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nouTH Oenas cycreHs3us

Name of product / Momate Rhino Advance /
HaumeHoBaHHne NPOAYKIHH Momar Puno Asanc
Generic name / Azelastine + Mometasone metered-dose nasal spray /
HenarenToBanHoe o o o
AsenacTiH + MOMETa30H Cripeii Ha3aabHbIN J03UPOBAHHBIIM
HAHMEHOBaHHe
Each spray delivers / Kaxnas no3a crpest coaepxur:
JleiicTBylomue BemecTa Mometasone Furoate BP 50 pg / Momerasona ¢ypoar bpur.®. 50 mxr
Azelastine Hydrochloride BP 140 pg / Azenactuna ruapoxsiopua bpur.®. 140 mkr
140 pg + 50 pg / dose Date of Mfg. /
Strength / Jlosuposka 140 mkr + 50 mkr / no3a JlaTa npou3BoacTBa 02/2026
Dosage form / Meterf:d—dose nanall spray / . Date of Exp. / Toxen 110 01/2028
JlexapcTBeHHas dopma Crpeii Ha3IbHBIN TO3UPOBAHHBIN
product code | SRU0300082460401GS Date of release / /lata poimycka 14.03.2026
0/1 NPOAYKTA
Batch No/ Cepus Ne 12260213A 2y Released 31860 BOT
0JINY€CTBO BBINMYLIEHO 31860 ¢uakonon
Batch size / Pasmep cepun 37815bot / 37815¢naxonos Mfg. License No. / MNB/10/832
Ilpou3sBoacreeHHas Junen3us No
Inspection Lot No 040000649744 Mfg. License Date / 17/12/2027
Kontposnpyemas cepus Ne IIpou3BoacTBeHHAs IHIIEH3Hs (1aTa)
. GMP Compliance certificate Data / 01.04.2024
Package size / YnaxkoBka 75 doses / 75 no3 GMP cepruduxar (1ata)
. GMP Compliance certificate No / GMP/EAEU/RU/
Market / Poinox Russia / Poceust GMP ceprudurar No 01220-2024
Reference specification No / STP No / STP-CC-
Cnennduxanus Ne SPC-CC-051325 CIIN Ne 037517
Azeclastine Mfg by & Urquima S.A., Arnau de Vilanova, 22-42,
. 08105 Sant Fost DE Campsentelles, Barcelona,
Hydrochloride / Batch No / F400-25002 address / Spain / Y CA. A B
AsenactuHa Cepus Ne ) IIpousso paim /  PRBAMA .74, ApHAY-/Ic-BHIAHOBd,
API information / HIDOXITODI : W AIDec 22-42, 08105 Cant-Pocr-ne-Kamrcenrensc,
HNndpopmanus 06 P U A wanp bapcenona, Mcnanust
ADC Mometasone MTC- Mfg by & | Sterling S.p.A., Via della Carboneria 30,
Furoate / Batch No / address / | Solomeo di Corciano (PG), 06073, Italy /
005/24
Mowmetazona Cepus Ne 125001 A1 IIpomsso | Crepaunr C.n.A., Bua nenna Kapoonepust 30,
(dypoar . u aapec | Conomeo qu Kopuano (PG), 06073, Uranus
No TESTS / HIOKA3ATEJIU LIMITS / TPEBOBAHUSI OBSERVATION / PE3VJIBTATBI
1. Appearance / Onucanue White to off-white suspension / bexas mwu | Off-white suspension / Ilouru 6enas

CyCreH3Hst

Identification / UnenTnduxanns

a) Azelastine hydrochloride /
A3enacmuna 2udpoxnopuo

HPLC /BOXX

The retention time of one of the main peaks
in the chromatogram of test solution should
comply with that of Azelastine
hydrochloride peak in the chromatogram
of standard solution (see "Assay” section).
/ Bpems yaepxuBaHHS OJHOTO U3
OCHOBHBIX IIHKOB HAa XpOMaTOrpaMMe
UCIBITYEMOTO pacTBopa JOJKHO
COOTBETCTBOBATH BPEMEHU YACPKUBAHUS
NHKa a3elacTHHA THAPOXJIOpUIa Ha
XpOMarorpaMMme CTaHJAPTHOIO PacTBOpa
(cM. paszmen «Kommyecrsennoe
OTIPETICTIEHHEY ).

The retention time of one of the main peaks in
the chromatogram of test solution complies
with that of Azelastine hydrochloride peak in
the chromatogram of standard solution. /
Bpemst ynepkuBaHUsS OJHOTO W3 OCHOBHBIX
IMKOB HA XPOMAaTOrpaMMe MCIBITYEMOro

pacTBopa COOTBETCTBYET BpeMEeHU
YIep)KUBAHUS nrKa a3enacTuHa
rUApoXJI0puIa Ha Xpomarorpamme

CTaH1apTHOT'O pacTBOpa.

Prepared by / Iloarorosieno Checked by / IIpoBepeno Approved by / OxoGpeno
Signature / m Yogesh Mehta ;4 P Arun Patyal sg .a ﬁ s' Shailendra Singh
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Date / /lara
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Name of product / Momate Rhino Advance /
HaumeHoBaHHne NPOAYKIHH Momar Puno Asanc
Generic name / Azelastine + Mometasone metered-dose nasal spray /
HenarenToBanHoe o o o
AsenacTiH + MOMETa30H Cripeii Ha3aabHbIN J03UPOBAHHBIIM
HAHMEHOBaHHe
Each spray delivers / Kaxnas no3a crpest coaepxur:
JleiicTBylomue BemecTa Mometasone Furoate BP 50 pg / Momerasona ¢ypoar bpur.®. 50 mxr
Azelastine Hydrochloride BP 140 pg / Azenactuna ruapoxsiopua bpur.®. 140 mkr
140 pg + 50 pg / dose Date of Mfg. /
Strength / Jlosuposka 140 mkr + 50 mkr / no3a JlaTa npou3BoacTBa 02/2026
Dosage form / Meterf:d—dose nanall spray / . Date of Exp. / Toxen 110 01/2028
JlexapcTBeHHas dopma Crpeii Ha3IbHBIN TO3UPOBAHHBIN
product code | SRU0300082460401GS Date of release / /lata poimycka 14.03.2026
0/1 NPOAYKTA
Batch No/ Cepus Ne 12260213A 2y Released 31860 BOT
0JINY€CTBO BBINMYLIEHO 31860 ¢uakonon
Batch size / Pasmep cepun 37815bot / 37815¢naxonos 11\1/[fg. License No. / MNB/10/832
POM3BOACTBEHHAN JHIeH3usE Ne
Inspection Lot No 040000649744 Mfg. License Date / 17/12/2027
Kontposnpyemas cepus Ne IIpou3BoacTBeHHAs IHIIEH3Hs (1aTa)
. GMP Compliance certificate Data / 01.04.2024
Package size / YnaxkoBka 75 doses / 75 no3 GMP cepruduxar (1ata)
. GMP Compliance certificate No / GMP/EAEU/RU/
Market / Poinox Russia / Poceust GMP ceprudurar No 01220-2024
Reference specification No / STP No / STP-CC-
Cnennduxanus Ne SPC-CC-051325 CIIN Ne 037517
Azeclastine Mfg by & Urquima S.A., Arnau de Vilanova, 22-42,
. 08105 Sant Fost DE Campsentelles, Barcelona,
Hydrochloride / Batch No / F400-25002 address / Spain / Y CA. A B
Asenactuna Cepus Ne ) IIpousso paim /  PRBAMA .74, ApHAY-/Ic-BHIAHOBd,
API information / HIDOXITODI h W AIDec 22-42, 08105 Cant-®oct-ne-Kammcenrensc,
HNndpopmanus 06 P U A wanp bapcenona, Mcnanust
ADC Mometasone MTC- Mfg by & | Sterling S.p.A., Via della Carboneria 30,
Furoate / Batch No / address / | Solomeo di Corciano (PG), 06073, Italy /
005/24
Mowmetazona Cepus Ne 125001 A1 IIpomsso | Crepaunr C.n.A., Bua nenna Kapoonepust 30,
(dypoar . u aapec | Conomeo qu Kopuano (PG), 06073, Uranus
No TESTS / HIOKA3ATEJIU LIMITS / TPEBOBAHUSI OBSERVATION / PE3VJIBTATBI

