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Certificate of Analysis for Finished Product /

Ceprudukat aHAIN32 HA TOTOBYIO NPOAYKITHIO

Page10f9/Crp.1u39

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 03/2025
Dosage form / Meterved-dose nanll spray / ) Date of Exp. / Foen 10 02/2027
JlekapcTBeHHas (popma Cripeii HazaJIbHBIHA 103WPOBAHHEIN
product code | SRU0300082460401DM Date of release / Jlata poimycka 31.03.2025
O/l NPOAYKTA
Batch No/Cepusi Ne 12250383C gty- Released / 14,240 bot/
0JINYECTBO BHIMYLIEHO (prakoHOB
Batch size / Pazmep cepun 15,700 bot/ 15,700 ¢nakonos Mig. License No. / MNB/10/832
ITpousBoacTBeHHasi iuueH3us Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No
040000585316 IMpousBoaCTBeHHAS JIMLIEH3USI
KonTpoaupyemas cepusi Ne (nata)
. GMP Compliance certificate Data/ | 18/06/2020
Package size / YnakoBka 150 doses / 150 no3 GMP cepruduar (1ata)
Market / ook Russia / Poceust GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne
Reference specification No / STP No /
Crenuduicauns Ne SPC-CC-034990 CIIN Ne STP-CC-026675
Azelastine Hydrochloride / | Batch No / Mfg by / Urquima S.A., Spain /
AsenacTiHa rMIpoxJI0 Cepusi Ne F400-24003 IIpousso, Ypksuma C.A., Ucnanus
API information / AP puA P - MTC P A P —
HUndpopmauus 06 A®C | Mometasone Furoate / Batch No / y Mfg by / Sterling S.p.A., Italy /
002/231.24082
Mowmera3ona ¢ypoar Cepust Ne Al Mpouspoa. | Crepmunr C.n.A., Utanus
No TESTS / TIOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATION / PE3YJIBTATHI
1. Description / Onucanue White to off-white suspension / benast unn | Off-white suspension /
1noytu Oenast CycreH3us [TouTu Genas cycneHsus
2. Identification / UnenTnduranus

a) Azelastine hydrochloride /
A3zenacmuna 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

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

of standard solution (see "Assay” section) | "Assay” section) / Bpems ynaepxuBaHus
/  Bpemst ynepXKuBaHMSI OIHOTO U3 | OJHOTO u3 OCHOBHBIX [IMKOB Ha
OCHOBHBIX IIMKOB Ha XpOMaTorpamMme | XpoMaTorpamMe HCIBITYEMOro  pacTBopa
HCIIBITYEMOTO pactBOpa JIOJDKHO | COOTBETCTBYET BPEMCHHW YJICPIKUBAHMS IHKa
COOTBETCTBOBATH BPEMEHH YJIECP)KUBAHMS | a3elacTHHA THAPOXJIOPHIA Ha
NMKa a3ejacTHa THIPOXJIOpUIA Ha | XpOMarorpaMMme CTaHIapTHOrO pacTBOpa.
XpoMmarorpaMMme CTaHAApTHOIO pacTBOpa
(cm. pazmen «KomuuectBenHoe
ONPEACTEHUEN ).
Prepared By / IloaroroBu Checked By / I1poBepua Approved By / Ono6pua
Signature / Atul Kumar Arun Patyal ) ) Shailendra Singh
Hoanuce m
02 Apr 2025 14:25:411ST -10: 03 Apr 2025 10:24:55 IST
Date / lata pr 03 Apr 2025 09:10:43 IST
REASON: Prepared By REASON: Checked By REASON: Approved By
5c9bd63f-5159-4d1d-819f-F699447b9F27 8185c2¢-2e86-4590-9d65-3d03424bcall 2f076ebd-9492-4934-92e6-03e4370283cd
Name / DUO Atul Kumar Arun Patyal Shailendra Singh
Designation / Senior Officer- QA Senior Officer- QA Manager- QA
JlonxHocTh

