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CepTuduKaT aHAIHM32 HA TOTOBYIO NPOAYKINIO

Page1of 11/ Crp.1 1311

Name of product / Momate Rhino Advance /
HaumenoBanue npogykuun | Momat Puno AnBanc
Generic name / Azelastine + Mometasone metered-dose nasal spray /
HenarentroBannoe o o o
A3eacTHH + MOMETA30H CIpeil Ha3albHbIH 103UPOBAHHBIIL
HaNMeHOBaHHe
Each spray delivers / Kaxxgas no3a crpest Conepxur:
JelicTBylo1ue BelecTsa Mometasone Furoate BP 50 pg / Momerasona ¢ypoar bpur.d. 50 Mxr
Azelastine Hydrochloride BP 140 pg / Azenactuna runpoxiopus bput.®. 140 mxr
140 pg + 50 pg / dose Date of Mfg. /
Strength / Jlosuposka 140 mxr + 50 mkr / m03a JlaTa npou3BoacTBa 04/2026
Dosage form / Meterued-dose nasval spray / ) Date of Exp. / Tozen 110 03/2028
JlekapcTBeHHas gopma Crpeit Ha3aJIbHbIH 103UPOBAHHBII
product code SRU0300082460401GS Date of release / lata poimycka 12.05.2026
O/I MPOAYKTA
Qty. Released / 34780 BOT
Batch No / Cepus Ne 12260464 A KoJMuecTBo BLIMYIeHo 34780 (raxorios
Batch size / Pasmep cepun 37815 bot / 37815 quaxoros %’[fg. License No. / MNB/10/832
POM3BOACTBEHHAS! JIHLEeH3us Ne
Inspection Lot No 040000659411 Mfg. License Date / 17/12/2027
KonTposupyemas cepusi Ne IIpousBoacTBeHHasi JuneH3us (1aTa)
. GMP Compliance certificate Data / 01.04.2024
Package size / YnakoBka 75 doses / 75 no3 GMP ceprudukar (1ata)
. GMP Compliance certificate No / GMP/EAEU/RU/
Market / Peinok Russia / Poccus GMP cepruduicar Ne 01220-2024
Reference specification No / STP No / STP-CC-
Crnenupuxanus Ne SPC-CC-051325 CIIA Ne 037517
Azelastine Mfg by & Urquima S.A., Arnau de Vilanova, 22-42,
. 08105 Sant Fost DE Campsentelles, Barcelona,
Hydrochloride / Batch No / address / .
AsenacTiia Cepust No F400-25002 Tponsso Spain / Ypxeuma C.A., ApHay-ne-Bunanosa,
API information / HIDOXIIOPH h W ATDec 22-42, 08105 Cant-®ocr-ne-Kamncenrensc,
HAudopmanus 06 P pHa Al wap Bapceinona, cnanus
ADC Mometasone MTC- Mfg by & | Sterling S.p.A., Via della Carboneria 30,
Furoate / Batch No / address / | Solomeo di Corciano (PG), 06073, Italy /
003/25
Mowmera3ona Cepust Ne L25433A1 Hpouszeo | Crepaunr C.n.A., Bua nenna Kap6onepus 30,
dbypoat a. v aapec | Cosomeo au Kopuano (PG), 06073, Utanus
No TESTS / TOKA3ATEJIN LIMITS / TPEBOBAHMUSI OBSERVATION / PE3VYJIBTATHI

1. Appearance / Onucanue

White to off-white suspension / benas wiu
nouTH Oestast CyCreH3us

Off-white suspension / I[Touru 6enas
CYCIICH3HS

2. Identification / Unentuduranus

a) Azelastine hydrochloride /
A3zenacmuna 2uopoxnopuo

HPLC/B3O)XX

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).

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. /
Bpemsi yaepKuUBaHHS OJHOTO M3 OCHOBHBIX

/ Bpems ynoepKMBaHHMSA OJHOTO U3 | MAKOB HAa XPOMAaTOrpaMMe HCIBITYEMOTO
OCHOBHBIX TIMKOB Ha XpOMaTorpamMMme | pacTBopa COOTBETCTBYET BpPEMCHHU
HCTIBITYEMOTO pactBopa JIOJDKHO | YIEp>KUBaHUS IMHKa a3ellacThHA
COOTBETCTBOBATh BPEMCHH YICPKUBAHUS | THAPOXIOPHIA Ha XpOMaTorpamMme
MUKa a3elacTHHA TUIPOXJIOPHAA HA | CTAHAAPTHOTO pacTBOpA.
XpOMaTorpaMMe CTaHIApTHOTO pacTBOpa
(cMm. pasmen «KonnuecTBeHHOE
OTIPEIICTICHUE ).
Prepared by / IloarorosJjieHo Checked by / IIpoBepeno Approved by / Ono6peno
Signature / Yogesh Mehta /4 p Arun Patyal Sé ,a 5 SW Shailendra Singh
IMoanuceh m
Date / lata é! aed ; 29 May 2026 11:23:53 H ? I t 29 May 2026 13:35:17 29 May 2026 13:42:24
IST IST IST
aabdbedc-6c64-4aad-b9b9-55de88c2aa37 | c8185c2c-ae86-4590-9d65-3d03424bcall | 2f076ebd-9492-4934-9ae6-03e4370283cd
Name / ®UO Yogesh Kumar Mehta Arun Patyal Shailendra Singh
Designation / Sr. Officer -QA Sr. Officer -QA Manager -QA
Jlo/zKHOCTH
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Name of product /
HaumeHoBaHHe MPOTYKIHHA

Momate Rhino Advance /
Mowmart Puno Ansanc

Generic name /
HenaTenToBanHoe
HauMeHOBaHHUe

Azelastine + Mometasone metered-dose nasal spray /
A3enacTvH + MOMETa30H CIIpel Ha3aJlbHbIA JO3UPOBAHHBIN

JeiicTBylolue BemecTsa

Each spray delivers / Kaxxgas no3a crpest Conepxur:
Mometasone Furoate BP 50 pg / Momerasona ¢ypoar bpur.d. 50 Mxr

