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CepTuduKaT aHAIM32 HA TOTOBYIO NMPOAYKIHNIO

Page 1 of 9/ Crp.1m39

Name of product /
HaumeHnoBaHue NMpoOAYKIUH

Momat Rino Advance /
Mowmat Puno AnBanc

Generic name /
HenmaTenToBanHoe
HAaUMEHOBAHHUE

Azelastine + Mometasone metered dose nasal spray /
A3enacTuH + MOMETa30H CIPEl Ha3aJIbHBII 103UPOBaHHBIN

JeiicTBylo1mue BemecTsa

Each spray delivers / Kaxxas 103a cripest COJIEPIKHT:
Mometasone Furoate BP 50 mcg / Momera3zona ¢ypoat bput.®. 50 Mxr
Azelastine Hydrochloride BP 140 mcg / Aszenactuna ruapoxiaopun bput.®. 140 mxr

140 mcg + 50 mcg / dose Date of Mfg. /
Strength / Jlosuposxa 140 mxr + 50 Mkr / 1032 JlaTa npou3BoacTBa 10/2024
Dosage form / Meterved-dose nas§l spray / § Date of Exp. / Fonen 10 09/2026
JlekapcTBeHHas opma Crpeii Ha3aIbHBII TO3UPOBAHHBII
Product code /
K SRU0300082460401DM Date of release / /Iara Boimycka 24.10.2024
01 MPOAYKTA
o Qty. Released / 23,360 BOT
Batch No/ Cepus Ne 12241246A KoJmuecTso BLmymeno 23.360 quraxoros
Batch size / Pasmep cepun | 25,395 bot / 25,395 ¢axonos Mfg. License No. / MNB/10/832
IIpou3BoacTBEHHAs JIMIeH3UsA Ne
Inspection Lot No Mfg. License Date / 30/04/2020
P 040000553601 ITpou3BOACTBEHHAS! JIHIIEH3USI
KonTtpoaupyemas cepust Ne (1a7a)
Package size / Ynakoska 150 doses / 150 103 GMP Compliance certificate Data/ | 18/06/2020
GMP ceprudukar (nara)
Market / Puinox Russia / Pocertst GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudukar Ne
Reference specification No / STP No/
Crenudmniamus No SPC-CC-034990 CIIN Ne STP-CC-026675
Azelastine Hydrochloride / | Batch No/ Mfg by / Urquima S.A., Spain /
F400-24003
. . A3zenacTHHA THAPOXIOPU Cepus Ne Mpoussoa. | Ypksuma C.A., Mcnanus
API information / MTC-
HNudopmanus 06 A®C | Mometasone Furoate / Batch No / Mfg by / Sterling S.p.A., Italy /
002/23L.24082
MowmeTa3oHa ¢ypoat Cepusi Ne Al IIpoussoa. Crepnunr C.i.A., Utanus
No TESTS / TOKA3ATEJIHA LIMITS / TPEBOBAHMSI OBSERVATION / PE3YJIbTATBI
1. Description / Onucanue White to off-white suspension / Benast unu | Off-white suspension /
oYTH Oenast CYCIICH3Us TTouru Oemas CYCIICH3Us
2. Identification / Unentuduxamus
a) Azelastine hydrochloride / The retention time of one of the main | The retention time of one of the main peaks in
Asenacmuna 2udpoxiopud peaks in the chromatogram of test solution | the chromatogram of test solution comply with
should comply with that of Azelastine | that of Azelastine hydrochloride peak in the
hydrochloride peak in the chromatogram | chromatogram of standard solution (see
of standard solution (see "Assay” section) | "Assay” section) / Bpewms ynepKuUBaHUS
| Bpemst yAep:KHBaHHS OJHOTO U3 | OIHOTO 3 OCHOBHBIX NHMKOB Ha
OCHOBHBLIX IIMKOB Ha XpoMaTrorpamme XpoMaTorpamme HCHBITYEMOTO pacTBOpa
HCIBITYEMOTO pacTBoOpa JOJIZKHO COOTBETCTBYET BPEMCHU YJCPKUBAHUA ITUKaA
COOTBETCTBOBATH BPEMECHHN YACPKUBAHUA as3ejraCTuHa ruapoxyjopuaa Ha
NMKa asejlaCThuHa TUApPOXJIopuJa Ha XpoMaTorpaMmmMe CTaHAapTHOI'O pacTBOpaA.
XpoMaTtorpaMmMe CTaHAAPTHOI'O pacTBOpa
(CM. pas3aei «KoanuecTBeHHOE
OTIpECTICHUE ).
Prepared By / IloaroroBu.i Checked By / IIposepuut Approved By / Ono6pua
Signature / %| ”é Yogesh Mehta /4% %mm Atul Kumar 5 ﬁ 6 s Sandeep Semwal
IToanucek
Date / IlaTa 07 Nov 2024 11:02:38 IST 07 Nov 2024 11:59:56 IST ?SQI_NOV 2024 08:52:58
REASON: Prepared By REASON: Reviewed By REASON: Approved By
aabdbe4c-6c64-4aad-b9b9-55de88c2aa37 5c9bd63f-5159-4d1d-819f-f699447b9f27 728111d2-edb2-42fb-a2fa-fb3908e5d8c1
Name / ®UO Yogesh Kumar Mehta Atul Kumar Sandeep Semwal
Designation / Officer-QA Senior Officer- QA Sr. Manager- QA
JI0JZKHOCTB

