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Name of product /
HaumeHoBaHMe NPOAYKIHH

Momat Rino Advance /
Mowmat Puno AnBanc

Generic name /
HenmaTenToBanHoe
HAMMEHOBAHHE

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

JeiicTBylo1mue BemecTsa

Each spray delivers / Kaxxnas mo3a cipest conepxut:
Mometasone Furoate BP 50 mcg / Mometasona ¢ypoar bpur.d. 50 mxr

Azelastine Hydrochloride BP 140 mcg / A3zenactuna runpoxiuopun bpur.®. 140 Mxr

140 mcg + 50 meg / dose Date of Mfg. /
Strength / losuposia 140 mxr + 50 MKT / 1032 JlaTa npou3BoacTBa 09/2025
Dosage form / Meter:ed—dose nanll spray / § Date of Exp. / Tosten 10 08/2027
JlekapcTBeHHasi hopma Chpeii Ha3aJIbHBINA JO3UPOBAHHBIN
Product code / SRU0300082460401GS Date of release / JlaTa Bbinycka 30.09.2025
Koa npoaykra
Batch No/ Cepus Ne 122412378 Qty. Released / 18,940 BOT
KosanyecTBO BBINYIIIEHO 18,940 dbaakoHOB
Batch size / Pasmep cepun | 21,315 bot /21,315 dnaxotos Mig. License No. / MNB/10/832
IIpousBoacTBeHHas JIMLeH3UA Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No
040000621478 IIpousBoacTBeHHas! TULIEH3US
KonTposmpyemas cepusi Ne (nata)
. GMP Compliance certificate Data/ | 18/06/2020
Package size / YnakoBka 75 doses / 75 no3 GMP ceprudukar (1ata)
Market / PoinoK Russia / Poccust GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudukar Ne
Reference specification No / STP No /
Crienmdukanus No SPC-CC-051325 CTIH Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No / F400-25001 Mfg by / Urquima S.A., Spain /
API information / AsenacTiHa THAPOXJIOPUL Cepus Ne Ipoussoa. | Ypksuma C.A., Ucnanus
Hudpopmamus 06 A®C | Mometasone Furoate / Batch No / MTC-001/23 Mfg by / Sterling S.p.A., Italy /
MowmeTa3oHa ¢ypoat Cepusi Ne L23178A1 IIpousson. Crepnunr C.n.A., Utanus
No TESTS / TIOKA3ATEJIN LIMITS / TPEBOBAHMUSI OBSERVATION / PE3YJIBTATBI

1. Description / Onucanne

White to off-white suspension / benast nmu
o4ty Oenasi CycreH3ust

Off-white suspension /
TlouTn Genas cycneH3us

2. Identification / UnenTuduxanus

a)

Azelastine hydrochloride /
A3zenacmuna 2uopoxnopuo

The retention time of one of the main
peaks in the chromatogram of test solution
should comply with that of Azelastine

The retention time of one of the main peaks in
the chromatogram of test solution comply with

hydrochloride peak in the chromatogram
of standard solution (see "Assay” section)

that of Azelastine hydrochloride peak in the
chromatogram of standard solution (see
"Assay” section) / Bpewms yaepxuBaHUsd

/ Bpems ynepKuBaHWS OJHOTO W3 | OJHOTO M3  OCHOBHBIX  IIMKOB  Ha
OCHOBHBIX IIMKOB HAa XpOMAaTOrpaMMe | XpOMaTorpaMMe HCIBITYEMOIO  pacTBOpa
HCTIBITYEMOTO pactBopa JIOJDKHO | COOTBETCTBYET BPEMEHH YICP)KUBAHUS IHKA
COOTBETCTBOBATh BPEMEHHU yICpPKMBAaHHA | a3enacTHHA THIPOXJIOpHUIA Ha
NMMKa as3enacTWHa THUAPOXJIOpHAAa Ha | XpoMaTorpaMMe CTaHJapTHOTO pacTBOpa.
XpoMarorpaMMe CTaHZapTHOTO pacTBOpa
(cm. paszen «KommgecTBenHoe
OIIpeaeNICHUE» ).
Prepared By / llogroroBuJ Checked By / [IpoBepui Approved By / Ono6pu
ISTignat“re/ ;4& g Atul Kumar /4 p m !gArun Patyal 0 é Onkar Mall
OaNMUCHh m
Date / ata 110ct 2025 11:21:19IST 110ct 2025 11:23:58 IST 11 Oct 2025 13:03:52 IST
REASON: Prepared By REASON: Checked By REASON: Approved By
5c9bd63f-5159-4d1d-819f-f699447b9f27 €8185c2c-ae86-4590-9d65-3d03424bcal1 0283dc3c-e8ca-46f7-89d6-ae255bc67173
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Designation / Senior Officer- QA Senior Officer- QA Asst. Manager- QA
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Name of product /
HaumeHoBaHMe NPOAYKIHH

