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Name of product /

HaumeHoBaHue NMpoOAYKIUH

Momat Rino Advance /
Mowmat Puno AnBanc

Generic name /
HenmaTenToBanHoe
HAMMEHOBAHHE

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

JeiicTBylo1mue BemecTsa

Each spray delivers / Kaxxnas mo3a cipest conepxut:

Mometasone Furoate BP 50 mcg / Mometasona ¢ypoar bpur.d. 50 mxr
Azelastine Hydrochloride BP 140 mcg / A3zenactuna runpoxiuopun bpur.®. 140 Mxr

140 mcg + 50 meg / dose Date of Mfg. /
Strength / losuposia 140 mxr + 50 MKT / 1032 JlaTa npou3BoacTBa 1012025
Dosage form / Meter:ed—dose nanll spray / § Date of Exp. / Tosten 10 09/2027
JlekapcTBeHHasi hopma Chpeii Ha3aJIbHBINA JO3UPOBAHHBIN
Product code / SRU0300082460401GS Date of release / lata pumycka | 15.11.2025
Koa npoaykra
o Qty. Released / 34,800 BOT
Batch No/Cepus Ne 12251370A KosanyecTBO BBINYIIIEHO 34,800 daakoHOB
Batch size / Pazmep cepun 37,815 bot / 37,815 dpnakoHOB ?[/[fg. License No. / MNB/10/832
POM3BOJICTBEHHAs! JIHIeH3us Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No
040000626567 ITpou3BoOACTBEHHAS] JIHIIEH3USI
KonTposmpyemas cepusi Ne (nata)
. GMP Compliance certificate Data/ | 18/06/2020
Package size / YnakoBka 75 doses / 75 no3 GMP ceprudukar (1ata)
Market / PoinoK Russia / Poccust GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudukar Ne
Reference specification No / STP No /
Crienmdukanus No SPC-CC-051325 CTIH Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No / F400-25001 Mfg by / Urquima S.A., Spain /
AszenacTvHa THIPOXJIOPHU Cepusi Ne Ipoussoa. | Ypksuma C.A., Ucnanus
API information / MTC-001/23
Hudopmanust 06 A®C | Mometasone Furoate / Batch No / L23178A1, Mfg by / Sterling S.p.A., Italy /
MowmeTa3oHa ¢ypoat Cepusi Ne MTC-002/23 | lIpousBoa. Crepnunr C.n.A., Utanus
L24082A1
No TESTS / TOKA3ATEJIN LIMITS / TPEBOBAHMUS OBSERVATION / PE3VYJIBTATHI

1. Description / Onucanne

White to off-white suspension / benast nmu
nouTH Oerast CyCIeH3us

Off-white suspension /
Tlouru Genast cycreH3ust

2. Identification / Unentuduranus

a) Azelastine hydrochloride /
A3zenacmuna zudpoxnopuo

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

The retention time of one of the main peaks in
the chromatogram of test solution comply with
that of Azelastine hydrochloride peak in the
chromatogram of standard solution (see

of standard solution (see "Assay” section) | "Assay” section) / Bpems yaepuBaHUS
/ Bpems yAep)KMBaHWS OJHOTO W3 | OMHOTO M3  OCHOBHBIX  IIMKOB  Ha
OCHOBHBIX IIMKOB HAa XpOMAaTOrpaMMe | XpoMaTorpaMMe HCIBITYEMOIO  PacTBoOpa
UCITBITYEMOTO pacTtBOpa JIOJDKHO | COOTBETCTBYET BPEMCHH YJEP)KHBAHMS ITHKa
COOTBETCTBOBATh BPEMCHHU Y/CP)KMBAHUS | a3elacTHHA THAPOXJIOpHAA Ha
MHMKa as3enacTWHa THUAPOXJOpHAAa Ha | XpoMaTorpaMMe CTaHAapTHOrO pacTBOpa.
XpOMaTorpaMme CTaHJapTHOTO PacTBOpa
(em. pazzen «KonunuecTBeHHOE
OTIpEIICTICHUE ).