FCM/QA054/08.00
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Name of product /
HaumeHnoBaHue NMpoOAYKIUH

Momat Rino Advance /
Mowmat Puno AnBanc

Generic name /
HenmaTenToBanHoe
HAaUMEHOBAHHUE

Azelastine + Mometasone metered dose nasal spray /
A3enacTuH + MOMETa30H CIPEl Ha3aJIbHBII 103UPOBaHHBIN

JeiicTBylo1mue BemecTsa

Each spray delivers / Kaxxas 103a cripest COJIEPIKHT:
Mometasone Furoate BP 50 mcg / Momera3zona ¢ypoat bput.®. 50 Mxr
Azelastine Hydrochloride BP 140 mcg / Aszenactuna ruapoxiaopun bput.®. 140 mxr

140 mcg + 50 mcg / dose

Date of Mfg. /

GMP ceprudukar (nara)

Strength / Jlosuposxa 140 mxr + 50 Mkr / 1032 JlaTa npou3BoacTBa 10/2024
Dosage form / Meterved-dose nas§l spray / § Date of Exp. / Fonen 10 09/2026
JlekapcTBeHHas opma Crpeii Ha3aIbHBII TO3UPOBAHHBII
Product code /
K SRU0300082460401DM Date of release / /Iara Boimycka 24.10.2024

01 MPOAYKTA

o Qty. Released / 23,360 BOT
Batch No/ Cepus Ne 12241246A KoMuecTBo BHUIyIeno 23,360 raxoros
Batch size / Pasmep cepun 25,395 hot / 25,395 daxomos ?I/Ifg- License No. / MNB/10/832
POU3BOJACTBCHHAA JIMIICH3USL Ne
Inspection Lot No Mfg. License Date / 30/04/2020
P 040000553601 ITpou3BOACTBEHHAS! JIHIIEH3USI

KonTtpoaupyemas cepust Ne (1a7a)
Package size / Viiakoska 150 doses / 150 103 GMP Compliance certificate Data/ | 18/06/2020

Market / Poinok

Russia / Poccus

GMP Compliance certificate No / GMP-01556/20/IN

GMP ceprudukar Ne
Reference specification No / STP No/
Cneuuduxanusa Ne SPC-CC-034990 CIIN Ne STP-CC-026675

Azelastine Hydrochloride / | Batch No/ Mfg by / Urquima S.A., Spain /
. . A3zenacTHHA THAPOXIOPU Cepus Ne F400-24003 IIpousson. Ypksuma C.A., Ucnanus
API information / MTC-
HNudopmanus 06 A®C | Mometasone Furoate / Batch No / Mfg by / Sterling S.p.A., Italy /
002/23L.24082
MowmeTa3oHa ¢ypoat Cepusi Ne Al Ipoussoa. | Crepnunr C.nm.A., Utanus
No TESTS / TOKA3ATEJIHA LIMITS / TPEBOBAHMSI OBSERVATION / PE3YJIbTATBI
b) Mometasone furoate / The retention time of one of the main | The retention time of one of the main peaks in
Momemasona 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) / Bpems yIepXuBaHU
BpeMﬂ YAEpKUBaAHUA OOHOI'0 nu3 OOHOI'0 us3 OCHOBHBIX IINKOB Ha
OCHOBHBIX IIMKOB Ha XpOMaTOIpaMMe€ | XpOMaTrorpaMMe€ HCIBITYEMOrO  pacTBoOpa
HCHBITYEMOTO pacTBOpa JOJIZKHO COOTBETCTBYET BPEMCHU YJICPKUBAHUS ITUKaA
COOTBETCTBOBATb BPEMECHU YACPIKHUBAHUA MOMECTa30Ha q)ypoaTa Ha Xpomarorpamme
IMKa MOMETa30Ha ¢dypoara Ha | CTaHAApPTHOTO pacTBOpa.
XpoMaTorpaMMe CTaHAApTHOrO pacTBopa
(cm. pasgen «KonuuectBenHoe
OTIPEIICTICHUEY ).
Prepared By / IloaroroBuJ Checked By / IIposepu.a Approved By / Ono6pua
Signature / % Yogesh Mehta /4% z Atul Kumar s s Sandeep Semwal
IToanucek
Date / llata MM‘; 07 Nov 2024 11:02:38 IST 07 Nov 2024 11:59:56 IST deﬁ ?ng Nov 2024 08:52:58
REASON: Prepared By REASON: Reviewed By REASON: Approved By
aabdbedc-6c64-4aad-b9b9-55de88c2aa37 5c9bd63f-5159-4d1d-819f-f699447b9F27 728111d2-edb2-42fb-a2fa-f3908e5d8c1
Name / PO Yogesh Kumar Mehta Atul Kumar Sandeep Semwal
Designation / Officer-QA Senior Officer- QA Sr. Manager- QA
JI0JZKHOCTB

FCM/QA054/08.00

DocUUID : 0fec7390-3ech-4af0-bf48-9377f5118e13
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Certificate of Analysis for Finished Product /
CepTuduKaT aHAIM32 HA TOTOBYIO NMPOAYKIHNIO

Page30f 9/ Crp.3m39

Name of product / Momat Rino Advance /
HaumenoBanue npoaykuuu | Momat Puno AnBanc