b) Mometasone furoate /
Momemazona pypoam

HPLC /BOXX

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) / Bpewms
YACPIKUBAHUS OJTHOTO U3 OCHOBHBIX TUKOB
Ha Xpomarorpamme HCIIBITYEMOTO
pacTBopa  JIOJDKHO  COOTBETCTBOBAaTh
BPEMEHH yJCPKUBAHMS IMMKa MOMETa30Ha
(dypoara Ha XpoMarorpamme
CTAHAApPTHOIO pacTBopa (CM. pasgeln
«KonunuecTBeHHOE onpeesieHue ).

The retention time of one of the main peaks in
the chromatogram of test solution complies
with that of mometasone furoate peak in the
chromatogram of standard solution. / Bpems
YIEPKUBAHUA OJJHOTO U3 OCHOBHBIX ITHKOB Ha
XpOMaTorpaMMe  HCHBITYeMOTO  pacTBOpa
COOTBETCTBYET BPEMEHH yCP KHBAHUS IHKA
MoMeTa3oHa (ypoara Ha XpOMaTOrpamme
CTaHJApPTHOTO PacTBOpA.

Prepared by / Iloarorosieno Checked by / IIpoBepeno Approved by / OxoGpeno
Signature / m Yogesh Mehta ;4 P Arun Patyal sg .a ﬁ s' Shailendra Singh
Mopnucn W 23 Mar 2026 16:56:52 IST W W 24 Mar 2026 12:23:49 IST Mé 24 Mar 2026 13:04:55 IST
Date / /lara

REASON: Prepared By REASON: Checked By REASON: Approved By
aabdbedc-6c64-4aad-b9b9-55de88c2aa37 8185¢2c-ae86-4590-9d65-3d03424bcall 2f076ebd-9492-4934-9ae6-03e4370283cd
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Name of product / Momate Rhino Advance /
HaumeHoBaHHne NPOAYKIHH Momar Puno Asanc
Generic name / Azelastine + Mometasone metered-dose nasal spray /
HenarenToBanHoe o o o
AsenacTiH + MOMETa30H Cripeii Ha3aabHbIN J03UPOBAHHBIIM
HAHMEHOBaHHe
Each spray delivers / Kaxnas no3a crpest coaepxur:
JleiicTBylomue BemecTa Mometasone Furoate BP 50 pg / Momerasona ¢ypoar bpur.®. 50 mxr
Azelastine Hydrochloride BP 140 pg / Azenactuna ruapoxsiopua bpur.®. 140 mkr
140 pg + 50 pg / dose Date of Mfg. /
Strength / Jlosuposka 140 mkr + 50 mkr / no3a JlaTa npou3BoacTBa 02/2026
Dosage form / Meterf:d—dose nanall spray / . Date of Exp. / Toxen 110 01/2028
JlexapcTBeHHas dopma Crpeii Ha3IbHBIN TO3UPOBAHHBIN
product code | SRU0300082460401GS Date of release / /lata Bbinycka 14.03.2026
0/1 NPOAYKTA
Batch No/ Cepus Ne 12260213A 2y Released 31860 BOT
0JINY€CTBO BBINMYLIEHO 31860 ¢uakonon
Batch size / Pazmep cepun 37815bot / 37815 diakoHoB Mig. License No. / MNB/10/832
Ilpou3sBoacreeHHas Junen3us No
Inspection Lot No 040000649744 Mfg. License Date / 17/12/2027
Kontposnpyemas cepus Ne IIpou3BoacTBeHHAs IHIIEH3Hs (1aTa)
. GMP Compliance certificate Data / 01.04.2024
Package size / YnaxkoBka 75 doses / 75 no3 GMP cepruduxar (1ata)
. GMP Compliance certificate No / GMP/EAEU/RU/
Market / Poinox Russia / Poceust GMP ceprudurar No 01220-2024
Reference specification No / STP No / STP-CC-
Cnennduxanus Ne SPC-CC-051325 CIIN Ne 037517
Azeclastine Mfg by & Urquima S.A., Arnau de Vilanova, 22-42,
. 08105 Sant Fost DE Campsentelles, Barcelona,
Hydrochloride / Batch No / F400-25002 address / Spain / Y CA. A B
Asenactuna Cepus Ne ) IIpousso paim /  PRBAMA .74, ApHAY-/Ic-BHIAHOBd,
API information / HIDOXITODI h W AIDec 22-42, 08105 Cant-®oct-ne-Kammcenrensc,
HNndpopmanus 06 P U A wanp bapcenona, Mcnanust
ADC Mometasone MTC- Mfg by & | Sterling S.p.A., Via della Carboneria 30,
Furoate / Batch No / address / | Solomeo di Corciano (PG), 06073, Italy /
005/24
Mowmetazona Cepus Ne 125001 A1 IIpomsso | Crepaunr C.n.A., Bua nenna Kapoonepust 30,
(dypoar . u aapec | Conomeo qu Kopuano (PG), 06073, Uranus
No TESTS / HIOKA3ATEJIU LIMITS / TPEBOBAHUSI OBSERVATION / PE3VJIBTATBI
¢) Benzalkonium chloride / The chromatogram of the test solution | The chromatogram of the test solution
benzankonua xnopuo should demonstrate peaks corresponding | demonstrates peaks corresponding to
HPLC / BOXKX to retention times of Cj; and Cj4 | retention times of Ci; and C;4 homologues of
homologues of benzalkonium chloride in | benzalkonium chloride in the chromatogram
the chromatogram of standard solution (see | of standard solution. / Ha xpomarorpamme
"Assay" section). / Ha XpomaTrorpaMme | HCHBITYEMOrO pacTBOpa OOHAPYKUBAIOTCS
UCIIBITYEMOTO pacTtBOpa JOJDKHBI | TIMKW, COOTBETCTBYIOIME IO BpEMEHAM
00HapyKUBATHCA NHKY, | yaepxuBaHus mukam romosorop Cpp u Ciy
COOTBETCTBYFOLINE o BpeMeHaM | OCH3aJIKOHMS XJIOpUIa Ha XpoMmarorpamme
ynepkuBanus ukam romosioroB Cio n Cis | cranzapTHOrO pacTBopa.
OCH3AIKOHUS XJIOpU/Ia Ha XpOMATOrpamMme
CTAQHAApPTHOTO pacTBopa (CM. pasnen
«KonnuecTBeHHOE ONpe/ieNieHUe ).
3. pH 4.0t0 5.0/ 01 4,0 o 5,0 4.433 /4,433
4 Density / ILtorHocTh 0.90 to 1.10 g/cm? / 1.02 g/cm?
Ot 0,90 1o 1,10 r/cm? 1,02 r/em?
5. Viscosity / Ba3kocrb Not less than 5 cPs / He menee 5 cll3 30.7 cPs /30,7 cll3
Prepared by / Iloarorosieno Checked by / IIpoBepeno Approved by / OxoGpeno
Signature / m Yogesh Mehta ;4 P Arun Patyal sg .a ﬁ s , [ Shailendra Singh
Ioanucn 23 Mar 2026 16:56:52 IST it W 24 Mar 2026 12:23:49 IST 24 Mar 2026 13:04:55 IST
Date / /lara
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Name / PO Yogesh Kumar Mehta Arun Patyal Shailendra Singh
Designation / Sr. Officer -QA Sr. Officer -QA Manager -QA
JlomxHoCTH