FCM/QA054/08.00
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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 / losuposrka 140 Mkr + 50 MKT / 1032 JlaTa npousBoacTBa 03/2025
Dosage form / Meterved-dose nanll spray / ) Date of Exp. / Foen 10 02/2027
JlekapcTBeHHas (popma Cripeii HazaJIbHBIHA 103WPOBAHHEIN
product code | SRU0300082460401DM Date of release / Jlata poimycka 31.03.2025
O/l NPOAYKTA
Batch No/Cepusi Ne 12250383C Qty. Released / 14,240 bot/
KosnyecTBo BhINyIeHO (prakoHOB
Batch size / Pazmep cepun 15,700 bot/ 15,700 ¢nakonos Mig. License No. / MNB/10/832
ITpousBoacTBeHHasi iuueH3us Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No
040000585316 IMpousBoaCTBeHHAS JIMLIEH3USI
KonTpoaupyemas cepusi Ne (nata)
. GMP Compliance certificate Data/ | 18/06/2020
Package size / YnakoBka 150 doses / 150 no3 GMP cepruduar (1ata)
Market / ook Russia / Poceust GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne
Reference specification No / STP No /
Crenuduicauns Ne SPC-CC-034990 CIIN Ne STP-CC-026675
Azelastine Hydrochloride / | Batch No / Mfg by / Urquima S.A., Spain /
AsenacTiHa rMIpoxJI0 Cepusi Ne F400-24003 IIpousso, Ypksuma C.A., Ucnanus
API information / AP puA P - MTC P A P —
HUndpopmauus 06 A®C | Mometasone Furoate / Batch No / y Mfg by / Sterling S.p.A., Italy /
002/231.24082
Mowmera3ona ¢ypoar Cepust Ne Al Mpouspoa. | Crepmunr C.n.A., Utanus
No TESTS / TIOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATION / PE3YJIBTATHI

b) Mometasone furoate /
Momemasona Qypoam

The retention time of one of the main
peaks in the chromatogram of test solution
should comply with that of mometasone
furoate peak in the chromatogram of
standard solution (see "Assay”section) /
BpeMss  yAepXHBaHUS ~ OJHOTO W3
OCHOBHBIX IIMKOB HAa XpOMAaTorpamme
UCTIBITYEMOTO pacTBOpa JIOJIDKHO
COOTBETCTBOBATH BPEMEHH YICP)KUBAHHS
rKa MOMeETa30Ha ¢dypoara Ha
XpOMaTorpaMme CTaHIapTHOIO PacTBOpa

The retention time of one of the main peaks in
the chromatogram of test solution comply with
that of mometasone furoate peak in the
chromatogram of standard solution (see

"Assay”’section) / Bpems yzaepxuBaHus
OJHOTO M3  OCHOBHBIX  IHMKOB  Ha
XpOMarorpaMMe  MCIbITYEMOro  pacTBopa

COOTBETCTBYET BPEMEHH YICP)KUBAHUS THKa
MOMETa30Ha (pypoara Ha XpoMarorpamme
CTaHAAPTHOT'O PacTBOpa.

(cm. paznen «KonmuecTBeHHoe
OIIPEJICIICHUE ).
Prepared By / IloaroroBu Checked By / I1poBepua Approved By / Ono6pua
Signature / ”M Atul Kumar ﬂ p Arun Patyal 54 rg g SW Shailendra Singh
MMoanuck ZW m
:25: -10: 03 Apr 2025 10:24:55 IST
Date / lata 02 Apr 2025 14:25:411ST lu ?l! e 03 Apr 2025 09:10:43 IST pr
REASON: Prepared By REASON: Checked By REASON: Approved By
5c9bd63f-5159-4d1d-819f-f699447b9f27 C8185c2c-ae86-4590-9d65-3d03424bcal1 2076ebd-9492-4934-9ae6-03e4370283cd
Name / DUO Atul Kumar Arun Patyal Shailendra Singh
Designation / Senior Officer- QA Senior Officer- QA Manager- QA
JlonxHocTh

FCM/QA054/08.00

DocUUID : cd255a8a-42c1-4ec3-b3f2-c1a75e352bb2
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Name of product / Momat Rino
HaumeHnoBaHue npoaykuun | Mowmar PuHo