Generic name /
HenmaTenToBanHoe
HAaUMEHOBAHHUE

Azelastine + Mometasone metered dose nasal spray /
A3enacTuH + MOMETa30H CIPEl Ha3aJIbHBII 103UPOBaHHBIN

Each spray delivers / Kaxxas 103a cripest COJIEPIKHT:
JeiicTByIommue BemecTBa Mometasone Furoate BP 50 mcg / Momera3zona ¢ypoat bput.®. 50 Mxr
Azelastine Hydrochloride BP 140 mcg / Aszenactuna ruapoxiaopun bput.®. 140 mxr

140 mcg + 50 mcg / dose

Date of Mfg. /

Strength / Jlosuposxa 140 mxr + 50 Mkr / 1032 JlaTa npou3BoacTBa 10/2024
Dosage form / Metered-dose nasal spray /
JlekapcTBeHHas opma Crpeii Ha3aIbHBII TO3UPOBAHHBII Date of Exp. / Tonen 1o 09/2026
product code/ SRU0300082460401DM Date of release / /lata shimycka 24.10.2024
01 MPOAYKTA
o Qty. Released / 23,360 BOT
Batch No/ Cepus Ne 12241246A KoJmuecTso BLmymeno 23.360 quraxoros
Batch size / Pasmep ceprn 25,395 bot / 25,395 duaxoros Mfg. License No. / MNB/10/832
IIpou3BoacTBEHHAs JIMIeH3UsA Ne
Inspection Lot No Mfg. License Date / 30/04/2020
K P 040000553601 ITpou3BOACTBEHHAS! JIHIIEH3USI
OHTpoOJIUpyeMas cepusi Ne (1a7a)
Package size / YnakoBka 150 doses / 150 no3 gM§ &%ngiliic&?:;;ate Data/ | 18/06/2020
Market / Puinox Russia / Pocertst GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudukar Ne
Reference specification No / STP No/
Crenudmniamus No SPC-CC-034990 CIIN Ne STP-CC-026675
Azelastine Hydrochloride / | Batch No/ F400-24003 Mfg by / Urquima S.A., Spain /
. . A3zenacTHHA THAPOXIOPU Cepus Ne Mpoussoa. | Ypksuma C.A., Mcnanus
API information / MTC-
HNudpopmanus 06 A®C | Mometasone Furoate / Batch No / 002/231.24082 Mfg by / Sterling S.p.A., Italy /
MowmeTa3oHa ¢ypoat Cepusi Ne Al IIpoussoa. Crepnunr C.i.A., Utanus
No TESTS / TOKA3ATEJIHA LIMITS / TPEBOBAHMSI OBSERVATION / PE3YJIbTATBI

¢) Benzalkonium chloride /
benzankonus xnopuo

In the test of assay, the chromatogram of
the sample solution should contain peaks
corresponding to the retention times of
peaks of  benzalkonium  chloride
homologues Ci;; and Cis in the
chromatogram of the standard solution /
Ha XpomaTorpamme HCIIBITYEMOI'O
pacTBOpa  JIOJDKHBI  OOHapy)KMUBAThCS
MKW, COOTBETCTBYIONIME IIO0O BPEMEHaAM
yaep)uBaHus mukaM romonoros Cio 1 Cia

In the test of assay, the chromatogram of the
sample solution contain peaks corresponding
to the retention times of peaks of
benzalkonium chloride homologues Ci, and
Cus in the chromatogram of the standard
solution / Ha xpomarorpamMme HCITBITYEMOTO
pactBOpa 00HapyKHUBAIOTCS MUKW,
COOTBETCTBYIONIIUE o BpEMEHaM
yaepxkuBaHus mukamM roMoiioroB Ciz u Cia
OCH3QJIKOHMSL XJIOpHZJA HA XpOMaTOrpamMe

OeH3aIKOHUA XJIopuaa Ha | CTaHZApTHOTO PacTBOpa.
XpoMaTtorpaMme CTaHAAPTHOI'O pacTBOpa
(cm. paszmen «KonuuecTeHHoe
OTIpEICTICHUE ).

3. pH From 4.0t0 5.0/ Ot 4,0 10 5,0 4.566 / 4,566

Density / TLioTHOCTH From 0.90 to 1.10 g/cm®/ 1.02 g/cm?®

Ot 0,90 mo 1,10 r/em® 1,02 r/cm?

5. Viscosity / BazkocThb Not less than 5 cPs / He menee 5 cIT3 33.0cPs /33.0 cII3

Prepared By / IloaroroBuJ Checked By / IIposepu.a

Approved By / Ono6pua

Signature / Yogesh Mehta Atul Kumar Sandeep Semwal
Ilognucnh
07 Nov 2024 11:02:38 IST 07 Nov 2024 11:59:56 IST 08 Nov 2024 08:52:58

Date / lata
REASON: Prepared By

REASON: Reviewed By

IST
REASON: Approved By

aabdbedc-6c64-4aad-b9b9-55de88c2aa37 5c9bd63f-5159-4d1d-819f-f699447b9F27 728111d2-edb2-42fb-a2fa-f3908e5d8c1
Name / PO Yogesh Kumar Mehta Atul Kumar Sandeep Semwal
Designation / Officer-QA Senior Officer- QA Sr. Manager- QA
JI0JZKHOCTB