FCM/QA054/08.00

DocUUID : aa7cacb4-b1ef-4a90-b911-c94cc9a7b505




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@bom?2.vsnl.net.in

Certificate of Analysis for Finished Product /
CepTuduUKAT aHAIN32 HA FTOTOBYIO NPOAYKUHIO

Page 4 of 11/ Crp. 4 3 11

Name of product / Momate Rhino Advance /
HaumeHoBaHHne NPOAYKIHH Momar Puno Asanc
Generic name / Azelastine + Mometasone metered-dose nasal spray /
HenarenToBanHoe o o o
AsenacTiH + MOMETa30H Cripeii Ha3aabHbIN J03UPOBAHHBIIM
HAHMEHOBaHHe
Each spray delivers / Kaxnas no3a crpest coaepxur:
JleiicTBylomue BemecTa Mometasone Furoate BP 50 pg / Momerasona ¢ypoar bpur.®. 50 mxr
Azelastine Hydrochloride BP 140 pg / Azenactuna ruapoxsiopua bpur.®. 140 mkr
140 pg + 50 pg / dose Date of Mfg. /
Strength / Jlosuposka 140 mkr + 50 mkr / no3a JlaTa npou3BoacTBa 02/2026
Dosage form / Meterf:d—dose nanall spray / . Date of Exp. / Toxen 110 01/2028
JlexapcTBeHHas dopma Crpeii Ha3IbHBIN TO3UPOBAHHBIN
product code | SRU0300082460401GS Date of release / /lata poimycka 14.03.2026
0/1 NPOAYKTA
Batch No/ Cepus Ne 12260213A 2y Released 31860 BOT
0JINY€CTBO BBINMYLIEHO 31860 ¢uakonon
Batch size / Pasmep cepun 37815bot / 37815¢naxonos 11\1/[fg. License No. / MNB/10/832
POM3BOACTBEHHAN JHIeH3usE Ne
Inspection Lot No 040000649744 Mfg. License Date / 17/12/2027
Kontposnpyemas cepus Ne IIpou3BoacTBeHHAs IHIIEH3Hs (1aTa)
. GMP Compliance certificate Data / 01.04.2024
Package size / YnaxkoBka 75 doses / 75 no3 GMP cepruduxar (1ata)
. GMP Compliance certificate No / GMP/EAEU/RU/
Market / Poinox Russia / Poceust GMP ceprudurar No 01220-2024
Reference specification No / STP No / STP-CC-
Cnennduxanus Ne SPC-CC-051325 CIIN Ne 037517
Azeclastine Mfg by & Urquima S.A., Arnau de Vilanova, 22-42,
. 08105 Sant Fost DE Campsentelles, Barcelona,
Hydrochloride / Batch No / F400-25002 address / Spain / Y CA. A B
Asenactuna Cepus Ne ) IIpousso paim /  PRBAMA .74, ApHAY-/Ic-BHIAHOBd,
API information / HIDOXITODI h W AIDec 22-42, 08105 Cant-®oct-ne-Kammcenrensc,
HNndpopmanus 06 P U A wanp bapcenona, Mcnanust
ADC Mometasone MTC- Mfg by & | Sterling S.p.A., Via della Carboneria 30,
Furoate / Batch No / address / | Solomeo di Corciano (PG), 06073, Italy /
005/24
Mowmetazona Cepus Ne 125001 A1 IIpomsso | Crepaunr C.n.A., Bua nenna Kapoonepust 30,
(dypoar . u aapec | Conomeo qu Kopuano (PG), 06073, Uranus
No TESTS / HIOKA3ATEJIU LIMITS / TPEBOBAHUSI OBSERVATION / PE3VJIBTATBI

6. Weight of dose released /
Macca BbICB000KTa€MOii 103bI

Individual dose / OTaenbHas 103a:

85.0-115.0 % of label claim / 85,0 —
115,0 % ot 3a9BJICHHOT0 KOJINIECTRA

Mean dose / Cpeausisi 103a:

90.0 to 110.0 % of of label claim / 90,0 —
110,0 % ot 3a9BJIEHHOTO KOJIMIECTBA

Minimum / MunnmyMm: 94.3 % /94,3%
Maximum / Makcumym: 109.7% /109,7%
Average / Cpennee: 106.2 % 106,2%

