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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 /
A3enacTuH + 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 / mo3a JlaTa npou3BoacTBa 04/2026
Dosage form / Meterued-dose nasval spray / ) Date of Exp. / Tozen 110 03/2028
JlekapcTBeHnnas popma Crpeii Ha3aJIbHBIN JO3UPOBAHHBIN
product code SRU0300082460401 DM Date of release / Jlata bimycka 12.05.2026
O/I MPOAYKTA
o Qty. Released / 14980 BOT
Batch No / Cepusi Ne 12260468B KoJMueCTBO BLIMYIEHO 14980 raxoros
Batch size / Pasmep cepuu 16395bot / 16395 ¢pnakonos Mig. License No. / MNB/10/832
IIpousBoacTBeHHas JIMLEeH3UA Ne
Inspection Lot No 040000659550 Mfg. License Date / 17/12/2027
KonTposupyemas cepusi Ne IIpousBoacTBeHHasi JuneH3us (1aTa)
. GMP Compliance certificate Data / 01.04.2024
Package size / YnakoBka 150 doses / 150 no3 GMP ceprudukar (1ara)
. GMP Compliance certificate No / GMP/EAEU/RU/
Market / Poinok Russia / Poccus GMP ceprduicar Ne 01220-2024
Reference specification No / STP No / STP-CC-
Crnenupuxanus Ne SPC-CC-034990 CIIA Ne 026675
Mighy & | e A e 2 e
Hydrochloride / Batch No/ | F400-25002 | address / . p . ’
AsenacTia Cepust No F400-26001 | Tipomsso Spain / Ypkeuma C.A., ApHay-ne-Bunanosa,
API information / - HOX?SHH P h ) I;[ anpec 22-42, 08105 Canr-®ocr-ne-Kamncenrensc,
HAudopmanus 06 P pHa Al wap Bapceinona, Mcnanus
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

1. Appearance / Onucanue

White to off-white suspension / Benas wiun
nouTH Oestast CyCreH3us

Off-white suspension / [Touru 6emnas
CyCIIeH3Hs

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). / Bpems ynepxuBaHuUs

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. / Bpewmst yaepxuBaHUs

OJHOTO W3  OCHOBHBIX  IIMKOB Ha | OMHOTO W3  OCHOBHBIX NHKOB  Ha
XpOMaTorpaMMe  HCIBITYEMOTO  pacTBopa | XpoMaTOrpaMMe HCIBITYEeMOTO pacTBOpa
JIOJKHO COOTBETCTBOBATH BPEMEHH | COOTBETCTBYET BPEMEHH  YACpPKUBAHHS
yIep>KUBAHHS hiziel azelacTHHA | MUKAa  a3elacTWHAa THAPOXJIOpHIa  Ha
TUIPOXJIOpUIA Ha XpOMaTOrpaMMe | XpoMaTorpaMMe CTaHAAapTHOTO pacTBOpa.
CTaHIApTHOrO  pacTBopa  (CM.  paszen
«KonmuecTBeHHOE ONIpenieIeHNe).
Prepared by / IloaroToBJieHo Checked by / ITpoBepeHno Approved by / Ono6peno
Signature / Hoanucs Yogesh Mehta Arun Patyal , , | Shailendra Singh
Date / laTa W
29 May 2026 29 May 2026 29 May 2026
12:07:151ST 13:39:251ST 13:42:421ST
aabdbe4c-6c64-4aad-b9b9-55de88c2aa37 c8185c2c-ae86-4590-9d65-3d03424bcall 2f076ebd-9492-4934-9ae6-03e4370283cd
Name / ®HO Yogesh Kumar Mehta Arun Patyal Shailendra Singh
Designation / lozkHOCTD Senior Officer -QA Sr. Officer -QA Manager -QA
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Momate Rhino Advance /
Mowmart Puno Ansanc

Name of product /
HaumeHoBaHHe MPOTYKIHHA

Generic name /
HenaTenToBanHoe
HauMeHOBaHHUe

Azelastine + Mometasone metered-dose nasal spray /
A3enacTuH + 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 / mo3a JlaTa npou3BoacTBa 04/2026
Dosage form / Meterued-dose nasval spray / ) Date of Exp. / Tozen 110 03/2028
JlekapcTBeHnnas popma Crpeii Ha3aJIbHBIN JO3UPOBAHHBIN
product code SRU0300082460401DM Date of release / Jlata bimycka 12.05.2026
O/I MPOAYKTA
o Qty. Released / 14980 BOT
Batch No / Cepust Ne 12260468B KoJMueCTBO BLIMYIEHO 14980 raxoros
Batch size / Pasmep cepuu 16395bot / 16395 ¢pnakonos Mig. License No. / MNB/10/832
IIpousBoacTBeHHas JIMLEeH3UA Ne
Inspection Lot No 040000659550 Mfg. License Date / 17/12/2027
KonTposupyemas cepusi Ne IIpousBoacTBeHHasi JuneH3us (1aTa)
. GMP Compliance certificate Data / 01.04.2024
Package size / YnakoBka 150 doses / 150 no3 GMP ceprudukar (1ara)
. GMP Compliance certificate No / GMP/EAEU/RU/
Market / Poinok Russia / Poccus GMP ceprduicar Ne 01220-2024
Reference specification No / STP No / STP-CC-
Crnenupuxanus Ne SPC-CC-034990 CIIA Ne 026675
Azclastine Migby & | et st D Campsentlles, Bareelona
Hydrochloride / Batch No/ | F400-25002 | address / . 08 psenteties, Barceiond,
AsenacTia Cepust No F400-26001 | Tipomsso Spain / Ypkeuma C.A., ApHay-ne-Bunanosa,
API information / - HOXJTTI;HH P h ) I;[ anpec 22-42, 08105 Canr-®ocr-ne-Kamncenrensc,
HAudopmanus 06 P pHa Al wap Bapceinona, Mcnanus
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) / Bpems yaepxuBaHUsS
OJJHOTO W3  OCHOBHBIX  IIHKOB  Ha
XpOMaTorpaMMe  HCIIBITYEMOTO  PacTBOpa
JIOIDKHO COOTBETCTBOBATH BPEMCHH
yIepXKUBaHHS THKa MOMETa30Ha (ypoaTa Ha
XpoMaTorpaMme CTaHIapTHOTrO pacTBopa (CM.