Momat Rino Advance /
Mowmat Puno AnBanc

Generic name /
HenmaTenToBanHoe
HAMMEHOBAHHE

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

JeiicTBylo1mue BemecTsa

Each spray delivers / Kaxxnas mo3a cipest conepxut:
Mometasone Furoate BP 50 mcg / Mometasona ¢ypoar bpur.d. 50 mxr
Azelastine Hydrochloride BP 140 mcg / A3zenactuna runpoxiuopun bpur.®. 140 Mxr

140 mcg + 50 meg / dose Date of Mfg. /
Strength / losuposia 140 mxr + 50 MKT / 1032 JlaTa npou3BoacTBa 09/2025
Dosage form / Meter:ed—dose nanll spray / § Date of Exp. / Tosten 10 08/2027
JlekapcTBeHHasi hopma Chpeii Ha3aJIbHBINA JO3UPOBAHHBIN
Product code/ SRU0300082460401GS Date of release / lata Bhimycka 30.09.2025
Koa npoaykra
Batch No/ Cepus Ne 122412378 Qty. Released / 18,940 BOT
KosanyecTBO BBINYIIIEHO 18,940 dbaakoHOB
Batch size / Pasmep cepun | 21,315 bot /21,315 maxonos Mig. License No. / MNB/10/832
IIpousBoacTBeHHas JIMLeH3UA Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No
040000621478 IIpousBoacTBeHHas! TULIEH3US
KonTposmpyemas cepusi Ne (nata)
. GMP Compliance certificate Data/ | 18/06/2020
Package size / YnakoBka 75 doses / 75 no3 GMP ceprudukar (1ata)
Market / PoinoK Russia / Poccust GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudukar Ne
Reference specification No / STP No /
Crienmdukanus No SPC-CC-051325 CTIH Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No / F400-25001 Mfg by / Urquima S.A., Spain /
API information / AsenacTiHa THAPOXJIOPUL Cepus Ne Ipoussoa. | Ypksuma C.A., Ucnanus
Hudpopmamus 06 A®C | Mometasone Furoate / Batch No / MTC-001/23 Mfg by / Sterling S.p.A., Italy /
MowmeTa3oHa ¢ypoat Cepusi Ne L23178A1 IIpousson. Crepnunr C.n.A., Utanus
No TESTS / TIOKA3ATEJIN LIMITS / TPEBOBAHMUSI OBSERVATION / PE3YJIBTATBI
b) Mometasone furoate / The retention time of one of the main | The retention time of one of the main peaks in
Momemasona ghypoam 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 ynepkuBaHHA
Bpemss  yzepkuBaHMA ~ OJHOrO M3 | OQHOTO W3  OCHOBHBIX  NHKOB  Ha
OCHOBHBIX IIMKOB HAa XpOMAaTOrpaMMe | XpoMaTorpaMMe HCIIBITYEMOIO  pacTBopa
UCIIBITYEMOTO pacTtBOpa JIOJDKHO | COOTBETCTBYET BPEMCHH YICP)KMBAHHS MHKa
COOTBETCTBOBATh BPEMEHH Y/ICpP)KMBaHHs | MOMeTa30oHa (ypoara Ha XpoMaTorpamme
nMKa  MOMeTa3oHa  ¢ypoara  Ha | CTaHOAPTHOTO PacTBOpA.
XpOMaTorpaMme CTaHJapTHOTO PacTBOpa
(cm. paznen «KommuectBennoe
OIIPE/ICIICHUEY).
Prepared By / llogroroBuJ Checked By / [IpoBepui Approved By / Ono6pu

IS_[ignature/ /4% Atul Kumar /4 p Arun Patyal 0 é Onkar Mall

OaNMUCHh m

Date / lata 110ct 2025 11:21:19 IST 11 Oct 2025 11:23:58 IST 110ct 2025 13:03:52IST
REASON: Prepared By REASON: Checked By REASON: Approved By