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

CepTuduKaT aHAIM32 HA TOTOBYIO NMPOAYKIHNIO

Page 4 of 9/ Crp. 4 mu39

Momat Rino Advance /
Mowmat Puno AnBanc

Name of product /
HaumeHnoBaHue NMpoOAYKIUH

Generic name /
HenmaTenToBanHoe
HAaUMEHOBAHHUE

Azelastine + Mometasone metered dose nasal spray /
A3enacTuH + MOMETa30H CIPEl Ha3aJIbHBII 103UPOBaHHBIN

JeiicTBylo1mue BemecTsa

Each spray delivers / Kaxxas 103a cripest COJIEPIKHT:
Mometasone Furoate BP 50 mcg / Momera3zona ¢ypoat bput.®. 50 Mxr
Azelastine Hydrochloride BP 140 mcg / Aszenactuna ruapoxiaopun bput.®. 140 mxr

Macca BbICBO00KIaeMOIi 103bI

85.0 to 115.0 % of the claimed delivered
dose amount / 85,0 - 1150% or
3asBJICHHOI'O KOJIMYECTBA

Average dose / Cpennss no3a:

90.0 to 110.0 % of the claimed delivered
amount / 90,0 — 110,0 % ot 3asBiIeHHOrO
KOJIM4YeCTBa

140 mcg + 50 mcg / dose Date of Mfg. /
Strength / Jlosuposxa 140 mxr + 50 Mkr / 1032 JlaTa npou3BoacTBa 10/2024
Dosage form / Metered-dose nasal spray /
JlexapcTBeHHasi popma Crpelt HazaJIbHBLI JO3UPOBaHHbIH Date of Exp. / onen 10 09/2026
product code/ SRU0300082460401DM Date of release / /lata shimycka 24.10.2024
01 NPOAYKTA

o Qty. Released / 23,360 BOT
Batch No/ Cepus Ne 12241246A KoJmuecTso BLmymeno 23.360 quraxoros
Batch size / Pa3mep cepun 25,395 bot / 25,395 ¢nakonos x;%htL%ZZ?B?:ﬁ;H — MNB/10/832
Inspection Lot No Mfg. License Date / 30/04/2020
K P 040000553601 ITpou3BOACTBEHHAS! JIHIIEH3USI

OHTpoOJIUpyeMas cepusi Ne (1a7a)
Package size / YnakoBka 150 doses / 150 mo3 gM§ &%ngiliic&?:;;ate Data/ | 18/06/2020
Market / Peinok Russia / Poccus gmg i(;)r:s(l;)ir:{(ic;:tlflcate No/ GMP-01556/20/IN
Reference specification No / STP No/
Crenudmniamus No SPC-CC-034990 CIIN Ne STP-CC-026675
Azelastine Hydrochloride / | Batch No/ F400-24003 Mfg by / Urquima S.A., Spain /
. . A3zenacTHHA THAPOXIOPU Cepus Ne Mpoussoa. | Ypksuma C.A., Mcnanus
API information / MTC-
HNudopmanus 06 A®C | Mometasone Furoate / Batch No / 002/231.24082 Mfg by / Sterling S.p.A., Italy /
MowmeTa3oHa ¢ypoat Cepusi Ne Al Ipoussoa. | Crepnunr C.nm.A., Utanus

No TESTS/ IMOKA3ATEJIA LIMITS / TPEBOBAHUS OBSERVATION / PE3YJIBTATDBI
6. Mass of the released dose / Single dose / OtaenbHas qo03a:

Minimum / Munaumym: 93.7%
Maximum / Makcumym: 110.1%
Average / Cpenree: 106.3%

absent / Yactuier 6onee 30 MKM JOJDKHBI
OTCYTCTBOBATH

7. Mass of the vial content / Not less than 14.175 g/ 1459/
Macca coagep:xxkumoro ¢aakona He menee 14,1751 1451

8. Dose number / Kosn4ecTBo 103 Not less than 150 doses (disregard the 179 doses / 179 no3
first pumping) / He menee 150 no3 (e
CUHTas IEPBUYHYIO MPOKAYKY)

9. Particle size / Pasmep uacruiy 90 % of particles less than 10 pm / 100.0% / 100,0%
90 % uacrur pazmepom meree 10 Mkm
100 % of particles less than 30 pm / 100.0% / 100,0%
100 % gactum pazmepom Meree 30 MKM
Particles of more than 30 um should be Absent / OtcyrterByror

Prepared By / IloaroroBu.i Checked By / IIposepuut Approved By / Ono6pua
Signature / Yogesh Mehta Atul Kumar Sandeep Semwal
HOLIl]l/ICb 7 Nov 2024 11:02:38 IST 07 Nov 2024 11:59:56 IST 08 Nov 2024 08:52:58
Date/I[aTa 07 Nov 20 :02:381S :59: il ov :52:

REASON: Prepared By REASON: Reviewed By REASON: Approved By
aabdbedc-6c64-4aad-b9b9-55de88c2aa37 5c9bd63f-5159-4d 1d-819f-f699447b9f27 728111d2-edb2-42fb-a2fa-fb3908e5d8c1

Name / PO Yogesh Kumar Mehta Atul Kumar Sandeep Semwal
Designation / Officer-QA Senior Officer- QA Sr. Manager- QA
JI0JZKHOCTB