7. Weight of vial contents / For 75 doses: not less than 9.52 g / 991¢g/
Macca copep:xkumoro iakona Jst 75 no3: e menee 9,52 r 991 r
For 150 doses: not less than 14.175 g/
Jlnst 150 no3: ve menee 14,175
Prepared by / Iloarorosieno Checked by / IIpoBepeno Approved by / OxoGpeno
Signature / m Yogesh Mehta ;4 P Arun Patyal sg .a ﬁ s , [ Shailendra Singh
Ioanucn 23 Mar 2026 16:56:52 IST it W 24 Mar 2026 12:23:49 IST 24 Mar 2026 13:04:55 IST
Date / /lara
REASON: Prepared By REASON: Checked By REASON: Approved By
aabdbedc-6c64-4aad-b9b9-55de88c2aa37 8185¢2c-ae86-4590-9d65-3d03424bcall 2f076ebd-9492-4934-9ae6-03e4370283cd
Name / PO Yogesh Kumar Mehta Arun Patyal Shailendra Singh
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Name of product / Momate Rhino Advance /
HaumeHoBaHHne NPOAYKIHH Momar Puno Asanc
Generic name / Azelastine + Mometasone metered-dose nasal spray /
HenatenToBanHoe o o o
AsenacTiH + MOMETa30H Cripeii Ha3aabHbIN J03UPOBAHHBIIM
HAHMEHOBaHHe
Each spray delivers / Kaxnas no3a crpest coaepxur:
JleiicTBylomue BemecTa Mometasone Furoate BP 50 pg / Momerasona ¢ypoar bpur.®. 50 mxr
Azelastine Hydrochloride BP 140 pg / Azenactuna ruapoxsiopua bpur.®. 140 mkr
140 pg + 50 pg / dose Date of Mfg. /
Strength / Jlosuposka 140 mkr + 50 mkr / no3a JlaTa npou3BoacTBa 02/2026
Dosage form / Meterf:d—dose nanall spray / . Date of Exp. / Toxen 110 01/2028
JlexapcTBeHHas dopma Crpeii Ha3IbHBIN TO3UPOBAHHBIN
product code | SRU0300082460401GS Date of release / /lata poimycka 14.03.2026
0/1 NPOAYKTA
Batch No/ Cepus Ne 12260213A 2y Released 31860 BOT
0/IHY€CTBO BBINYIIEHO 31860 ¢uakonon
Batch size / Pasmep cepun 37815bot / 37815¢naxonos Mfg. License No. / MNB/10/832
Ilpou3sBoacreeHHas Junen3us No
Inspection Lot No 040000649744 Mfg. License Date / 17/12/2027
Kontposnpyemas cepus Ne IIpou3BoacTBeHHAs IHIIEH3Hs (1aTa)
. GMP Compliance certificate Data / 01.04.2024
Package size / YnaxkoBka 75 doses / 75 no3 GMP cepruduxar (1ata)
. GMP Compliance certificate No / GMP/EAEU/RU/
Market / Poinox Russia / Poceust GMP ceprudurar No 01220-2024
Reference specification No / STP No / STP-CC-
Cnennduxanus Ne SPC-CC-051325 CIIN Ne 037517
Azeclastine Mfg by & Urquima S.A., Arnau de Vilanova, 22-42,
. 08105 Sant Fost DE Campsentelles, Barcelona,
Hydrochloride / Batch No / F400-25002 address / Spain / Y CA. A B
AsenactuHa Cepus Ne ) IIpousso paim /  PRBAMA .74, ApHAY-/Ic-BHIAHOBd,
API information / HIDOXITODI h W AIDec 22-42, 08105 Cant-®oct-ne-Kammcenrensc,
HNndpopmanus 06 P U A wanp bapcenona, Mcnanust
ADC Mometasone MTC- Mfg by & | Sterling S.p.A., Via della Carboneria 30,
Furoate / Batch No / address / | Solomeo di Corciano (PG), 06073, Italy /
005/24
Mowmerazona Cepus Ne 125001 A1 Hpousso | Crepmunar C.m.A., Bua nemta Kap6onepus 30,
(dypoar . u aapec | Conomeo qu Kopuano (PG), 06073, Uranus
No TESTS / HIOKA3ATEJIU LIMITS / TPEBOBAHUSI OBSERVATION / PE3VJIBTATBI
8. Number of doses / Komaecrso 103 | For 75 doses: not less than 75 doses 121 doses / 121 no3
(disregard the first pumping). /
Jnst 75 no3: e meHee 75 1103 (He cunTas
MEPBHYHYIO MPOKAYKY)
For 150 doses: not less than 150 doses
(disregard the first pumping) / st 150
103: He MeHee 150 no3 (He cuntas
HEPBHYHYIO IPOKAUKY)
9. Particle size / Pazmep uacrun 90 % of < 10 um particles / 100 % / 100 %
90 % uactun pazsMepoM Meree 10 MxkM
100 % of <30 pm particles / 100 % / 100 %
100 % wactui pazmMepom Menee 30 MkM
> 30 um particles should be absent / Absent / OTCyTCTBYIOT
Yacruup! 60s1ee 30 MKM JIOJKHBI
OTCYTCTBOBAaTh
Prepared by / Iloarorosieno Checked by / IIpoBepeno Approved by / OxoGpeno
Signature / m Yogesh Mehta ;4 P Arun Patyal sg .a ﬁ s , [ Shailendra Singh
Hoanucs 23 Mar 2026 16:56:52 1ST i W 24 Mar 2026 12:23:49 |ST 24 Mar 2026 13:04:55 IST
Date / /lara
REASON: Prepared By REASON: Checked By REASON: Approved By
aabdbe4c-6c64-4aad-b9b9-55de88c2aal37 8185¢2c-ae86-4590-9d65-3d03424bcall 2f076ebd-9492-4934-9ae6-03e4370283cd
Name / PO Yogesh Kumar Mehta Arun Patyal Shailendra Singh
Designation / Sr. Officer -QA Sr. Officer -QA Manager -QA
JlomxHoCTH

FCM/QA054/08.00
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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@bom?2.vsnl.net.in

Certificate of Analysis for Finished Product /

Cemel)mcaT aHaJu3a HA TOTOBYIO MPOAYKUMIO

Page 6 of 11/ Ctp. 6 u3 11

Name of product / Momate Rhino Advance /
HaumeHoBaHHne NPOAYKIHH Momar Puno Asanc
Generic name / Azelastine + Mometasone metered-dose nasal spray /
HenarenToBanHoe o o o
AsenacTiH + MOMETa30H Cripeii Ha3aabHbIN J03UPOBAHHBIIM
HAHMEHOBaHHe
Each spray delivers / Kaxnas no3a crpest coaepxur:
JleiicTBylomue BemecTa Mometasone Furoate BP 50 pg / Momerasona ¢ypoar bpur.®. 50 mxr
Azelastine Hydrochloride BP 140 pg / Azenactuna ruapoxsiopua bpur.®. 140 mkr
140 pg + 50 pg / dose Date of Mfg. /
Strength / Jlosuposka 140 mkr + 50 mkr / no3a JlaTa npou3BoacTBa 02/2026
Dosage form / Meterf:d—dose nanall spray / . Date of Exp. / Toxen 110 01/2028
JlexapcTBeHHas dopma Crpeii Ha3IbHBIN TO3UPOBAHHBIN
product code | SRU0300082460401GS Date of release / /lata poimycka 14.03.2026
0/1 NPOAYKTA
Batch No/ Cepus Ne 12260213A 2y Released 31860 BOT
0JINY€CTBO BBINMYLIEHO 31860 ¢uakonon
Batch size / Pazmep cepun 37815bot / 37815¢naxonos 11\1/[fg. License No. / MNB/10/832
POM3BOACTBEHHAN JHIeH3usE Ne
Inspection Lot No 040000649744 Mfg. License Date / 17/12/2027
Kontposnpyemas cepus Ne IIpou3BoacTBeHHAs IHIIEH3Hs (1aTa)
. GMP Compliance certificate Data / 01.04.2024
Package size / YnaxkoBka 75 doses / 75 no3 GMP cepruduxar (1ata)
. GMP Compliance certificate No / GMP/EAEU/RU/
Market / Poinox Russia / Poceust GMP ceprudurar No 01220-2024
Reference specification No / STP No / STP-CC-
Cnennduxanus Ne SPC-CC-051325 CIIN Ne 037517
Azeclastine Mfg by & Urquima S.A., Arnau de Vilanova, 22-42,
. 08105 Sant Fost DE Campsentelles, Barcelona,
Hydrochloride / Batch No / F400-25002 address / Spain / Y CA. A B
AsenactuHa Cepus Ne ) IIpousso paim /  PRBAMA .74, ApHAY-/Ic-BHIAHOBd,
API information / HIDOXITODI h W AIDec 22-42, 08105 Cant-®oct-ne-Kammcenrensc,
HNndpopmanus 06 P U A wanp bapcenona, Mcnanust
ADC Mometasone MTC- Mfg by & | Sterling S.p.A., Via della Carboneria 30,
Furoate / Batch No / address / | Solomeo di Corciano (PG), 06073, Italy /
005/24
Mowmerazona Cepus Ne 125001 A1 Hpousso | Crepmunar C.m.A., Bua nemta Kap6onepus 30,
(dypoar . u aapec | Conomeo qu Kopuano (PG), 06073, Uranus
No TESTS / HIOKA3ATEJIU LIMITS / TPEBOBAHUSI OBSERVATION / PE3VJIBTATBI
10. | Sedimentation Stability / Not less than 5 min / He menee 5 mun 5 min /5 MuH.
CexnMeHTALMOHHAS
YCTOIYHBOCTH
11. | Impurities / [Ipumecn

a) Azelastine hydrochloride /
A3enacmuna zuopoxnopuoa:
Individual unidentified impurity /
Enunudnas HenaeHTUGUUMPOBAHHAS
MpUMeCh

