU0300082460401GS Date of release / Iata BbInycKka 11.07.2025
Koa npoaykra
Batch No/ Cepusi Ne 12250870A Qty. Released / 31,760 BOT
KoJsinyecTBO BBINYLIEHO 31,760 ¢pnakoHOB
Batch size / Pa3mep cepuu 37,815 bot / 37,815 ¢nakonos Mig. License No. / MNB/10/832
IIpon3BoacTBeHHast TuueH3HsE Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No
040000606168 IIpousBoacTBeHHas1 TULIEH3US
KonTpoaupyemas cepusi Ne (nata)
. GMP Compliance certificate Data/ | 18/06/2020
Package size / YnakoBka 75 doses / 75 no3 GMP cepruduar (1ata)
Market / Puisok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne
Reference specification No / STP No /
Crenuduicauns Ne SPC-CC-051325 CIIN Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No / F400-24004 Mfg by / Urquima S.A., Spain /
API information / AsenacTiHa rMAPOXJI0pUL Cepusi Ne IMpousBoa. | Ypksuma C.A., Mcnianus
Undpopmauus 06 A®C | Mometasone Furoate / Batch No / MTC-001/24 Mfg by / Sterling S.p.A., Italy /
MowmeTta3oHa ypoar Cepusi Ne L24197A1 IIpoussoa. Crepaunr C.n.A., Utanus
No TESTS / TIOKA3ATEJIN LIMITS / TPEBOBAHUAA OBSERVATION / PE3YJIBTATDI

¢) Benzalkonium chloride /
benzankonua xnopuo

In the test of assay, the chromatogram of | In the test of assay, the chromatogram of the
the sample solution should contain peaks | sample solution contain peaks corresponding
corresponding to the retention times of | to the retention times of peaks of
peaks of  benzalkonium  chloride | benzalkonium chloride homologues C;, and
homologues Cj» and Cj4 in the | Ci4 in the chromatogram of the standard
chromatogram of the standard solution / | solution / Ha xpomarorpamMme ucnbITyemMoro
Ha  xpomarorpamme UCIIBITYEMOIO | pacTBOpa 00HAPYKUBAIOTCS MUKY,
pactBopa  JOJOKHBI  OOHAPY’KMBATHCSA | COOTBETCTBYIOLIME o BpeMeHaM
MMKK, COOTBETCTBYIOIIME 110 BPEMEHaM | ylepxkuBaHusi nukam romonoroB Ciz v Ciy
ynepxuBanus nukam romosioros Cio 1 Ci4 | OSH3aIKOHMS XJIOpMAA HAa XpOMarorpamme

OGCH3aTKOHHS XJjiopuzaa Ha | cTaHmapTHOrO pacTBopa.
XpoMarorpaMMe CTaHAAPTHOrO PacTBOpa
(cm. paznen «KonuuecrBeHHOE
OIIPE/ICTICHUEY ).
3. pH From 4.0 to 5.0 / Ot 4,0 10 5,0 4.568 /4,568
Density / [l1oTHOCTH From 0.90 to 1.10 g/cm? / 1.02 g/cm?
Ot 0,90 1o 1,10 r/em? 1,02 r/em®

5. Viscosity / BsskocTb

Not less than 5 ¢cPs / He menee 5 cll3

17.25 cPs/ 17,25 cll3

Prepared By / IloaroroBu

Checked By / IIposepua

Approved By / Ono6pua

Signature / %M % Atul Kumar ’4 p Arun Patyal 0 m Onkar Mall
g:l)tne“/uﬁl;Ta 04 Aug 2025 14:35:15 IST m WZ 04 Aug 2025 14:47:30IST 04 Aug 2025 15:20:02 IST
REASON: Prepared By REASON: Checked By REASON: Approved By
5c9bd63f-5159-4d1d-819f-f699447h9F27 c8185c2c-ae86-4590-9d65-3d03424bcall 0283dc3c-e8ca-46f7-89d6-ae255bc67173
Name / DUO Atul Kumar Arun Patyal Onkar Mall