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. / Bpemst yaepKHBaHHs OJHOTO H3
OCHOBHBIX IHKOB Ha XpOMaTorpamme
UCHBITYEMOTO  PacTBOpa  COOTBETCTBYET
BpPEMEHU yﬂepmusaﬂnﬂ IMMKa MOMETa30Ha
(bypoara Ha XpoMaTorpaMMe CTaHAAPTHOTO
pacTBopa.

paszen «KonndecTBeHHOE OMpeIeieHHE).

Prepared by / IloaroToBJieHo Checked by / ITpoBepeHno Approved by / Ono6peno
Signature / IToanucs Yogesh Mehta Arun Patyal | , | Shailendra Singh
Date / laTa W
29 May 2026 29 May 2026 29 May 2026
12:07:151ST 13:39:251ST 13:42:421ST
aabdbe4c-6c64-4aad-b9b9-55de88c2aa37 c8185c2c-ae86-4590-9d65-3d03424bcall 2f076ebd-9492-4934-9ae6-03e4370283cd
Name / ®HO Yogesh Kumar Mehta Arun Patyal Shailendra Singh
Designation / lozkHOCTD Senior Officer -QA Sr. Officer -QA Manager -QA
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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 J103UPOBAHHBIIL
HaHMEHOBaHHe
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 / mo3a JlaTa npou3BoacTBa 04/2026
Dosage form / Meterued-dose nasval spray / ) Date of Exp. / Tozen 110 03/2028
JlekapcTBeHHas gopma Crpeit Ha3aJIbHbIH 103UPOBAHHBII
product code SRU0300082460401 DM Date of release / lata bmmycka 12.05.2026
O/I MPOAYKTA
Qty. Released / 14980 BOT
Batch No / Cepus Ne 12260468B KoJMueCTBO BLIMYIEHO 14980 raxoros
Batch size / Pasmep cepuu 16395bot / 16395 ¢pnakonos Mig. License No. / MNB/10/832
IIpousBoacTBeHHast JuLeH3usA Ne
Inspection Lot No 040000659550 Mfg. License Date / 17/12/2027
KonTposupyemas cepusi Ne IIpousBoacTBeHHasi JuneH3us (1aTa)
. GMP Compliance certificate Data / 01.04.2024
Package size / YnakoBka 150 doses / 150 no3 GMP ceprudukar (1ara)
. GMP Compliance certificate No / GMP/EAEU/RU/
Market / Poinok Russia / Poccus GMP ceprduicar Ne 01220-2024
Reference specification No / STP No / STP-CC-
Crnenupuxanus Ne SPC-CC-034990 CIIA Ne 026675
Migby | D S A e 2
Hydrochloride / Batch No/ | F400-25002 | address/ | o .> 00 "0% ©LF SADSEE E SAOE O
AnenacTuna Cepust Ne F400-26001 | IMpousso pain / Ypkeuma C.A., Apay-ne-Bunarosa,
API information / HIDOXIIOPH h W ATDec 22-42, 08105 Canr-®ocr-ne-Kamncenrensc,
HAudopmanus 06 P pHa Al wap Bapceinona, Mcnanus
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 / TPEBOBAHUSI OBSERVATION / PE3VJIBTATHI
¢) Benzalkonium chloride / The chromatogram of the test solution should | The chromatogram of the test solution
benzankonusa xnopuo demonstrate peaks corresponding to retention | demonstrates peaks corresponding to
HPLC / BWKX times of Cj;; and Cis homologues of | retention times of Ci» and Ci4 homologues
benzalkonium chloride in the chromatogram of | of  benzalkonium  chloride in the
standard solution (see "Assay" section). / Ha | chromatogram of standard solution. / Ha
XpoMaTorpaMMe  HCIBITYEMOr0  pacTBOpa | XpoMaTorpaMMe HCHBITYeMOro pacTBOpa
JIOJKHBI 00OHAPYKUBATHCS NHMKH, | OOHApYy)KMUBAIOTCS MTHKH, COOTBETCTBYIOIINE
COOTBETCTBYIOLIHE o BpEMEHaM | 0  BpEeMEHaM  yJCPKHUBaHUS  [THKaM
yrnepxuBanus mukam romosnioroB Cip u Cis | romosnoros Cis u Ci4 OeH3aIKOHHUS XJIOpUI
OCH3AIKOHMS XJIOpHJa Ha XpoMarorpamme | Ha XpoMaTorpaMmme CTAQHZAPTHOT'O
CTQaHIApTHOTO  pacTBopa  (CM.  paszmen | pactBopa.
«KonnyecTBeHHOE ONpeeICHIE).
3. pH 4.0t05.0/0t14,0105,0 4.554 /4,554
4 Density / IlioTHOCTD 0.90 to 1.10 g/em?/ 1.02 g/cm?
Ot 0,90 mo 1,10 r/em? 1,02 r/em?
5. Viscosity / Baskocts Not less than 5 cPs / He menee 5 clI3 41.7 cPs /41,7 cIlz
Prepared by / IloaroToBJieHo Checked by / ITpoBepeHno Approved by / Ono6peno
Signature / Hoanucs Yogesh Mehta Arun Patyal , , | Shailendra Singh
Date / laTa W
29 May 2026 29 May 2026 29 May 2026
12:07:15IST 13:39:26 IST 13:42:421ST
aabdbe4c-6c64-4aad-b9b9-55de88c2aa37 c8185c2c-ae86-4590-9d65-3d03424bcall 2f076ebd-9492-4934-9ae6-03e4370283cd
Name / ®HO Yogesh Kumar Mehta Arun Patyal Shailendra Singh
Designation / lozkHOCTD Senior Officer -QA Sr. Officer -QA Manager -QA
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Macca BbICBO00KIaeMOIi 103bI