Azelastine Hydrochloride BP 140 pg / Azenactuna runpoxiopus bput.®. 140 mxr

140 pg + 50 pg / dose Date of Mfg. /
Strength / Jlosuposka 140 mxr + 50 mkr / m03a JlaTa npou3BoacTBa 04/2026
Dosage form / Meterued-dose nasval spray / ) Date of Exp. / Tozen 110 03/2028
JlekapcTBeHnnas popma Crpeii Ha3aJIbHBIN JO3UPOBAHHBIN
product code SRU0300082460401GS Date of release / Jlata bimycka 12.05.2026
O/I MPOAYKTA
o Qty. Released / 34780 BOT
Batch No / Cepusi Ne 12260464 A Ko.M4ecTBO BLIYIIEH0 34780 dnaxonos
Batch size / Pasmep cepun 37815 bot / 37815 quaxoros %’[fg. License No. / MNB/10/832
POM3BOACTBEHHAS JIuIeH3us Ne
Inspection Lot No 040000659411 Mfg. License Date / 17/12/2027
KonTposupyemas cepusi Ne IIpousBoacTBeHHasi JuneH3us (1aTa)
. GMP Compliance certificate Data / 01.04.2024
Package size / YnakoBka 75 doses / 75 no3 GMP ceprudukar (1ata)
. GMP Compliance certificate No / GMP/EAEU/RU/
Market / Peinok Russia / Poccus GMP cepruduicar Ne 01220-2024
Reference specification No / STP No / STP-CC-
Crnenupuxanus Ne SPC-CC-051325 CIIA Ne 037517
Azelastine Mfg by & Urquima S.A., Arnau de Vilanova, 22-42,
. 08105 Sant Fost DE Campsentelles, Barcelona,
Hydrochloride / Batch No / address / .
AsenacTiia Cepust No F400-25002 Moonsso Spain / Ypxeuma C.A., ApHay-ne-Bunanosa,
API information / - HOXJTTI;HH P h I;[ anpec 22-42, 08105 Cant-®ocr-ne-Kamncenrensc,
HAudopmanus 06 P pHa Al wap Bapceinona, cnanus
ADC Mometasone MTC- Mfg by & | Sterling S.p.A., Via della Carboneria 30,
Furoate / Batch No / address / | Solomeo di Corciano (PG), 06073, Italy /
003/25
MowmeTta3oHa Cepus Ne L25433A1 Hpousso | Crepnunr C.n.A., Bua nenna Kapbonepus 30,
dbypoat a. v aapec | Cosomeo au Kopuano (PG), 06073, Utanus
No TESTS / MTOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATION / PE3YJIBTATBI

b) Mometasone furoate /
Momemaszona gpypoam

HPLC/B3XX

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
YIEePKUBAHHS OJTHOTO M3 OCHOBHBIX [THKOB
Ha XpoMarorpamme UCHBITYEeMOT0
pacTBOpa  JODKHO  COOTBETCTBOBATH
BPEMEHH Y/Iep)KHBaHHs [TMKAa MOMETa30Ha
¢ypoara Ha XpoMaTorpaMmme
CTQHIApTHOTO pacTBOpa (CM. paszen
«KonnuecTBeHHOE OTPEACIICHUEY).

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
yIIep>)KUBAaHHS OTHOTO M3 OCHOBHBIX IIMKOB Ha
XpOMAaToOrpaMMe HCHBITYEMOrO  pacTBopa
COOTBETCTBYET BPEMEHHU Y/CP)KMBaHHS IHKa
MOMeTa30Ha (Qypoara Ha XpoMaTorpamme
CTaHJAPTHOT'O PacTBOPA.

Prepared by / IloarorosJjieHo Checked by / IIpoBepeno Approved by / Ono6peno
Signature / Yogesh Mehta Arun Patyal ) y { Shailendra Singh
Hopmuce m
Date / TaTa 29 May 2026 11:23:53 29 May 2026 13:35:17 29 May 2026 13:42:25
IST IST IST

aabdbe4c-6c64-4aad-b9b9-55de88c2aal37 | c8185c2c-ae86-4590-9d65-3d03424bcall | 2f076ebd-9492-4934-9ae6-03e4370283cd
Name / DUO Yogesh Kumar Mehta Arun Patyal Shailendra Singh
Designation / Sr. Officer -QA Sr. Officer -QA Manager -QA
Jlo/zKHOCTH
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Name of product /
HaumeHoBaHHe MPOTYKIHHA

Momate Rhino Advance /
Mowmart Puno Ansanc

Generic name /
HenaTenToBanHoe
HauMeHOBaHHUe

Azelastine + Mometasone metered-dose nasal spray /
A3enacTvH + MOMETa30H CIIpel Ha3aJlbHbIA JO3UPOBAHHBIN

JeiicTBylolue BemecTsa

Each spray delivers / Kaxxgas no3a crpest Conepxur:
Mometasone Furoate BP 50 pg / Momerasona ¢ypoar bpur.d. 50 Mxr
Azelastine Hydrochloride BP 140 pg / Azenactuna runpoxiopus bput.®. 140 mxr

140 pg + 50 pg / dose Date of Mfg. /
Strength / Jlosuposka 140 mxr + 50 mkr / m03a JlaTa npou3BoacTBa 04/2026
Dosage form / Meterued-dose nasval spray / ) Date of Exp. / Tozen 110 03/2028
JlekapcTBeHnnas popma Crpeii Ha3aJIbHBIN JO3UPOBAHHBIN
product code SRU0300082460401GS Date of release / Jlata bimycka 12.05.2026
O/I MPOAYKTA
o Qty. Released / 34780 BOT
Batch No / Cepusi Ne 12260464 A Ko.M4ecTBO BLIYIIEH0 34780 dnaxonos
Batch size / Pasmep cepun 37815 bot / 37815 quaxoros %’[fg. License No. / MNB/10/832
POM3BOACTBEHHAS JIuIeH3us Ne
Inspection Lot No 040000659411 Mfg. License Date / 17/12/2027
KonTposupyemas cepusi Ne IIpousBoacTBeHHasi JuneH3us (1aTa)
. GMP Compliance certificate Data / 01.04.2024
Package size / YnakoBka 75 doses / 75 no3 GMP ceprudukar (1ata)
. GMP Compliance certificate No / GMP/EAEU/RU/
Market / Peinok Russia / Poccus GMP cepruduicar Ne 01220-2024
Reference specification No / STP No / STP-CC-
Crnenupuxanus Ne SPC-CC-051325 CIIA Ne 037517
Azelastine Mfg by & Urquima S.A., Arnau de Vilanova, 22-42,
. 08105 Sant Fost DE Campsentelles, Barcelona,
Hydrochloride / Batch No / address / .
AsenacTiia Cepust No F400-25002 Moonsso Spain / Ypxeuma C.A., ApHay-ne-Bunanosa,
API information / - HOXJTTI;HH P h I;[ anpec 22-42, 08105 Cant-®ocr-ne-Kamncenrensc,
HAudopmanus 06 P pHa Al wap Bapceinona, cnanus
ADC Mometasone MTC- Mfg by & | Sterling S.p.A., Via della Carboneria 30,
Furoate / Batch No / address / | Solomeo di Corciano (PG), 06073, Italy /
003/25
MowmeTta3oHa Cepus Ne L25433A1 Hpousso | Crepnunr C.n.A., Bua nenna Kapbonepus 30,
dbypoat a. v aapec | Cosomeo au Kopuano (PG), 06073, Utanus
No TESTS / MTOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATION / PE3YJIBTATBI

¢) Benzalkonium chloride /
benzankonus xnopuo

The chromatogram of the test solution
should demonstrate peaks corresponding

The chromatogram of the test solution
demonstrates  peaks corresponding to

HPLC / BWKX to retention times of Cj; and Cy4 | retention times of Cy; and Ci4 homologues of
homologues of benzalkonium chloride in | benzalkonium chloride in the chromatogram
the chromatogram of standard solution (see | of standard solution. / Ha xpomartorpamme
"Assay" section). / Ha xpomarorpamMMe | HCIIBITYeMOTO pacTBOpa OOHapy KHBAIOTCS
UCIIBITYEMOTO pacTtBOpa JIOJDKHBI | TIMKH, COOTBETCTBYIOIIME II0 BpEMEHaM
00OHapyKHUBaThCA IMKY, | ylIepKMBaHHUsA mukaM romoioroB Ci; u Ciy
COOTBETCTBYIOIIIE o BpeMeHaM | OEH3alKOHMS XJIOpHAA Ha XpoMaTorpamMe
ynep>xuBanus mukam romosoros Cip u C4 | craHmapTHOTO pactBopa.