Prepared By / llogroroBuJ Checked By / [IpoBepui Approved By / Ono6pu

Signature / Yogesh Mehta Arun Patyal ) ) Shailendra Singh
Ilognucnh m
25 Nov 2025 14:24:17 IST 25 Nov 2025 14:25:25 IST 25 Nov 2025 14:40:09 IST
Date / laTa
REASON: Prepared By REASON: Reviewed By REASON: Approved By
aabdbedc-6c64-4aad-b9b9-55de88c2aa37 ¢8185c2c-ae86-4590-9d65-3d03424bcall 2f076ebd-9492-4934-9ae6-03e4370283cd
Name / PO Yogesh Kumar Mehta Arun Patyal Shailendra Singh

Designation /

JI0JZKHOCTB

Senior Officer- QA

Senior Officer- QA

Manager- QA
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Certificate of Analysis for Finished Product /
CepTudukar aHAIN3a HA TOTOBYIO MPOIYKIHIO
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Name of product /

HaumeHoBaHue NMpoOAYKIUH

Momat Rino Advance /
Mowmat Puno AnBanc

Generic name /
HenmaTenToBanHoe
HAMMEHOBAHHE

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

JeiicTBylo1mue BemecTsa

Each spray delivers / Kaxxnas mo3a cipest conepxut:

Mometasone Furoate BP 50 mcg / Mometasona ¢ypoar bpur.d. 50 mxr
Azelastine Hydrochloride BP 140 mcg / A3zenactuna runpoxiuopun bpur.®. 140 Mxr

140 mcg + 50 meg / dose Date of Mfg. /
Strength / losuposia 140 mxr + 50 MKT / 1032 JlaTa npou3BoacTBa 1012025
Dosage form / Meter:ed—dose nanll spray / § Date of Exp. / Tosten 10 09/2027
JlekapcTBeHHasi hopma Chpeii Ha3aJIbHBINA JO3UPOBAHHBIN
Product code / SRU0300082460401GS Date of release / lata pumycka | 15.11.2025
Koa npoaykra
Qty. Released / 34,800 BOT
Batch No/Cepun Ne 12251370A KosanyecTBO BBINYIIIEHO 34,800 daakoHOB
Batch size / Pazmep cepun 37,815 bot / 37,815 dpnakoHOB Mig. License No. / MNB/10/832
IIpousBoacTBeHHas JIMLeH3UA Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No
040000626567 ITpou3BoOACTBEHHAS] JIHIIEH3USI
KonTposmpyemas cepusi Ne (nata)
. GMP Compliance certificate Data/ | 18/06/2020
Package size / YnakoBka 75 doses / 75 no3 GMP ceprudukar (1ata)
Market / PoinoK Russia / Poccust GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudukar Ne
Reference specification No / STP No /
Crienmdukanus No SPC-CC-051325 CTIH Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No / F400-25001 Mfg by / Urquima S.A., Spain /
AszenacTvHa THIPOXJIOPHU Cepusi Ne Ipoussoa. | Ypksuma C.A., Ucnanus
API information / MTC-001/23
Hudopmanust 06 A®C | Mometasone Furoate / Batch No / L23178A1, Mfg by / Sterling S.p.A., Italy /
MowmeTa3oHa ¢ypoat Cepusi Ne MTC-002/23 | lIpousBoa. Crepnunr C.n.A., Utanus
L24082A1
No TESTS / TOKA3ATEJIN LIMITS / TPEBOBAHMUS OBSERVATION / PE3VYJIBTATHI
b) Mometasone furoate / The retention time of one of the main | The retention time of one of the main peaks in
Momemasona ¢ypoam peaks in the chromatogram of test solution | the chromatogram of test solution comply with
should comply with that of mometasone | that of mometasone furoate peak in the
furoate peak in the chromatogram of | chromatogram of standard solution (see
standard solution (see "Assay”section) / | "Assay”section) / Bpems ynepxuBaHHs
Bpems  yIepKHBaHHS ~ OJHOTO M3 | OMHOTO W3  OCHOBHBIX  IIHKOB  Ha
OCHOBHBIX IIHMKOB Ha XpOMaToOrpaMMe | XpoMaTorpaMMe HCIBITYEMOro  pacTBOpa
UCIIBITYEMOTO pactBopa JIOJDKHO | COOTBETCTBYET BPEMCHH YJIEP)KHBAHMS IHKa
COOTBETCTBOBATH BPEMEHH yICp)KHUBAaHHS | MOMeTa3oHa (ypoara Ha Xpomarorpamme
mUKa ~ MoMeTa3oHa  (Qypoara  Ha | CTaHOapTHOTO PacTBOPA.
XpOMaTorpaMMe CTaHJapTHOTO PacTBOpa
(cMm. paszen «KonuuectBenHoe
OTIPEICTICHUEY ).
Prepared By / llogroroBuJ Checked By / [IpoBepui Approved By / Ono6pu
Signature / Yogesh Mehta Arun Patyal ) + [ Shailendra Singh
Ilognucnh m
25 Nov 2025 14:24:17 IST 25 Nov 2025 14:25:25 IST 25 Nov 2025 14:40:09 IST
Date / laTa
REASON: Prepared By REASON: Reviewed By REASON: Approved By
aabdbe4c-6c64-4aad-b9b9-55de88c2aa37 c8185c2c-ae86-4590-9d65-3d03424bcall 2f076ebd-9492-4934-9ae6-03e4370283cd
Name / PO Yogesh Kumar Mehta Arun Patyal Shailendra Singh
Designation / . .
JoKHOCTD Senior Officer- QA Senior Officer- QA Manager- QA