Advance /

AJlBaHC

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. /

Inspection Lot No
KonTpoaupyemas cepusi Ne

040000585316

Strength / Jlosuposxa 140 Mkr + 50 MKT / 1032 JlaTa npousBoacTBa 03/2025
Dosage form / Meterved-dose nanll spray / ) Date of Exp. / Foen 10 02/2027
JlekapcTBeHHast popma Cripeii Ha3aJIbHBIN TO3UPOBAHHBIH
product code | SRU0300082460401DM Date of release / lata pomycka 31.03.2025
o/ MpoayKTa
Batch No/Cepusi Ne 12250383C Qty. Released / 14,240 bot/
KosnyecTBo BhINyIeHO (prakoHOB
Batch size / Pasmep cepuu 15,700 bot/ 15,700 ¢pnakonos Mig. License No. / MNB/10/832
ITpousBoacTBeHHasi iuueH3us Ne
Mfg. License Date / 30/04/2020

(naTa)

HpOl/BBOIlCTBeHHaﬂ JIMUEH3Us1

Package size / Ynakoska

150 doses / 150 no3

GMP Compliance certificate Data/ | 18/06/2020

GMP ceprudukar (nata)

Market / PbIHOK Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne

Reference specification No / STP No /

Cneuuduxanus Ne SPC-CC-034990 CIHU Ne STP-CC-026675

Azelastine Hydrochloride / | Batch No / Mfg by / Urquima S.A., Spain /
AsesracTHHA THAPOXJIOPHT Cepus Ne F400-24003 Ipouseoa. | Ypkeuma C.A., Mcnanus
API information / MTC- >
HNudopmanns 06 A®C | Mometasone Furoate / Batch No / Mfg by / Sterling S.p.A., Italy /
002/231.24082
Mowmera3ona ¢ypoar Cepust Ne Al Mpouspoa. | Crepmunr C.n.A., Utanus
No TESTS / TIOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATION / PE3YJIBTATHI
¢) Benzalkonium chloride / In the test of assay, the chromatogram of | In the test of assay, the chromatogram of the
benzankonua xnopuo 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 Cis4 in the | Ci4 in the chromatogram of the standard
chromatogram of the standard solution / | solution / Ha xpomarorpamme HCIBITYEMOTO
Ha  xpomarorpamme UCIIBITYEMOIrO | pacTBOpa 00HAPYKUBAIOTCS [UKY,
pacTBOpa  JOJDKHBI ~ OOHApy>KMBaThcs | COOTBETCTBYIOLIME o BpeMeHaM
[IMKK, COOTBETCTBYIOLIME 110 BPEMEHaM | ylepxuBaHusi nukam romonoroB Ciz u Ciy
ynepxuBanus mukam romonoros Ci; n Ciy | OeH3aNIKOHMSI XJOpHIa Ha XpOMarorpaMme
OEH3AIKOHMS XJI0puaa Ha | CTaHIapTHOro pacTBOpA.
XpOMaTorpaMme CTaHIapTHOI0 pacTBOpa
(cMm. paznen «KonnuectBenHoe
ONPEACTEHUEN ).
3. pH From 4.0 to 5.0/ Ot 4,0 10 5,0 4.563 /4,563
Density / [lnoTHOCTH From 0.90 to 1.10 g/cm?3/ 1.02 g/lcm?
Ot 0,90 1o 1,10 r/em? 1,02 r/em?
5. Viscosity / Bsaskoctb Not less than 5 cPs / He menee 5 cll13 56.00 cPs / 56,00 cIl3

Prepared By / IloaroroBu

Checked By / IIposepua

Approved By / Ono6pua

Signature /

”M % Atul Kumar ’4 p Arun Patyal
02 Apr 2025 14:25:41 1T i

Sé .a 6 SW Shailendra Singh

Hoanuce
10 03 Apr 2025 10:24:55 IST

Date / lata 03 Apr 2025 09:10:43 IST pr

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

5c9bd63f-5159-4d1d-819f-f699447b9F27 8185c2c-ae86-4590-9d65-3d03424bcall 2f076ebd-9492-4934-9ae6-03e4370283cd

Name / DUO Atul Kumar Arun Patyal Shailendra Singh
Designation / Senior Officer- QA Senior Officer- QA Manager- QA
JlonxHocTh

FCM/QA054/08.00

DocUUID : cd255a8a-42c1-4ec3-b3f2-c1a75e352bb2
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Certificate of Analysis for Finished Product /

Ceprudukat aHAIN32 HA TOTOBYIO NPOAYKITHIO
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Name