OT 3as4BJICHHOI'O KOJIMYECTBa

Mean dose / Cpennsisi n03a:

110,0 % OT 3asIBJICHHOTO KOJMYECTBA

85.0-115.0 % of label claim / 85,0 — 115,0 %

90.0 to 110.0 % of of label claim / 90,0 —

Name of product / Momate Rhino Advance /
HaumenoBanue npogykuun | Momat Puno AnBanc
Generic name / Azelastine + Mometasone metered-dose nasal spray /
HenarenroBanHoe N o .
A3eacTHH + MOMETa30H cIpeil Ha3albHbIH J103UPOBAHHBIIL
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 / mo3a JlaTa npou3BoacTBa 04/2026
Dosage form / Meterued-dose nasval spray / ) Date of Exp. / Tozen 110 03/2028
JlekapcTBeHHas gopma Crpeit Ha3aJIbHbIH 103UPOBAHHBII
product code SRU0300082460401DM Date of release / lata poimycka 12.05.2026
O/I MPOAYKTA
Qty. Released / 14980 BOT
Batch No / Cepus Ne 12260468B KoJMueCTBO BLIMYIEHO 14980 raxoros
Batch size / Pasmep cepuu 16395bot / 16395 ¢pnakonos Mig. License No. / MNB/10/832
IIpousBoacTBeHHast JuLeH3usA Ne
Inspection Lot No 040000659550 Mfg. License Date / 17/12/2027
KonTposupyemas cepusi Ne IIpousBoacTBeHHasi JuneH3us (1aTa)
. GMP Compliance certificate Data / 01.04.2024
Package size / YnakoBka 150 doses / 150 no3 GMP ceprudukar (1ara)
. GMP Compliance certificate No / GMP/EAEU/RU/
Market / Poinok Russia / Poccus GMP ceprduicar Ne 01220-2024
Reference specification No / STP No / STP-CC-
Crnenupuxanus Ne SPC-CC-034990 CIIA Ne 026675
Azclasine Miby & | o0 Fot DE Campaentllc, Barcelona
Hydrochloride / Batch No/ | F400-25002 | address/ | o .~ 08 CA psenteties, Barceiond,
AnenacTuna Cepust Ne F400-26001 | IMpousso pain / Ypkeuma C.A., Apay-ne-Bunarosa,
API information / HIDOXIIOPH h W ATDec 22-42, 08105 Canr-®ocr-ne-Kamncenrensc,
HAudopmanus 06 P pHa Al wap Bapceinona, Mcnanus
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 / TOKA3ATEJIN LIMITS / TPEBOBAHUSI OBSERVATION / PE3VJIBTATHI
6. Weight of dose released / Individual dose / OTaenbHas no3a:

Minimum / Munumym: 94.6 % / 94,6%
Maximum / Makcumym: 109.9 % /109,9%
Average / Cpennee: 105.0 % / 105,0%

90 % uacruil pazmepom MeHee 10 Mkm

100 % of <30 pum particles /
100 % yactun pazmepom menee 30 MKM

7. Weight of vial contents / For 150 doses: not less than 14.175 g/ 14507 g/
Macca coaep:xkumoro ¢gaaxona Jus 150 no3: ve menee 14,175 14,507 r
8. Number of doses / KonmnuecTBo 103 | For 150 doses: not less than 150 doses 192 doses / 192 no3
(disregard the first pumping) / st 150 no3:
He MeHee 150 1103 (He cuurtas NepBUYHYIO
MPOKAUKY)
9. Particle size / Pazmep yacTun 90 % of < 10 um particles / 100 % / 100 %