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

CepTuduKaT aHAIM32 HA TOTOBYIO NMPOAYKIHNIO
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Name

HaumeHoBaHue NMpoOAYKIUH

of product / Momat Rino Advance /

Mowmat Puno AnBanc

Generic name /

Azelastine + Mometasone metered dose nasal spray /

Inspection Lot No
KonTposmpyemas cepusi Ne

040000626567

(1aTa)

HpOPIl!BOL[CTBeHHaﬂ JIMUCH3UA

HenarentoBannoe o o .
A3eacTHH + MOMETa30H CIpeil Ha3albHbIH J03UPOBAHHBII
HauMEHOBaHUE
Each spray delivers / Kaxxnas mo3a cipest conepxut:
JeiicTBylo1mue BemecTsa Mometasone Furoate BP 50 mcg / Mometasona ¢ypoar bpur.d. 50 mxr
Azelastine Hydrochloride BP 140 mcg / A3zenactuna runpoxiuopun bpur.®. 140 Mxr
140 mcg + 50 meg / dose Date of Mfg. /
Strength / losuposia 140 mxr + 50 MKT / 1032 JlaTa npou3BoacTBa 1012025
Dosage form / Meter:ed—dose nanll spray / § Date of Exp. / Tosten 10 09/2027
JlekapcTBeHHasi hopma Chpeii Ha3aJIbHBINA JO3UPOBAHHBIN
Product code / SRU0300082460401GS Date of release / lata pumycka | 15.11.2025
Koa npoaykra
Qty. Released / 34,800 BOT
Batch No/Cepun Ne 12251370A KosanyecTBO BBINYIIIEHO 34,800 daakoHOB
Batch size / Pazmep cepun 37,815 bot / 37,815 dpnakoHOB ?[/[fg. License No. / MNB/10/832
POM3BOJICTBEHHAs! JIHIeH3us Ne
Mfg. License Date / 30/04/2020

GMP Compliance certificate Data/ | 18/06/2020

Package size / YnakoBka 75 doses / 75 no3 GMP cepruduxar (1ata)

Market / PoIHOK Russia / Poccns GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudukar Ne

Reference specification No / STP No /

Cnenuduxanus Ne SPC-CC-051325 CHH Ne STP-CC-037517

Azelastine Hydrochloride / | Batch No / Mfg by / Urquima S.A., Spain /
F400-25001
AszenacTvHa THIPOXJIOPHU Cepusi Ne Ipoussoa. | Ypksuma C.A., Ucnanus
API information / MTC-001/23
Hudopmanust 06 A®C | Mometasone Furoate / Batch No / L23178A1, Mfg by / Sterling S.p.A., Italy /
Mowmerasona ¢ypoar Cepus Ne MTC-002/23 | poussox. Crepnunr C.n.A., Utanus
L24082A1
No TESTS / TOKA3ATEJIN LIMITS / TPEBOBAHMUS OBSERVATION / PE3VYJIBTATHI
¢) Benzalkonium chloride / In the test of assay, the chromatogram of | In the test of assay, the chromatogram of the
benzankonusa xnopuo the sample solution should contain peaks | sample solution contain peaks corresponding
corresponding to the retention times of | to the retention times of peaks of
peaks  of  benzalkonium  chloride | benzalkonium chloride homologues C;, and
homologues Cj» and Cis in the | Ci4 in the chromatogram of the standard
chromatogram of the standard solution / | solution / Ha Xxpomarorpamme HCIBITYEMOTO
Ha  xpomarorpamMme  HCHBITYEMOTO | pacTBOpa OOHapyKUBaIOTCS IHKH,
pacTBOpa  JIOJDKHBI ~ OOHApY)XMBAThCS | COOTBETCTBYIOLIHE o BpeMeHaM
[HMKH, COOTBETCTBYIOIIME [0 BpeMeHaM | ynepxuBaHus mukam romoioroB Ci; u Cig
ynepxuBaHus mukam romMosioroB Cp 1 Ci4 | OCH3aJIKOHHS XJIOpHAAa Ha XpOMaTrorpamme
OeH3aIKOHMS XJjopuzaa Ha | CTaHIapTHOTrO PacTBOpA.
XpoMaTorpaMme CTaHIapTHOTO PacTBOpa
(cm. paznen «KommuectBennoe
OTIPEIICTICHUEY ).
pH From 4.0 to 5.0 / Ot 4,0 10 5,0 4.465 /4,465
Density / [lioTHOCTH From 0.90 to 1.10 g/cm?® / 1.02 g/cm?
0Ot 0,90 mo 1,10 r/ea?® 1,02 r/em®
5. Viscosity / Bs3kocTh Not less than 5 cPs / He menee 5 cII3 39.00 cPs /39,00 cII3
Prepared By / llogroroBuJ Checked By / [IpoBepui Approved By / Ono6pu
Signature / Yogesh Mehta Arun Patyal ) + [ Shailendra Singh
Ilognucnh m
25 Nov 2025 14:24:17 IST 25 Nov 2025 14:25:25 IST 25 Nov 2025 14:40:09 IST
Date / laTa
REASON: Prepared By REASON: Reviewed By REASON: Approved By
aabdbe4c-6c64-4aad-b9b9-55de88c2aal37 €8185c2c-ae86-4590-9d65-3d03424bcall 2f076ebd-9492-4934-9ae6-03e4370283cd
Name / PO Yogesh Kumar Mehta Arun Patyal Shailendra Singh