HaumeHoBaHue npoayKuuvu

Momat Rino Advance /
Mowmart PuHo AnBaHc

of product /

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 03/2025
Dosage form / Meterved-dose nanll spray / ) Date of Exp. / Foen 10 02/2027
JlekapcTBeHHast popma Cripeii Ha3aJIbHBIN TO3UPOBAHHBIH
product code | SRU0300082460401DM Date of release / lata poinycka | 31.03.2025
O MPOAYKTA
Batch No / Cepusi Ne 12250383C Qty. Released / 14,240 bot/
KosnyecTBo BhINyIeHO (prakoHOB
Batch size / Pasmep cepuu 15,700 bot / 15,700 ¢pnaxoros Mig. License No. / MNB/10/832
IIpousBoacTBeHHAast auueH3usi Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No
040000585316 IMpousBoaCTBeHHAS JIMLIEH3USI
KonTpoaupyemas cepusi Ne (nata)
. GMP Compliance certificate Data/ | 18/06/2020
Package size / YnakoBka 150 doses / 150 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-034990 CII No STP-CC-026675
Azelastine Hydrochloride / | Batch No / Mfg by / Urquima S.A., Spain /
AsenacTiHa rMIpoxJI0 Cepusi Ne F400-24003 IIpousso, Ypksuma C.A., Ucnanus
API information / AP YA P - MTC P A P 2
HUndpopmauus 06 A®C | Mometasone Furoate / Batch No / y Mfg by / Sterling S.p.A., Italy /
002/231.24082
Mowmera3ona ¢ypoar Cepust Ne Al IIpousson. Crepaunr C.1.A., Utanus
No TESTS / IOKA3ATEJIN LIMITS / TPEGOBAHUSA OBSERVATION / PE3YJIBTATBI
6. Mass of the released dose / Single dose / OTaeabHas no3a:
Macca picBoGOKAaEMOl 103b1 85.0 to 115.0 % of the claimed delivered | Minimum / Munnmym: 95.4 %
dose amount / 850 — 115,0% Maximum / Makcumym: 108.4 %
3asBJICHHOTO KOJIMYECTRA Average / Cpemee: 1043 %
Average dose / Cpeansisi n03a:
90.0 to 110.0 % of the claimed delivered
amount / 90,0 — 110,0 % oT 3as1BJIEHHOTO
KOJIUYECTBA
7. Mass of the vial content / Not less than 14.175 g/ 14.528 g/
Macca coaepaxumoro ¢piakoHa He menee 14,175 14,528 r
8. Dose number / KoauvecTBo 103 Not less than 150 doses (disregard the 191 doses / 191 no3
first pumping) / He menee 150 no3 (ue
CYMTAs IEPBUYHYIO TPOKAUKY)
9. Particle size / Pazmep yacTun 90 % of particles less than 10 pm / 100.0 % / 100,0 %
90 % uvacrun pazmepom menee 10 Mkm
100 % of particles less than 30 pm / 100.0 % / 100,0 %
100 % uacrur pazmepom MeHee 30 MKM
Particles of more than 30 um should be Absent / OTCyTCTBYIOT
absent / Yactutiel 6omee 30 MKM TOIKHBI
OTCYTCTBOBATh

Prepared By / IloaroroBu

Checked By / IIposepua

Approved By / Ono6pua

Signature /

/4564[ W Atul Kumar

’4 p Arun Patyal
m‘t 03 Apr 2025 09:10:43 IST

Sé .a 6 SW Shailendra Singh

Hoanuce
:25: 03 Apr 2025 10:24:55 IST

Date / lata 02 Apr 2025 14:25:411ST pr

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

5c9bd63f-5159-4d1d-819f-f699447b9F27 8185c2c-ae86-4590-9d65-3d03424bcall 2f076ebd-9492-4934-9ae6-03e4370283cd

Name / DUO Atul Kumar Arun Patyal Shailendra Singh
Designation / Senior Officer- QA Senior Officer- QA Manager- QA
JlonxHocTh

FCM/QA054/08.00

DocUUID : cd255a8a-42c1-4ec3-b3f2-c1a75e352bb2
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Certificate of Analysis for Finished Product /