DocUUID : 0fec7390-3ech-4af0-bf48-9377f5118e13
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Name of product /
HaumeHnoBaHue NMpoOAYKIUH

Momat Rino Advance /
Mowmat Puno AnBanc

Generic name /
HenmaTenToBanHoe
HAaUMEHOBAHHUE

Azelastine + Mometasone metered dose nasal spray /
A3enacTuH + MOMETa30H CIPEl Ha3aJIbHBII 103UPOBaHHBIN

JeiicTBylo1mue BemecTsa

Each spray delivers / Kaxxas 103a cripest COJIEPIKHT:
Mometasone Furoate BP 50 mcg / Momera3zona ¢ypoat bput.®. 50 Mxr
Azelastine Hydrochloride BP 140 mcg / Aszenactuna ruapoxiaopun bput.®. 140 mxr

140 mcg + 50 mcg / dose Date of Mfg. /
Strength / Jlosuposxa 140 mxr + 50 Mkr / 1032 JlaTa npou3BoacTBa 10/2024
Dosage form / Metered-dose nasal spray /
JlexapcTBeHHasi popma Crpelt HazaJIbHBLI JO3UPOBaHHbIH Date of Exp. / onen 10 09/2026
product code/ SRU0300082460401DM Date of release / /lata shimycka 24.10.2024
01 MPOAYKTA

o Qty. Released / 23,360 BOT
Batch No/ Cepus Ne 12241246A KoJmuecTso BLmymeno 23.360 quraxoros
Batch size / Pasmep cepuu 25,395 bot / 25,395 ¢pnakonos l'\_[A;?)'H;';COZnCSTeB’::;{; o ersms No MNB/10/832
Inspection Lot No Mfg. License Date / 30/04/2020
K P 040000553601 ITpou3BOACTBEHHAS! JIHIIEH3USI

OHTpoOJIUpyeMas cepusi Ne (1a7a)
Package size / YnakoBka 150 doses / 150 mo3 gM§ &%ngiliic&?:;;ate Data/ | 18/06/2020
Market / Peinok Russia / Poccus gmg i(;)r:s(l;)ir:{(ic;:tlflcate No/ GMP-01556/20/IN
Reference specification No / STP No/
Crenudmniamus No SPC-CC-034990 CIIN Ne STP-CC-026675
Azelastine Hydrochloride / | Batch No/ F400-24003 Mfg by / Urquima S.A., Spain /
. . A3zenacTHHA THAPOXIOPU Cepus Ne Mpoussoa. | Ypksuma C.A., Mcnanus
API information / MTC-
HNudopmanus 06 A®C | Mometasone Furoate / Batch No / 002/231.24082 Mfg by / Sterling S.p.A., Italy /
MowmeTa3oHa ¢ypoat Cepusi Ne Al Ipoussoa. | Crepnunr C.nm.A., Utanus

No TESTS/ IMOKA3ATEJIA LIMITS / TPEBOBAHUS OBSERVATION / PE3YJIBTATDBI
10. | Sedimentation Stability / Not less than 5 min / He menee 5 mun Complies /
CeﬂﬂMeHTallﬂOHHaﬂ COOTBeTCTByeT
YCTOHYHBOCTH
11. | Impurities / Tipumecu
a) Azelastine hydrochloride /
A3zenacmuna zudpoxnopuoa:
Single unspecified impurity / Not more than 0.89 % / He Gonee 0,89 % | Below LOQ /Hmxke ITKO
EnvHuYHas HEHICHTU(DUIIUPOBAHHAS
NpUMeECh
Total impurities / Cymma npumeceit Not more than 2.0 % / He 6ouee 2,0 % Below LOQ /Hmxke ITKO
b) Mometasone furoate /
Momemazona gpypoama
Impurity D / ITpumecs D Not more than 1.0 % / He Goiee 1,0 % 0.02%/0,02%
Single unspecified impurity / Not more than 1.0 % / He Gonee 1,0 % 0.1%/0,1%
Ennanunas HSI/IZLGHTI/I(bI/ILll/IpOBaHHaﬂ
MpUMeECh
Total impurities / Cymma npumeceit Not more than 2.0 % / He Goxnee 2,0 % 0.4%/0,4%
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Certificate of Analysis for Finished Product /
CepTuduKaT aHAIM32 HA TOTOBYIO NMPOAYKIHNIO

Page 6 of 9/ Ctp. 6 m3 9

Name of product /

HaumeHoBaHue NMpoOAYKIUH

Momat Rino Advance /
Mowmat Puno AnBanc

Generic name /
HenmaTenToBanHoe
HAaUMEHOBAHHUE

Azelastine + Mometasone metered dose nasal spray /
A3enacTuH + MOMETa30H CIPEl Ha3aJIbHBII 103UPOBaHHBIN

JeiicTBylo1mue BemecTsa

Each spray delivers / Kaxxas 103a cripest COJIEPIKHT:
Mometasone Furoate BP 50 mcg / Momera3zona ¢ypoat bput.®. 50 Mxr
Azelastine Hydrochloride BP 140 mcg / Aszenactuna ruapoxiaopun bput.®. 140 mxr