Designation /

JlonxHocTh

Senior Officer- QA

Senior Officer- QA

Asst. Manager- QA

FCM/QA054/08.00
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Certificate of Analysis for Finished Product /
Ceprudukat aHATIH32 HA TOTOBYIO NPOAYKIIHIO

Page 4 of 8/ Ctp. 4 u3 8

Name

HaumeHoBaHue npoayKuuvu

of product /

Momat Rino Advance /
Mowmart PuHo AnBaHc

Generic name /
HenateHToBaHHOE
HaMMeHOBaHUe

Azelastine + Mometasone metered dose nasal spray /
A3enacTUH + MOMETA30H CIpEd Ha3aIbHBII 103UPOBAHHBIN

JleiicTByloLIME BelleCTBa

Each spray delivers / Kaxas no3a cripest ConepxKur:
Mometasone Furoate BP 50 mcg / Momerasona ¢ypoar bpur.®. 50 mxr
Azelastine Hydrochloride BP 140 mcg / Azenactuna rugpoxaopun bpur.®. 140 Mxr

140 meg + 50 meg / dose Date of Mfg. /
Strength / Jlosuposxa 140 Mkr + 50 MKT / 1032 JlaTa npousBoacTBa 06/2025
Dosage form / Meterved-dose nanll spray / ) Date of Exp. / Foen 10 05/2027
JlekapcTBeHHast popma Cripeii Ha3aJIbHBIN JT03UPOBAHHEIH
Product code/ SRU0300082460401GS Date of release / lata Bbimycka 11.07.2025
Koa npoaykra
Batch No/ Cepusi Ne 12250870A Qty. Released / 31,760 BOT
KoJsinyecTBO BBINYLIEHO 31,760 ¢pnakoHOB
Batch size / Pa3mep cepuu 37,815 bot / 37,815 ¢nakonos Mig. License No. / MNB/10/832
IIpon3BoacTBeHHast TuueH3HsE Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No
040000606168 IIpousBoacTBeHHas1 TULIEH3US
KonTpoaupyemas cepusi Ne (nata)
. GMP Compliance certificate Data/ | 18/06/2020
Package size / YnakoBka 75 doses / 75 no3 GMP cepruduar (1ata)
Market / Puisok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne
Reference specification No / STP No /
Crenuduicauns Ne SPC-CC-051325 CIIN Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No / F400-24004 Mfg by / Urquima S.A., Spain /
API information / AsenacTiHa rMAPOXJI0pUL Cepusi Ne IMpousBoa. | Ypksuma C.A., Mcnianus
Undpopmauus 06 A®C | Mometasone Furoate / Batch No / MTC-001/24 Mfg by / Sterling S.p.A., Italy /
MowmeTta3oHa ypoar Cepusi Ne L24197A1 IIpoussoa. Crepaunr C.n.A., Utanus
No TESTS / TIOKA3ATEJIN LIMITS / TPEBOBAHUAA OBSERVATION / PE3YJIBTATDI
6. Mass of the released dose / Single dose / OTaeabHasi no3a:
Macca BbicBoGozKAaEMOIE 103B1 85.0 to 115.0 % of the claimed delivered | Minimum / Munnmym: 97.3%
dose amount / 850 — 1150% oT | \aximum/ Makcumym: 109.3%
3as(BJICHHOT'O KOJIMYECTBA Average / Cpemee: 105.8 %
Average dose / Cpeansisi 103a:
90.0 to 110.0 % of the claimed delivered
amount / 90,0 — 110,0 % oT 3asBJIEHHOTO
KOJIM4EeCTBA
7. Mass of the vial content / Not less than 9.52 g/ 993 g/
Macca coagep:xkumoro ¢aakoHa He menee 9,52 r 9,93 r
8. Dose number / KoanyectBo 103 Not less than 75 doses (disregard the first | 118 doses/ 118 n03
pumping) / He menee 75 no3 (He cuuras
MEPBUYHYIO [IPOKAUKY )
9. Particle size / Pazmep yacTun 90 % of particles less than 10 pm / 100.0% / 100,0%
90 % yactul pazmepoM MeHee 10 Mkm
100 % of particles less than 30 pm / 100.0% / 100,0%
100 % yacrui pasmepoM MeHee 30 MKM
Particles of more than 30 um should be Absent / OTCyTCTBYIOT
absent / Yacruiipl 6omee 30 MKM JJOIKHBI
OTCYTCTBOBATh