Ceprudukat aHAIN32 HA TOTOBYIO NPOAYKITHIO

Page Sof 9/ Crp.5u3 9

Name

HaumeHoBaHue npoayKuuvu

Momat Rino
Mowmar Puno

of product /

Advance /

AJlBaHC

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

Momemasona gpypoama

b) Mometasone furoate /
Impurity D / [Tpumecs D

Single unspecified impurity /
EnuHuuHas HeuieHTuUuMpoBaHHas
pHMech

Total impurities / Cymma npumeceit

140 meg + 50 meg / dose Date of Mfg. /
Strength / Jlosuposxa 140 Mkr + 50 MKT / 1032 JlaTa npousBoacTBa 03/2025
Dosage form / Metered-dose nasal spray /
JlekapcTBeHHas (popma Cripeii HazaJIbHBIHA 103WPOBAHHEIN Date of Exp. / Tonen 1o 02/2027
product code | SRU0300082460401DM Date of release / Jlata poimycka 31.03.2025
O/l NPOAYKTA
o Qty. Released / 14,240 bot/
Batch No/Cepun Ne 12250383C KosnyecTBo BhINyIeHO (prakoHOB
Batch size / Pasmep cepun 15,700 bot / 15,700 ¢naxonos Iﬁ{;(gm &;‘;‘lcie;::;l; o s N MNB/10/832
Inspection Lot No Mfg. License Date / 30/04/2020
P 040000585316 IMpousBoaCTBeHHAS JIMLIEH3USI
KonTpoaupyemas cepusi Ne (nata)
Package size / Ynakoska 150 doses / 150 no3 gllzll/lll: &%TE;::;‘eTc&l::;;ate Data/ | 18/06/2020
Market / Pbinok Russia / Poccust gxg i;?g;ii;i%ﬁ.:tlﬁcate No/ GMP-0155620/IN
Reference specification No / STP No /
Crenuduicauns Ne SPC-CC-034990 CIIN Ne STP-CC-026675
Azelastine Hydrochloride / | Batch No / F400-24003 Mfg by / Urquima S.A., Spain /
API information / A3zeslacTHa I'MpOXJI0pUL Cepusi Ne = IMpousBoa. | Ypksuma C.A., Mcnianus
HNudopmanns 06 A®C | Mometasone Furoate / Batch No / 002 /2_3L2 4082 Mfg by / Sterling S.p.A., Italy /
Mowmera3ona ¢ypoar Cepust Ne Al Mpouspoa. | Crepmunr C.n.A., Utanus

No TESTS / TIOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATION / PE3YJIBTATHI
10. | Sedimentation Stability / Not less than 5 min / He menee 5 Mun Complies /

Ceﬂl/lMeHTauHOHHaﬂ COOTBeTCTByeT

YCTOHYHUBOCTH
11. | Impurities / [Ipumecu

a) Azelastine hydrochloride /

A3zenacmuna cudpoxnopuoa:

Single unspecified impurity / Not more than 0.89 % / He 6onee 0,89 % | Below LOQ /Hmxke ITKO

EnuHuuHas HeuieHTuUuMpoBaHHas

pUMech

Total impurities / Cymma npumeceit | Not more than 2.0 % / He 6ounee 2,0 % Below LOQ /Hwxe ITKO

Not more than 1.0 % / He 6o1ee 1,0 %

Not more than 1.0 % / He 6osiee 1,0 %

Not more than 2.0 % / He 6o1ee 2,0 %

0.03 %/0,03 %

0.1%/0,1%

0.3%/0,3%

Prepared By / IloaroroBu

Checked By / IIposepua

Approved By / Ono6pua

Signature /

/4564[ W Atul Kumar

’4 p Arun Patyal
m‘t 03 Apr 2025 09:10:43 IST

by S

Shailendra Singh

Moanuck
5. 03 Apr 2025 10:24:55 IST
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Certificate of Analysis for Finished Product /

Ceprudukat aHAIN32 HA TOTOBYIO NPOAYKITHIO

Page 6 of 9/ Ctp. 6 u3 9

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 03/2025
Dosage form / Metered-dose nasal spray /
JlekapcTBeHHas (popma Cripeii HazaJIbHBIHA 103WPOBAHHEIN Date of Exp. / Tonen 1o 02/2027
product code | SRU0300082460401 DM Date of release / lava peinycka | 31.03.2025
O/l NPOAYKTA

o Qty. Released / 14,240 bot/
Batch No/Cepun Ne 12250383C KosnyecTBo BhINyIeHO (prakoHOB
Batch size / Pasmep cepuu 15,700 bot / 15,700 draxoHos Iﬁ{;(g);l&;;n;el::;lgﬂ mensus Ne MNB/10/832
Inspection Lot No Mfg. License Date / 30/04/2020