OeH3aIKOHMS XJIOPUIa Ha XpoMaTorpaMMe
CTaHJapTHOrO pacTBopa (CM. pa3szen
«KommaecTBeHHOE ONIpeieIeHNe)).
pH 4.0t05.0/0t14,0 10 5,0 4.477/ 4,477
Density / [lioTHOCTE 0.90 to 1.10 g/em?®/ 1.02 g/em3
Ot 0,90 n0 1,10 r/em? 1,02 r/em3

5. Viscosity / Bsazkocts Not less than 5 cPs / He menee 5 cllI3 13.7 ¢cPs /13,7 cII3
Prepared by / IloarorosJjieHo Checked by / IIpoBepeno Approved by / Ono6peno
Signature / Yogesh Mehta Arun Patyal ) y { Shailendra Singh
Hopmuce m
Date / TaTa 29 May 2026 11:23:53 29 May 2026 13:35:17 29 May 2026 13:42:25
IST IST IST

aabdbedc-6c64-4aad-b9b9-55de88c2aal37 | c8185c2c-ae86-4590-9d65-3d03424bcall | 2f076ebd-9492-4934-9ae6-03e4370283cd
Name / DUO Yogesh Kumar Mehta Arun Patyal Shailendra Singh
Designation / Sr. Officer -QA Sr. Officer -QA Manager -QA
Jlo/zKHOCTH
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Certificate of Analysis for Finished Product /
CepTuduKaT aHAIHM32 HA TOTOBYIO NPOAYKINIO

Page4 of 11/ Crp. 4 m3 11

Name of product /
HaumeHoBaHHe MPOTYKIHHA

Momate Rhino Advance /
Mowmart Puno Ansanc

Generic name /
HenaTenToBanHoe
HauMeHOBaHHUe

Azelastine + Mometasone metered-dose nasal spray /
A3enacTvH + MOMETa30H CIIpel Ha3aJlbHbIA JO3UPOBAHHBIN

JeiicTBylolue BemecTsa

Each spray delivers / Kaxxgas no3a crpest Conepxur:
Mometasone Furoate BP 50 pg / Momerasona ¢ypoar bpur.d. 50 Mxr
Azelastine Hydrochloride BP 140 pg / Azenactuna runpoxiopus bput.®. 140 mxr

140 pg + 50 pg / dose Date of Mfg. /

KonTposupyemas cepusi Ne

040000659411

IIpou3BoacTBEHHAsI JIMIIeH3MsI (HaTa)

Strength / Jlosuposka 140 mxr + 50 mkr / m03a JlaTa npou3BoacTBa 04/2026
Dosage form / Meterued-dose nasval spray / ) Date of Exp. / Tozen 110 03/2028
JlekapcrBeHHas gopma Cripeil Ha3a bHbIHA JO3UPOBAHHBIN
product code SRU0300082460401GS Date of release / Jlata bimycka 12.05.2026
O/1 MPOIYKTA
o Qty. Released / 34780 BOT
Batch No / Cepusi Ne 12260464 A Ko.M4ecTBO BLIYIIEH0 34780 dnaxonos
Batch size / Pasmep cepun 37815 bot / 37815 quaxoros %’[fg. License No. / MNB/10/832
POM3BOACTBEHHAS JIuIeH3us Ne
Inspection Lot No Mfg. License Date / 17/12/2027

Package size / YnakoBka

75 doses / 75 no3

GMP Compliance certificate Data / 01.04.2024

Macca BbICBO00KIaeMOIi 103bI

85.0-115.0 % of label claim / 85,0 —
115,0 % oT 3asBJIEHHOTO KOJIMUECTBA

Mean dose / Cpennsisi n03a:

90.0 to 110.0 % of of label claim / 90,0 —
110,0 % OT 3asIBJICHHOTO KOJMYECTBA

GMP ceprudukar (nata)
. GMP Compliance certificate No / GMP/EAEU/RU/
Market / PoiHoK Russia / Poccust GMP cepruduicar Ne 01220-2024
Reference specification No / STP No / STP-CC-
Crnenupuxanus Ne SPC-CC-051325 CIIA Ne 037517
Azelastine Mfg by & Urquima S.A., Arnau de Vilanova, 22-42,
. 08105 Sant Fost DE Campsentelles, Barcelona,
Hydrochloride / Batch No / address / .
AsenacTiia Cepust No F400-25002 Moonsso Spain / Ypxeuma C.A., ApHay-ne-Bunanosa,
API information / HIDOXIIOPH P h I;[ anpec 22-42, 08105 Cant-®ocr-ne-Kamncenrensc,
HAudopmanus 06 P pHa Al wap Bapceinona, cnanus
ADC Mometasone MTC- Mfg by & | Sterling S.p.A., Via della Carboneria 30,
Furoate / Batch No / address / | Solomeo di Corciano (PG), 06073, Italy /
003/25
MowmertaszoHa Cepus Ne L25433A1 Hpousso | Crepnunr C.n.A., Bua nenna Kapbonepus 30,
dbypoat a. v aapec | Cosomeo au Kopuano (PG), 06073, Utanus
No TESTS / MOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATION / PE3YJIbTATbBI
6. Weight of dose released / Individual dose / OTaeasnast x03a:

Minimum / Muaumym: 94.0 % /94,0%
Maximum / Makcumym: 109.3% /109,3%
Average / Cpennee: 105.7 % 105,7%

90 % uactur pazmepom Meree 10 MKkM

100 % of < 30 pum particles /
100 % wactum pasmepom MeHee 30 MKM

7. Weight of vial contents / For 75 doses: not less than 9.52 g / 993 ¢g/
Macca cogepxumMoro gpiakoHa Hns 75 nos: He menee 9,52 T 9931
8. Number of doses / Koamuecrso 103 | For 75 doses: not less than 75 doses 114 doses / 114 no3
(disregard the first pumping). /
st 75 no3: He Mmenee 75 103 (He cunTas
MEPBUYHYIO MPOKAYKY)
9. Particle size / Pazmep uacTun 90 % of < 10 um particles / 100 % / 100 %

100 %/ 100 %

Prepared by / IloarorosJjieHo Checked by / IIpoBepeno

Approved by / Ono6peno

IST

aabdbe4dc-6c64-4aad-b9b9-55de88c2aa37

Signature / Yogesh Mehta Arun Patyal
IMoanuceh g m Y
Date / Jara 29 May 2026 11:23:53

IST

Sé ,a 5 S, Shailendra Singh
29 May 2026 13:35:17 29 May 2026 13:42:25

c8185c2c-ae86-4590-9d65-3d03424bcall | 2f076ebd-9492-4934-9ae6-03e4370283cd
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Name / DUO Yogesh Kumar Mehta Arun Patyal Shailendra Singh
Designation / Sr. Officer -QA Sr. Officer -QA Manager -QA
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Certificate of Analysis for Finished Product /
CepTuduKaT aHAIHM32 HA TOTOBYIO NPOAYKINIO