100 % / 100 %

Prepared by / IloaroToBJieHo Checked by / ITpoBepeHno Approved by / Ono6peno
Signature / IToanucs Yogesh Mehta Arun Patyal | , | Shailendra Singh
Date / laTa W
29 May 2026 29 May 2026 29 May 2026
12:07:151ST 13:39:26 IST 13:42:421ST
aabdbe4c-6c64-4aad-b9b9-55de88c2aa37 c8185c2c-ae86-4590-9d65-3d03424bcall 2f076ebd-9492-4934-9ae6-03e4370283cd
Name / ®HO Yogesh Kumar Mehta Arun Patyal Shailendra Singh
Designation / lozkHOCTD Senior Officer -QA Sr. Officer -QA Manager -QA
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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 J103UPOBAHHBIIL
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 / mo3a JlaTa npou3BoacTBa 04/2026
Dosage form / Meterued-dose nasval spray / ) Date of Exp. / Tozen 110 03/2028
JlekapcTBeHHas gopma Crpeit Ha3aJIbHbIH 103UPOBAHHBII
product code SRU0300082460401DM Date of release / lata poimycka 12.05.2026
O/I MPOAYKTA
Qty. Released / 14980 BOT
Batch No / Cepus Ne 12260468B KoJMueCTBO BLIMYIEHO 14980 raxoros
Batch size / Pasmep cepuu 16395bot / 16395 ¢pnakonos Mig. License No. / MNB/10/832
IIpousBoacTBeHHast JuLeH3usA Ne
Inspection Lot No 040000659550 Mfg. License Date / 17/12/2027
KonTposupyemas cepusi Ne IIpousBoacTBeHHasi JuneH3us (1aTa)
. GMP Compliance certificate Data / 01.04.2024
Package size / YnakoBka 150 doses / 150 no3 GMP ceprudukar (1ara)
. GMP Compliance certificate No / GMP/EAEU/RU/
Market / Poinok Russia / Poccus GMP ceprduicar Ne 01220-2024
Reference specification No / STP No / STP-CC-
Crnenupuxanus Ne SPC-CC-034990 CIIA Ne 026675
Azelastine Miby & | o0 Fot DE Campaentllc, Barcelona
Hydrochloride / Batch No / F400-25002 | address / Spain / CA p ’ ’
AnenacTuna Cepust Ne F400-26001 | IMpousso pain / Ypkeuma C.A., Apay-ne-Bunarosa,
API information / HIDOXIIOPH h W ATDec 22-42, 08105 Canr-®ocr-ne-Kamncenrensc,
HAudopmanus 06 P pHa Al wap Bapceinona, Mcnanus
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 / TOKA3ATEJIN LIMITS / TPEBOBAHUSI OBSERVATION / PE3VJIBTATHI

6osee 30 MKkM JOJIKHBI OTCYTCTBOBATh

> 30 pum particles should be absent / YacTuiisi

Absent / OTCYTCTBYIOT

10. | Sedimentation Stability /
CenquMeHTAIIMOHHAS
YCTOHYHBOCTH

Not less than 5 min / He menee 5 mun

5 min /5 MuH.

11. | Impurities / [Ipumecu

a) Azelastine hydrochloride /
A3zenacmuna zudpoxnopuoa:

Individual unidentified impurity /

IIpUMECh

Ennauynas HenaeHTHOUIMPOBAHHAS

Not more than 0.89 % / He 6o1ee 0,89 %

Not Detected / He oOHapyxeHo

Total impurities / Cymma npumeceit

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

Not Detected / He oOHapyxeHO

Prepared by / IloaroToBJieHo Checked by / ITpoBepeHno Approved by / Ono6peno
Signature / IToanucs Yogesh Mehta Arun Patyal | , | Shailendra Singh
Date / laTa W
29 May 2026 29 May 2026 29 May 2026
12:07:151ST 13:39:26 IST 13:42:421ST
aabdbe4c-6c64-4aad-b9b9-55de88c2aa37 c8185c2c-ae86-4590-9d65-3d03424bcall 2f076ebd-9492-4934-9ae6-03e4370283cd
Name / ®HO Yogesh Kumar Mehta Arun Patyal Shailendra Singh
Designation / lozkHOCTD Senior 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 /
HaumeHoBaHHe MPOTYKIHHA

Momate Rhino Advance /
Mowmart Puno Ansanc

Generic name /
HenaTenToBanHoe
HauMeHOBaHHUe

Azelastine + Mometasone metered-dose nasal spray /
A3enacTuH + 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 / mo3a JlaTa npou3BoacTBa 04/2026
Dosage form / Meterued-dose nasval spray / ) Date of Exp. / Tozen 110 03/2028
JlekapcTBeHnnas popma Crpeii Ha3aJIbHBIN JO3UPOBAHHBIN
product code SRU0300082460401DM Date of release / Jlata bimycka 12.05.2026
O/I MPOAYKTA
o Qty. Released / 14980 BOT
Batch No / Cepust Ne 12260468B KoJMueCTBO BLIMYIEHO 14980 raxoros
Batch size / Pasmep cepuu 16395bot / 16395 ¢pnakonos Mig. License No. / MNB/10/832
IIpousBoacTBeHHas JIMLEeH3UA Ne
Inspection Lot No 040000659550 Mfg. License Date / 17/12/2027
KonTposupyemas cepusi Ne IIpousBoacTBeHHasi JuneH3us (1aTa)
. GMP Compliance certificate Data / 01.04.2024
Package size / YnakoBka 150 doses / 150 no3 GMP ceprudukar (1ara)
. GMP Compliance certificate No / GMP/EAEU/RU/
Market / Poinok Russia / Poccus GMP ceprduicar Ne 01220-2024
Reference specification No / STP No / STP-CC-
Crnenupuxanus Ne SPC-CC-034990 CIIA Ne 026675
Azclastine Migby & | et st D Campsentlles, Bareelona
Hydrochloride / Batch No/ | F400-25002 | address / . 08 psenteties, Barceiond,
AsenacTia Cepust No F400-26001 | Tipomsso Spain / Ypkeuma C.A., ApHay-ne-Bunanosa,
API information / - HOXJTTI;HH P h ) I;[ anpec 22-42, 08105 Canr-®ocr-ne-Kamncenrensc,
HAudopmanus 06 P pHa Al wap Bapceinona, Mcnanus
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 pypoama