Prepared By / IloaroroBu

Checked By / IIposepua

Approved By / Ono6pua

Signature /

Al Ruman

Atul Kumar

’4 p Arun Patyal
m 04 Aug 2025 14:47:30IST

0 é Onkar Mall

Hoanuce. 04 Aug 2025 14:35:15 IST 04 Aug 2025 15:20:02 IST
Date / laTa
REASON: Prepared By REASON: Checked By REASON: Approved By
5c9bd63f-5159-4d1d-819F-f699447b9F27 €8185¢2¢-ae86-4590-9d65-3d03424bcall 0283dc3c-e8ca-46{7-89d6-ae255bc67173
Name / DUO Atul Kumar Arun Patyal Onkar Mall

Designation /

JlonxHocTh

Senior Officer- QA

Senior Officer- QA

Asst. Manager- QA

FCM/QA054/08.00

DocUUID : b382f603-db3a-4765-a65d-3bc04983fd0b
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Certificate of Analysis for Finished Product /

Ceprudukat aHAIN32 HA TOTOBYIO NPOAYKITHIO

Page Sof 8/ Ctp. Su3 8

Name of product / Momat Rino Advance /
HaumenoBanue npoaykuuu | Momar Puno AznBanc

Generic name /
HenateHToBaHHOE
HaMMeHOBaHUe

Azelastine + Mometasone metered dose nasal spray /
A3enacTUH + MOMETA30H CIpEd Ha3aIbHBII 103UPOBAHHBIN

Each spray delivers / Kaxas no3a cripest ConepxKur:
JeiicTBylomme BewecTBa Mometasone Furoate BP 50 mcg / Momerasona ¢ypoar bpur.®. 50 mxr
Azelastine Hydrochloride BP 140 mcg / Azenactuna rugpoxaopun bpur.®. 140 Mxr

140 meg + 50 meg / dose

Date of Mfg. /

Strength / Jlosuposxa 140 Mkr + 50 MKT / 1032 JlaTa npousBoacTBa 06/2025
Dosage form / Meterved-dose nanll spray / ) Date of Exp. / Foen 10 05/2027
JlekapcTBeHHast popma Cripeii Ha3aJIbHBIN JT03UPOBAHHEIH
Product code/ SRU0300082460401GS Date of release / Iata BbInycKka 11.07.2025
Koa npoaykra
Batch No/ Cepusi Ne 12250870A Qty. Released / 31,760 BOT
KoJsinyecTBO BBINYLIEHO 31,760 ¢pnakoHOB
Batch size / Pa3mep cepuu 37,815 bot / 37,815 ¢nakonos Mig. License No. / MNB/10/832
ITpousBoacTBeHHasi iuueH3us Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No
040000606168 IIpousBoacTBeHHas1 TULIEH3US
KonTpoaupyemas cepusi Ne (nata)
. GMP Compliance certificate Data/ | 18/06/2020
Package size / YnakoBka 75 doses / 75 no3 GMP cepruduar (1ata)
Market / Puisok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne
Reference specification No / STP No /
Creunduiauus Ne SPC-CC-051325 CII No STP-CC-037517