P 040000585316 IMpousBoaCTBeHHAS JIMLIEH3USI
KonTpoaupyemas cepusi Ne (nata)
Package size / Ynakoska 150 doses / 150 no3 gllzll/lll: &%TE;::;‘eTc&l::;;ate Data/ | 18/06/2020
Market / PoiHok Russia / Poccust gxg i;?g;ii;i%ﬁ.:tlﬁcate No/ GMP-01556/20/IN
Reference specification No / STP No /
Crenuduicauns Ne SPC-CC-034990 CII No STP-CC-026675
Azelastine Hydrochloride / | Batch No / F400-24003 Mfg by / Urquima S.A., Spain /
API information / A3zeslacTHa I'MpOXJI0pUL Cepusi Ne = IMpousBoa. | Ypksuma C.A., Mcnianus
HNudopmanns 06 A®C | Mometasone Furoate / Batch No / 002 /2_3L2 4082 Mfg by / Sterling S.p.A., Italy /
Mowmera3ona ¢ypoar Cepust Ne Al Mpoussoa. | Crepaunr C.n.A., Uranus

12.

Uniformity of delivery dose /
OaHOpPOAHOCTD A0CTABJISIEMOIi
A03bl

mean;

mean

9 of 10 doses: 75 % to 125 % of the
10 of 10 doses: 65 % to 135 % of the

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

Azelastine Hydrochloride /
A3e1acTHHA FTHAPOXJIOPHA:

Minimum / Muanmym: 89 %
Maximum / Makcumym: 107 %
Average / Cpennee: 100 %

Mometazone Furoate /

135 %/

9 u3 10 no3: ot 75 % no 125 % or
CpEIHEro 3HAYCHUS

10 3 10 103: o1 65 % 10 135 % ot
CpeTHEro 3HaAuCHUsI

Ecnu 2 nnu 3 pesynbraTa BeIIAAAIOT U3
npexaeoB 75 — 125 %, ucnsitanue
npoBoT ¢ 20 apyrumu nozamu. He

MomeTta3ona ¢ypoar:
Minimum / Muaumym: 90 %,
Maximum / Makcumym: 107 %,
Average / Cpennee: 100 %

6onee 3 u3 30 3HAYECHMI MOTYT BBIXOAUTH
3a npenensl 75 — 125 %, u Bce 3HaUeHUA
JIOJUKHBI OBITH B IpeAeax ot 65 1o

135 %.
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Certificate of Analysis for Finished Product /
Ceprudukat aHATIH32 HA TOTOBYIO NPOAYKIIHIO

