G

Gglenmark

A new way for a new world

Glenmark Pharmaceuticals Ltd

Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 173205, India
Tel.: +91-1795 667200 Fax: +91-1795 667299 email: glenmark@bom2.vsnl.net.in

Certificate of Analysis for Finished Product /

CepTuduKaT aHAIM32 HA TOTOBYIO NMPOAYKIHNIO

Page 1 of 8/ Crp.1u38

Name

HaumeHoBaHue NMpoOAYKIUH

of product / Momat Rino Advance /

Mowmat Puno AnBanc

Generic name /

Azelastine + Mometasone metered dose nasal spray /

GMP ceprudukar (xara)

HenarentoBannoe o N o

A3eacTHH + MOMETa30H CIpeil Ha3aIbHBIH JO3UPOBAHHBII
HauMEHOBaHUE

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 09/2024
Dosage form / Meterved-dose nas§l spray / § Date of Exp. / Fonen 10 08/2026
JlekapcTBeHHas gopma Crpeit Ha3aJIbHbIH T03UPOBAHHBII
Product code / SRUO0300082460401GS Date of release / lata Bbimycka 21.09.2024
Koa npoaykra

o Qty. Released / 34,380 BOT
Batch No/ Cepus Ne 12241059A KoJyimyecTBO BBINYIIEHO 34,380 daakoHOB
Batch size / Pasmep cepun | 37,815 bot / 37,815 ¢axoros Mfg. License No. / MNB/10/832
IIpousBoacTBeHHas JIMLeH3UA Ne

Inspection Lot No Mfg. License Date / 30/04/2020

040000547304 IIpou3BoacTBEHHASI JIMIIEH3MSI
KonTposmpyemas cepusi Ne (nata)
Package size / Ynakoska 75 doses / 75 103 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/
Cneunduxanus Ne SPC-CC-051325 CITA Ne STP-CC-037517

Azelastine Hydrochloride / | Batch No/ F400-24001 Mfg by / Urquima S.A., Spain/
API information / A3senacTiHa THAPOXJIOPU]L Cepus Ne Ipoussoa. | Ypksuma C.A., Vcnanus
HAudopmanust 06 A®C | Mometasone Furoate / Batch No / MTC-002/ Mfg by / Sterling S.p.A., ltaly /
MowmeTa3oHa ¢ypoat Cepusi Ne 23L.24082A1 IIpoussoa. | Crepnunr C.n.A., Utanus
No TESTS / TOKA3ATEJIA LIMITS / TPEBOBAHMSI OBSERVATION / PE3YJIbTATBI
1. Description / Onucanue White to off-white suspension / benas unu | Off-white suspension /
o4ty Oenasi CycreH3ust TlouTn Genas cycneH3us
2. Identification / Unentuduxamus
a) Azelastine hydrochloride / The retention time of one of the main | The retention time of one of the main peaks in
Azenacmuna zudpoxinopuo 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) / Bpems ynepKuUBaHUS
/ BpeMﬂ YACPKUBAHUS OaHOIro u3 OHOIro u3 OCHOBHBIX ITMKOB Ha
OCHOBHBIX IIMKOB Ha XpoMaTorpamme XpoMaTorpamme HCHBITYEMOTO pacTBOpa
HCIIBITYEMOT'O pacTBOpa JIOJDKHO | COOTBETCTBYET BPEMEHHU YACPKHUBAaHMS IHKa
COOTBETCTBOBATH BPEMEHHN YACPKUBAHUA as3ejraCTuHa ruapoxyjopuaa Ha
niKa as€jlaCTuHa THuApoXJiopu/ia Ha XpoMaTorpaMme CTaHAapTHOI'O pacTBOpa.
XpoMaTtorpaMmMe CTaHAAPTHOI'O pacTBOpa
(cm. paszen «KommgecTBenHoe
OIIpeaeNICHUE» ).
Prepared By / IloaroroBu.i Checked By / IIposepuut Approved By / Ono6pua
Signature / %I : Z!é Yogesh Mehta /4% % Atul Kumar 54 .a g s- é Shailendra Singh
Ilo c
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Name