Impurity D / ITpumecs D

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

0.02% / 0,02%

Individual unidentified impurity /
EnuHugHas HeHIeHTH(UIHPOBAHHAST
pUMeECh

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

0.1%/0,1%

Total impurities / Cymma npumeceit Not more than 2.0 % / He 6onee 2,0 % 0.3%/0,3%
Prepared by / IloaroToBJieHo Checked by / ITpoBepeHno Approved by / Ono6peno
Signature / Hoanucs Yogesh Mehta Arun Patyal , , | Shailendra Singh
Date / laTa W
29 May 2026 29 May 2026 29 May 2026
12:07:151ST 13:39:26 IST 13:42:4315T
aabdbe4c-6c64-4aad-b9b9-55de88c2aa37 c8185c2c-ae86-4590-9d65-3d03424bcall 2f076ebd-9492-4934-9ae6-03e4370283cd
Name / ®HO Yogesh Kumar Mehta Arun Patyal Shailendra Singh
Designation / lozkHOCTD Senior Officer -QA Sr. Officer -QA Manager -QA
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OIHOPOIHOCTH A0CTABJISIEMOM

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

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 J103UPOBAHHBIIL
HaHMEHOBaHHe
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 / mo3a JlaTa npou3BoacTBa 04/2026
Dosage form / Meterued-dose nasval spray / ) Date of Exp. / Tozen 110 03/2028
JlekapcTBeHHas gopma Crpeit Ha3aJIbHbIH 103UPOBAHHBII
product code SRU0300082460401DM Date of release / lata poimycka 12.05.2026
O/1 MPOIYKTA
Qty. Released / 14980 BOT
Batch No / Cepus Ne 12260468B KoJMueCTBO BLIMYIEHO 14980 raxoros
Batch size / Pasmep cepuu 16395bot / 16395 ¢pnakonos Mig. License No. / MNB/10/832
IIpousBoacTBeHHast JuLeH3usA Ne
Inspection Lot No 040000659550 Mfg. License Date / 17/12/2027
KonTposupyemas cepusi Ne IIpousBoacTBeHHasi JuneH3us (1aTa)
. GMP Compliance certificate Data / 01.04.2024
Package size / YnakoBka 150 doses / 150 no3 GMP ceprudukar (1ara)
. GMP Compliance certificate No / GMP/EAEU/RU/
Market / Poinok Russia / Poccus GMP ceprduicar Ne 01220-2024
Reference specification No / STP No / STP-CC-
Crnenupuxanus Ne SPC-CC-034990 CIIA Ne 026675
Azclasine Miby & | o0 Fot DE Campaentllc, Barcelona
Hydrochloride / Batch No/ | F400-25002 | address/ | o .~ 08 CA psenteties, Barceiond,
AnenacTuna Cepust Ne F400-26001 | IMpousso pain / Ypkeuma C.A., Apay-ne-Bunarosa,
API information / HIDOXIIOPH h W ATDec 22-42, 08105 Canr-®ocr-ne-Kamncenrensc,
HAudopmanus 06 P pHa Al wap Bapceinona, Mcnanus
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
12. | Uniformity of delivered dose / 9 of 10 doses: 75 % to 125 % of the mean; Azelastine Hydrochloride /

A3ej1acTHHA THAPOXJIOPH:

J03bI

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 % no 125 % ot cpeanero
3HAYCHUS

10 13 10 no3: ot 65 % 1o 135 % ot cpenHero
3HAYCHUS

Ecnu 2 nnu 3 pesyinbraTa BeIAJAOT U3
npeznenos 75 — 125 %, ucneltanue IpoBOIAT
¢ 20 ngpyrumu nozamu. He 6osee 3 u3 30
3HaYeHUH MOTYT BBIXOJUTH 3a MIPENeIbl 75 —
125 %, ¥ Bce 3Ha4eHMs OJKHBI OLITH B
npezenax ot 65 no 135 %.

Minimum / Muanmym: 96%
Maximum / Makcumym: 103 %
Average / Cpennee: 100 %

Mometasone Furoate /
Momerta3ona ¢pypoar:

Minimum / Muaumym: 95 %,
Maximum / Makcumym: 103 %,
Average / Cpennee: 100 %

Prepared by / IloaroToBJieHo Checked by / ITpoBepeHno Approved by / Ono6peno
Signature / Hoanucs Yogesh Mehta Arun Patyal , , | Shailendra Singh
Date / laTa W
29 May 2026 29 May 2026 29 May 2026
12:07:151ST 13:39:26 IST 13:42:431ST
aabdbe4c-6c64-4aad-b9b9-55de88c2aa37 c8185c2c-ae86-4590-9d65-3d03424bcall 2f076ebd-9492-4934-9ae6-03e4370283cd
Name / ®HO Yogesh Kumar Mehta Arun Patyal Shailendra Singh
Designation / lozkHOCTD Senior Officer -QA Sr. Officer -QA Manager -QA

FCM/QA054/08.00
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CepTuduKaT aHAIHM32 HA TOTOBYIO NPOAYKINIO