PageSof 11/ Crp.S5u3 11

Name of product /
HaumeHoBaHHe MPOTYKIHHA

Momate Rhino Advance /
Mowmart Puno Ansanc

Generic name /
HenaTenToBanHoe
HauMeHOBaHHUe

Azelastine + Mometasone metered-dose nasal spray /
A3enacTvH + MOMETa30H CIIpel Ha3aJlbHbIA JO3UPOBAHHBIN

JeiicTBylolue BemecTsa

Each spray delivers / Kaxxgas no3a crpest Conepxur:
Mometasone Furoate BP 50 pg / Momerasona ¢ypoar bpur.d. 50 Mxr
Azelastine Hydrochloride BP 140 pg / Azenactuna runpoxiopus bput.®. 140 mxr

140 pg + 50 pg / dose Date of Mfg. /
Strength / Jlosuposka 140 mxr + 50 mkr / m03a JlaTa npou3BoacTBa 04/2026
Dosage form / Meterued-dose nasval spray / ) Date of Exp. / Tozen 110 03/2028
JlekapcTBeHnnas popma Crpeii Ha3aJIbHBIN JO3UPOBAHHBIN
product code SRU0300082460401GS Date of release / Jlata bimycka 12.05.2026
O/I MPOAYKTA
o Qty. Released / 34780 BOT
Batch No / Cepusi Ne 12260464 A Ko.M4ecTBO BLIYIIEH0 34780 dnaxonos
Batch size / Pasmep cepun 37815 bot / 37815 quaxoros %’[fg. License No. / MNB/10/832
POM3BOACTBEHHAS JIuIeH3us Ne
Inspection Lot No 040000659411 Mfg. License Date / 17/12/2027
KonTposupyemas cepusi Ne IIpousBoacTBeHHasi JuneH3us (1aTa)
. GMP Compliance certificate Data / 01.04.2024
Package size / YnakoBka 75 doses / 75 no3 GMP ceprudukar (1ata)
. GMP Compliance certificate No / GMP/EAEU/RU/
Market / Peinok Russia / Poccus GMP cepruduicar Ne 01220-2024
Reference specification No / STP No / STP-CC-
Crnenupuxanus Ne SPC-CC-051325 CIIA Ne 037517
Azelastine Mfg by & Urquima S.A., Arnau de Vilanova, 22-42,
. 08105 Sant Fost DE Campsentelles, Barcelona,
Hydrochloride / Batch No / address / .
AsenacTiia Cepust No F400-25002 Moonsso Spain / Ypxeuma C.A., ApHay-ne-Bunanosa,
API information / - HOXJTTI;HH P h I;[ anpec 22-42, 08105 Cant-®ocr-ne-Kamncenrensc,
HAudopmanus 06 P pHa Al wap Bapceinona, cnanus
ADC Mometasone MTC- Mfg by & | Sterling S.p.A., Via della Carboneria 30,
Furoate / Batch No / address / | Solomeo di Corciano (PG), 06073, Italy /
003/25
MowmeTta3oHa Cepus Ne L25433A1 Hpousso | Crepnunr C.n.A., Bua nenna Kapbonepus 30,
dbypoat a. v aapec | Cosomeo au Kopuano (PG), 06073, Utanus
No TESTS / MTOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATION / PE3YJIBTATBI

OTCYTCTBOBAThH

> 30 pum particles should be absent /
Yacruup! 6oiee 30 MKM TOJKHBI

Absent / OTCyTCTBYIOT

CenquMeHTAIIMOHHAS
YCTOHYHUBOCTH

10. | Sedimentation Stability /

Not less than 5 min / He menee 5 mun

5 min/ 5 MuH.

11. | Impurities / Ilpumecu

a) Azelastine hydrochloride /
A3enacmuna zuopoxnopuoa:
Individual unidentified impurity /

EnvHuYHasS HEHICHTU()UIIUPOBAHHAS

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

0.020%(Below LOQ)/ 0,020% (Hwxe
IIKO)

NPUMECh
Total impurities / Cymma npumeceit | Not more than 2.0 % / He Gosnee 2,0 % Below LOQ/ Hmxe ITIKO
b) Mometasone furoate /
Momemaszona gpypoama
Impurity D / [Tpumecs D Not more than 1.0 % / He 6onee 1,0 % 0.02%/ 0,02%
Prepared by / IloarorosJjieHo Checked by / IIpoBepeno Approved by / Ono6peno

Signature / Yogesh Mehta Arun Patyal ) y { Shailendra Singh

Moanuck m

Date / TaTa 29 May 2026 11:23:53 29 May 2026 13:35:17 29 May 2026 13:42:25

IST IST IST

aabdbedc-6c64-4aad-b9b9-55de88c2aal37 | c8185c2c-ae86-4590-9d65-3d03424bcall | 2f076ebd-9492-4934-9ae6-03e4370283cd

Name / ®DHO Yogesh Kumar Mehta Arun Patyal Shailendra Singh

Designation / Sr. Officer -QA Sr. Officer -QA Manager -QA
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Certificate of Analysis for Finished Product /
CepTuduKaT aHAIHM32 HA TOTOBYIO NPOAYKINIO

Page 6 of 11/ Ctp. 6 m3 11

Name of product / Momate Rhino Advance /
HaumenoBanue npogykuun | Momat Puno AnBanc
Generic name / Azelastine + Mometasone metered-dose nasal spray /
HenarentroBannoe o o o
A3eacTHH + MOMETA30H CIpeil Ha3albHbIH 103UPOBAHHBIIL
HaNMeHOBaHHe
Each spray delivers / Kaxxgas no3a crpest Conepxur:
JelicTBylo1ue BelecTsa Mometasone Furoate BP 50 pg / Momerasona ¢ypoar bpur.d. 50 Mxr
Azelastine Hydrochloride BP 140 pg / Azenactuna runpoxiopus bput.®. 140 mxr
140 pg + 50 pg / dose Date of Mfg. /
Strength / Jlosuposka 140 mxr + 50 mkr / m03a JlaTa npou3BoacTBa 04/2026
Dosage form / Meterued-dose nasval spray / ) Date of Exp. / Tozen 110 03/2028
JlekapcTBeHHas gopma Crpeit Ha3aJIbHbIH 103UPOBAHHBII
product code SRU0300082460401GS Date of release / lata poimycka 12.05.2026
O/I MPOAYKTA
Qty. Released / 34780 BOT
Batch No / Cepus Ne 12260464 A KoJMuecTBo BLIMYIeHo 34780 (raxorios
Batch size / Pasmep cepun 37815 bot / 37815 quaxoros %’[fg. License No. / MNB/10/832
POM3BOACTBEHHAS! JIHLEeH3us Ne
Inspection Lot No 040000659411 Mfg. License Date / 17/12/2027
KonTposupyemas cepusi Ne IIpousBoacTBeHHasi JuneH3us (1aTa)
. GMP Compliance certificate Data / 01.04.2024
Package size / YnakoBka 75 doses / 75 no3 GMP ceprudukar (1ata)
. GMP Compliance certificate No / GMP/EAEU/RU/
Market / Peinok Russia / Poccus GMP cepruduicar Ne 01220-2024
Reference specification No / STP No / STP-CC-
Crnenupuxanus Ne SPC-CC-051325 CIIA Ne 037517
Azelastine Mfg by & Urquima S.A., Arnau de Vilanova, 22-42,
. 08105 Sant Fost DE Campsentelles, Barcelona,
Hydrochloride / Batch No / address / .
AsenacTiia Cepust No F400-25002 Tponsso Spain / Ypxeuma C.A., ApHay-ne-Bunanosa,
API information / HIDOXIIOPH h W ATDec 22-42, 08105 Cant-®ocr-ne-Kamncenrensc,
HAudopmanus 06 P pHa Al wap Bapceinona, cnanus
ADC Mometasone MTC- Mfg by & | Sterling S.p.A., Via della Carboneria 30,
Furoate / Batch No / address / | Solomeo di Corciano (PG), 06073, Italy /
003/25
Mowmera3ona Cepust Ne L25433A1 Hpouszeo | Crepaunr C.n.A., Bua nenna Kap6onepus 30,
dbypoat a. v aapec | Cosomeo au Kopuano (PG), 06073, Utanus
No TESTS / TOKA3ATEJIN LIMITS / TPEBOBAHMUSI OBSERVATION / PE3VYJIBTATHI