Azelastine Hydrochloride / | Batch No / F400-24004 Mfg by / Urquima S.A., Spain /
API information / AsenacTiHa rMAPOXJI0pUL Cepusi Ne IMpousBoa. | Ypksuma C.A., Mcnianus
Undpopmauus 06 A®C | Mometasone Furoate / Batch No / MTC-001/24 Mfg by / Sterling S.p.A., Italy /
MowmeTta3oHa ypoar Cepusi Ne L24197A1 IIpoussoa. Crepaunr C.n.A., Utanus
No TESTS / TIOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIbTATbBI
10. | Sedimentation Stability / Not less than 5 min / He menee 5 mun Complies /
Ceﬂ“MeHTau"OHHaﬂ COOTBGTCTByeT
YCTOYHUBOCTH
11. | Impurities / Ilpumecu
a) Azelastine hydrochloride /
A3zenacmuna cudpoxiopuoa:
Single unspecified impurity / Not more than 0.89 % / He 6onee 0,89 % | Below LOQ / Huxe LOQ
EnuHuuHas HeuleHTUGUIMpOBaHHas
puMech
Total impurities / Cymma npumeceit Not more than 2.0 % / He 6onee 2,0 % Below LOQ / Huxe LOQ
b) Mometasone furoate /
Momemasona pypoama
Impurity D / ITpumecs D Not more than 1.0 % / He 6oxnee 1,0 % 0.02% / 0,02%
Single unspecified impurity / Not more than 1.0 % / He 6onee 1,0 % 0.05% / 0,05%
Enunnunas HeuaeHTu(UIMpPOBaHHAS
MIPUMeECh
Total impurities / Cymma npumeceit Not more than 2.0 % / He 6oxnee 2,0 % 0.2%/0,2%
Prepared By / IloaroroBu Checked By / I1poBepua Approved By / Ono6pua
Signature / Atul Kumar Arun Patyal 0 é Onkar Mall
Hoanuce W 47 20
04 Aug 2025 14:35:15 IST 04 Aug 2025 14:47:30IST 04 Aug 2025 15:20:02 IST
Date / laTa
REASON: Prepared By REASON: Checked By REASON: Approved By
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Page 6 of 8/ Ctp. 6 u3 8

Name of product /

HaumeHoBaHue npoayKuuvu

Momat Rino Advance /
Mowmart PuHo AnBaHc

Generic name /
HenateHToBaHHOE
HaMMeHOBaHUe

Azelastine + Mometasone metered dose nasal spray /
A3enacTUH + MOMETA30H CIpEd Ha3aIbHBII 103UPOBAHHBIN

JleiicTByloLIME BelleCTBa

Each spray delivers / Kaxas no3a cripest ConepxKur:
Mometasone Furoate BP 50 mcg / Momerasona ¢ypoar bpur.®. 50 mxr
Azelastine Hydrochloride BP 140 mcg / Azenactuna rugpoxaopun bpur.®. 140 Mxr

OZIHOpOZIHOCTI: J0CTABJIsAEMOIi
A03bl

140 meg + 50 meg / dose Date of Mfg. /
Strength / Jlosuposxa 140 Mkr + 50 MKT / 1032 JlaTa npousBoacTBa 06/2025
Dosage form / Meterved-dose nanll spray / ) Date of Exp. / Foen 10 05/2027
JlekapcTBeHHast popma Cripeii Ha3aJIbHBIN JT03UPOBAHHEIH
Product code/ SRU0300082460401GS Date of release / Iata BbInycKka 11.07.2025
Koa npoaykra
Batch No/ Cepusi Ne 12250870A Qty. Released / 31,760 BOT
KoJsinyecTBO BBINYLIEHO 31,760 ¢pnakoHOB
Batch size / Pa3mep cepuu 37,815 bot / 37,815 ¢nakonos Mig. License No. / MNB/10/832
IIpon3BoacTBeHHast TuueH3HsE Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No
040000606168 IIpousBoacTBeHHas1 TULIEH3US
KonTpoaupyemas cepusi Ne (nata)
. GMP Compliance certificate Data/ | 18/06/2020
Package size / YnakoBka 75 doses / 75 no3 GMP cepruduar (1ata)
Market / Puisok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne
Reference specification No / STP No /
Creunduiauus Ne SPC-CC-051325 CII No STP-CC-037517
Azelastine Hydrochloride / | Batch No / F400-24004 Mfg by / Urquima S.A., Spain /
API information / AsenacTiHa rMAPOXJI0pUL Cepusi Ne IMpousBoa. | Ypksuma C.A., Mcnianus
Undpopmauus 06 A®C | Mometasone Furoate / Batch No / MTC-001/24 Mfg by / Sterling S.p.A., Italy /
MowmeTta3oHa ypoar Cepusi Ne L24197A1 IIpoussoa. Crepaunr C.n.A., Utanus
No TESTS / TIOKA3ATEJIN LIMITS / TPEBOBAHUAA OBSERVATION / PE3YJIBTATDI
12. | Uniformity of delivery dose / 9 of 10 doses: 75 % to 125 % of the Azelastine Hydrochloride /