Page 8 of 11/ Ctp. 8 m3 11

Name of product /
HaumeHoBaHHe MPOTYKIHHA

Momate Rhino Advance /
Mowmart Puno Ansanc

Generic name /
HenaTenToBanHoe
HauMeHOBaHHUe

Azelastine + Mometasone metered-dose nasal spray /
A3enacTuH + 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 / mo3a JlaTa npou3BoacTBa 04/2026
Dosage form / Meterued-dose nasval spray / ) Date of Exp. / Tozen 110 03/2028
JlekapcTBeHnnas popma Crpeii Ha3aJIbHBIN JO3UPOBAHHBIN
product code SRU0300082460401 DM Date of release / Jlata bimycka 12.05.2026
O/I MPOAYKTA
o Qty. Released / 14980 BOT
Batch No / Cepusi Ne 12260468B KoJMueCTBO BLIMYIEHO 14980 raxoros
Batch size / Pasmep cepuu 16395bot / 16395 ¢pnakonos Mig. License No. / MNB/10/832
IIpousBoacTBeHHas JIMLEeH3UA Ne
Inspection Lot No 040000659550 Mfg. License Date / 17/12/2027
KonTposupyemas cepusi Ne IIpousBoacTBeHHasi JuneH3us (1aTa)
. GMP Compliance certificate Data / 01.04.2024
Package size / YnakoBka 150 doses / 150 no3 GMP ceprudukar (1ara)
. GMP Compliance certificate No / GMP/EAEU/RU/
Market / Poinok Russia / Poccus GMP ceprduicar Ne 01220-2024
Reference specification No / STP No / STP-CC-
Crnenupuxanus Ne SPC-CC-034990 CIIA Ne 026675
Azclastine Migby & | et st D Campsentlles, Bareelona
Hydrochloride / Batch No/ | F400-25002 | address / . 08 psenteties, Barceiond,
AsenacTia Cepust No F400-26001 | Tipomsso Spain / Ypkeuma C.A., ApHay-ne-Bunanosa,
API information / - HOXJTTI;HH P h ) I;[ anpec 22-42, 08105 Canr-®ocr-ne-Kamncenrensc,
HAudopmanus 06 P pHa Al wap Bapceinona, Mcnanus
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
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 10> KOE B 1 mu npenapara

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 mu npenapara

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

Pseudomonas aeruginosa Absence per 1 ml of the product / | Absent/OrcyrcTByer
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 label | 103 %
A3enacTHHA THAPOXJIOPHU/ claim / Ot 85 % no 115 % ot 3asBICHHOrO
KOJIMYECTBA a3e1acTHHa THIPOXIIOpUIA
Prepared by / IloaroToBJieHo Checked by / ITpoBepeHno Approved by / Ono6peno
Signature / IToanucs Yogesh Mehta Arun Patyal | , | Shailendra Singh
Date / laTa W
29 May 2026 29 May 2026 29 May 2026
12:07:15IST 13:39:26 IST 13:42:431ST
aabdbe4c-6c64-4aad-b9b9-55de88c2aa37 c8185c2c-ae86-4590-9d65-3d03424bcall 2f076ebd-9492-4934-9ae6-03e4370283cd
Name / ®HO Yogesh Kumar Mehta Arun Patyal Shailendra Singh
Designation / lozkHOCTD Senior Officer -QA Sr. Officer -QA Manager -QA
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Certificate of Analysis for Finished Product /

CepTuduKaT aHAIHM32 HA TOTOBYIO NPOAYKINIO
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Ben3aiakonus xjaopuaa

claim / Ot 80 % mo 120 % oT 3asBIIEHHOTO
KOJTHYeCTBa OCH3aIKOHUS XJIOpUIA

Name of product / Momate Rhino Advance /
HaumenoBanue npogykuun | Momat Puno AnBanc
Generic name / Azelastine + Mometasone metered-dose nasal spray /
HenarenroBanHoe N o .
A3eacTHH + MOMETa30H cIpeil Ha3albHbIH J103UPOBAHHBIIL
HaHMEHOBaHHe
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 / mo3a JlaTa npou3BoacTBa 04/2026
Dosage form / Meterued-dose nasval spray / ) Date of Exp. / Tozen 110 03/2028
JlekapcTBeHHas gopma Crpeit Ha3aJIbHbIH 103UPOBAHHBII
product code SRU0300082460401DM Date of release / lata poimycka 12.05.2026
O/1 MPOIYKTA
Qty. Released / 14980 BOT
Batch No / Cepus Ne 12260468B KoJMueCTBO BLIMYIEHO 14980 raxoros
Batch size / Pasmep cepuu 16395bot / 16395 ¢pnakonos Mig. License No. / MNB/10/832
IIpousBoacTBeHHast JuLeH3usA Ne
Inspection Lot No 040000659550 Mfg. License Date / 17/12/2027
KonTposupyemas cepusi Ne IIpousBoacTBeHHasi JuneH3us (1aTa)
. GMP Compliance certificate Data / 01.04.2024
Package size / YnakoBka 150 doses / 150 no3 GMP ceprudukar (1ara)
. GMP Compliance certificate No / GMP/EAEU/RU/
Market / Poinok Russia / Poccus GMP ceprduicar Ne 01220-2024
Reference specification No / STP No / STP-CC-
Crnenupuxanus Ne SPC-CC-034990 CIIA Ne 026675
Azclasine Miby & | o0 Fot DE Campaentllc, Barcelona
Hydrochloride / Batch No/ | F400-25002 | address/ | o .> 00 "0% ©LF SADSEE E SAOE O
AnenacTuna Cepust Ne F400-26001 | IMpousso pain / Ypkeuma C.A., Apay-ne-Bunarosa,
API information / HIDOXIIOPH h W ATDec 22-42, 08105 Canr-®ocr-ne-Kamncenrensc,
HAudopmanus 06 P pHa Al wap Bapceinona, Mcnanus
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 / TOKA3ATEJIN LIMITS / TPEBOBAHUSI OBSERVATION / PE3VJIBTATHI
b) Mometasone furoate / 85 to 115 % of mometasone furoate label | 106 %
MomeTazona ¢pypoart claim / Ot 85 % mo 115 % ot 3asBICHHOTO
KOJIM4eCcTBa MOMETa30Ha (ypoara
¢) Benzalkonium chloride / 80 % to 120 % of benzalkonium chloride label | 95 %