Total impurities / Cymma npumeceit

b) Mometasone furoate /
Momemazona ¢pypoama
Impurity D / Ilpumecs D

Individual unidentified impurity /
Enunudnas HenaeHTUYUUMPOBAHHAS
MpUMech

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

Not more than 2.0 % / He Gonee 2,0 %

Not more than 1.0 % / He Gomnee 1,0 %
Not more than 1.0 % / He 6omee 1,0 %

0.018%(Below LOQ)/ 0,018% (Huske
[IKO)

Below LOQ/ Huxe [TKO

0.03%/ 0,03%
0.1%/0,1%

Total impurities / Cymma npumeceit Not more than 2.0 % / He Gonee 2,0 % 0.4%/0,4%

Prepared by / Iloarorosieno Checked by / IIpoBepeno Approved by / OxoGpeno
Signature / m Yogesh Mehta ;4 P Arun Patyal sg .a ﬁ s' Shailendra Singh
Mopnucn W 23 Mar 2026 16:56:53 IST W W 24 Mar 2026 12:23:49 IST Mé 24 Mar 2026 13:04:55 IST
Date / /lara

REASON: Prepared By REASON: Checked By REASON: Approved By
aabdbedc-6c64-4aad-b9b9-55de88c2aa37 8185¢2c-ae86-4590-9d65-3d03424bcall 2f076ebd-9492-4934-9ae6-03e4370283cd

Name / PO Yogesh Kumar Mehta Arun Patyal Shailendra Singh
Designation / Sr. Officer -QA Sr. Officer -QA Manager -QA
JlomxHoCTH
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Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 173205, India
Tel.: +91-1795 667200 Fax: +91-1795 667299 email: glenmark@bom?2.vsnl.net.in

Certificate of Analysis for Finished Product /
CepTuduUKAT aHAIN32 HA FTOTOBYIO NPOAYKUHIO

Page 7 of 11/ Ctp. 7 m3 11

Name of product /

Momate Rhino Advance /

HaumeHoBaHHne NPOAYKIHH Momar Puno Asanc

Generic name /
HenarenToBanHoe
HAaUMEHOBaHUeE

Azelastine + Mometasone metered-dose nasal spray /
AsenacTiH + MOMETa30H Cripeii Ha3aabHbIN J03UPOBAHHBIIM

JleiicTByIonme Beecrsa

Each spray delivers / Kaxnas no3a crpest coaepxur:
Mometasone Furoate BP 50 pg / Momerasona ¢ypoar bpur.®. 50 mxr
Azelastine Hydrochloride BP 140 pg / Azenactuna ruapoxsiopua bpur.®. 140 mkr

140 pg + 50 pg / dose

Date of Mfg. /

Strength / Jlosuposka 140 mkr + 50 mkr / no3a JlaTa npou3BoacTBa 02/2026
Dosage form / Meterf:d—dose nanall spray / . Date of Exp. / Toxen 110 01/2028
JlexapcTBeHHas dopma Crpeii Ha3IbHBIN TO3UPOBAHHBIN
product code | SRU0300082460401GS Date of release / /lata poimycka 14.03.2026
0/1 NPOAYKTA
Batch No/ Cepus Ne 12260213A 2y Released 31860 BOT
0JINY€CTBO BBINMYLIEHO 31860 ¢uakonon
Batch size / Pasmep cepun 37815bot / 37815 duaxonos 11\1/[fg. License No. / MNB/10/832
POM3BOACTBEHHAN JHIeH3usE Ne
Inspection Lot No 040000649744 Mfg. License Date / 17/12/2027
Kontposnpyemas cepus Ne IIpou3BoacTBeHHAs IHIIEH3Hs (1aTa)
. GMP Compliance certificate Data / 01.04.2024
Package size / YnaxkoBka 75 doses / 75 no3 GMP cepruduxar (1ata)
. GMP Compliance certificate No / GMP/EAEU/RU/
Market / Poinox Russia / Poceust GMP ceprudurar No 01220-2024
Reference specification No / STP No / STP-CC-
Cnennduxanus Ne SPC-CC-051325 CIIN Ne 037517

A03bI

mean

6osee 3 u3 30

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

CpeIHEero 3HAUCHUS

Ecmu 2 unum 3 pesyibTaTa BbIIAJAIOT U3
npenenos 75 — 125 %, ucneitaHue
npoBosT ¢ 20 apyrumu jo3amu. He

3a nipenensl 75 — 125 %, u Bce 3HaUeHUs
JIOJDKHBI OBbITH B Ipesienax ot 65 1o

. Urquima S.A., Arnau de Vilanova, 22-42,
Azelastine Mfg by &
. 08105 Sant Fost DE Campsentelles, Barcelona,
Hydrochloride / Batch No / F400-25002 address / Spain / Y CA. A B
AsenactuHa Cepus Ne ) IIpousso paim /  PRBAMA .74, ApHAY-/Ic-BHIAHOBd,
API information / HIDOXITODI h W AIDec 22-42, 08105 Cant-®oct-ne-Kammcenrensc,
HNndpopmanus 06 P U A wanp bapcenona, Mcnanust
ADC Mometasone MTC- Mfg by & | Sterling S.p.A., Via della Carboneria 30,
Furoate / Batch No / address / | Solomeo di Corciano (PG), 06073, Italy /
005/24
Mowmetazona Cepus Ne 125001 A1 IIpomsso | Crepaunr C.n.A., Bua nenna Kapoonepust 30,
(dypoar . u aapec | Conomeo qu Kopuano (PG), 06073, Uranus
12. | Uniformity of delivered dose / 9 of 10 doses: 75 % to 125 % of the Azelastine Hydrochloride /
OxHOPOAHOCTD 10CTABIISIEMOIA mean; A3e/IacTHHA THAPOXJIOPH/:

Minimum / Muaumym: 95%
Maximum / Makcumym: 105 %
Average / Cpennee: 100 %

135 %/ Mometasone Furoate /
9 u3 10 103: ot 75 % 10 125 % ot Mowmerasona gypoar:
CpPEIHEro 3HAUCHIS

. on o
10 13 10 103: 0T 65 % 10 135 % o1 Minimum / Musmvym: 93 %,

Maximum / Makcumym: 104 %,
Average / Cpennee: 100 %

3HaYEHU MOT'YT BbIXOAUTDH

135 %.