Designation /
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Senior Officer- QA

Senior Officer- QA

Manager- QA
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Certificate of Analysis for Finished Product /

CepTuduKaT aHAIM32 HA TOTOBYIO NMPOAYKIHNIO

Page 4 of 10 / Ctp. 4 3 10

Momat Rino Advance /
Mowmat Puno AnBanc

Name of product /
HaumeHoBaHMe NPOAYKIHH

Generic name /
HenmaTenToBanHoe
HAMMEHOBAHHE

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

JeiicTBylo1mue BemecTsa

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

140 mcg + 50 meg / dose Date of Mfg. /
Strength / losuposia 140 mxr + 50 MKT / 1032 JlaTa npou3BoacTBa 1012025
Dosage form / Meter:ed—dose nanll spray / § Date of Exp. / Tosten 10 09/2027
JlekapcTBeHHasi hopma Chpeii Ha3aJIbHBINA JO3UPOBAHHBIN
Product code / SRU0300082460401GS Date of release / lata pumycka | 15.11.2025
Koa npoaykra
o Qty. Released / 34,800 BOT
Batch No/Cepus Ne 12251370A KosanyecTBO BBINYIIIEHO 34,800 daakoHOB
Batch size / Pazmep cepun 37,815 bot / 37,815 dpnakoHOB ?[/[fg. License No. / MNB/10/832
POM3BOJICTBEHHAs! JIHIeH3us Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No
040000626567 ITpou3BoOACTBEHHAS] JIHIIEH3USI
KonTposmpyemas cepusi Ne (nata)
. GMP Compliance certificate Data/ | 18/06/2020
Package size / YnakoBka 75 doses / 75 no3 GMP ceprudukar (1ata)
Market / PoinoK Russia / Poccust GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudukar Ne
Reference specification No / STP No /
Crienmdukanus No SPC-CC-051325 CTIH Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No / F400-25001 Mfg by / Urquima S.A., Spain /
AszenacTvHa THIPOXJIOPHU Cepusi Ne Ipoussoa. | Ypksuma C.A., Ucnanus
API information / MTC-001/23
Hudopmanust 06 A®C | Mometasone Furoate / Batch No / L23178A1, Mfg by / Sterling S.p.A., Italy /
MowmeTa3oHa ¢ypoat Cepusi Ne MTC-002/23 | lIpousBoa. Crepnunr C.n.A., Utanus
L24082A1
No TESTS / TOKA3ATEJIN LIMITS / TPEBOBAHMUS OBSERVATION / PE3VYJIBTATHI

6. Mass of the released dose /
Macca BbICBO00KIaeMOii 103bI

Single dose / OTnenbHas qo3a:

85.0 to 115.0 % of the claimed delivered
dose amount / 85,0 115,0% or
3asBJIEHHOTO KOJIMYECTBA

Average dose / Cpeausisi 103a:

90.0 to 110.0 % of the claimed delivered
amount / 90,0 — 110,0 % oT 3asBIEHHOTO
KOJIMYECTBA