5c9bd63f-5159-4d1d-819f-f699447b9f27 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
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CepTuduKaT aHAIM32 HA TOTOBYIO NMPOAYKIHNIO
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Name of product / Momat Rino Advance /
HaumenoBanue npoaykuuu | Momat Puno AnBanc
Generic name / Azelastine + Mometasone metered dose nasal spray /
HenarentoBannoe o o .
A3eacTHH + MOMETa30H CIpeil Ha3albHbIH J03UPOBAHHBII
HauMEHOBaHUE
Each spray delivers / Kaxxnas mo3a cipest conepxut:
JeiicTBylo1mue BemecTsa Mometasone Furoate BP 50 mcg / Mometasona ¢ypoar bpur.d. 50 mxr
Azelastine Hydrochloride BP 140 mcg / A3zenactuna runpoxiuopun bpur.®. 140 Mxr
140 mcg + 50 meg / dose Date of Mfg. /
Strength / losuposia 140 mxr + 50 MKT / 1032 JlaTa npou3BoacTBa 09/2025
Dosage form / Meter:ed—dose nanll spray / § Date of Exp. / Tosten 10 08/2027
JlekapcTBeHHasi hopma Chpeii Ha3aJIbHBINA JO3UPOBAHHBIN
Product code/ SRU0300082460401GS Date of release / lata Bhimycka 30.09.2025
Koa npoaykra
Batch No/ Cepus Ne 122412378 Qty. Released / 18,940 BOT
KosanyecTBO BBINYIIIEHO 18,940 dbaakoHOB
Batch size / Pasmep cepun | 21,315 bot /21,315 maxonos Mig. License No. / MNB/10/832
IIpousBoacTBeHHas JIMLeH3UA Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No
040000621478 IIpousBoacTBeHHas! TULIEH3US
KonTposmpyemas cepusi Ne (nata)
. GMP Compliance certificate Data/ | 18/06/2020
Package size / YnakoBka 75 doses / 75 no3 GMP ceprudukar (1ata)
Market / PoinoK Russia / Poccust GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudukar Ne
Reference specification No / STP No /
Crienmdukanus No SPC-CC-051325 CTIH Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No / F400-25001 Mfg by / Urquima S.A., Spain /
API information / AsenacTiHa THAPOXJIOPUL Cepus Ne Ipoussoa. | Ypksuma C.A., Ucnanus
Hudpopmamus 06 A®C | Mometasone Furoate / Batch No / MTC-001/23 Mfg by / Sterling S.p.A., Italy /
MowmeTa3oHa ¢ypoat Cepusi Ne L23178A1 IIpousson. Crepnunr C.n.A., Utanus
No TESTS / TIOKA3ATEJIN LIMITS / TPEBOBAHMUSI OBSERVATION / PE3YJIBTATBI
¢) Benzalkonium chloride / In the test of assay, the chromatogram of | In the test of assay, the chromatogram of the
Bensankonun 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 Cis in the | Ci4 in the chromatogram of the standard
chromatogram of the standard solution / | solution / Ha xpomarorpamme HCHOBITYEMOTO
Ha  xpomaTtorpamMme  HCHBITYEMOTO | pacTBopa 00HapyIKUBAIOTCS MIHKH,
pacTBOpa  JOJDKHBI ~ OOHApYKHBAaThCs | COOTBETCTBYIOLINE o BpeMeHaM
IHMKH, COOTBETCTBYIOIIME IO BpeMeHaM | ynepxuBaHusi mukam romonoroB Ci; u Cig
yaAepuBaHus mukaM romonoroB Cio u Cis | OCH3aJIKOHUS XJIOpHAa Ha XpoMaTorpaMme
OeH3aIKOHUS xJjopusa Ha | CTaHIApTHOTO pacTBoOpa.
XpOMaTorpaMMe CTaHIapTHOI'O pacTBOpa
(cm. pazznen «KonunuecTBeHHOE
OTIpEeTICHUE ).
pH From 4.0 to 5.0 / Ot 4,0 10 5,0 4.588/4,588
Density / Il;10THOCTD From 0.90 to 1.10 g/cm?3/ 1.02 g/cm?
Ot 0,90 1o 1,10 r/cm? 1,02 r/cm?
5. Viscosity / BazkocTb Not less than 5 cPs / He menee 5 cII3 32.50 cPs /32,50 cIlI3