mean;
10 of 10 doses: 65 % to 135 % of the
mean

If 2 or 3 results are outside 75 — 125 %, test
other 20 doses. Not more than 3 of 30
values may be outside 75 — 125 % range
and all the values should be within 65 to
135 %/

9 u3 10 103: ot 75 % 10 125 % ot
CpEJIHEero 3Ha4YCHHSI

10 u3 10 no3: ot 65 % 10 135 % ot
CpEJIHEero 3HaYCHHSI

Ecnu 2 vnn 3 pesynbrara BbINAJAIOT U3
npeaesnoB 75 — 125 %, ucnsitanue
npoBoadt ¢ 20 npyrumu gozamu. He
6oniee 3 u3 30 3HAYEHMI MOTYT BBEIXOAUTH
3a npenensl 75 — 125 %, u Bce 3HaUeHUs
JIOJDKHBI OBITh B IpeAeax ot 65 1o

135 %.

A3ejacTuHa TUAPOXJIOPHUA:

Minimum / Muaumym: 91%
Maximum / Makcumym: 104%
Average / Cpennee: 100%

Mometasone Furoate /
MomeTta3oHa ¢ypoat:

Minimum / Muaumym: 91%,
Maximum / Makcumym: 104%,
Average / Cpennee: 100%
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Approved By / Ono6pua
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Certificate of Analysis for Finished Product /
Ceprudukat aHATIH32 HA TOTOBYIO NPOAYKIIHIO

Page 7 of 8/ Ctp. 7 u3 8

Name of product /

HaumeHoBaHue npoayKuuvu

Momat Rino Advance /
Mowmart PuHo AnBaHc

Generic name /
HenateHToBaHHOE
HaMMeHOBaHUe

Azelastine + Mometasone metered dose nasal spray /
A3enacTUH + MOMETA30H CIpEd Ha3aIbHBII 103UPOBAHHBIN

JleiicTByloLIME BelleCTBa

Each spray delivers / Kaxas no3a cripest ConepxKur:
Mometasone Furoate BP 50 mcg / Momerasona ¢ypoar bpur.®. 50 mxr
Azelastine Hydrochloride BP 140 mcg / Azenactuna rugpoxaopun bpur.®. 140 Mxr

140 meg + 50 meg / dose

Date of Mfg. /

Strength / Jlosuposxa 140 Mkr + 50 MKT / 1032 JlaTa npousBoacTBa 06/2025
Dosage form / Meterved-dose nanll spray / ) Date of Exp. / Foen 10 05/2027
JlekapcTBeHHast popma Cripeii Ha3aJIbHBIN JT03UPOBAHHEIH
Product code/ SRU0300082460401GS Date of release / Iata BbInycKka 11.07.2025
Koa npoaykra
Batch No/ Cepusi Ne 12250870A Qty. Released / 31,760 BOT
KoJsinyecTBO BBINYLIEHO 31,760 ¢pnakoHOB
Batch size / Pa3mep cepuu 37,815 bot / 37,815 ¢nakonos Mig. License No. / MNB/10/832
IIpon3BoacTBeHHast TuueH3HsE Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No
040000606168 IIpousBoacTBeHHas1 TULIEH3US
KonTpoaupyemas cepusi Ne (nata)
. GMP Compliance certificate Data/ | 18/06/2020
Package size / YnakoBka 75 doses / 75 no3 GMP cepruduar (1ata)
Market / Puisok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne
Reference specification No / STP No /
Crenuduicauns Ne SPC-CC-051325 CIIN Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No / F400-24004 Mfg by / Urquima S.A., Spain /
API information / AsenacTiHa rMAPOXJI0pUL Cepusi Ne IMpousBoa. | Ypksuma C.A., Mcnianus
Undpopmauus 06 A®C | Mometasone Furoate / Batch No / MTC-001/24 Mfg by / Sterling S.p.A., Italy /
MowmeTta3oHa ypoar Cepusi Ne L24197A1 IIpoussoa. Crepaunr C.n.A., Utanus
No TESTS / TIOKA3ATEJIN LIMITS / TPEBOBAHUAA OBSERVATION / PE3YJIBTATDI
13. | Microbiological purity / MukpoGuosiornyeckasi 44cToTa