Page 70f 9/ Ctp. 7u3 9

Name

HaumeHoBaHue npoayKuuvu

Momat Rino Advance /
Mowmart PuHo AnBaHc

of product /

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 03/2025
Dosage form / Metered-dose nasal spray /
JlekapcTBeHHas (popma Cripeii HazaJIbHBIHA 103WPOBAHHEIN Date of Exp. / Tonen 1o 02/2027
product code | SRU0300082460401 DM Date of release / lara poinyexa | 31.03.2025
O/l NPOAYKTA
Batch No/ Cepus Ne 12250383C g(t,);"liil::;(e,iim 14,240 bot/
yILIeHO (prakoHOB
Batch size / Pasmep cepuu 15,700 bot / 15,700 ¢pnaxoros Iﬁ’[fg. License No. / MNB/10/832
POM3BOACTBEHHAs JIMIeH3Usl Ne
Inspection Lot No Mfg. License Date / 30/04/2020
P 040000585316 IMpousBoaCTBeHHAS JIMLIEH3USI
KonTpoaupyemas cepusi Ne (nata)
Package size / Ynakoska 150 doses / 150 no3 gllzll/lll: &%TE;::;‘eTc&l::;;ate Data/ | 18/06/2020
Market / Puisok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne
Reference specification No / STP No /
Crenuduicauns Ne SPC-CC-034990 CIIN Ne STP-CC-026675
Azelastine Hydrochloride / | Batch No / F400-24003 Mfg by / Urquima S.A., Spain /
API information / AsenacTiHa rMAPOXJI0pUL Cepusi Ne = IIpoussoa. | Vpksuma C.A., McnaHus
HNudopmanns 06 A®C | Mometasone Furoate / Batch No / 002 /2_3L2 4082 Mfg by / Sterling S.p.A., Italy /
Mowmera3ona ¢ypoar Cepust Ne Al Mpouspoa. | Crepmunr C.n.A., Utanus
No TESTS / TIOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATION / PE3YJIBTATHI
13. | Microbiological purity / MukpoGuosiornyeckasi 44cToTa
Total aerobic microbial count / Not more than 10? cfu per 1 ml of the Less than 10 cfu/ml / Menee 10 KOE/Ma
Oob1ee 4ucio a’spoOHbIX product / He Gonee 102 KOE B 1 Mt
MHMKPOOPraHU3MOB nperniapara
Total yeast and moulds count / Not more than 10! cfu per 1 ml of the Less than 10 cfu/ml / Menee 10 KOE/mn
O0b1ee YuciIo APOAOKEBBIX U product / He Gonee 10" KOE B 1 Mt
MJIECHEBBIX TPUOOB npemnapara
Pseudomonas aeruginosa Absence per 1 ml of the product /| Absent/OtcyrcrByer
OtcytcrBue B 1 M1 npenapara
Staphylococcus aureus Absence per 1 ml of the product /| Absent/OtcyrcrByer
OtcyrcrBue B 1 M1 penapara
14. | Assay/ KosnyecTBeHHOe onpeaesieHHe
a) Azelastine hydrochloride / From 85 % to 115 % of the labeled claim | 105 %/ 105 %
A3eacTHHA THAPOXJIOPHA of Azelastine hydrochloride / Ot 85 % 1o
115% oT 3asABIEHHOTO KONUYECTBA
azesacTHUHA THAPOXJIOPHIA
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 9/ Ctp. 8 3 9

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 / losuposrka 140 Mkr + 50 MKT / 1032 JlaTa npousBoacTBa 03/2025
Dosage form / Meterved-dose nanll spray / ) Date of Exp. / Foen 10 02/2027
JlekapcTBeHHas (popma Cripeii HazaJIbHBIHA 103WPOBAHHEIN
product code | SRU0300082460401DM Date of release / Jlata poimycka 31.03.2025
O/l NPOAYKTA
Batch No/Cepusi Ne 12250383C Qty. Released / 14,240 bot/
KosnyecTBo BhINyIeHO (prakoHOB
Batch size / Pazmep cepun 15,700 bot/ 15,700 ¢nakonos Mig. License No. / MNB/10/832
IIpon3BoacTBeHHast TuueH3HsE Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No
040000585316 IMpousBoaCTBeHHAS JIMLIEH3USI
KonTpoaupyemas cepusi Ne (nata)
. GMP Compliance certificate Data/ | 18/06/2020
Package size / YnakoBka 150 doses / 150 no3 GMP cepruduar (1ata)
Market / ook Russia / Poceust GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne
Reference specification No / STP No /
Crenuduicauns Ne SPC-CC-034990 CIIN Ne STP-CC-026675
Azelastine Hydrochloride / | Batch No / Mfg by / Urquima S.A., Spain /
AsenacTiHa rMIpoxJI0 Cepusi Ne F400-24003 IIpousso, Ypksuma C.A., Ucnanus
API information / AP puA P - MTC P A P —
HUndpopmauus 06 A®C | Mometasone Furoate / Batch No / y Mfg by / Sterling S.p.A., Italy /
002/231.24082
Mowmera3ona ¢ypoar Cepust Ne Al Mpouspoa. | Crepmunr C.n.A., Utanus
No TESTS / TIOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATION / PE3YJIBTATHI

b) Mometasone furoate /
MomeTta3ona ¢ypoat

115% or
MoMmeTa3zoHa (ypoara

From 85 % to 115 % of the labeled claim
of mometasone furoate / Ot 85 % J0
3asIBJICHHOTO

100 % / 100 %

KOJIM4YECTBA

¢) Benzalkonium chloride /
Ben3ajakonus xaopuaa

120% or
OEH3aJIKOHMS XJIOpHIa

From 80 % to 120 % of the labeled claim
of benzalkonium chloride / Ot 80 % xo0
3asBJICHHOTO

95 % /95 %

KOJIM4YECTBA

15.