Prepared by / Iloarorosieno Checked by / IIpoBepeno Approved by / OxoGpeno
Signature / m Yogesh Mehta ;4 P Arun Patyal sg .a ﬁ s' Shailendra Singh
Mopnucn W 23 Mar 2026 16:56:53 IST W W 24 Mar 2026 12:23:49 IST Mé 24 Mar 2026 13:04:55 IST
Date / /lara

REASON: Prepared By REASON: Checked By REASON: Approved By
aabdbedc-6c64-4aad-b9b9-55de88c2aa37 8185¢2c-ae86-4590-9d65-3d03424bcall 2f076ebd-9492-4934-9ae6-03e4370283cd

Name / PO Yogesh Kumar Mehta Arun Patyal Shailendra Singh
Designation / Sr. Officer -QA Sr. Officer -QA Manager -QA
JlomxHoCTH

FCM/QA054/08.00

DocUUID : aa7cacb4-b1ef-4a90-b911-c94cc9a7b505




G

Gglenmark
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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@bom?2.vsnl.net.in

Certificate of Analysis for Finished Product /
CepTuduUKAT aHAIN32 HA FTOTOBYIO NPOAYKUHIO

Page 8 of 11/ Ctp. 8 m3 11

Name of product /
HaumenoBanne npoaykunu

Momate Rhino Advance /
Momar Puno Asanc

Generic name /
HenarenToBanHoe
HAaUMEHOBaHUeE

Azelastine + Mometasone metered-dose nasal spray /
AsenacTiH + MOMETa30H Cripeii Ha3aabHbIN J03UPOBAHHBIIM

JleiicTByIonme Beecrsa

Each spray delivers / Kaxnas no3a crpest coaepxur:
Mometasone Furoate BP 50 pg / Momerasona ¢ypoar bpur.®. 50 mxr
Azelastine Hydrochloride BP 140 pg / Azenactuna ruapoxsiopua bpur.®. 140 mkr

140 pg + 50 pg / dose Date of Mfg. /
Strength / Jlosuposka 140 mkr + 50 mkr / no3a JlaTa npou3BoacTBa 02/2026
Dosage form / Meterf:d—dose nasuatl spray / . Date of Exp. / Toxen 110 01/2028
JlexapcTBeHHas dopma Crpeii Ha3IbHBIN TO3UPOBAHHBIN
product code | SRU0300082460401GS Date of release / /lata poimycka 14.03.2026
0/1 NPOAYKTA
Qty. Released / 31860 BOT
Batch No / Cepus Ne 12260213 A KoJiHuecTB0 BHilymeno 31860 draxoros
Batch size / Pasmep cepun 37815bot / 37815¢naxonos Mfg. License No. / MNB/10/832
Ilpou3sBoacreeHHas Junen3us No
Inspection Lot No 040000649744 Mfg. License Date / 17/12/2027
Kontposnpyemas cepus Ne IIpou3BoacTBeHHAs IHIIEH3Hs (1aTa)
. GMP Compliance certificate Data / 01.04.2024
Package size / YnaxkoBka 75 doses / 75 no3 GMP cepruduxar (1ata)
. GMP Compliance certificate No / GMP/EAEU/RU/
Market / Poinox Russia / Poceust GMP ceprudurar No 01220-2024
Reference specification No / STP No / STP-CC-
Cnennduxanus Ne SPC-CC-051325 CIIN Ne 037517
Azeclastine Mfg by & Urquima S.A., Arnau de Vilanova, 22-42,
. 08105 Sant Fost DE Campsentelles, Barcelona,
Hydrochloride / Batch No / F400-25002 address / Spain / Y CA. A B
AsenactuHa Cepus Ne ) IIpousso paim /  PRBAMA .74, ApHAY-/Ic-BHIAHOBd,
API information / HIDOXITODI W AIDec 22-42, 08105 Cant-®oct-ne-Kammcenrensc,
HNndpopmanus 06 P U A wanp bapcenona, Mcnanust
ADC Mometasone MTC- Mfg by & | Sterling S.p.A., Via della Carboneria 30,
Furoate / Batch No / address / | Solomeo di Corciano (PG), 06073, Italy /
005/24
Mowmerazona Cepus Ne 125001 A1 Hpousso | Crepmunar C.m.A., Bua nemta Kap6onepus 30,
(dypoar . u aapec | Conomeo qu Kopuano (PG), 06073, Uranus
No TESTS / HIOKA3ATEJIU LIMITS / TPEBOBAHUSI OBSERVATION / PE3VJIBTATBI
13. | Microbiological purity / Mukpo6no/10oruyeckas 4HcToTa

Total aerobic microbial count /
O61mee 9rcno a3poOHBIX
MHKPOOPraHU3MOB

npernapara

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

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

Total yeast and moulds count /
O0111ee YKCIIo IPOAKEBBIX U

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

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

IIECHEBBIX IPruGOB npernapara

Pseudomonas aeruginosa Absence per 1 ml of the product / | Absent/OtcyrcrByer
OtcyTerBre B 1 Mt ipenapaTa

Staphylococcus aureus Absence per 1 ml of the product / | Absent/OtcyrcrByer
OtcyTerBre B 1 Mt ipenapaTa

14.

Assay / KonnyecTBeHHoe onpeaenenne

a) Azelastine hydrochloride /
A3eJIacTHHA T'HAPOXJIOPHT

85 to 115 % of azelastine hydrochloride
label claim / Ot 85% no 115% or

100 %

3aBJIEHHOTO KOJIMYECTBA  a3eJacTHHA
TUIPOXIIOpHAA

Prepared by / Iloarorosieno Checked by / IIpoBepeno Approved by / OxoGpeno
Signature / m Yogesh Mehta ;4 P Arun Patyal sg .a ﬁ s , [ Shailendra Singh
Moanucs W 23 Mar 2026 16:56:53 IST m W 24 Mar 2026 12:23:49 IST Mé 24 Mar 2026 13:04:55 IST
Date / /lara

REASON: Prepared By REASON: Checked By REASON: Approved By
aabdbedc-6c64-4aad-b9b9-55de88c2aa37 8185¢2c-ae86-4590-9d65-3d03424bcall 2f076ebd-9492-4934-9ae6-03e4370283cd
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Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 173205, India
Tel.: +91-1795 667200 Fax: +91-1795 667299 email: glenmark@bom?2.vsnl.net.in

Certificate of Analysis for Finished Product /
CepTuduUKAT aHAIN32 HA FTOTOBYIO NPOAYKUHIO