HaumeHoBaHue NMpoOAYKIUH

of product /

Momat Rino Advance /
Mowmat Puno AnBanc

Generic name / Azelastine + Mometasone metered dose nasal spray /
HenarentoBanHoe N N o
A3zenmacTud + MOMETa30H CIIPEH Ha3aJIbHbIM NO3UPOBAHHBIN
HauMMeEeHOBaHHUue
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 09/2024
Dosage form / Meterved-dose nas§l spray / § Date of Exp. / Fonen 10 08/2026
JlekapcTBeHHas opma Crpeii Ha3aIbHBII TO3UPOBAHHBIN
Product code / SRU0300082460401GS Date of release / lata bimycka 21.09.2024
Koa npoaykra
o Qty. Released / 34,380 BOT
Batch No/ Cepus Ne 12241059A KoJyimyecTBO BBINYIIEHO 34,380 daakoHOB
Batch size / Pasmep cepun | 37,815 bot / 37,815 ¢axoros Mfg. License No. / MNB/10/832
IIpousBoacTBeHHas JIMLeH3UA Ne
Inspection Lot No Mfg. License Date / 30/04/2020
040000547304 IIpou3BoacTBEHHASI JIMIIEH3MSI
KonTposmpyemas cepusi Ne (nata)
Package size / Ynakoska 75 doses / 75 103 GMP Compliance certificate Data/ | 18/06/2020
GMP ceprudukar (xara)
Market / Puimox Russia / Poceusi GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudukar Ne
Reference specification No / STP No/
Crennduicamus No SPC-CC-051325 CIIN Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No/ F400-24001 Mfg by / Urquima S.A., Spain/
API information / A3senacTiHa THAPOXJIOPU]L Cepus Ne Ipoussoa. | Ypksuma C.A., Vcnanus
HAudopmanust 06 A®C | Mometasone Furoate / Batch No / MTC-002/ Mfg by / Sterling S.p.A., ltaly /
MowmeTa3oHa ¢ypoat Cepusi Ne 23L.24082A1 IIpoussoa. | Crepnunr C.n.A., Utanus
No TESTS/ MOKA3ATEJIN LIMITS / TPEBOBAHUSL OBSERVATION / PE3YJIbBTATDI
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 ymepXuBaHUS
BpeMﬂ YAEPKUBAHUA OJOHOIr'0 nu3 OOHOTr'0 u3 OCHOBHBIX IIMKOB Ha
OCHOBHBIX IIMKOB Ha XpoMarorpamme XpoMaTorpamme HCHBITYEMOTO pacTBOpa
HCHBITYEMOTO pacTBOpa JOJIZKHO COOTBETCTBYET BPEMCHU YJCPKUBAHUS ITUKaA
COOTBETCTBOBATh BPEMEHHU yIEpKUBaHHA | MOMeETa3oHa (ypoara Ha XpoMaTorpaMme
1Ka MOMETa30Ha (ypoara Ha | CTaHIapTHOTO pacTBOpA.
XpoMarorpaMme CTaHdapTHOI'O pacTBOpa
(cm. paszen «KonngectBenHoe
OHpC)IeJ'IeHI/Ie») .
Prepared By / IloaroroBu.i Checked By / IIposepuut Approved By / Ono6pua
Signature / Yogesh Mehta Atul Kumar SMW s- Shailendra Singh
Honnucs. 23 Sep 2024 16:51:48 IST 23Sep 2024 16:55:16 IST 24 Sep 2024 12:34:19 IST
Date / JTaTa o €p 2
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Name / ®UO Yogesh Kumar Mehta Atul Kumar Shailendra Singh
Designation / Officer-QA Senior Officer- QA Manager- QA
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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 /
A3enacTHH + MOMETa30H CIPE 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 09/2024
Dosage form / Meterved-dose nas§l spray / § Date of Exp. / Fonen 10 08/2026
JlekapcTBeHHas opma Crpeii Ha3aIbHBII TO3UPOBAHHBIN