Prepared By / IloaroroBu.i

Checked By / IIpoBepua

Approved By / Ono6pua

IS_[ignature/ /4% Atul Kumar /4 p Arun Patyal 0 é Onkar Mall
ONNUCh m
Date / I[aTa 110ct 2025 11:21:19IST 110Oct 2025 11:23:58 IST 11 Oct 2025 13:03:53IST
REASON: Prepared By REASON: Checked By REASON: Approved By
5c9bd63f-5159-4d1d-819f-f699447b9f27 8185¢2c-2e86-4590-9d65-3d03424bcall 0283dc3c-e8ca-46f7-89d6-ae255bc67173
Name / PO Atul Kumar Arun Patyal Onkar Mall

Designation /

JI0JZKHOCTB

Senior Officer- QA

Senior Officer- QA

Asst. Manager- QA
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Name

HaumeHoBaHue NMpoOAYKIUH

of product /

Momat Rino Advance /
Mowmat Puno AnBanc

Generic name /
HenmaTenToBanHoe
HAMMEHOBAHHE

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

JeiicTBylo1mue BemecTsa

Each spray delivers / Kaxxnas mo3a cipest conepxut:
Mometasone Furoate BP 50 mcg / Mometasona ¢ypoar bpur.d. 50 mxr
Azelastine Hydrochloride BP 140 mcg / A3zenactuna runpoxiuopun bpur.®. 140 Mxr

140 mcg + 50 meg / dose Date of Mfg. /
Strength / losuposia 140 mxr + 50 MKT / 1032 JlaTa npou3BoacTBa 09/2025
Dosage form / Meter:ed—dose nanll spray / § Date of Exp. / Tosten 10 08/2027
JlekapcTBeHHasi hopma Chpeii Ha3aJIbHBINA JO3UPOBAHHBIN
Product code/ SRU0300082460401GS Date of release / lata Bhimycka 30.09.2025
Koa npoaykra
Batch No/ Cepus Ne 122412378 Qty. Released / 18,940 BOT
KosanyecTBO BBINYIIIEHO 18,940 dbaakoHOB
Batch size / Pasmep cepun | 21,315 bot /21,315 maxonos Mig. License No. / MNB/10/832
IIpousBoacTBeHHas JIMLeH3UA Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No
040000621478 IIpousBoacTBeHHas! TULIEH3US
KonTposmpyemas cepusi Ne (nata)
. GMP Compliance certificate Data/ | 18/06/2020
Package size / YnakoBka 75 doses / 75 no3 GMP ceprudukar (1ata)
Market / PoinoK Russia / Poccust GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudukar Ne
Reference specification No / STP No /
Crienmdukanus No SPC-CC-051325 CTIH Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No / F400-25001 Mfg by / Urquima S.A., Spain /
API information / AsenacTiHa THAPOXJIOPUL Cepus Ne Ipoussoa. | Ypksuma C.A., Ucnanus
Hudpopmamus 06 A®C | Mometasone Furoate / Batch No / MTC-001/23 Mfg by / Sterling S.p.A., Italy /
MowmeTa3oHa ¢ypoat Cepusi Ne L23178A1 IIpousson. Crepnunr C.n.A., Utanus
No TESTS / TIOKA3ATEJIN LIMITS / TPEBOBAHMUSI OBSERVATION / PE3YJIBTATBI
6. Mass of the released dose / Single dose / OTaeabHas n03a:
Macca BricBoGoK1aeMOi /103b1 85.0 to 115.0 % of the claimed delivered | Minimum / Munumym: 89.3%
dose amount / 85,0 115,0% 0T | Maximum / Makcumym: 111.0%
3asIBJICHHOTO KOJIMYECTBA Average / Cpemee: 106.9%
Average dose / Cpeansisi 1o3a:
90.0 to 110.0 % of the claimed delivered
amount / 90,0 — 110,0 % oT 3asiBIEHHOTO
KOJIMYECTBA
7. Mass of the vial content / Not less than 9.52 g / 9.83¢g/
Macca coaep:xxumoro ¢aakona He menee 9,52 r 9,83 r
8. Dose number / KontnuectBo 103 Not less than 75 doses (disregard the first | 120 doses / 120 o3
pumping) / He menee 75 103 (He cuntast
MEPBUYHYIO IIPOKAYKY)
9. Particle size / Pazmep yacTun 90 % of particles less than 10 pm / 100.0% / 100,0%
90 % gactun pazmepoM Meree 10 MKM
100 % of particles less than 30 pm / 100.0% / 100,0%
100 % uactun pasmepoM MeHee 30 MKM
Particles of more than 30 pm should be Absent / OTCyTCTBYIOT
absent / Yactumpl 6osee 30 MKM TOTKHBI
OTCYTCTBOBATh