Minimum / Munumym: 91.1%
Maximum / Makcumym: 109.3%
Average / Cpennee: 106.4%

7. Mass of the vial content /
Macca cogep:xxumoro ¢iaxona

Not less than 9.52 g /
He menee 9,52

9.88¢g/
9,881

8. Dose number / KoinuecTBo 103

Not less than 75 doses (disregard the first
pumping) / He menee 75 103 (He cumrast
MEPBUYHYIO IPOKAYKY)

102 doses / 102 no3

9. Particle size / Pazmep yacTuig

90 % of particles less than 10 pm /
90 % gacrur pazmepom Meree 10 MkM

100 % of particles less than 30 pm /
100 % wactum pazmepom Meree 30 MKM

100.0% / 100,0%

100.0% / 100,0%

Prepared By / IloaroroBu.i

Checked By / IIpoBepua

Approved By / Ono6pua

Signature / Yogesh Mehta Arun Patyal ) ) Shailendra Singh
Ilognucnh m
25 Nov 2025 14:24:17 IST 25 Nov 2025 14:25:25 IST 25 Nov 2025 14:40:09 IST
Date / laTa
REASON: Prepared By REASON: Reviewed By REASON: Approved By
aabdbedc-6c64-4aad-b9b9-55de88c2aa37 ¢8185c2c-ae86-4590-9d65-3d03424bcall 2f076ebd-9492-4934-9ae6-03e4370283cd
Name / PO Yogesh Kumar Mehta Arun Patyal Shailendra Singh

Designation /

JI0JZKHOCTB

Senior Officer- QA

Senior Officer- QA

Manager- QA
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Name of product /
HaumeHoBaHMe NPOAYKIHH

Momat Rino Advance /
Mowmat Puno AnBanc

Generic name /
HenmaTenToBanHoe
HAMMEHOBAHHE

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

JeiicTBylo1mue BemecTsa

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

140 mcg + 50 meg / dose Date of Mfg. /
Strength / losuposia 140 mxr + 50 MKT / 1032 JlaTa npou3BoacTBa 1012025
Dosage form / Meter:ed—dose nanll spray / § Date of Exp. / Tosten 10 09/2027
JlekapcTBeHHasi hopma Chpeii Ha3aJIbHBINA JO3UPOBAHHBIN
Product code / SRU0300082460401GS Date of release / lara pomyeka | 15.11.2025
Koa npoaykra
o Qty. Released / 34,800 BOT
Batch No/Cepus Ne 12251370A KosanyecTBO BBINYIIIEHO 34,800 daakoHOB
Batch size / Pazmep cepun 37,815 bot / 37,815 dpnakoHOB ?[/[fg. License No. / MNB/10/832
POM3BOJICTBEHHAs! JIHIeH3us Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No
040000626567 ITpou3BoOACTBEHHAS] JIHIIEH3USI
KonTposmpyemas cepusi Ne (nata)
. GMP Compliance certificate Data/ | 18/06/2020
Package size / YnakoBka 75 doses / 75 no3 GMP ceprudukar (1ata)
Market / PoinoK Russia / Poccust GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudukar Ne
Reference specification No / STP No /
Crienmdukanus No SPC-CC-051325 CTIH Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No / F400-25001 Mfg by / Urquima S.A., Spain /
AszenacTvHa THIPOXJIOPHU Cepusi Ne Ipoussoa. | Ypksuma C.A., Ucnanus
API information / MTC-001/23
Hudopmanust 06 A®C | Mometasone Furoate / Batch No / L23178A1, Mfg by / Sterling S.p.A., Italy /
MowmeTa3oHa ¢ypoat Cepusi Ne MTC-002/23 | lIpousBoa. Crepnunr C.n.A., Utanus
L24082A1
No TESTS / TOKA3ATEJIN LIMITS / TPEBOBAHMUS OBSERVATION / PE3VYJIBTATHI
Particles of more than 30 um should be Absent / OTCyTCTBYIOT
absent / Hactuis! 0oee 30 MKM TOIKHEI
OTCYTCTBOBATh
10. | Sedimentation Stability / Not less than 5 min / He menee 5 mun Complies /
CeﬂﬂMeHTauﬂOHHaﬂ COOTBGTCTByeT
YCTOHYHBOCTH
11. | Impurities / [Ipumecu

a) Azelastine hydrochloride /

A3zenacmuna zudpoxnopuoa:

Single unspecified impurity /
EnvHuYHasS HEHICHTU(DUIIUPOBAHHAS
IIPUMeECh

Total impurities / Cymma npumeceit

b) Mometasone furoate /

Momemaszona gpypoama

Impurity D / ITpumecs D

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

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

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

Not Detected/ He o6napy»xeno

Not Detected/ He o6napy»xeno

0.03% / 0,03%
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Gglenmark

A new way for a new world
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Certificate of Analysis for Finished Product /

CepTuduKaT aHAIM32 HA TOTOBYIO NMPOAYKIHNIO

Page 6 of 10 / Ctp. 6 u3 10

Name of product /
HaumeHoBaHMe NPOAYKIHH

Momat Rino Advance /
Mowmat Puno AnBanc

Generic name /
HenmaTenToBanHoe
HAMMEHOBAHHE

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

JeiicTBylo1mue BemecTsa

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

140 mcg + 50 meg / dose Date of Mfg. /
Strength / losuposia 140 mxr + 50 MKT / 1032 JlaTa npou3BoacTBa 1012025
Dosage form / Meter:ed—dose nanll spray / § Date of Exp. / Tosten 10 09/2027
JlekapcTBeHHasi hopma Chpeii Ha3aJIbHBINA JO3UPOBAHHBIN
Product code / SRU0300082460401GS Date of release / lata pumycka | 15.11.2025
Koa npoaykra
o Qty. Released / 34,800 BOT
Batch No/Cepus Ne 12251370A KosanyecTBO BBINYIIIEHO 34,800 daakoHOB
Batch size / Pazmep cepun 37,815 bot / 37,815 dpnakoHOB ?[/[fg. License No. / MNB/10/832
POM3BOJICTBEHHAs! JIHIeH3us Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No
040000626567 ITpou3BoOACTBEHHAS] JIHIIEH3USI
KonTposmpyemas cepusi Ne (nata)
. GMP Compliance certificate Data/ | 18/06/2020
Package size / YnakoBka 75 doses / 75 no3 GMP ceprudukar (1ata)
Market / PoinoK Russia / Poccust GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudukar Ne
Reference specification No / STP No /
Crienmdukanus No SPC-CC-051325 CTIH Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No / F400-25001 Mfg by / Urquima S.A., Spain /
AszenacTvHa THIPOXJIOPHU Cepusi Ne Ipoussoa. | Ypksuma C.A., Ucnanus
API information / MTC-001/23
Hudopmanust 06 A®C | Mometasone Furoate / Batch No / L23178A1, Mfg by / Sterling S.p.A., Italy /
MowmeTa3oHa ¢ypoat Cepusi Ne MTC-002/23 | lIpousBoa. Crepnunr C.n.A., Utanus
L24082A1
No TESTS / TOKA3ATEJIN LIMITS / TPEBOBAHMUS OBSERVATION / PE3VYJIBTATHI

Single unspecified impurity /

E nuananast HeI/II(eHTI/I(i)I/IHI/IpoBaHHaﬂ

MpUMeCh

Total impurities / Cymma npumeceit

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

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

0.1%/0,1%

0.3%/0,3%
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Certificate of Analysis for Finished Product /

CepTuduKaT aHAIM32 HA TOTOBYIO NMPOAYKIHNIO

Page 7 0of 10 / Ctp. 7 u3 10

Name
Haum

Momat Rino
Mowmat Puno

of product /
€HOBaHHeE NPOAYKIHH

Advance /
AnBaHC

Generic name /

Azelastine + Mometasone metered dose nasal spray /

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 % mo 125 % ot
CPEHETO 3HAUCHHS

10 u3 10 mo3: ot 65 % nmo 135 % ot
CPEIHETO 3HAUCHHUS

Ecnu 2 unu 3 pe3ynpTrara BeIIAJa0T U3
npenenoB 75 — 125 %, ucnbitaHue
npoBozAr ¢ 20 npyrumu go3amu. He
Oounee 3 u3 30 3HaUEHUH MOT'YT BBIXOJHUTh
3a penensl 75 — 125 %, u Bce 3HaUeHUs
JIOJDKHBI OBITH B MIpEieNiax oT 65 1o

135 %.