Total aerobic microbial count /
O61mee 9ncno adpoOHBIX
MHKPOOPTraHHU3MOB

Not more than 10? cfu per 1 ml of the
product / He Gonee 102 KOE B 1 mnt
nperiapara

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

Total yeast and moulds count /
Oob1ee Yucio IpOAIKEBBIX U
IUICCHEBBIX IPHOOB

Not more than 10! cfu per 1 ml of the
product / He Gonee 10" KOE B 1 Mt
npernapara

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

Pseudomonas aeruginosa

Absence per 1 ml of the product /

OtcyterBue B 1 Mu1 npenapara

Absent / OTcyTcTBYET

Staphylococcus aureus

Absence per 1 ml of the product /

OtcyterBue B 1 Mu1 npenapara

Absent / OTcyTCcTBYET

14. | Assay / KosnuecTBeHHOE onpeaeieHne

a)

Azelastine hydrochloride /
A3zesIaCTHHA THAPOXJIOPUA

From 85 % to 115 % of the labeled claim
of Azelastine hydrochloride / Ot 85 % no
115% or
azesiacTUHA M'HAPOXJIOPHIA

3adBJICHHOI'0  KOJIMYCCTBA

105% / 105%

b) Mometasone furoate / From 85 % to 115 % of the labeled claim | 108% / 108%
Momera3ona ¢ypoar of mometasone furoate / Ot 85 % n0
115% oT 3asBIEHHOTO KOJIMYECTBA
MoMeTa3oHa (hypoara
Prepared By / IloaroroBu Checked By / I1poBepua Approved By / Ono6pua
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Certificate of Analysis for Finished Product /
Ceprudukat aHATIH32 HA TOTOBYIO NPOAYKIIHIO

Page 8 of 8 / Ctp. 8 u3 8

Name of product /
HaumMeHoBaHHe NPOAYKLHH

Momat Rino Advance /
Mowmart PuHo AnBaHc

Generic name /
HenateHToBaHHOE
HaMMeHOBaHUe

Azelastine + Mometasone metered dose nasal spray /
A3enacTUH + MOMETA30H CIpEd Ha3aIbHBII 103UPOBAHHBIN

JleiicTByloLIME BelleCTBa

Each spray delivers / Kaxas no3a cripest ConepxKur:
Mometasone Furoate BP 50 mcg / Momerasona ¢ypoar bpur.®. 50 mxr
Azelastine Hydrochloride BP 140 mcg / Azenactuna rugpoxaopun bpur.®. 140 Mxr