Package size / Onucanne
YNaKOBKH

150 doses in a HDPE plastic bottle equipped with a metering device and actuator with
protective cap. Bottle with leaflet placed in carton box. / ITo 150 103 Bo ¢uakon u3 [19BI1,
CHAO)KCHHBIM  JO3MPYIOIIMM YCTPOMCTBOM M Ha3aIbHBIM aialTepoM C 3allUTHBIM
KonmaykoM. @JakoH ¢ MHCTPYKLMEH MO MEIMIMHCKOMY INPUMEHEHHIO MOMEIIAT B

KapTOHHYIO MAUKy.

Any deviation/Incident/OOS: Non-applicable
OTtkiioHeHusi/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 above mentioned site in full compliance with the GMP requirements of the
local Regulatory Authority and with the normative document no. JIIT-Ne(001749)-(PI"-RU)-300123 and submitted specification no. SPC-
CC-034990 . The batch processing, packaging and analysis reviewed and found to be in compliance with GMP.”
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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 03/2025
Dosage form / Metered-dose nasal spray /
JlekapcTBeHHas (popma Cripeii HazaJIbHBIHA 103WPOBAHHEIN Date of Exp. / Tonen 1o 02/2027
product code | SRU0300082460401DM Date of release / Jlata poimycka 31.03.2025
O/l NPOAYKTA
o Qty. Released / 14,240 bot/
Batch No/Cepun Ne 12250383C KosnyecTBo BhINyIeHO (prakoHOB
Batch size / Pasmep cepun 15,700 bot / 15,700 ¢naxonos Iﬁ{;(gm &;‘;‘lcie;::;l; o s N MNB/10/832
Inspection Lot No Mfg. License Date / 30/04/2020
P 040000585316 IMpousBoaCTBeHHAS JIMLIEH3USI
KonTpoaupyemas cepusi Ne (nata)
Package size / Ynakoska 150 doses / 150 no3 gllzll/lll: &%TE;::;‘eTc&l::;;ate Data/ | 18/06/2020
Market / PoiHok Russia / Poccust gxg i;?g;ii;i%ﬁ.:tlﬁcate No/ GMP-01556/20/IN
Reference specification No / STP No /
Crenuduicauns Ne SPC-CC-034990 CII No STP-CC-026675
Azelastine Hydrochloride / | Batch No / F400-24003 Mfg by / Urquima S.A., Spain /
API information / A3zeslacTHa I'MpOXJI0pUL Cepusi Ne = IMpousBoa. | Ypksuma C.A., Mcnianus
HNudopmanns 06 A®C | Mometasone Furoate / Batch No / 002 /2_3L2 4082 Mfg by / Sterling S.p.A., Italy /
Mowmera3ona ¢ypoar Cepust Ne Al Mpouspoa. | Crepmunr C.n.A., Utanus

3aKJl0YeHHe 0 COOTBETCTBHH: HACTOSIIMM ITOATBEPXK/AIO, YTO TPEACTABICHHAs BbIlIe HHPOPMAILUs SBISIETCS JOCTOBEPHOM M TOYHOM.
JlanHast cepust OblTa TPOM3BEAEHA, BKIIOYAS YMAaKOBKY/MapKHPOBKY, W MPOKOHTPOIMPOBAHA Ha yKa3aHHOW BBHINIE MPOU3BOICTBEHHOM
TUIOIIA/IKE B TIOJTHOM COOTBETCTBUHM ¢ TpeboBanmsmu Hagnexameii [IponsBoacreennoit [Ipaxtukn (GMP) n TpeGoBanrssMi HOpMATUBHOM
nokymenranuu JII1-Ne(001749)-(PI'-RU)-300123 u ytBepxnaenHoit cnenudukammeit Ne SPC-CC-034990. IIpoTokonsl MpoU3BOACTBA,
YNAKOBKM M TPOBEJCHHBIX AHAIM30B JJIs JNAHHOW cepuM ObLIM MPOAHAIU3UPOBAHBI M CHIEIAHO 3AKJIIOUYEHUE, YTO OHM COOTBETCTBYIOT
tpeboBanusm Hanexaweit [IpousBoacreentoii Ipaktuku (GMP).
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