Individual unidentified impurity /
Enunuynas HeuaeHTHUIHUPOBAHHAST
pUMeCh

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

0.1%/0,1%

Total impurities / Cymma mpumeceit Not more than 2.0 % / He 6onee 2,0 % 0.4%/0,4%
Prepared by / IloarorosJjieHo Checked by / IIpoBepeno Approved by / Ono6peno
Signature / Yogesh Mehta Arun Patyal ) y { Shailendra Singh
Hopmuce m
Date / TaTa 29 May 2026 11:23:53 29 May 2026 13:35:17 29 May 2026 13:42:25
IST IST IST

aabdbe4c-6c64-4aad-b9b9-55de88c2aal37 | c8185c2c-ae86-4590-9d65-3d03424bcall | 2f076ebd-9492-4934-9ae6-03e4370283cd
Name / DUO Yogesh Kumar Mehta Arun Patyal Shailendra Singh
Designation / Sr. Officer -QA Sr. Officer -QA Manager -QA
Jlo/zKHOCTH

FCM/QA054/08.00
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Certificate of Analysis for Finished Product /
CepTuduKaT aHAIHM32 HA TOTOBYIO NPOAYKINIO

Page 7 of 11/ Ctp. 73 11

Name of product / Momate Rhino Advance /
HaumenoBanue npogykuun | Momat Puno AnBanc
Generic name / Azelastine + Mometasone metered-dose nasal spray /
HenarentroBannoe o o o
A3eacTHH + MOMETA30H CIpeil Ha3albHbIH 103UPOBAHHBIIL
HaNMeHOBaHHe
Each spray delivers / Kaxxgas no3a crpest Conepxur:
JelicTBylo1ue BelecTsa Mometasone Furoate BP 50 pg / Momerasona ¢ypoar bpur.d. 50 Mxr
Azelastine Hydrochloride BP 140 pg / Azenactuna runpoxiopus bput.®. 140 mxr
140 pg + 50 pg / dose Date of Mfg. /
Strength / Jlosuposka 140 mxr + 50 mkr / m03a JlaTa npou3BoacTBa 04/2026
Dosage form / Meterued-dose nasval spray / ) Date of Exp. / Tozen 110 03/2028
JlekapcTBeHHas gopma Crpeit Ha3aJIbHbIH 103UPOBAHHBII
product code SRU0300082460401GS Date of release / lata poimycka 12.05.2026
O/I MPOAYKTA
Qty. Released / 34780 BOT
Batch No / Cepus Ne 12260464 A KoJMuecTBo BLIMYIeHo 34780 (raxorios
Batch size / Pasmep cepun 37815 bot / 37815 quaxoros %’[fg. License No. / MNB/10/832
POM3BOJICTBEeHHAS JIHIeH3Hs Ne
Inspection Lot No 040000659411 Mfg. License Date / 17/12/2027
KonTposupyemas cepusi Ne IIpousBoacTBeHHasi JuneH3us (1aTa)
. GMP Compliance certificate Data / 01.04.2024
Package size / YnakoBka 75 doses / 75 no3 GMP ceprudukar (1ata)
. GMP Compliance certificate No / GMP/EAEU/RU/
Market / Peinok Russia / Poccus GMP cepruduicar Ne 01220-2024
Reference specification No / STP No / STP-CC-
Crnenupuxanus Ne SPC-CC-051325 CIIA Ne 037517
Azelastine Mfg by & Urquima S.A., Arnau de Vilanova, 22-42,
. 08105 Sant Fost DE Campsentelles, Barcelona,
Hydrochloride / Batch No / 400-25002 address / Spain / C
Ase1acTHHA Cepun Ne F400-25 TIpousso pain / Ypksuma C.A., Apnay-ne-Bunanosa,
API information / HIDOXIIOPH h W ATDec 22-42, 08105 Cant-®ocr-ne-Kamncenrensc,
HAudopmanus 06 P pHa Al wap Bapceinona, cnanus
ADC Mometasone MTC- Mfg by & | Sterling S.p.A., Via della Carboneria 30,
Furoate / Batch No / address / | Solomeo di Corciano (PG), 06073, Italy /
003/25
Mowmera3ona Cepust Ne L25433A1 Hpouszeo | Crepaunr C.n.A., Bua nenna Kap6onepus 30,
dbypoat a. v aapec | Cosomeo au Kopuano (PG), 06073, Utanus

12. | Uniformity of delivered dose /
OIHOPOIHOCTH A0CTABJISIEMOM
J03bI

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

mean;

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

If 2 or 3 results are outside 75 — 125 %, test
other 20 doses. Not more than 3 of 30
values may be outside 75 — 125 % range
and all the values should be within 65 to
135%/

9 u3 10 no3: ot 75 % 1o 125 % ot
CPEIHETO 3HAUCHHS

10 u3 10 mo3: ot 65 % 1o 135 % ot
CPEIHETO 3HAYCHHS

Ecnu 2 unu 3 pe3yipraTa BEIAJAOT U3
npenenoB 75 — 125 %, ucnpitanue
npoBogAr ¢ 20 npyrumu goszamu. He
Oosee 3 u3 30 3HAaYCHUI MOT'YT BBIXOJHUTh
3a npezensl 75 — 125 %, u Bce 3HaYeHHA
JIOJDKHBI OBITH B MIpEieiax oT 65 1o

135 %.