Prepared By / IloaroroBu.i

Checked By / IIpoBepua

Approved By / Ono6pua

IS_[ignature/ /4% Atul Kumar /4 p Arun Patyal 0 é Onkar Mall
ONNUCh m
Date / I[aTa 110ct 2025 11:21:19IST 110Oct 2025 11:23:58 IST 11 Oct 2025 13:03:53IST
REASON: Prepared By REASON: Checked By REASON: Approved By
5c9bd63f-5159-4d1d-819f-f699447b9f27 8185¢2c-2e86-4590-9d65-3d03424bcall 0283dc3c-e8ca-46f7-89d6-ae255bc67173
Name / PO Atul Kumar Arun Patyal Onkar Mall

Designation /

JI0JZKHOCTB

Senior Officer- QA

Senior Officer- QA

Asst. Manager- QA

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

CepTuduKaT aHAIM32 HA TOTOBYIO NMPOAYKIHNIO
PageSof 8/ Crp.S5u3 8

Name of product / Momat Rino Advance /
HaumenoBanue npoaykuuu | Momat Puno AnBanc
Generic name / Azelastine + Mometasone metered dose nasal spray /
HenarentoBannoe o o .
AszenacTHH + MOMETa30H CIIpeil Ha3albHBIA JO3UPOBAHHEIH
HauMEHOBaHUE
Each spray delivers / Kaxxnas mo3a cipest conepxut:
JeiicTBylo1mue BemecTsa Mometasone Furoate BP 50 mcg / Mometasona ¢ypoar bpur.d. 50 mxr
Azelastine Hydrochloride BP 140 mcg / A3zenactuna runpoxiuopun bpur.®. 140 Mxr
140 mcg + 50 meg / dose Date of Mfg. /
Strength / losuposia 140 mxr + 50 MKT / 1032 JlaTa npou3BoacTBa 09/2025
Dosage form / Meter:ed—dose nanll spray / § Date of Exp. / Tosten 10 08/2027
JlekapcTBeHHasi hopma Chpeii Ha3aJIbHBINA JO3UPOBAHHBIN
Product code / SRU0300082460401GS Date of release / JlaTa Bbinycka 30.09.2025
Koa npoaykra
Batch No/ Cepus Ne 122412378 Qty. Released / 18,940 BOT
KosanyecTBO BBINYIIIEHO 18,940 dbaakoHOB
Batch size / Pasmep cepun | 21,315 bot /21,315 dnaxotos Mig. License No. / MNB/10/832
IIpousBoacTBeHHas JIMLeH3UA Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No
040000621478 IIpousBoacTBeHHas! TULIEH3US
KonTposmpyemas cepusi Ne (nata)
. GMP Compliance certificate Data/ | 18/06/2020
Package size / YnakoBka 75 doses / 75 no3 GMP ceprudukar (1ata)
Market / PoinoK Russia / Poccust GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudukar Ne
Reference specification No / STP No /
Crienmdukanus No SPC-CC-051325 CTIH Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No / F400-25001 Mfg by / Urquima S.A., Spain /
API information / AsenacTiHa THAPOXJIOPUL Cepus Ne Ipoussoa. | Ypksuma C.A., Ucnanus
Hudpopmamus 06 A®C | Mometasone Furoate / Batch No / MTC-001/23 Mfg by / Sterling S.p.A., Italy /
MowmeTa3oHa ¢ypoat Cepusi Ne L23178A1 IIpousson. Crepnunr C.n.A., Utanus
No TESTS / TIOKA3ATEJIN LIMITS / TPEBOBAHMUSI OBSERVATION / PE3YJIBTATBI
10. | Sedimentation Stability / Not less than 5 min / He menee 5 mun Complies /
CeLlPlMeHTallﬂO]—[Haﬂ COOTBGTCTBYCT
YCTOHYHBOCTH

11. | Impurities / [Ipumecu

a) Azelastine hydrochloride /

A3zenacmuna zudpoxnopuoa:

Single unspecified impurity /
EnuHuyHas HeMaeHTH(UIUPOBaHHAS
MpUMeECh

Total impurities / Cymma npumeceit

b) Mometasone furoate /
Momemaszona gpypoama
Impurity D / ITpumecs D

Single unspecified impurity /
EnuHnuHas HenaeHTHGHIMPOBaHHAS
pUMECh

Total impurities / Cymma npumeceit

Not more than 0.89 % / He 6onee 0,89 %

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

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

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

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

Not Detected/ He obnapyxeno

Not Detected/ He obHapyxeHO

0.05% / 0,05%

0.1%/0,1%

0.3%/0,3%

Prepared By / IloaroroBu.i

Checked By / IIpoBepua
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Name of product /
HaumeHoBaHMe NPOAYKIHH

Momat Rino Advance /
Mowmat Puno AnBanc

Generic name /
HenmaTenToBanHoe
HAMMEHOBAHHE

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

JeiicTBylo1mue BemecTsa

Each spray delivers / Kaxxnas mo3a cipest conepxut:
Mometasone Furoate BP 50 mcg / Mometasona ¢ypoar bpur.d. 50 mxr
Azelastine Hydrochloride BP 140 mcg / A3zenactuna runpoxiuopun bpur.®. 140 Mxr

O).IHOpO).IHOCTL JI0CTaBJIsIeMOH
A03bI

140 mcg + 50 meg / dose Date of Mfg. /
Strength / losuposia 140 mxr + 50 MKT / 1032 JlaTa npou3BoacTBa 09/2025
Dosage form / Meter:ed—dose nanll spray / § Date of Exp. / Tosten 10 08/2027
JlekapcTBeHHasi hopma Chpeii Ha3aJIbHBINA JO3UPOBAHHBIN
Product code/ SRU0300082460401GS Date of release / lata Bhimycka 30.09.2025
Koa npoaykra
Batch No/ Cepus Ne 122412378 Qty. Released / 18,940 BOT
KosanyecTBO BBINYIIIEHO 18,940 dbaakoHOB
Batch size / Pasmep cepun | 21,315 bot /21,315 maxonos Mig. License No. / MNB/10/832
IIpousBoacTBeHHas JIMLeH3UA Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No
040000621478 IIpousBoacTBeHHas! TULIEH3US
KonTposmpyemas cepusi Ne (nata)
. GMP Compliance certificate Data/ | 18/06/2020
Package size / YnakoBka 75 doses / 75 no3 GMP ceprudukar (1ata)
Market / PoinoK Russia / Poccust GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudukar Ne
Reference specification No / STP No /
Crienmdukanus No SPC-CC-051325 CTIH Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No / F400-25001 Mfg by / Urquima S.A., Spain /
API information / AsenacTiHa THAPOXJIOPUL Cepus Ne Ipoussoa. | Ypksuma C.A., Ucnanus
Hudpopmamus 06 A®C | Mometasone Furoate / Batch No / MTC-001/23 Mfg by / Sterling S.p.A., Italy /
MowmeTa3oHa ¢ypoat Cepusi Ne L23178A1 IIpousson. Crepnunr C.n.A., Utanus
No TESTS / TIOKA3ATEJIN LIMITS / TPEBOBAHMUSI OBSERVATION / PE3YJIBTATBI
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

If2 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 go3: ot 75 % nmo 125 % ot
CpeIHEro 3HAYCHUSI

10 u3 10 mo3: ot 65 % mo 135 % ot
CpeHEro 3HAYCHUSI

Ecnu 2 nnu 3 pesynbraTa BeIIAfaOT U3
npenenoB 75 — 125 %, ucnbitanue
npoBozAar ¢ 20 npyrumu go3zamu. He
6onee 3 u3 30 3HAYECHUH MOTYT BEIXOIUTH
3a mpenensl 75 — 125 %, u Bce 3HaUCHUS
JIOJDKHBI OBITH B MIPEAeNax oT 65 1o

135 %.