Product code / SRU0300082460401GS Date of release / lata bimycka 21.09.2024
Koa npoaykra
o Qty. Released / 34,380 BOT
Batch No/ Cepus Ne 12241059A KoJyimyecTBO BBINYIIEHO 34,380 daakoHOB
Batch size / Pasmep cepun | 37,815 bot / 37,815 ¢axoros Mfg. License No. / MNB/10/832
IIpousBoacTBeHHas JIMLeH3UA Ne
Inspection Lot No Mfg. License Date / 30/04/2020
040000547304 IIpou3BoacTBEHHASI JIMIIEH3MSI
KonTposmpyemas cepusi Ne (nata)
Package size / Ynakoska 75 doses / 75 103 GMP Compliance certificate Data/ | 18/06/2020
GMP ceprudukar (xara)
Market / Puimox Russia / Poceusi GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudukar Ne
Reference specification No / STP No/
Crennduicamus No SPC-CC-051325 CIIN Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No/ F400-24001 Mfg by / Urquima S.A., Spain/
API information / A3senacTiHa THAPOXJIOPU]L Cepus Ne Ipoussoa. | Ypksuma C.A., Vcnanus
HAudopmanust 06 A®C | Mometasone Furoate / Batch No / MTC-002/ Mfg by / Sterling S.p.A., ltaly /
MowmeTa3oHa ¢ypoat Cepusi Ne 23L.24082A1 IIpoussoa. | Crepnunr C.n.A., Utanus
No TESTS/ MOKA3ATEJIN LIMITS / TPEBOBAHUSL OBSERVATION / PE3YJIbBTATDI
¢) Benzalkonium chloride / In the test of assay, the chromatogram of | In the test of assay, the chromatogram of the
FBenzankonus 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 Ci, and
homologues Ci;; and Cis in the | Cis in the chromatogram of the standard
chromatogram of the standard solution / | solution / Ha xpomarorpaMme HCITBITYEMOTO
Ha XpoMaTorpamme HCIIBITYEMOTO pacTtBoOpa O6Hapy)KI/IBa}OTCH ITHKH,
pacTBOpa JOJI?KHBI 06Hapy)KI/IBaTI;C${ COOTBETCTBYIOIIUE 1o BpEMECHaM
MMIKH, COOTBETCTBYIOIIME IO BpeMEHaM | yaepuBaHHUS MUKaM romMonoroB Ci» u Cis
yAepKUBaHUs MHKaM roMosoroB Cio u Ci4 | OCH3aJIKOHUS XJIOpHAa Ha XpOMaTorpaMme
OCH3AIKOHHS XJ0puaa Ha | CTaHAAPTHOTO PacTBOpa.
XpoMaTtorpaMme CTaHAAPTHOI'O pacTBOpa
(cm. pasgen «KonuuecTBeHHoe
OTIpEeTICHUE ).
3. pH From 4.0t0 5.0/ Ot 4,0 10 5,0 4.630/ 4,630
4 Density / TlnoTHocTh From 0.90 to 1.10 g/cm?/ 1.03 g/cm?®
Ot 0,90 1o 1,10 r/em® 1,03 r/cm?
5. Viscosity / BazkocThb Not less than 5 cPs / He menee 5 cII3 35.2 cPs/ 35,2 cIl3
Prepared By / IloaroroBu.i Checked By / IIposepuut Approved By / Ono6pua
Signature / Yogesh Mehta Atul Kumar Sé a 5 s Shailendra Singh
Moanuce 23 Sep 2024 16:51:48 IST 23Sep 2024 16:55:16 IST 24 Sep 2024 12:34:19IST
Date / JTaTa o €p =2
REASON: Prepared By REASON: Reviewed By REASON: Approved By
aabdbe4c-6c64-4aad-b9b9-55de88c2aa37 5c9bd63f-5159-4d1d-819f-f699447b9f27 2f076ebd-9492-4934-9ae6-03e4370283cd
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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 /
A3enacTHH + MOMETa30H CIPE 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. /