140 mcg + 50 mcg / dose Date of Mfg. /
Strength / Jlosuposxa 140 mxr + 50 Mkr / 1032 JlaTa npou3BoacTBa 10/2024
Dosage form / Metered-dose nasal spray /
JlexapcTBeHHasi popma Crpelt HazaJIbHBLI JO3UPOBaHHbIH Date of Exp. / onen 10 09/2026
product code/ SRU0300082460401DM Date of release / /lata shimycka 24.10.2024
01 MPOAYKTA

o Qty. Released / 23,360 BOT
Batch No/ Cepus Ne 12241246A KoJmuecTso BLmymeno 23.360 quraxoros
Batch size / Pasmep cepuu 25,395 bot / 25,395 ¢pnakonos l'\_[A;?)'H;';COZnCSTeB’::;{; o ersms No MNB/10/832
Inspection Lot No Mfg. License Date / 30/04/2020
K P 040000553601 ITpou3BOACTBEHHAS! JIHIIEH3USI

OHTpoOJIUpyeMas cepusi Ne (1a7a)
Package size / YnakoBka 150 doses / 150 mo3 gM§ &%ngiliic&?:;;ate Data/ | 18/06/2020
Market / Peinok Russia / Poccus gmg i(;)r:s(l;)ir:{(ic;:tlflcate No/ GMP-01556/20/IN
Reference specification No / STP No/
Crenudmniamus No SPC-CC-034990 CIIN Ne STP-CC-026675
Azelastine Hydrochloride / | Batch No/ F400-24003 Mfg by / Urquima S.A., Spain /
. . A3zenacTHHA THAPOXIOPU Cepus Ne Mpoussoa. | Ypksuma C.A., Mcnanus
API information / MTC-
HNudopmanus 06 A®C | Mometasone Furoate / Batch No / 002/231.24082 Mfg by / Sterling S.p.A., Italy /
MowmeTa3oHa ¢ypoat Cepusi Ne Al Ipoussoa. | Crepnunr C.nm.A., Utanus

J03bI

12. | Uniformity of delivery dose /
OIHOpPOIHOCTH A0CTABJISIEMOM

mean;

mean

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

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

Azelastine Hydrochloride /
A3ejacTHHA THAPOXJIOPUI:

Minimum / Munumym: 95%
Maximum / Makcumym: 103%

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 no3: ot 75 % mo 125 % ot
CPEHETO 3HAYCHHUS

10 u3 10 mo3: ot 65 % no 135 % ot
CPEIHETO 3HAYCHHUS

Ecnu 2 nnu 3 pesyinbraTa BeIAJAOT U3
npexaenoB 75 — 125 %, ucnsitanne
npoBozAar ¢ 20 npyrumu go3amu. He
6ounee 3 u3 30 3HaUEHUH MOT'YT BBIXOJHUTh
3a mipenaensl 75 — 125 %, u Bce 3HAYCHUS.
JIOJDKHBI OBITH B TIPEEiax oT 65 1o

135 %.

Average / Cpennee: 100%

Mometazone Furoate /
MomeTta3ona ¢pypoar:
Minimum / Muaumym: 95%,
Maximum / Makcumym: 103%,
Average / Cpenree: 100%
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Certificate of Analysis for Finished Product /
CepTuduKaT aHAIM32 HA TOTOBYIO NMPOAYKIHNIO

Page 70of 9/ Crp. 7u3 9

Name of product /

HaumeHoBaHue NMpoOAYKIUH

Momat Rino Advance /
Mowmat Puno AnBanc

Generic name /
HenmaTenToBanHoe
HAaUMEHOBAHHUE

Azelastine + Mometasone metered dose nasal spray /
A3enacTuH + MOMETa30H CIPEl Ha3aJIbHBII 103UPOBaHHBIN

JeiicTBylo1mue BemecTsa

Each spray delivers / Kaxxas 103a cripest COJIEPIKHT:
Mometasone Furoate BP 50 mcg / Momera3zona ¢ypoat bput.®. 50 Mxr
Azelastine Hydrochloride BP 140 mcg / Aszenactuna ruapoxiaopun bput.®. 140 mxr

140 mcg + 50 mcg / dose Date of Mfg. /
Strength / Jlosuposxa 140 mxr + 50 Mkr / 1032 JlaTa npou3BoacTBa 10/2024
Dosage form / Metered-dose nasal spray /
JlexapcTBeHHasi popma Crpelt HazaJIbHBLI JO3UPOBaHHbIH Date of Exp. / onen 10 09/2026
product code/ SRU0300082460401DM Date of release / /lata shimycka 24.10.2024
01 MPOAYKTA
o Qty. Released / 23,360 BOT
Batch No/ Cepus Ne 12241246A KoJmuecTso BLmymeno 23.360 quraxoros
Batch size / Pasmep cepuu 25,395 bot / 25,395 ¢pnakonos l'\_[A;?)'H;';COZnCSTeB’::;{; o ersms No MNB/10/832
Inspection Lot No Mfg. License Date / 30/04/2020
K P 040000553601 ITpou3BOACTBEHHAS! JIHIIEH3USI
OHTpoOJIUpyeMas cepusi Ne (1a7a)

Package size / YnakoBka 150 doses / 150 mo3 gM§ &%ngiliic&?:;;ate Data/ | 18/06/2020
Market / Peinok Russia / Poccus gmg i(;)r:s(l;)ir:{(ic;:tlflcate No/ GMP-01556/20/IN
Reference specification No / STP No/
Crenudmniamus No SPC-CC-034990 CIIN Ne STP-CC-026675