HenarentoBannoe o o .
AszenacTHH + MOMETa30H CIIpeil Ha3albHBIA JO3UPOBAHHEIH
HauMEHOBaHUE
Each spray delivers / Kaxxnas mo3a cipest conepxut:
JeiicTBylo1mue BemecTsa Mometasone Furoate BP 50 mcg / Mometasona ¢ypoar bpur.d. 50 mxr
Azelastine Hydrochloride BP 140 mcg / A3zenactuna runpoxiuopun bpur.®. 140 Mxr
140 mcg + 50 meg / dose Date of Mfg. /
Strength / losuposia 140 mxr + 50 MKT / 1032 JlaTa npou3BoacTBa 1012025
Dosage form / Meter:ed—dose nanll spray / § Date of Exp. / Tosten 10 09/2027
JlekapcTBeHHasi hopma Chpeii Ha3aJIbHBINA JO3UPOBAHHBIN
Product code / SRU0300082460401GS Date of release / lata pumycka | 15.11.2025
Koa npoaykra
Qty. Released / 34,800 BOT
Batch No/Cepun Ne 12251370A KosanyecTBO BBINYIIIEHO 34,800 daakoHOB
Batch size / Pazmep cepun 37,815 bot / 37,815 dpnakoHOB ?[/[fg. License No. / MNB/10/832
POM3BOJICTBEHHAs! JIHIeH3us Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No
040000626567 ITpou3BoOACTBEHHAS] JIHIIEH3USI
KonTposmpyemas cepusi Ne (nata)
. GMP Compliance certificate Data/ | 18/06/2020
Package size / YnakoBka 75 doses / 75 no3 GMP ceprudukar (1ata)
Market / PoinoK Russia / Poccust GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudukar Ne
Reference specification No / STP No /
Crienmdukanus No SPC-CC-051325 CTIH Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No / F400-25001 Mfg by / Urquima S.A., Spain /
AszenacTvHa THIPOXJIOPHU Cepusi Ne Ipoussoa. | Ypksuma C.A., Ucnanus
API information / MTC-001/23
Hudopmanust 06 A®C | Mometasone Furoate / Batch No / L23178A1, Mfg by / Sterling S.p.A., Italy /
MowmeTa3oHa ¢ypoat Cepusi Ne MTC-002/23 | lIpousBoa. Crepnunr C.n.A., Utanus
L24082A1
12. | Uniformity of delivery dose / 9 of 10 doses: 75 % to 125 % of the Azelastine Hydrochloride /
OIHOPOIHOCTH A0CTABJISIEMOM mean; A3enacTuHa rHAPOXJIOPHI:
03Bl 10 of 10 doses: 65 % to 135 % of the
mean

Minimum / Munumym: 96%
Maximum / Makcumym: 102%
Average / Cpexnee: 100%

Mometasone Furoate /
MomeTta3ona ¢pypoar:

Minimum / Muaumym: 98%,
Maximum / Makcumym: 102%,
Average / Cpennee: 100%
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Certificate of Analysis for Finished Product /