API information /

AszenacTvHa THIPOXJIOPHU Cepusi Ne

Strength / Jlosuposxa 140 mxr + 50 Mkr / 1032 JlaTa npou3BoacTBa 09/2024

Dosage form / Meterved-dose nas§l spray / § Date of Exp. / Fonen 10 08/2026

JlekapcTBeHHas opma Crpeii Ha3aIbHBII TO3UPOBAHHBIN

Product code / SRU0300082460401GS Date of release / lata bimycka 21.09.2024

Koa npoaykra

o Qty. Released / 34,380 BOT

Batch No/ Cepus Ne 12241059A KoJyimyecTBO BBINYIIEHO 34,380 daakoHOB

Batch size / Pasmep cepun | 37,815 bot / 37,815 ¢axoros Mfg. License No. / MNB/10/832
IIpousBoacTBeHHas JIMLeH3UA Ne

Inspection Lot No Mfg. License Date / 30/04/2020

040000547304 IIpou3BoacTBEHHASI JIMIIEH3MSI

KonTposmpyemas cepusi Ne (nata)

Package size / Ynakoska 75 doses / 75 103 GMP Compliance certificate Data/ | 18/06/2020
GMP ceprudukar (xara)

Market / Puimox Russia / Poceusi GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudukar Ne

Reference specification No / STP No/

Crennduicamus No SPC-CC-051325 CIIN Ne STP-CC-037517

Azelastine Hydrochloride / | Batch No/ F400-24001 Mfg by / Urquima S.A., Spain/

Ipoussoa. | Ypksuma C.A., Ucnanus

HAudopmanust 06 A®C | Mometasone Furoate / Batch No / MTC-002/ Mfg by / Sterling S.p.A., ltaly /
MowmeTa3oHa ¢ypoat Cepusi Ne 23L.24082A1 IIpoussoa. | Crepnunr C.n.A., Utanus
No TESTS / TOKA3ATEJIA LIMITS / TPEBOBAHMSI OBSERVATION / PE3YJIbTATBI
6. Mass of the released dose / Single dose / OtaenbHas q03a:
Macca BricBoGoK1aeMOi /103b1 85.0 to 115.0 % of the claimed delivered | Minimum / Musumym: 100.9%
dose amount / 850 - 1150% ot | Maximum/ Maxkcumym: 109.4%
3as1BJICHHOT'O KOJIMYECTBA Average / Cpez[Hee: 107.2 %
Average dose / Cpeansisi no3a:
90.0 to 110.0 % of the claimed delivered
amount / 90,0 — 110,0 % ot 3asABIIEHHOTO
KOJIM4YECTBA
7. Mass of the vial content / Not less than 9.52 g / 9.97¢g/
Macca coaepxkumoro ¢Jiakona He menee 9,52 ¢ 9,97r
8. Dose number / Koan4ectso 103 Not less than 75 doses (disregard the first | 90 doses / 90 o3
pumping) / He menee 75 103 (He cuurast
MEPBUYHYIO MIPOKAUKY)
9. Particle size / Pazmep uacruiy 90 % of particles less than 10 pm / 100.0% / 100,0%
90 % uacrur pazmepom mMetee 10 MkM
100 % of particles less than 30 pm / 100.0% / 100,0%
100 % uacruig pasmepom Meree 30 MKM
Particles of more than 30 um should be Absent / OrcyrerByror
absent / Yactuisr Gosee 30 MKM JOJKHBI
OTCYTCTBOBAaTh
Prepared By / IloaroroBu.i Checked By / IIposepuut Approved By / Ono6pua
Signature / %I i Z!é Yogesh Mehta /4% % Atul Kumar 54 -a 5 SW Shailendra Singh
11
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Momat Rino Advance /
Mowmat Puno AnBanc