140 meg + 50 meg / dose Date of Mfg. /
Strength / Jlosuposxa 140 Mkr + 50 MKT / 1032 JlaTa npousBoacTBa 06/2025
Dosage form / Meterved-dose nanll spray / ) Date of Exp. / Foen 10 05/2027
JlekapcTBeHHast popma Cripeii Ha3aJIbHBIN JT03UPOBAHHEIH
Product code/ SRU0300082460401GS Date of release / Iata BbInycKka 11.07.2025
Koa npoaykra
Batch No/ Cepusi Ne 12250870A Qty. Released / 31,760 BOT
KoJsinyecTBO BBINYLIEHO 31,760 ¢pnakoHOB
Batch size / Pa3mep cepuu 37,815 bot / 37,815 ¢nakonos Mig. License No. / MNB/10/832
IIpon3BoacTBeHHast TuueH3HsE Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No
040000606168 IIpousBoacTBeHHas1 TULIEH3US
KonTpoaupyemas cepusi Ne (nata)
. GMP Compliance certificate Data/ | 18/06/2020
Package size / YnakoBka 75 doses / 75 no3 GMP cepruduar (1ata)
Market / Puisok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne
Reference specification No / STP No /
Crenuduicauns Ne SPC-CC-051325 CIIN Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No / F400-24004 Mfg by / Urquima S.A., Spain /
API information / AsenacTiHa rMAPOXJI0pUL Cepusi Ne IMpousBoa. | Ypksuma C.A., Mcnianus
Undpopmauus 06 A®C | Mometasone Furoate / Batch No / MTC-001/24 Mfg by / Sterling S.p.A., Italy /
MowmeTta3oHa ypoar Cepusi Ne L24197A1 IIpoussoa. Crepaunr C.n.A., Utanus
No TESTS / TIOKA3ATEJIN LIMITS / TPEBOBAHUAA OBSERVATION / PE3YJIBTATDI

¢) Benzalkonium chloride /
Ben3zanakonus xnopuaa

From 80 % to 120 % of the labeled claim
of benzalkonium chloride / Ot 80 % 10
120% or 3as4BJICHHOrO KOJMYECTBA
OEH3aIKOHMS XJIOpHIA

92% /1 92%

15. | Package size / Onucanune
yNaKoBKH

KoimaykoM. DrakoH ¢ HMHCTpYKUUEH Mo
KAapTOHHYIO MauKy.

75 doses in a HDPE plastic bottle equipped with a metering device and actuator with
protective cap. Bottle with leaflet placed in carton box. / ITo 75 no3 Bo ¢makon u3 [19BII,
CHaOXEHHBIH JIO3UPYIOMIMM YCTPOMCTBOM M Ha3aJlbHBIM aJanTepoM C 3allUTHBIM

MCAMIMHCKOMY IPUMCHCHUIO IIOMCLIAIOT B

Any deviation/Incident/OOS: NA

Otknonenusi/necooTBeTcTBUsI/O0OC: NA

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 above mentioned site in full compliance with the GMP requirements of the
local Regulatory Authority and with the normative document no. JIII-Ne(001749)-(PI'-RU)-300123 and submitted specification no. SPC-
CC-051325. The batch processing, packaging and analysis reviewed and found to be in compliance with GMP.”

3ak/l04eHHe 0 COOTBETCTBMH: HACTOSIINM MOATBEPIKIAI0, YTO MPECTABICHHAS BBIIIEC HHPOPMALHS SIBISIETCS JOCTOBEPHOM W TOUHOM.
JlanHast cepust Oblla MPOM3BEAEHA, BKIIOYASl YMAKOBKY/MAapKHUPOBKY, M MPOKOHTPOIMPOBAHA HA yKAa3aHHOW BBINIE MPOU3BOACTBEHHOM
IUIOLIAJIKE B MOJHOM COOTBETCTBUM ¢ TpeOoBaHussMU Hannexaruel [IpousBoacreennoii [lpaktuku (GMP) u TpeGoBanrsIMA HOpMaTHUBHOM
nokymenranmu JII1-Ne(001749)-(PI'-RU)-300123 u ytBepkaennoii crnenmdukamueir Ne SPC-CC-051325 . TIpoTokoJIbI MPOU3BOACTBA,
YTaKOBKM W TIPOBEJCHHBIX AHAIHM30B JIS JAHHOW cepuH OBLIM NMPOAHATU3MPOBAHBI M CAETAHO 3aKIIOYEHHE, YTO OHU COOTBETCTBYIOT
tpeboBanusim Hannexameit [Iponzsoacreennoii [paktuxu (GMP).
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