15. | Package appearance / Onucanne

YIIaKOBKH

150 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. /

Ilo 150 po3 Bo ¢uakon w3 IIOBII,
CHa0XEHHBIH JO3MPYIOLNIMM YCTPOHCTBOM H
Ha3albHBIM  aJalTepoM  C  3allUTHBEIM
KoianmaykoM. DakoH C HMHCTPYKLUHUEH IO
MEIUIMHCKOMY IPUMEHEHHUIO IOMEINAIT B
KapTOHHYIO [AuKy.

150 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 150
no3 Bo (makoH m3 IIOBII, cHaGxkeHHBII
JO3UPYIOIIUM YCTPOWCTBOM U HAa3aJbHBIM
aJanTepoM C  3alIUTHBIM  KOJIIAYKOM.
@1akoH ¢ HHCTPYKLHEH 0 MEAULHHCKOMY
NPUMEHEHHIO TIOMEIIAIOT B KapTOHHYIO
MavKy.

Prepared by / IloaroToBJieHo Checked by / ITpoBepeHno Approved by / Ono6peno
Signature / Hoanucs Yogesh Mehta Arun Patyal , , | Shailendra Singh
Date / laTa W
29 May 2026 29 May 2026 29 May 2026
12:07:151ST 13:39:26 IST 13:42:431ST
aabdbe4c-6c64-4aad-b9b9-55de88c2aa37 c8185c2c-ae86-4590-9d65-3d03424bcall 2f076ebd-9492-4934-9ae6-03e4370283cd
Name / ®HO Yogesh Kumar Mehta Arun Patyal Shailendra Singh
Designation / lozkHOCTD Senior Officer -QA Sr. Officer -QA Manager -QA
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CepTuduKaT aHAIHM32 HA TOTOBYIO NPOAYKINIO
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Name of product / Momate Rhino Advance /
HaumenoBanue npogykuun | Momat Puno AnBanc
Generic name /

Azelastine + Mometasone metered-dose nasal spray /

HenarenroBanHoe N o .
A3eacTHH + MOMETa30H cIpeil Ha3albHbIH J103UPOBAHHBIIL
HaHMEHOBaHHe
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 / mo3a JlaTa npou3BoacTBa 04/2026
Dosage form / Meterued-dose nasval spray / ) Date of Exp. / Tozen 110 03/2028
JlekapcTBeHHas gopma Crpeit Ha3aJIbHbIH 103UPOBAHHBII
product code SRU0300082460401DM Date of release / lata poimycka 12.05.2026
O/1 MPOIYKTA
o Qty. Released / 14980 BOT
Batch No / Cepusi Ne 12260468B KoJMueCTBO BLIMYIEHO 14980 raxoros
Batch size / Pasmep cepuu 16395bot / 16395 ¢pnakonos Mig. License No. / MNB/10/832
IIpousBoacTBeHHas JIMLEeH3UA Ne
Inspection Lot No 040000659550 Mfg. License Date / 17/12/2027
KonTposupyemas cepusi Ne IIpousBoacTBeHHasi JuneH3us (1aTa)
. GMP Compliance certificate Data / 01.04.2024
Package size / YnakoBka 150 doses / 150 no3 GMP ceprudukar (1ara)
. GMP Compliance certificate No / GMP/EAEU/RU/
Market / Poinok Russia / Poccus GMP ceprduicar Ne 01220-2024
Reference specification No / STP No / STP-CC-
Crnenupuxanus Ne SPC-CC-034990 CIIA Ne 026675
Azclasine Miby & | o0 Fot DE Campaentllc, Barcelona
Hydrochloride / Batch No/ | F400-25002 | address / . 08 psenteties, Barceiond,
AnenacTuna Cepust Ne F400-26001 | Mpowsso | Sp2in/ Ypxsmva C.A., Apnay-ne-Bunanosa,
API information / HIDOXIIOPH P h I;[ anpec 22-42, 08105 Canr-®ocr-ne-Kamncenrensc,
HAudopmanus 06 P pHa Al wap Bapceinona, Mcnanus
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 / TOKA3ATEJIN LIMITS / TPEBOBAHUSI OBSERVATION / PE3VJIBTATHI
16. | Labeling / MapkupoBka In compliance with section 1.3.2 of Module 1. | Complies / CootBeTcTBYET

/ B coorBercTBHE ¢ pazgenoMm 1.3.2. momyims 1
PETHCTPALIOHHOTO JIOCHE.

17. | Storage conditions / YciaoBus At temperature of 15 °C to 25 °C. Do not freeze. / IIpu Temneparype ot 15 °C no 25 °C. He
XpaHeHust 3aMOpaKUBATD.