Name of product /
HaumeHnoBaHue NMpoOAYKIUH

Generic name /
HenmaTenToBanHoe
HAaUMEHOBAHHUE

Azelastine + Mometasone metered dose nasal spray /
A3enacTHH + MOMETa30H CIPE 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 (xara)

Strength / Jlosuposxa 140 mxr + 50 Mkr / 1032 JlaTa npou3BoacTBa 09/2024
Dosage form / Meterved-dose nas§l spray / § Date of Exp. / Fonen 10 08/2026
JlekapcTBeHHasi hopma Chpeii Ha3aJIbHBIN TO3UPOBAHHBIN
Product code /

SRU0300082460401GS Date of release / Iata BbInycka 21.09.2024
Koa npoaykra

o Qty. Released / 34,380 BOT
Batch No/ Cepus Ne 12241059A KoJyimyecTBO BBINYIIEHO 34,380 daakoHOB
Batch size / Pasmep cepun | 37,815 bot / 37,815 ¢axoros Mfg. License No. / MNB/10/832
IIpousBoacTBeHHas JIMLeH3UA Ne

Inspection Lot No Mfg. License Date / 30/04/2020

040000547304 IIpou3BoacTBEHHASI JIMIIEH3MSI
KonTposmpyemas cepusi Ne (nata)
Package size / Ynakoska 75 doses / 75 103 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/
Crenudukanus No SPC-CC-051325 CIIN No STP-CC-037517
Azelastine Hydrochloride / | Batch No/ F400-24001 Mfg by / Urquima S.A., Spain/
API information / A3senacTiHa THAPOXJIOPU]L Cepus Ne Ipoussoa. | Ypksuma C.A., Vcnanus
HAudopmanust 06 A®C | Mometasone Furoate / Batch No / MTC-002/ Mfg by / Sterling S.p.A., ltaly /
MowmeTa3oHa ¢ypoat Cepusi Ne 23L.24082A1 IIpoussoa. | Crepnunr C.n.A., Utanus

No TESTS/ IIOKA3ATEJIA LIMITS / TPEBOBAHMUS OBSERVATION / PE3YJIbTATBI
10. | Sedimentation Stability / Not less than 5 min / He menee 5 mun Complies /

CeLlPlMeHTallﬂO]—[Haﬂ COOTBGTCTBYCT

YCTOHYHBOCTH
11. | Impurities / Tipumecu

a) Azelastine hydrochloride /

A3zenacmuna zudpoxnopuoa.

Single unspecified impurity / Not more than 0.89 % / He Gonee 0,89 % | 0.3% 0,3%

E)II/IHI/I'-lHaSI HePl)IeHTI/I(bI/ILII/IpoBaHHaH

MpUMeCh

Total impurities / Cymma mpumeceit Not more than 2.0 % / He 6oxnee 2,0 % 0.3% /0,3%

b) Mometasone furoate /

Momemaszona gpypoama

Impurity D / ITpumecs D Not more than 1.0 % / He Gonee 1,0 % 0.03% / 0,03%

Single unspecified impurity / Not more than 1.0 % / He Gouee 1,0 % 0.1%/0,1%

EI[I/IHI/I‘IH&S{ HeI/IZ[eHTI/I(i)I/IHI/IpoBaHHaf{

MIpUMECh

Total impurities / Cymma npumeceit Not more than 2.0 % / He 6onee 2,0 % 0.4% /0,4%
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Certificate of Analysis for Finished Product /