A3zesiacTuHA THAPOXJIOPUA:

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

Mometasone Furoate /
MomeTta3ona pypoar:

Minimum / Muaumym: 90%,
Maximum / Makcumym: 103%,
Average / Cpennee: 100%
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Name of product /
HaumeHoBaHMe NPOAYKIHH

Momat Rino Advance /
Mowmat Puno AnBanc

Generic name /
HenmaTenToBanHoe
HAMMEHOBAHHE

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

JeiicTBylo1mue BemecTsa

Each spray delivers / Kaxxnas mo3a cipest conepxut:
Mometasone Furoate BP 50 mcg / Mometasona ¢ypoar bpur.d. 50 mxr
Azelastine Hydrochloride BP 140 mcg / A3zenactuna runpoxiuopun bpur.®. 140 Mxr

140 mcg + 50 meg / dose Date of Mfg. /
Strength / losuposia 140 mxr + 50 MKT / 1032 JlaTa npou3BoacTBa 09/2025
Dosage form / Meter:ed—dose nanll spray / § Date of Exp. / Tosten 10 08/2027
JlekapcTBeHHasi hopma Chpeii Ha3aJIbHBINA JO3UPOBAHHBIN
Product code / SRU0300082460401GS Date of release / Jlata Bhimycka 30.09.2025
Koa npoaykra
Batch No/ Cepus Ne 122412378 Qty. Released / 18,940 BOT
KosanyecTBO BBINYIIIEHO 18,940 dbaakoHOB
Batch size / Pasmep cepun | 21,315 bot /21,315 dnaxotos Mig. License No. / MNB/10/832
IIpousBoacTBeHHas JIMLeH3UA Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No
040000621478 IIpousBoacTBeHHas! TULIEH3US
KonTposmpyemas cepusi Ne (nata)
. GMP Compliance certificate Data/ | 18/06/2020
Package size / YnakoBka 75 doses / 75 no3 GMP ceprudukar (1ata)
Market / PoinoK Russia / Poccust GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudukar Ne
Reference specification No / STP No /
Crienmdukanus No SPC-CC-051325 CTIH Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No / F400-25001 Mfg by / Urquima S.A., Spain /
API information / AsenacTiHa THAPOXJIOPUL Cepus Ne Ipoussoa. | Ypksuma C.A., Ucnanus
Hudpopmamus 06 A®C | Mometasone Furoate / Batch No / MTC-001/23 Mfg by / Sterling S.p.A., Italy /
MowmeTa3oHa ¢ypoat Cepusi Ne L23178A1 IIpousson. Crepnunr C.n.A., Utanus
No TESTS / TOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATION / PE3YJIBTATBI
13. | Microbiological purity / MukpoounoJornyeckasi 4ucToTa
Total aerobic microbial count / Not more than 10? cfu per 1 ml of the Less than 10 cfu/ml / Menee 10 KOE/Mn
O0mee yncio aspoOHBIX product / He Gonee 102 KOE B 1 mnt
MHUKPOOPTaHU3MOB npenapara
Total yeast and moulds count / Not more than 10 cfu per 1 ml of the Less than 10 cfu/ml / Menee 10 KOE/Mn
Oobmiee YnCIIO APOAKIKEBBIX U product / He Gomee 10' KOE B 1 mn
[UIECHEBBIX IPHOOB npenapara
Pseudomonas aeruginosa Absence per 1 ml of the product / | Absent/OrcyrcrByer
OtcytcrBue B | M npemapara
Staphylococcus aureus Absence per 1 ml of the product / | Absent/OrcyrcTByer
OtcyrcrBue B 1 M npemapara
14. | Assay / KosmmdecTBeHHOE onpeesieHHe
a) Azelastine hydrochloride / From 85 % to 115 % of the labeled claim | 108% / 108%
A3zenacTHHA THIPOXJIOPHU/ of Azelastine hydrochloride / Ot 85 % no
115% oT 3asfBICHHOTO KOJIHYECTBA
aseslacTHHA THAPOXJIOPHIA
b) Mometasone furoate / From 85 % to 115 % of the labeled claim | 108% / 108%
Mowmeta3ona ¢ypoart of mometasone furoate / Ot 85 % mo
115% oT 3afBIEHHOIO KOJIHUYECTBa
MoMeTa3oHa (pypoaTa
Prepared By / llogroroBuJ Checked By / [IpoBepui Approved By / Ono6pu
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Name of product /
HaumeHoBaHMe NPOAYKIHH

Momat Rino Advance /
Mowmat Puno AnBanc

Generic name /
HenmaTenToBanHoe
HAMMEHOBAHHE

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

JeiicTBylo1mue BemecTsa

Each spray delivers / Kaxxnas mo3a cipest conepxut:
Mometasone Furoate BP 50 mcg / Mometasona ¢ypoar bpur.d. 50 mxr