Azelastine Hydrochloride / | Batch No/ F400-24003 Mfg by / Urquima S.A., Spain /

. . A3zenacTHHA THAPOXIOPU Cepus Ne Mpoussoa. | Ypksuma C.A., Mcnanus

API information / MTC-
HNudopmanus 06 A®C | Mometasone Furoate / Batch No / 002/231.24082 Mfg by / Sterling S.p.A., Italy /

MowmeTa3oHa ¢ypoat Cepusi Ne Al Ipoussoa. | Crepnunr C.nm.A., Utanus

No TESTS / TOKA3ATEJIA

LIMITS / TPEBOBAHMUS

OBSERVATION / PE3YJIbTATBI

13. | Microbiological purity / Mukpo6uosoruyeckast 4ucTora

Total aerobic microbial count /
OOmee yncio aspoOHBIX

Not more than 102 cfu per 1 ml of the
product / He 6onee 10? KOE B 1 M

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

MUKPOOPTaHHU3MOB

npernapara

Total yeast and moulds count /
OObuiee 9UCIIO APOAKIKEBBIX U
IIECHEBBIX TPUOOB

Not more than 10! cfu per 1 ml of the
product / He 6onee 10! KOE B 1 M

npemnapara

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

A3ejlacTHHA THAPOXJIOPU]

115%

of Azelastine hydrochloride / Ot 85 % mo

a3eJacTHHA TUIPOXJIOpUIA

OT 3adBJICHHOI'O KOJHUYCCTBa

Pseudomonas aeruginosa Absence per 1 ml of the product / | Absent/Orcyrcryer
OtcyrcrBue B 1 M mpemapara
Staphylococcus aureus Absence per 1 ml of the product /| Absent/OrcyrcrByer
OtcyrerBue B 1 M mpemapara
14. | Assay / KoinuecTBeHHOE OnpeeeHne
a) Azelastine hydrochloride / From 85 % to 115 % of the labeled claim | 104 % / 104%
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Certificate of Analysis for Finished Product /
CepTuduKaT aHAIM32 HA TOTOBYIO NMPOAYKIHNIO

Page 8 of 9/ Ctp.8m3 9

Name of product /

HaumeHoBaHue NMpoOAYKIUH

Momat Rino Advance /
Mowmat Puno AnBanc

Generic name /
HenmaTenToBanHoe
HAaUMEHOBAHHUE

Azelastine + Mometasone metered dose nasal spray /
A3enacTuH + MOMETa30H CIPEl Ha3aJIbHBII 103UPOBaHHBIN

JeiicTBylo1mue BemecTsa

Each spray delivers / Kaxxas 103a cripest COJIEPIKHT:
Mometasone Furoate BP 50 mcg / Momera3zona ¢ypoat bput.®. 50 Mxr
Azelastine Hydrochloride BP 140 mcg / Aszenactuna ruapoxiaopun bput.®. 140 mxr

140 mcg + 50 mcg / dose Date of Mfg. /
Strength / Jlosuposxa 140 mxr + 50 Mkr / 1032 JlaTa npou3BoacTBa 10/2024
Dosage form / Metered-dose nasal spray /
JlekapcTBeHHas opma Crpeii Ha3aIbHBII TO3UPOBAHHBII Date of Exp. / Tonen 1o 09/2026
product code/ SRU0300082460401DM Date of release / /lata shimycka 24.10.2024
01 MPOAYKTA

o Qty. Released / 23,360 BOT
Batch No/ Cepus Ne 12241246A KoJmuecTso BLmymeno 23.360 quraxoros
Batch size / Pasmep ceprn 25,395 bot / 25,395 duaxoros Mfg. License No. / MNB/10/832

IIpou3BoacTBEHHAs JIMIeH3UsA Ne
Inspection Lot No Mfg. License Date / 30/04/2020
K P 040000553601 ITpou3BOACTBEHHAS! JIHIIEH3USI
OHTpoOJIUpyeMas cepusi Ne (1a7a)
Package size / YnakoBka 150 doses / 150 no3 gM§ &%ngiliic&?:;;ate Data/ | 18/06/2020
Market / Puinox Russia / Pocertst gmg i(;r:][;(lll)ir:(cae;c;:tlflcate No / GMP-01556/20/IN
Reference specification No / STP No/
Crenudmniamus No SPC-CC-034990 CIIN Ne STP-CC-026675
Azelastine Hydrochloride / Batch No / F400-24003 Mfg by / Urquima S.A., Spain /
. . A3zenacTHHA THAPOXIOPU Cepus Ne Mpoussoa. | Ypksuma C.A., Mcnanus
API information / MTC-
HNudpopmanus 06 A®C | Mometasone Furoate / Batch No / 002/231.24082 Mfg by / Sterling S.p.A., Italy /
MowmeTa3oHa ¢ypoat Cepusi Ne Al IIpoussoa. Crepnunr C.i.A., Utanus

Ben3ajakonus xjaopuaa

120% or
OCH3AIKOHUS XJIOPHIA

of benzalkonium chloride / Or 80 % mo
3asABJICHHOI'O

KOJIMYECTBA

No TESTS/ IMOKA3ATEJIA LIMITS / TPEBOBAHUS OBSERVATION / PE3YJIBTATDBI
b) Mometasone furoate / From 85 % to 115 % of the labeled claim | 108 % / 108%
Momera3ona ¢ypoar of mometasone furoate / Ot 85 % no
115% oT 3asgBIEHHOTO0 KOJIMYECTBA
MoMeTa30Ha (ypoata
¢) Benzalkonium chloride / From 80 % to 120 % of the labeled claim | 96% / 96%

YIaKOBKH

15. | Package size / Onucanue

KapTOHHYIO MadKy.