CepTuduKaT aHAIM32 HA TOTOBYIO NMPOAYKIHNIO

Page 6 of 8/ Ctp. 6 u3 8

Name of product /
HaumeHnoBaHue NMpoOAYKIUH

Momat Rino Advance /
Mowmat Puno AnBanc

Generic name /
HenmaTenToBanHoe
HAaUMEHOBAHHUE

Azelastine + Mometasone metered dose nasal spray /
A3enacTHH + MOMETa30H CIPE 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 09/2024
Dosage form / Meterved-dose nas§l spray / § Date of Exp. / Fonen 10 08/2026
JlekapcTBeHHas opma Crpeii Ha3aIbHBII TO3UPOBAHHBIN
Product code /
SRU0300082460401GS Date of release / lara Boimycka 21.09.2024
Koa npoaykra
o Qty. Released / 34,380 BOT
Batch No/ Cepus Ne 12241059A KoJyimyecTBO BBINYIIEHO 34,380 daakoHOB
Batch size / Pasmep cepun | 37,815 bot / 37,815 ¢axoros Mfg. License No. / MNB/10/832
IIpousBoacTBeHHas JIMLeH3UA Ne
Inspection Lot No Mfg. License Date / 30/04/2020
040000547304 IIpou3BoacTBEHHASI JIMIIEH3MSI
KonTposmpyemas cepusi Ne (nata)
Package size / Ynakoska 75 doses / 75 103 GMP Compliance certificate Data/ | 18/06/2020
GMP ceprudukar (xara)
Market / Puimox Russia / Poceusi GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudukar Ne
Reference specification No / STP No/
Crennduicamus No SPC-CC-051325 CIIN Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No/ F400-24001 Mfg by / Urquima S.A., Spain/
API information / A3senacTiHa THAPOXJIOPU]L Cepus Ne Ipoussoa. | Ypksuma C.A., Vcnanus
HAudopmanust 06 A®C | Mometasone Furoate / Batch No / MTC-002/ Mfg by / Sterling S.p.A., ltaly /
MowmeTa3oHa ¢ypoat Cepusi Ne 23L.24082A1 IIpoussoa. | Crepnunr C.n.A., Utanus
No TESTS/ MOKA3ATEJIN LIMITS / TPEBOBAHUSL OBSERVATION / PE3YJIbBTATDI
12. | Uniformity of delivery dose / 9 of 10 doses: 75 % to 125 % of the Azelastine Hydrochloride /
O}.IHOpO).IHOCTL )IOCTaBJIﬂEMOﬁ mean; A3ejlacTHHA THAPOXJIOPU:
03I 10 of 10 doses: 65 % to 135 % of the
mean .
If 2 or 3 results are outside 75 — 125 %, test Mm[mum //IKI/IHHHMYM: 9Z0()2(J/%(y
other 20 doses. Not more than 3 of 30 | ' aXIMuM aKCHf“yNg % 0
values may be outside 75 — 125 % range | A\Verage / Cpemee: 100.0%
and all the values should be within 65 to
135%/ Mometasone Furoate /
9 u3 10 103: ot 75 % 10 125 % ot Momerasona ¢ypoar:
CpE€AHETO 3HAUCHUA
10 u3 10 no3: ot 65 % 1o 135 % ot Minimum / Munnmym: 97.1%,
CPEAHETO 3HAYCHUS Maximum / Makcumym: 102.3%,
Eciu 2 wiu 3 pesynbrara BbIIaJaioT U3 Average / Cpenmree: 100.0%
npenenoB 75 — 125 %, ucnbiranue
npoBozAar ¢ 20 npyrumu go3zamu. He
6onee 3 u3 30 3HAYECHUH MOTYT BEIXOIUTH
3a mpenensl 75 — 125 %, u Bce 3HaueHUS
JIOJDKHBI OBITH B MIPEAeNax oT 65 1o
135 %.
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Certificate of Analysis for Finished Product /

CepTuduKaT aHAIM32 HA TOTOBYIO NMPOAYKIHNIO

Page 7 of 8/ Ctp. 7u3 8

Name of product /
HaumeHnoBaHue NMpoOAYKIUH

Momat Rino Advance /
Mowmat Puno AnBanc

Generic name /
HenmaTenToBanHoe
HAaUMEHOBAHHUE

Azelastine + Mometasone metered dose nasal spray /
A3enacTHH + MOMETa30H CIPE 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 (xara)