18. | Shelf-life (storage period) / Cpox 2 years. / 2 rona.
TOJHOCTH (XpaHeHus )

Any deviation/Incident/OOS: Non-applicable
Otxki1oHenus/HecooTBeTcTBUA/OOC: HE IPUMEHUMO

Artworks of primary package approved: / MakeTbl nepBH4YHOIi YNakoBKH yTBep:kaensnl: 30.01.2023
Artworks of secondary package approved: MakeTbl BTOPH4YHOIi ynakoBkH yTBepakaenbr: 30.01.2023
PIL approved: / UMII yrBep:kaen: 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

Prepared by / IloaroToBJieHo Checked by / ITpoBepeHno Approved by / Ono6peno
Signature / Hoanucs Yogesh Mehta Arun Patyal , , | Shailendra Singh
Date / laTa W
29 May 2026 29 May 2026 29 May 2026
12:07:151ST 13:39:26 IST 13:42:431ST
aabdbe4c-6c64-4aad-b9b9-55de88c2aa37 c8185c2c-ae86-4590-9d65-3d03424bcall 2f076ebd-9492-4934-9ae6-03e4370283cd
Name / ®HO Yogesh Kumar Mehta Arun Patyal Shailendra Singh
Designation / lozkHOCTD Senior Officer -QA Sr. Officer -QA Manager -QA

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

Page 11 of 11/ Crp. 11 w3 11

Name of product /
HaumeHoBaHHe MPOTYKIHHA

Momate Rhino Advance /
Mowmart Puno Ansanc

Generic name /
HenaTenToBanHoe
HauMeHOBaHHUe

Azelastine + Mometasone metered-dose nasal spray /
A3enacTuH + 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 / mo3a JlaTa npou3BoacTBa 04/2026
Dosage form / Meterued-dose nasval spray / ) Date of Exp. / Tozen 110 03/2028
JlekapcTBeHnnas popma Crpeii Ha3aJIbHBIN JO3UPOBAHHBIN
product code SRU0300082460401DM Date of release / lata poimycka 12.05.2026
O/I MPOAYKTA
o Qty. Released / 14980 BOT
Batch No / Cepusi Ne 12260468B KoJMueCTBO BLIMYIEHO 14980 raxoros
Batch size / Pasmep cepuu 16395bot / 16395 ¢pnakonos Mig. License No. / MNB/10/832
IIpousBoacTBeHHas JIMLEeH3UA Ne
Inspection Lot No 040000659550 Mfg. License Date / 17/12/2027
KonTposupyemas cepusi Ne IIpousBoacTBeHHasi JuneH3us (1aTa)
. GMP Compliance certificate Data / 01.04.2024
Package size / YnakoBka 150 doses / 150 no3 GMP ceprudukar (1ara)
. GMP Compliance certificate No / GMP/EAEU/RU/
Market / Poinok Russia / Poccus GMP ceprduicar Ne 01220-2024
Reference specification No / STP No / STP-CC-
Crnenupuxanus Ne SPC-CC-034990 CIIA Ne 026675
Azelastine Miby & | o0 Fot DE Campaentllc, Barcelona
Hydrochloride / Batch No/ | F400-25002 | address / . p . ’
AsenacTia Cepust No F400-26001 | Tipomsso Spain / Ypkeuma C.A., ApHay-ne-Bunanosa,
API information / - HOX?SHH P B i I;[ anpec 22-42, 08105 Cant-Poct-zne-Kammcenrensc,
HAudopmanus 06 P pHa Al wap Bapceinona, Mcnanus
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

local Regulatory Authority and with the normative document no. JIII-Ne(001749)-(PT'-RU)-300123 and submitted specification no. SPC-
CC-034990 The batch processing, packaging and analysis reviewed and found to be in compliance with GMP.”

3akJ/I0YeHHe 0 COOTBETCTBHH: HACTOSIINM MOATBEPIKAAIO0, YTO MPEACTABICHHAs BBIMIE HHGOPMANUS SBISETCS JOCTOBEPHOI M TOYHOM.
JanHast cepus ObLia NMPOW3BEACHA, BKIIIOYAs YHMAKOBKY/MapKHPOBKY, M IPOKOHTPOJIMPOBAHA HA YKa3aHHOH BBILIE IPOM3BOACTBEHHON
IUIOIIA/IKE B ITIOJTHOM COOTBETCTBHH ¢ TpeboBanusmu Hamnexameit [IponssoncreenHoii [Ipaktukn (GMP) n Tpe6oBaHusIME HOPMaTUBHON
nokymernrtanuu JIII-Ne(001749)-(PT-RU)-300123 u yrBepxknenHoit cnemmbukarueir Ne SPC-CC-034990. IIpoTOKOIBI IPOU3BOACTBA,
YNAKOBKH W TIPOBEJCHHBIX AHAIN30B JUI JAHHOW CephH OBIIM NPOAHAIM3HPOBAHBI M CAETAHO 3aKIIOYCHHE, YTO OHU COOTBETCTBYIOT
tpeboBanusam Hannexameit [Ipoussoacteennoit [paktuxu (GMP).

Prepared by / IloaroToBJieHo Checked by / ITpoBepeHno Approved by / Ono6peno
Signature / Hoanucs Yogesh Mehta Arun Patyal , , | Shailendra Singh
Date / laTa W
29 May 2026 29 May 2026 29 May 2026
12:07:151ST 13:39:26 IST 13:42:431ST
aabdbe4c-6c64-4aad-b9b9-55de88c2aa37 c8185c2c-ae86-4590-9d65-3d03424bcall 2f076ebd-9492-4934-9ae6-03e4370283cd
Name / ®HO Yogesh Kumar Mehta Arun Patyal Shailendra Singh
Designation / lozkHOCTD Senior Officer -QA Sr. Officer -QA Manager -QA

FCM/QA054/08.00
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