Azelastine Hydrochloride BP 140 mcg / A3zenactuna runpoxiuopun bpur.®. 140 Mxr

140 mcg + 50 meg / dose Date of Mfg. /
Strength / losuposia 140 mxr + 50 MKT / 1032 JlaTa npou3BoacTBa 09/2025
Dosage form / Meter:ed—dose nanll spray / § Date of Exp. / Tosten 10 08/2027
JlekapcTBeHHasi hopma Chpeii Ha3aJIbHBINA JO3UPOBAHHBIN
Product code / SRU0300082460401GS Date of release / JlaTa Bbinycka 30.09.2025
Koa npoaykra
Batch No/ Cepus Ne 122412378 Qty. Released / 18,940 BOT
KosanyecTBO BBINYIIIEHO 18,940 dbaakoHOB
Batch size / Pasmep cepun | 21,315 bot /21,315 dnaxotos Mig. License No. / MNB/10/832
IIpousBoacTBeHHas JIMLeH3UA Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No
040000621478 IIpousBoacTBeHHas! TULIEH3US
KonTposmpyemas cepusi Ne (nata)
. GMP Compliance certificate Data/ | 18/06/2020
Package size / YnakoBka 75 doses / 75 no3 GMP ceprudukar (1ata)
Market / PoinoK Russia / Poccust GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudukar Ne
Reference specification No / STP No /
Crienmdukanus No SPC-CC-051325 CTIH Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No / F400-25001 Mfg by / Urquima S.A., Spain /
API information / AsenacTiHa THAPOXJIOPUL Cepus Ne Ipoussoa. | Ypksuma C.A., Ucnanus
Hudpopmamus 06 A®C | Mometasone Furoate / Batch No / MTC-001/23 Mfg by / Sterling S.p.A., Italy /
MowmeTa3oHa ¢ypoat Cepusi Ne L23178A1 IIpousson. Crepnunr C.n.A., Utanus
No TESTS / TIOKA3ATEJIN LIMITS / TPEBOBAHMUSI OBSERVATION / PE3YJIBTATBI

¢) Benzalkonium chloride /
BeH3aikoHus XJiopuaa

From 80 % to 120 % of the labeled claim
of benzalkonium chloride / Ot 80 % mo

120 %

OCH3AIKOHHS XJIOpHIA

OT 3ad4BJICHHOI'O KOJHUYECCTBa

94% / 94%

15. | Package size / Onncanne
YHAKOBKH

75 doses in a HDPE plastic bottle equipped with a metering device and actuator with
protective cap. Bottle with leaflet placed in carton box. / [To 75 no3 Bo ¢makon u3 [19BII,
CHaOKEHHBIN JIO3UPYIONIMM YCTPOUCTBOM ¥ HA3AIBHBIM  QJ@NTEPOM C 3al[UTHBIM
KoamaykoM. DIAKOH ¢ HWHCTPYKIHMEHW MO MEIUIMHCKOMY NPUMEHEHHIO MOMEIIAT B
KapTOHHYIO MaYKy.

Any deviation/Incident/OOS: Non-applicable

Otkionenus/HecoorBeTcTBUA/OO0C: HE NPUMEHNMO

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-051325. The batch processing, packaging and analysis reviewed and found to be in compliance with GMP.”

3akJ/II0YeHne 0 COOTBETCTBUH: HACTOSIIMM MOATBEPIKAAIO0, UTO MPEICTABICHHAs BbIllle HHGOPMALKs ABISETCS JOCTOBEPHOIH M TOUHOIL.
Jannas cepust OblIa IpoOM3BEAEHA, BKIIIOYAsl YIIAaKOBKY/MapKHPOBKY, M IPOKOHTPOJIMPOBAaHA HA yKa3aHHOW BBINIE IIPONU3BOACTBEHHOW
IUTOIAJIKE B TIOJTHOM COOTBETCTBUH ¢ TpeboBanmsaMu Hamrexameit [IpomsBoncreennoit [Ipaktuku (GMP) 1 TpeGoBaHUSIMUH HOPMAaTHBHOM
nokymentanuu JIIT-Ne(001749)-(PT'-RU)-300123 u yrBepkaenHoi cnenudukanueir Ne SPC-CC-051325 . IIpoTokoasl TpoU3BOICTBA,
YNaKOBKHM M INPOBEJCHHBIX aHAIN30B M JAHHOW CepHU ObLIM NMPOAHAIM3HPOBAHBI M CHEIAHO 3aKJIIOYEHHE, YTO OHH COOTBETCTBYIOT
tpeboBannsm Hamnexameit [Iponssoacreennoit [Ipaktuxu (GMP).
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