Strength / Jlosuposxa 140 mxr + 50 Mkr / 1032 JlaTa npou3BoacTBa 09/2024
Dosage form / Meterved-dose nas§l spray / § Date of Exp. / Fonen 10 08/2026
JlekapcTBeHHasi hopma Chpeii Ha3aJIbHBIN TO3UPOBAHHBIN
Product code /

SRU0300082460401GS Date of release / Iata BbInycka 21.09.2024
Koa npoaykra

o Qty. Released / 34,380 BOT
Batch No/ Cepus Ne 12241059A KoJyimyecTBO BBINYIIEHO 34,380 daakoHOB
Batch size / Pasmep cepun | 37,815 bot / 37,815 ¢axoros Mfg. License No. / MNB/10/832
IIpousBoacTBeHHas JIMLeH3UA Ne

Inspection Lot No Mfg. License Date / 30/04/2020

040000547304 IIpou3BoacTBEHHASI JIMIIEH3MSI
KonTposmpyemas cepusi Ne (nata)
Package size / Ynakoska 75 doses / 75 103 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/
Crenudukanus No SPC-CC-051325 CIIN No STP-CC-037517
Azelastine Hydrochloride / | Batch No/ F400-24001 Mfg by / Urquima S.A., Spain/
API information / A3senacTiHa THAPOXJIOPU]L Cepus Ne Ipoussoa. | Ypksuma C.A., Vcnanus
HNupopmanus 06 A®@C | Mometasone Furoate / Batch No / MTC-002/ Mfg by / Sterling S.p.A., Italy /
Mowmera3ona ¢ypoar Cepus Ne 23L24082A1 | Npomssoa. | Crepmunr C.m.A., Utamus

No

TESTS/ IIOKA3ATEJIA

LIMITS / TPEBOBAHMUS

OBSERVATION / PE3YJIbTATBI

13. | Microbiological purity / Mukpo6uoorn4yeckasi 4ucToTa

Total aerobic microbial count /
O0mee yncio aspoOHBIX
MHKPOOPIraHU3MOB

Not more than 102 cfu per 1 ml of the
product / He 6onee 10> KOE B 1 mn
npenapara

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

Total yeast and moulds count /
Oobmiee YnCIIO APOAKIKEBBIX U
IJIECHEBBIX IPUOOB

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

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

Pseudomonas aeruginosa Absence per 1 ml of the product / | Absent/Orcyrcryer
OtcyrcrBue B 1 M npemapara
Staphylococcus aureus Absence per 1 ml of the product / | Absent/Otcyrcryer
OtcyrcrBue B 1 M mpemapara
14. | Assay / KoinuecTBeHHOE Onpe/eieHue
a) Azelastine hydrochloride / From 85 % to 115 % of the labeled claim | 101% / 101%
A3eJIaCTHHA THAPOXJIOPH]L of Azelastine hydrochloride / Ot 85 % o
115% oT 3asgBIEHHOTO KOJIMYECTBA
a3enacTUHA THAPOXJIopUIa
b) Mometasone furoate / From 85 % to 115 % of the labeled claim | 102% / 102%
Momerta3soHa gpypoar of mometasone furoate / Ot 85 % no
115% oT 3asABJICHHOTO KOJIMYCCTBA
MoMeTa3oHa (pypoaTa
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Certificate of Analysis for Finished Product /
CepTuduKaT aHAIM32 HA TOTOBYIO NMPOAYKIHNIO

Page 8 of 8/ Ctp. 8 mu3 8

Name of product /
HaumeHnoBaHue NMpoOAYKIUH

Momat Rino Advance /
Mowmat Puno AnBanc

Generic name /
HenmaTenToBanHoe
HAaUMEHOBAHHUE

Azelastine + Mometasone metered dose nasal spray /
A3enacTHH + MOMETa30H CIPE 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