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 no3 Bo ¢urakon u3 ITOBII,
CHa6)KeHHI>II71 JO3UPYHONIUM yCTpOﬁCTBOM U Ha3aJbHBIM aaanTeépoM C 3alUTHBIM
KoiamaykoM. PakoH ¢ MHCTPYKIMEH MO MEAUIMHCKOMY TNPUMEHEHHUIO IMOMEIaloT B

Any deviation/Incident/OOS: Non-applicable
OrkioHeHusi/HecooTBeTcTBUSI/OOC: HE MPUMEHIMO

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. JITT-Ne(001749)-(PT'-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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Certificate of Analysis for Finished Product /

CepTuduKaT aHAIM32 HA TOTOBYIO NMPOAYKIHNIO

Page 9 of 9/ Crp. 9m3 9

Name of product /
HaumeHnoBaHue NMpoOAYKIUH

Momat Rino Advance /
Mowmat Puno AnBanc

Generic name /
HenmaTenToBanHoe
HAaUMEHOBAHHUE

Azelastine + Mometasone metered dose nasal spray /
A3enacTuH + MOMETa30H CIPEl Ha3aJIbHBII 103UPOBaHHBIN

JeiicTBylo1mue BemecTsa

Each spray delivers / Kaxxas 103a cripest COJIEPIKHT:
Mometasone Furoate BP 50 mcg / Momera3zona ¢ypoat bput.®. 50 Mxr
Azelastine Hydrochloride BP 140 mcg / Aszenactuna ruapoxiaopun bput.®. 140 mxr

140 mcg + 50 mcg / dose Date of Mfg. /
Strength / Jlosuposxa 140 mxr + 50 Mkr / 1032 JlaTa npou3BoacTBa 10/2024
Dosage form / Metered-dose nasal spray /
JlexapcTBeHHasi popma Crpelt HazaJIbHBLI JO3UPOBaHHbIH Date of Exp. / onen 10 09/2026
product code/ SRU0300082460401DM Date of release / /lata shimycka 24.10.2024
01 MPOAYKTA
o Qty. Released / 23,360 BOT
Batch No/ Cepus Ne 12241246A KoJmuecTso BLmymeno 23.360 quraxoros
Batch size / Pasmep cepuu 25,395 bot / 25,395 ¢pnakonos l'\_[A;?)'H;';COZnCSTeB’::;{; o ersms No MNB/10/832
Inspection Lot No Mfg. License Date / 30/04/2020
K P 040000553601 ITpou3BOACTBEHHAS! JIHIIEH3USI
OHTpoOJIUpyeMas cepusi Ne (1a7a)

Package size / YnakoBka 150 doses / 150 mo3 gM§ &%ngiliic&?:;;ate Data/ | 18/06/2020
Market / Peinok Russia / Poccus gmg i(;)r:s(l;)ir:{(ic;:tlflcate No/ GMP-01556/20/IN
Reference specification No / STP No/
Crenudmniamus No SPC-CC-034990 CIIN Ne STP-CC-026675

Azelastine Hydrochloride / | Batch No/ F400-24003 Mfg by / Urquima S.A., Spain /

. . A3zenacTHHA THAPOXIOPU Cepus Ne Mpoussoa. | Ypksuma C.A., Mcnanus

API information / MTC-
HNudopmanus 06 A®C | Mometasone Furoate / Batch No / 002/231.24082 Mfg by / Sterling S.p.A., Italy /

MowmeTa3oHa ¢ypoat Cepusi Ne Al Ipoussoa. | Crepnunr C.nm.A., Utanus

3ak/0ueHre 0 COOTBETCTBUHU: HACTOSIINM ITOJTBEPKIAI0, YTO MPEACTABICHHAs BbILIC HHPOPMALUS SBISIETCS JOCTOBEPHOH M TOYHOM.
JanHast cepust ObUa NMPOW3BEACHA, BKIIOYAs YHMAKOBKY/MapKHPOBKY, M IPOKOHTPOJHPOBAaHA HA YKa3aHHOH BBINIE MPOM3BOACTBEHHON
IUTOLIA/IKE B TIOJTHOM COOTBETCTBUH ¢ TpeboBanusamu Hamnexameit [IponsBoacreennoii [Ipaktuku (GMP) u tpeGoBaHrAMU HOpMaTUBHON
nokymenraiud JITT-Ne(001749)-(PT-RU)-300123 u yrBepxaenHoi creuudpukanuein Ne SPC-CC-034990. IMpoToKoIBI NPOU3BOACTBA,
YNAKOBKH M TIPOBEJCHHBIX AHAIM30B U JAQHHOW CepuM OBLIM IPOAHAIN3MPOBAHBI M CHENAHO 3aKJIIOUYCHUE, YTO OHHM COOTBETCTBYIOT
tpeboBanmsaM Hannexameit [Ipomssoacreennoit [Ipaktuku (GMP).
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