Azelastine Hydrochloride /
A3zenacTHHA THIPOXJIOPHA:

Minimum / Muaumym: 97%
Maximum / Makcumym: 103 %
Average / Cpennee: 100 %

Mometasone Furoate /
MomeTa3ona ¢ypoar:

Minimum / Muanmym: 98 %,
Maximum / Makcumym: 103 %,
Average / Cpennee: 100 %

Prepared by / IloarorosJjieHo Checked by / IIpoBepeno Approved by / Ono6peno
Signature / Yogesh Mehta Arun Patyal ) y { Shailendra Singh
Hopmuce m
Date / Jlata 29 May 2026 11:23:53 29 May 2026 13:35:18 29 May 2026 13:42:25
IST IST IST

aabdbe4c-6c64-4aad-b9b9-55de88c2aal37 | c8185c2c-ae86-4590-9d65-3d03424bcall | 2f076ebd-9492-4934-9ae6-03e4370283cd
Name / DUO Yogesh Kumar Mehta Arun Patyal Shailendra Singh
Designation / Sr. Officer -QA Sr. Officer -QA Manager -QA
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Certificate of Analysis for Finished Product /
CepTuduKaT aHAIHM32 HA TOTOBYIO NPOAYKINIO

Page 8 of 11/ Ctp. 8 m3 11

Name of product / Momate Rhino Advance /
HaumenoBanue npogykuun | Momat Puno AnBanc
Generic name / Azelastine + Mometasone metered-dose nasal spray /
HenarenroBanHoe o o .
A3eacTHH + MOMETA30H CIpeil Ha3albHbIH 103UPOBAHHBIIL
HaNMeHOBaHHe
Each spray delivers / Kaxxgas no3a crpest Conepxur:
JelicTBylo1ue BelecTsa Mometasone Furoate BP 50 pg / Momerasona ¢ypoar bpur.d. 50 Mxr
Azelastine Hydrochloride BP 140 pg / Azenactuna runpoxiopus bput.®. 140 mxr
140 pg + 50 pg / dose Date of Mfg. /
Strength / Jlosuposka 140 mxr + 50 mkr / m03a JlaTa npou3BoacTBa 04/2026
Dosage form / Meterued-dose nasval spray / ) Date of Exp. / Tozen 110 03/2028
JlekapcTBeHHas gopma Crpeit Ha3aJIbHbIH 103UPOBAHHBII
product code SRU0300082460401GS Date of release / lata poimycka 12.05.2026
O/I MPOAYKTA
Qty. Released / 34780 BOT
Batch No / Cepus Ne 12260464 A KoJMuecTBo BLIMYIeHo 34780 (raxorios
Batch size / Pasmep cepun 37815 bot / 37815 quaxoros %’[fg. License No. / MNB/10/832
POM3BOJICTBEeHHAS JIHIeH3Hs Ne
Inspection Lot No 040000659411 Mfg. License Date / 17/12/2027
KonTposupyemas cepusi Ne IIpousBoacTBeHHasi JuneH3us (1aTa)
. GMP Compliance certificate Data / 01.04.2024
Package size / YnakoBka 75 doses / 75 no3 GMP ceprudukar (1ata)
. GMP Compliance certificate No / GMP/EAEU/RU/
Market / Peinok Russia / Poccus GMP cepruduicar Ne 01220-2024
Reference specification No / STP No / STP-CC-
Crnenupuxanus Ne SPC-CC-051325 CIIA Ne 037517
Azelastine Mfg by & Urquima S.A., Arnau de Vilanova, 22-42,
. 08105 Sant Fost DE Campsentelles, Barcelona,
Hydrochloride / Batch No / 400-25002 address / Spain / C
Ase1acTHHA Cepun Ne F400-25 TIpousso pain / Ypksuma C.A., Apnay-ne-Bunanosa,
API information / HIDOXIIOPH h W ATDec 22-42, 08105 Cant-®ocr-ne-Kamncenrensc,
HAudopmanus 06 P pHa Al wap Bapceinona, cnanus
ADC Mometasone MTC- Mfg by & | Sterling S.p.A., Via della Carboneria 30,
Furoate / Batch No / address / | Solomeo di Corciano (PG), 06073, Italy /
003/25
MowmeTta3oHa Cepus Ne L25433A1 Hpousso | Crepnunr C.n.A., Bua nenna Kapbonepus 30,
dbypoat a. v aapec | Cosomeo au Kopuano (PG), 06073, Utanus
No TESTS / HOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIBTATbBI
13. | Microbiological purity / MukpoouoJiornyeckasi YucTora

Total aerobic microbial count /
OO0ree 4nco adpoOHBIX
MHUKPOOPTaHU3MOB

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

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

Total yeast and moulds count /
OO01iee YnCIIo IPOAIKEBEIX U
IUICCHEBBIX TPHOOB

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

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

Pseudomonas aeruginosa Absence per 1 ml of the product / | Absent/OrcyrcrByer
OtcyrcrBue B 1 M1 npenapara
Staphylococcus aureus Absence per 1 ml of the product / | Absent/OrcyrcTByer
OtcyrcrBue B 1 M1 npenapara
14. | Assay / KosimuecTBeHHOE onpe/e/ieHHe
a) Azelastine hydrochloride / 85 to 115 % of azelastine hydrochloride | 101 %
A3enacTHHA THAPOXJIOPHU/ label claim / Or 85% mo 115% or
3asBJICHHOTO  KOJIMYECTBA  a3eJIaCTHHA
THPOXJIOpHAA
Prepared by / IloarorosJjieHo Checked by / IIpoBepeno Approved by / Ono6peno
Signature / Yogesh Mehta Arun Patyal ) | Shailendra Singh
Hopmuce m
Date / Jlata 29 May 2026 11:23:53 29 May 2026 13:35:18 29 May 2026 13:42:25
IST IST IST
aabdbe4c-6c64-4aad-b9b9-55de88c2aa37 | c8185c2c-ae86-4590-9d65-3d03424bcall | 2f076ebd-9492-4934-9ae6-03e4370283cd
Name / DUO Yogesh Kumar Mehta Arun Patyal Shailendra Singh
Designation / Sr. Officer -QA Sr. Officer -QA Manager -QA
JL0JIZKHOCTD
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Certificate of Analysis for Finished Product /
CepTuduKaT aHAIHM32 HA TOTOBYIO NPOAYKINIO

Page9of 11/ Ctp.9m3 11

Name of product /
HaumeHoBaHHe MPOTYKIHHA

Momate Rhino Advance /
Mowmart Puno Ansanc

Generic name /
HenaTenToBanHoe
HauMeHOBaHHUe

Azelastine + Mometasone metered-dose nasal spray /
A3enacTvH + MOMETa30H CIIpel Ha3aJlbHbIA JO3UPOBAHHBIN

JeiicTBylolue BemecTsa

Each spray delivers / Kaxxgas no3a crpest Conepxur:
Mometasone Furoate BP 50 pg / Momerasona ¢ypoar bpur.d. 50 Mxr
Azelastine Hydrochloride BP 140 pg / Azenactuna runpoxiopus bput.®. 140 mxr