YIaKOBKH

140 mcg + 50 mcg / dose Date of Mfg. /
Strength / Jlosuposxa 140 mxr + 50 Mkr / 1032 JlaTa npou3BoacTBa 09/2024
Dosage form / Meterved-dose nas§l spray / § Date of Exp. / Fonen 10 08/2026
JlekapcTBeHHas opma Crpeii Ha3aIbHBII TO3UPOBAHHBIN
Product code /
SRU0300082460401GS Date of release / Iata BbInycka 21.09.2024
Koa npoaykra
o Qty. Released / 34,380 BOT
Batch No/ Cepus Ne 12241059A KoJyimyecTBO BBINYIIEHO 34,380 daakoHOB
Batch size / Pasmep cepun | 37,815 bot / 37,815 ¢axoros Mfg. License No. / MNB/10/832
IIpousBoacTBeHHas JIMLeH3UA Ne
Inspection Lot No Mfg. License Date / 30/04/2020
040000547304 IIpou3BoacTBEHHASI JIMIIEH3MSI
KonTposmpyemas cepusi Ne (nata)
Package size / Ynakoska 75 doses / 75 103 GMP Compliance certificate Data/ | 18/06/2020
GMP ceprudukar (xara)
Market / Puimox Russia / Poceusi GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudukar Ne
Reference specification No / STP No/
Crenudukanus No SPC-CC-051325 CIIN No STP-CC-037517
Azelastine Hydrochloride / | Batch No/ F400-24001 Mfg by / Urquima S.A., Spain/
API information / A3senacTiHa THAPOXJIOPU]L Cepus Ne Ipoussoa. | Ypksuma C.A., Vcnanus
HAudopmanust 06 A®C | Mometasone Furoate / Batch No / MTC-002/ Mfg by / Sterling S.p.A., ltaly /
MowmeTa3oHa ¢ypoat Cepusi Ne 23L.24082A1 IIpoussoa. | Crepnunr C.n.A., Utanus
No TESTS/ MOKA3ATEJIN LIMITS / TPEBOBAHUSL OBSERVATION / PE3YJIbBTATDI
¢) Benzalkonium chloride / From 80 % to 120 % of the labeled claim | 93% /93%
BeH3aaKoHus XJI0pUaa of benzalkonium chloride / Ot 80 % 1o
120% oT 3asBJIEHHOrO KOJHMYECTBA
OCH3AIKOHHS XJIOpHIA
15. | Package size / Onucanue 75 doses in a HDPE plastic bottle equipped with a metering device and actuator with

KapTOHHYIO IauKy.

protective cap. Bottle with leaflet placed in carton box. / TTo 75 no3 Bo uakon us IT9BII,
CHA0KEHHBIA JAO03UPYHONIUM yCTpOﬁCTBOM U Ha3aJbHBIM aAanTeépoM C 3alUTHBIM
KoiamaykoM. PakoH ¢ MHCTPYKIMEH MO MEAUIMHCKOMY TNPUMEHEHHUIO IMOMEIaloT B

Any deviation/Incident/OOS: Non-applicable
OtkiaoHeHus/HecooTBeTcTBUA/OOC: HE NPUMEHUMO

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-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
nokymenraiun JIIT-Ne(001749)-(PT-RU)-300123 u yrBepkaeHHoi crnenudurarmeir No SPC-CC-051325 . TIpoTOKOIIBI MPOU3BOJICTBA,
YNAaKOBKHM M INPOBEEHHBIX aHAIU30B I JIAHHOW Cepuy ObUIM NMPOAHAIM3UPOBAHBI U CHIEIAHO 3AKIIIOYEHHE, YTO OHH COOTBETCTBYIOT
tpeboBannsm Hamnexameit [Iponssoacreennoit [Ipaktuxu (GMP).
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