Page 9 of 11/ Ctp. 9 m3 11

Name of product / Momate Rhino Advance /
HaumeHoBaHHne NPOAYKIHH Momar Puno Asanc
Generic name / Azelastine + Mometasone metered-dose nasal spray /
HenatenToBanHoe o o o
AsenacTiH + MOMETa30H Cripeii Ha3aabHbIN J03UPOBAHHBIIM
HAHMEHOBaHHe
Each spray delivers / Kaxnas no3a crpest coaepxur:
JleiicTBylomue BemecTa Mometasone Furoate BP 50 pg / Momerasona ¢ypoar bpur.®. 50 mxr
Azelastine Hydrochloride BP 140 pg / Azenactuna ruapoxsiopua bpur.®. 140 mkr
140 pg + 50 pg / dose Date of Mfg. /
Strength / Jlosuposka 140 mkr + 50 mkr / no3a JlaTa npou3BoacTBa 02/2026
Dosage form / Meterf:d—dose nanall spray / . Date of Exp. / Toxen 110 01/2028
JlexapcTBeHHas dopma Crpeii Ha3IbHBIN TO3UPOBAHHBIN
product code | SRU0300082460401GS Date of release / [Iata poinycka 14.03.2026
0/1 NPOAYKTA
Batch No/ Cepus Ne 12260213A 2y Released 31860 BOT
0JINY€CTBO BBINMYLIEHO 31860 ¢uakonon
Batch size / Pazmep cepun 37815bot / 37815 diakoHoB Mig. License No. / MNB/10/832
Ilpou3sBoacreeHHas Junen3us No
Inspection Lot No 040000649744 Mfg. License Date / 17/12/2027
Kontposnpyemas cepus Ne IIpou3BoacTBeHHAs IHIIEH3Hs (1aTa)
. GMP Compliance certificate Data / 01.04.2024
Package size / YnaxkoBka 75 doses / 75 no3 GMP cepruduxar (1ata)
. GMP Compliance certificate No / GMP/EAEU/RU/
Market / Poinox Russia / Poceust GMP ceprudurar No 01220-2024
Reference specification No / STP No / STP-CC-
Cnennduxanus Ne SPC-CC-051325 CIIN Ne 037517
Azeclastine Mfg by & Urquima S.A., Arnau de Vilanova, 22-42,
. 08105 Sant Fost DE Campsentelles, Barcelona,
Hydrochloride / Batch No / F400-25002 address / Spain / Y CA. A B
AsenactuHa Cepus Ne ) IIpousso paim /  PRBAMA .74, ApHAY-/Ic-BHIAHOBd,
API information / HIDOXITODI h W AIDec 22-42, 08105 Cant-®oct-ne-Kammcenrensc,
HNndpopmanus 06 P U A wanp bapcenona, Mcnanust
ADC Mometasone MTC- Mfg by & | Sterling S.p.A., Via della Carboneria 30,
Furoate / Batch No / address / | Solomeo di Corciano (PG), 06073, Italy /
005/24
Mowmerazona Cepus Ne 125001 A1 Hpousso | Crepmunar C.m.A., Bua nemta Kap6onepus 30,
(dypoar . u aapec | Conomeo qu Kopuano (PG), 06073, Uranus
No TESTS / HIOKA3ATEJIU LIMITS / TPEBOBAHUSI OBSERVATION / PE3VJIBTATBI
b) Mometasone furoate / 85 to 115 % of mometasone furoate label | 103 %
Momertasona gypoar claim/ Ot 85 % o 115 % or 3asBeHHOTrO
KOJIMYecTBa MOMeTa30Ha (ypoara
¢) Benzalkonium chloride / 80 % to 120 % of benzalkonium chloride | 96 %
Ben3anxkonus xjiopuja label claim / Ot 80% mo 120% or
3aBJICHHOIO KOJIMYECTBA OCH3ATKOHUS
XJopuaa
Prepared by / Iloaroros;ieno Checked by / IlpoBepeno Approved by / Oxodpeno
Signature / m Yogesh Mehta ;4 P Arun Patyal SWM[M s' Shailendra Singh
Hoanucs 23 Mar 2026 16:56:53 1ST i W 24 Mar 2026 12:23:49 |ST 24 Mar 2026 13:04:55 IST
Date / /lara
REASON: Prepared By REASON: Checked By REASON: Approved By
aabdbe4c-6c64-4aad-b9b9-55de88c2aal37 8185¢2c-ae86-4590-9d65-3d03424bcall 2f076ebd-9492-4934-9ae6-03e4370283cd
Name / PO Yogesh Kumar Mehta Arun Patyal Shailendra Singh
Designation / Sr. Officer -QA Sr. Officer -QA Manager -QA
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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@bom?2.vsnl.net.in

Certificate of Analysis for Finished Product /
CepTuduUKAT aHAIN32 HA FTOTOBYIO NPOAYKUHIO

Page 10 of 11 / Ctp. 10 3 11

Name of product / Momate Rhino Advance /
HaumeHoBaHHne NPOAYKIHH Momar Puno Asanc
Generic name / Azelastine + Mometasone metered-dose nasal spray /
HenarenToBanHoe o o o
AsenacTiH + MOMETa30H Cripeii Ha3aabHbIN J03UPOBAHHBIIM
HAHMEHOBaHHe
Each spray delivers / Kaxnas no3a crpest coaepxur:
JleiicTBylomue BemecTa Mometasone Furoate BP 50 pg / Momerasona ¢ypoar bpur.®. 50 mxr
Azelastine Hydrochloride BP 140 pg / Azenactuna ruapoxsiopua bpur.®. 140 mkr
140 pg + 50 pg / dose Date of Mfg. /
Strength / Jlosuposka 140 mkr + 50 mkr / no3a JlaTa npou3BoacTBa 02/2026
Dosage form / Meterf:d—dose nanall spray / . Date of Exp. / Toxen 110 01/2028
JlexapcTBeHHas dopma Crpeii Ha3IbHBIN TO3UPOBAHHBIN
product code | SRU0300082460401GS Date of release / /lata Bbinycka 14.03.2026
0/1 NPOAYKTA
Batch No/ Cepus Ne 12260213A 2y Released 31860 BOT
0JINY€CTBO BBINMYLIEHO 31860 ¢uakonon
Batch size / Pasmep cepun 37815bot / 37815 duaxonos 11\1/[fg. License No. / MNB/10/832
POM3BOACTBEHHAN JHIeH3usE Ne
Inspection Lot No 040000649744 Mfg. License Date / 17/12/2027
Kontposnpyemas cepus Ne IIpou3BoacTBeHHAs IHIIEH3Hs (1aTa)
. GMP Compliance certificate Data / 01.04.2024
Package size / YnaxkoBka 75 doses / 75 no3 GMP cepruduxar (1ata)
. GMP Compliance certificate No / GMP/EAEU/RU/
Market / Poinox Russia / Poceust GMP ceprudurar No 01220-2024
Reference specification No / STP No / STP-CC-
Cnennduxanus Ne SPC-CC-051325 CIIN Ne 037517
Azeclastine Mfg by & Urquima S.A., Arnau de Vilanova, 22-42,
. 08105 Sant Fost DE Campsentelles, Barcelona,
Hydrochloride / Batch No / F400-25002 address / Spain / Y CA. A B
Asenactuna Cepus Ne ) IIpousso paim /  PRBAMA .74, ApHAY-/Ic-BHIAHOBd,
API information / HIDOXITODI h W AIDec 22-42, 08105 Cant-®oct-ne-Kammcenrensc,
HNndpopmanus 06 P U A wanp bapcenona, Mcnanust
ADC Mometasone MTC- Mfg by & | Sterling S.p.A., Via della Carboneria 30,
Furoate / Batch No / address / | Solomeo di Corciano (PG), 06073, Italy /
005/24
Mowmetazona Cepus Ne 125001 A1 IIpomsso | Crepaunr C.n.A., Bua nenna Kapoonepust 30,
(dypoar . u aapec | Conomeo qu Kopuano (PG), 06073, Uranus
No TESTS / HIOKA3ATEJIU LIMITS / TPEBOBAHUSI OBSERVATION / PE3VJIBTATBI
15. | Package appearance / Onucanue 75 and 150 doses into a HDPE vial | 75 doses into a HDPE vial equipped with a
YNAKOBKH equipped with a dosing device and a nasal | dosing device and a nasal adapter with a

adapter with a protective cap. A vial and a
patient information leaflet in a carton pack.
/ Io 75 u 150 no3 Bo ¢maxon u3z [19BI,
CHa0XKEHHbIH J03UPYIOIIM YCTPOHCTBOM
U Ha3aIbHBIM AJAaNTepoOM C 3aIlUTHBIM
KoJmauykoM. PakoH ¢ MHCTpYKUMEH 110
MEIUIMHCKOMY MPUMEHEHUIO TOMEIaloT
B KapTOHHYIO MAUKy.