140 pg + 50 pg / dose Date of Mfg. /
Strength / Jlosuposka 140 mxr + 50 mkr / m03a JlaTa npou3BoacTBa 04/2026
Dosage form / Meterued-dose nasval spray / ) Date of Exp. / Tozen 110 03/2028
JlekapcTBeHnnas popma Crpeii Ha3aJIbHBIN JO3UPOBAHHBIN
product code SRU0300082460401GS Date of release / Jlata bimycka 12.05.2026
O/I MPOAYKTA
Qty. Released / 34780 BOT
Batch No / Cepus Ne 12260464 A KoJMuecTBo BLIMYIeHo 34780 (raxorios
Batch size / Pasmep cepun 37815 bot / 37815 quaxoros %’[fg. License No. / MNB/10/832
pON3BOACTBEHHAs NI EH3us Ne
Inspection Lot No 040000659411 Mfg. License Date / 17/12/2027
KonTposupyemas cepusi Ne IIpousBoacTBeHHasi JuneH3us (1aTa)
. GMP Compliance certificate Data / 01.04.2024
Package size / YnakoBka 75 doses / 75 no3 GMP ceprudukar (1ata)
. GMP Compliance certificate No / GMP/EAEU/RU/
Market / Peinok Russia / Poccus GMP cepruduicar Ne 01220-2024
Reference specification No / STP No / STP-CC-
Crnenupuxanus Ne SPC-CC-051325 CIIA Ne 037517
Azelastine Mfg by & Urquima S.A., Arnau de Vilanova, 22-42,
. 08105 Sant Fost DE Campsentelles, Barcelona,
Hydrochloride / Batch No / 400-25002 address / Spain / C
Ase1acTHHA Cepun Ne F400-25 TIpousso pain / Ypksuma C.A., Apnay-ne-Bunanosa,
API information / HIDOXIIOPH h W ATDec 22-42, 08105 Cant-®ocr-ne-Kamncenrensc,
HAudopmanus 06 P pHa Al wap Bapceinona, cnanus
ADC Mometasone MTC- Mfg by & | Sterling S.p.A., Via della Carboneria 30,
Furoate / Batch No / address / Solomeo di Corciano (PG), 06073, Italy /
003/25
MowmeTta3oHa Cepus Ne L25433A1 Hpousso | Crepnunr C.n.A., Bua nenna Kapbonepus 30,
dbypoat a. v aapec | Cosomeo au Kopuano (PG), 06073, Utanus
No TESTS / MOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATION / PE3YJIBTATBI
b) Mometasone furoate / 85 to 115 % of mometasone furoate label | 106 %
MomeTazona ¢pypoart claim/ Ot 85 % no 115 % ot 3assBNEeHHOTO
KOJIMYecTBa MOMeTa30Ha (pypoara
¢) Benzalkonium chloride / 80 % to 120 % of benzalkonium chloride | 95 %
Ben3zajikoHus xJopuaa label claim / Ot 80% mo 120% or
3asBIICHHOTO KOJHMYECTBAa OCH3aJIKOHHS
XJI0pHIa
Prepared by / IloarorosJjieHo Checked by / IIpoBepeno Approved by / Ono6peno
Signature / Yogesh Mehta Arun Patyal ) y { Shailendra Singh
Moanuck m
Date / Jlata 29 May 2026 11:23:53 29 May 2026 13:35:18 29 May 2026 13:42:25
IST IST IST
aabdbedc-6c64-4aad-b9b9-55de88c2aa37 | c8185c2c-ae86-4590-9d65-3d03424bcall | 2f076ebd-9492-4934-9ae6-03e4370283cd
Name / DUO Yogesh Kumar Mehta Arun Patyal Shailendra Singh
Designation / Sr. Officer -QA Sr. Officer -QA Manager -QA
Jlo/zKHOCTH
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Certificate of Analysis for Finished Product /
CepTuduKaT aHAIHM32 HA TOTOBYIO NPOAYKINIO

Page 10 of 11/ Ctp. 10 w3 11

Name of product / Momate Rhino Advance /
HaumenoBanue npogykuun | Momat Puno AnBanc
Generic name / Azelastine + Mometasone metered-dose nasal spray /
HenarentroBannoe o o o
A3eacTHH + MOMETA30H CIpeil Ha3albHbIH 103UPOBAHHBIIL
HaNMeHOBaHHe
Each spray delivers / Kaxxgas no3a crpest Conepxur:
JelicTBylo1ue BelecTsa Mometasone Furoate BP 50 pg / Momerasona ¢ypoar bpur.d. 50 Mxr
Azelastine Hydrochloride BP 140 pg / Azenactuna runpoxiopus bput.®. 140 mxr
140 pg + 50 pg / dose Date of Mfg. /
Strength / Jlosuposka 140 mxr + 50 mkr / m03a JlaTa npou3BoacTBa 04/2026
Dosage form / Meterued-dose nasval spray / ) Date of Exp. / Tozen 110 03/2028
JlekapcTBeHHas gopma Crpeit Ha3aJIbHbIH 103UPOBAHHBII
product code SRU0300082460401GS Date of release / lata poimycka 12.05.2026
O/I MPOAYKTA
Qty. Released / 34780 BOT
Batch No / Cepus Ne 12260464 A KoJMuecTBo BLIMYIeHo 34780 (raxorios
Batch size / Pasmep cepun 37815 bot / 37815 quaxoros %’[fg. License No. / MNB/10/832
POM3BOJICTBEeHHAS JIHIeH3Hs Ne
Inspection Lot No 040000659411 Mfg. License Date / 17/12/2027
KonTposupyemas cepusi Ne IIpousBoacTBeHHasi JuneH3us (1aTa)
. GMP Compliance certificate Data / 01.04.2024
Package size / YnakoBka 75 doses / 75 no3 GMP ceprudukar (1ata)
. GMP Compliance certificate No / GMP/EAEU/RU/
Market / Peinok Russia / Poccus GMP cepruduicar Ne 01220-2024
Reference specification No / STP No / STP-CC-
Crnenupuxanus Ne SPC-CC-051325 CIIA Ne 037517
Azelastine Mfg by & Urquima S.A., Arnau de Vilanova, 22-42,
. 08105 Sant Fost DE Campsentelles, Barcelona,
Hydrochloride / Batch No / address / .
AsenacTiia Cepust No F400-25002 Tponsso Spain / Ypxeuma C.A., ApHay-ne-Bunanosa,
API information / HIDOXIIOPH h W ATDec 22-42, 08105 Cant-®ocr-ne-Kamncenrensc,
HAudopmanus 06 P pHa Al wap Bapceinona, cnanus
ADC Mometasone MTC- Mfg by & | Sterling S.p.A., Via della Carboneria 30,
Furoate / Batch No / address / | Solomeo di Corciano (PG), 06073, Italy /
003/25
Mowmera3ona Cepust Ne L25433A1 Hpouszeo | Crepaunr C.n.A., Bua nenna Kap6onepus 30,
dbypoat a. v aapec | Cosomeo au Kopuano (PG), 06073, Utanus
No TESTS / HOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATION / PE3VYJIBTATHI

YHAKOBKH

15. | Package appearance / Onucanue

75 doses into a HDPE vial equipped with a
dosing device and a nasal adapter with a
protective cap. A vial and a patient
information leaflet in a carton pack. / ITo
75 no3 Bo diakon u3 [1IBII, cHaGkeHHBIN
JO3HMPYIOIINM YCTPOUCTBOM M Ha3albHBIM
aIanTepoM C 3alIMTHBIM  KOJIAYyKOM.
®1akoH c UHCTPYKIMEH o
ME/IMIIMHCKOMY TPUMEHCHHIO MOMEIIA0T
B KAPTOHHYIO [a4KYy.

75 doses into a HDPE vial equipped with a
dosing device and a nasal adapter with a
protective cap. A vial and a patient
information leaflet in a carton pack. / ITo 75
no3 Bo (umakon u3 [IOBII, cHaGxeHHbII
JIO3UPYIOIMM YCTPOWCTBOM M Ha3aJbHBIM
aJlanTepoM C 3aIUTHBIM KoJmaykoM. DakoH
c UHCTPYKLMEH no MEIUIUHCKOMY
NMPUMEHECHHIO I[IOMEUIAIOT B KapTOHHYIO
MavKy.

16. | Labeling / MapkupoBka

In compliance with section 1.3.2 of
Module 1. / B cooTBeTcTBHE ¢ pa3neioM
1.3.2. Mmogyist 1 perucTpanuoOHHOrO I0ChE.

Complies / CooTBeTCcTBYET

XpaHeHHs

17. | Storage conditions / YciaoBus

At temperature of 15 °C to 25 °C. Do not freeze. / [Ipu Temneparype ot 15 °C g0 25 °C. He

3aMOpaKuBaTh.

18. | Shelf-life (storage period) / Cpox
TOHOCTH (XpaHeHus )

2 years. / 2 rona.

Prepared by / IloarorosJjieHo Checked by / IIpoBepeno Approved by / Ono6peno
Signature / Yogesh Mehta Arun Patyal ) y { Shailendra Singh
Hopmuce m
Date / Jlata 29 May 2026 11:23:54 29 May 2026 13:35:18 29 May 2026 13:42:25
IST IST IST
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Designation / Sr. Officer -QA Sr. Officer -QA Manager -QA
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A new way for a new world

Certificate of Analysis for Finished Product /

CepTuduKaT aHAIHM32 HA TOTOBYIO NPOAYKINIO

Page 11 of 11/ Crp. 11 w3 11

Name of product / Momate Rhino Advance /
HaumenoBanue npogykuun | Momat Puno AnBanc
Generic name / Azelastine + Mometasone metered-dose nasal spray /
HenarentroBannoe o o o
A3eacTHH + MOMETA30H CIpeil Ha3albHbIH 103UPOBAHHBIIL
HaNMeHOBaHHe
Each spray delivers / Kaxxgas no3a crpest Conepxur:
JelicTBylo1ue BelecTsa Mometasone Furoate BP 50 pg / Momerasona ¢ypoar bpur.d. 50 Mxr
Azelastine Hydrochloride BP 140 pg / Azenactuna runpoxiopus bput.®. 140 mxr
140 pg + 50 pg / dose Date of Mfg. /
Strength / Jlosuposka 140 mxr + 50 mkr / m03a JlaTa npou3BoacTBa 04/2026
Dosage form / Meterued-dose nasval spray / ) Date of Exp. / Tozen 110 03/2028
JlekapcTBeHHas gopma Crpeit Ha3aJIbHbIH 103UPOBAHHBII
product code SRU0300082460401GS Date of release / lata poimycka 12.05.2026
O/I MPOAYKTA
Qty. Released / 34780 BOT
Batch No / Cepus Ne 12260464 A KoJMuecTBo BLIMYIeHo 34780 (raxorios
Batch size / Pasmep cepun 37815 bot / 37815 quaxoros %’[fg. License No. / MNB/10/832
POM3BOACTBEHHAS! JIHLEeH3us Ne
Inspection Lot No 040000659411 Mfg. License Date / 17/12/2027
KonTposupyemas cepusi Ne IIpousBoacTBeHHasi JuneH3us (1aTa)
. GMP Compliance certificate Data / 01.04.2024
Package size / YnakoBka 75 doses / 75 no3 GMP ceprudukar (1ata)
. GMP Compliance certificate No / GMP/EAEU/RU/
Market / Peinok Russia / Poccus GMP cepruduicar Ne 01220-2024
Reference specification No / STP No / STP-CC-
Crnenupuxanus Ne SPC-CC-051325 CIIA Ne 037517
Azelastine Mfg by & Urquima S.A., Arnau de Vilanova, 22-42,
. 08105 Sant Fost DE Campsentelles, Barcelona,
Hydrochloride / Batch No / address / .
AsenacTiia Cepust No F400-25002 Tponsso Spain / Ypxeuma C.A., ApHay-ne-Bunanosa,
API information / HIDOXIIOPH h W ATDec 22-42, 08105 Cant-®ocr-ne-Kamncenrensc,
HAudopmanus 06 P pHa Al wap Bapceinona, cnanus
ADC Mometasone MTC- Mfg by & | Sterling S.p.A., Via della Carboneria 30,
Furoate / Batch No / address / | Solomeo di Corciano (PG), 06073, Italy /
003/25
Mowmera3ona Cepust Ne L25433A1 Hpouszeo | Crepaunr C.n.A., Bua nenna Kap6onepus 30,
dbypoat a. v aapec | Cosomeo au Kopuano (PG), 06073, Utanus

Any deviation/Incident/OOS:
OTtkioneHusi/HecooTBeTcTBUS1/OOC:

Artworks of primary package approved: / MakeTbl NepBUYHOI ynakoBKH yTBep:kaensl: 30.01.2023
Artworks of secondary package approved: MakeTbl BTOPUYHOIi ynakoBkH yTBep:kaeHbl: 30.01.2023

PIL approved: / UMII yrBepaxaen: 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. JIIT-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/Il0YeHHe 0 COOTBETCTBHH: HACTOSIINM MOATBEPIKAAIO, YTO MPEACTABICHHAs BBIMIE HHGOPMANUS SBISETCS JOCTOBEPHOIH M TOYHOM.
Jannast cepus ObLia NMpOU3BEACHA, BKIIIOYAs YHAKOBKY/MapKHPOBKY, M IPOKOHTPOJIMPOBAHA HA YKAa3aHHOH BBILIE IPOM3BOACTBEHHON
IUIOIIA/IKE B IIOJTHOM COOTBETCTBHH ¢ TpeboBanusmu Hamnexamei [IponsBoncreenHoii [Ipaktukn (GMP) n TpeGoBaHusIME HOPMaTUBHON
nokymentarmu JIIT-Ne(001749)-(PT'-RU)-300123 u yrBepxkaeHHo# crnemudukarmeir Ne SPC-CC-051325 . IIpoTokosl TPOU3BOJCTBA,
YIAKOBKH W TIPOBEJCHHBIX AHAINM30B JUI JAQHHOW CephH OBIIM NMPOAHAIM3HPOBAHBI M CAETAHO 3aKIIOYCHHE, YTO OHU COOTBETCTBYIOT
tpeboBanusam Hannexameit [Iponssoacteennoit [paktuxu (GMP).

Prepared by / IloarorosJjieHo

Checked by / IIpoBepeno Approved by / Ono6peno

Signature / Yogesh Mehta

Moanuck

Date / Tata 29 May 2026 11:23:54
IST
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