protective cap. A vial and a patient
information leaflet in a carton pack. / ITo 75
no3 Bo ¢uakon u3 I[1OBII, chaGxeHHbI
JO3UPYIOMIAM yCTPOUCTBOM W HA3aIBHBIM
a/lanTepoM C 3aIUTHBIM KONMaukoM. DrakoH
C  MHCTPYKUHMEH 10  MEIULIMHCKOMY
NPUMEHEHHIO TOMEINAIOT B KApPTOHHYIO
IEEING

16. | Labeling / MapkupoBka

In compliance with section 1.3.2 of
Module 1. / B cooTBeTcTBHE € pasiesioMm
1.3.2. Moy 1 perucTpanuoHHOro 10CkE.

Complies / CooTBeTCTBYET

17. | Storage conditions / ¥YcioBus
XpaHeHHs

At temperature of 15 °C to 25 °C. Do not freeze. / [Ipu temneparype ot 15 °C no 25 °C. He

3aMOpPAXHUBATb.

18. | Shelf-life (storage period) / Cpok
TOAHOCTH (XpaHeHHs)

2 years. / 2 roza.
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Gglenmark

A new way for a new world

Glenmark Pharmaceuticals Ltd

Certificate of Analysis for Finished Product /
CepTuduUKAT aHAIN32 HA FTOTOBYIO NPOAYKUHIO

Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 173205, India
Tel.: +91-1795 667200 Fax: +91-1795 667299 email: glenmark@bom?2.vsnl.net.in
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Name of product /
HaumenoBanne npoaykunu

Momate Rhino Advance /
Momar Puno Asanc

Generic name /
HenarenToBanHoe
HAaUMEHOBaHUeE

Azelastine + Mometasone metered-dose nasal spray /
AsenacTiH + MOMETa30H Cripeii Ha3aabHbIN J03UPOBAHHBIIM

JleiicTByIonme Beecrsa

Each spray delivers / Kaxnas no3a crpest coaepxur:
Mometasone Furoate BP 50 pg / Momerasona ¢ypoar bpur.®. 50 mxr

Azelastine Hydrochloride BP 140 pg / Azenactuna ruapoxsiopua bpur.®. 140 mkr

140 pg + 50 pg / dose Date of Mfg. /
Strength / Jlosuposka 140 mkr + 50 mkr / no3a JlaTa npou3BoacTBa 02/2026
Dosage form / Metered-dose nasal spray /
JlekapceTBenHas popma Cripeii Ha3aIbHBINA JO3MPOBAHHEII Date of Exp. / T'oxen o 01/2028
product code | SRU0300082460401GS Date of release / /lata poimycka 14.03.2026
0/1 NPOAYKTA
Qty. Released / 31860 BOT
Batch No / Cepus Ne 12260213A KoJiHuecTB0 BHilymeno 31860 draxoros
Batch size / Pasmep cepun 37815bot / 37815¢naxonos 11\1/[;%;5:;211::;;” — MNB/10/832
Inspection Lot No Mfg. License Date / 17/12/2027
Kontposnpyemas cepus Ne 040000649744 IIpou3BoacTBeHHAs IHIIEH3Hs (1aTa)
Package size / YnakoBka 75 doses / 75 no3 gx}; i;?gg?::;icgﬁgfate Data/ 01.04.2024
Market / Poinox Russia / Poceust gxi E;;)T::;?:;ic;: tificate No / ()Gll\g) éi%];}ﬁ/RU/
Reference specification No / STP No / STP-CC-
Cnennduxanus Ne SPC-CC-051325 CIIN Ne 037517
Azeclastine Mfg by & Urquima S.A., Arnau de Vilanova, 22-42,
. 08105 Sant Fost DE Campsentelles, Barcelona,
Hydrochloride / Batch No / F400-25002 address / Spain / Y CA. A B
Asenactuna Cepus Ne ) IIpousso paim /  PRBAMA .74, ApHAY-/Ic-BHIAHOBd,
API information / HIDOXITODI h W AIDec 22-42, 08105 Cant-®oct-ne-Kammcenrensc,
HNndpopmanus 06 P U A wanp bapcenona, Mcnanust
ADC Mometasone MTC- Mfg by & | Sterling S.p.A., Via della Carboneria 30,
Furoate / Batch No / 005/24 address / | Solomeo di Corciano (PG), 06073, Italy /
Mowmerazona Cepus Ne 125001 A1 Hpousso | Crepmunar C.m.A., Bua nemta Kap6onepus 30,
(dypoar . u aapec | Conomeo qu Kopuano (PG), 06073, Uranus

Any deviation/Incident/OOS: IN/1101/2026/0047
Otknonenusi/necoorsercreusa/O0C: IN/1101/2026/0047

Artworks of primary package approved: / MakeTsl nepBu4Hoii ynakoBku yrsep:xienni: 30.01.2023
Artworks of secondary package approved: Makerbl BTopuuHoii ynakoBku yreepsaennt: 30.01.2023
PIL approved: / UMII yrBep:xaen: 17.11.2023

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. JII[1-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.”
3akiII0YeHHe 0 COOTBETCTBHM: HACTOSIINM MOJATBEPKIAr0, YTO MPEACTABICHHAS BbILIC HHPOPMALWS SBISCTCS TOCTOBEPHOU M TOYHOM.
Jlannas cepust ObUIa IMPOHM3BEICHA, BKIIOYAs YMAKOBKY/MapKHPOBKY, U IMPOKOHTPOJIMPOBAHA HA YKA3aHHOIl BBbIIIE IPOU3BOACTBEHHOI
IUIOIIAKe B TIOJTHOM COOTBETCTBHH ¢ TpeboBaHmsMu Hamnexameit [IponsBoncrsenHoit [Ipaxtuku (GMP) u TpeGoBaHUsIME HOPMATHBHOMN
nokymentaruu JIIT-Ne(001749)-(PI'-RU)-300123 u ytBepskaentoii crneumduranueii N SPC-CC-051325 . IIpoTokoJibl MMpoW3BOJICTBa,
YIaKOBKU ¥ MPOBEICHHBIX aHAIW30B /ULl AAHHOW cepuM ObUIM MMPOAHAIM3MPOBAHBI M CHENIAHO 3aKIFOYEHHE, YTO OHHM COOTBETCTBYIOT

tpedoBanmsam Hamnexameit [1ponssoacreennoit [pakriku (GMP).
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