CepTuduKaT aHAIM32 HA TOTOBYIO NMPOAYKIHNIO

Page 8 of 10 / Ctp. 8 m3 10

Momat Rino Advance /
Mowmat Puno AnBanc

Name of product /
HaumeHoBaHMe NPOAYKIHH

Generic name /
HenmaTenToBanHoe
HAMMEHOBAHHE

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

JeiicTBylo1mue BemecTsa

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

140 mcg + 50 meg / dose Date of Mfg. /
Strength / losuposia 140 mxr + 50 MKT / 1032 JlaTa npou3BoacTBa 1012025
Dosage form / Meter:ed—dose nanll spray / § Date of Exp. / Tosten 10 09/2027
JlekapcTBeHHasi hopma Cripeit Ha3aJIbHBIN JO3UPOBAHHbIH
Product code / SRU0300082460401GS Date of release / lara pomyeka | 15.11.2025
Koa npoaykra
Qty. Released / 34,800 BOT
Batch No/Cepun Ne 12251370A KosanyecTBO BBINYIIIEHO 34,800 daakoHOB
Batch size / Pazmep cepun 37,815 bot / 37,815 dpnakoHOB ?[/[fg. License No. / MNB/10/832
POM3BOACTBEHHAS JIHIeH3usT Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No
040000626567 ITpou3BoOACTBEHHAS] JIHIIEH3USI
KonTposmpyemas cepusi Ne (nata)
. GMP Compliance certificate Data/ | 18/06/2020
Package size / YnakoBka 75 doses / 75 no3 GMP ceprudukar (1ata)
Market / PoinoK Russia / Poccust GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudukar Ne
Reference specification No / STP No /
Crienmdukanus No SPC-CC-051325 CTIH Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No / F400-25001 Mfg by / Urquima S.A., Spain /
AszenacTvHa THIPOXJIOPHU Cepusi Ne Ipoussoa. | Ypksuma C.A., Ucnanus
API information / MTC-001/23
Hudopmanust 06 A®C | Mometasone Furoate / Batch No / L23178A1, Mfg by / Sterling S.p.A., Italy /
MowmeTa3oHa ¢ypoat Cepusi Ne MTC-002/23 | lIpousBoa. Crepnunr C.n.A., Utanus
L24082A1
No TESTS / MTOKA3ATEJINA LIMITS / TPEBOBAHUSA OBSERVATION / PE3YJIBTATBI
13. | Microbiological purity / MukpoouoJiornueckasi 4ucTora
Total aerobic microbial count / Not more than 102 cfu per 1 ml of the Less than 10 cfu/ml / Menee 10 KOE/ma
Oo11ee Yuciio a3pOOHBIX product / He 6onee 102 KOE B 1 mn
MHUKDPOOPTaHU3MOB npernapara
Total yeast and moulds count / Not more than 10! cfu per 1 ml of the Less than 10 cfu/ml / Menee 10 KOE/Mn
OO01miee YUCIIO APOAKIKEBBIX U product / He Gonee 10" KOE B 1 mn
[UIECHEBBIX TPHOOB npenapara
Pseudomonas aeruginosa Absence per 1 ml of the product / | Absent/OrcyrcrByer
OrtcyrcrBue B 1 Mt ipenapara
Staphylococcus aureus Absence per 1 ml of the product / | Absent/OrcyrcrByer
OrcyrcrBue B 1 Mt penapara
14. | Assay/ KosmyecTBeHHOE onpeesieHHe
a) Azelastine hydrochloride / From 85 % to 115 % of the labeled claim | 106% / 106%
A3eJIaCTHHA THAPOXJIOPHUT of Azelastine hydrochloride / Ot 85 % no
115% oT 3agBIEHHOr0 KOJUYECTBA
a3eNacTHHA THAPOXJIOPHIA
Prepared By / llogroroBuJ Checked By / [IpoBepui Approved By / Ono6pu
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Certificate of Analysis for Finished Product /

CepTuduKaT aHAIM32 HA TOTOBYIO NMPOAYKIHNIO

Page 9 of 10 / Ctp. 9 u3 10

Momat Rino Advance /
Mowmat Puno AnBanc

Name of product /
HaumeHoBaHMe NPOAYKIHH

Generic name /
HenmaTenToBanHoe
HAMMEHOBAHHE

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

JeiicTBylo1mue BemecTsa

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

140 mcg + 50 meg / dose

Date of Mfg. /

Package size / YnakoBka 75 doses / 75 no3

GMP ceprudukar (nata)

Strength / losuposia 140 mxr + 50 MKT / 1032 JlaTa npou3BoacTBa 1012025
Dosage form / Meter:ed—dose nanll spray / § Date of Exp. / Tosten 10 09/2027
JlekapcTBeHHasi hopma Crpeit Ha3aIbHbIH T03HPOBAHHBII
Product code / SRU0300082460401GS Date of release / lara pomyeka | 15.11.2025
Koa npoaykra
o Qty. Released / 34,800 BOT
Batch No/Cepus Ne 12251370A KosanyecTBO BBINYIIIEHO 34,800 daakoHOB
Batch size / Pazmep cepun 37,815 bot / 37,815 dpnakoHOB ?[/[fg. License No. / MNB/10/832
POM3BOACTBEHHAS JIHIeH3usT Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No
040000626567 ITpou3BoOACTBEHHAS] JIHIIEH3USI
KonTposmpyemas cepusi Ne (nata)
GMP Compliance certificate Data/ | 18/06/2020

Market / Peinox Russia / Poccus

GMP Compliance certificate No /

GMP-01556/20/IN

GMP ceprudukar Ne
Reference specification No / STP No /
Crienmdukanus No SPC-CC-051325 CTIH Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No / F400-25001 Mfg by / Urquima S.A., Spain /
AszenacTvHa THIPOXJIOPHU Cepusi Ne Ipoussoa. | Ypksuma C.A., Ucnanus
API information / MTC-001/23
Hudopmanust 06 A®C | Mometasone Furoate / Batch No / L23178A1, Mfg by / Sterling S.p.A., Italy /
MowmeTa3oHa ¢ypoat Cepusi Ne MTC-002/23 | lIpousBoa. Crepnunr C.n.A., Utanus
L24082A1
No TESTS / HOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATION / PE3YJIBTATbBI

b) Mometasone furoate /
Mowmerasona gypoar
115 %

From 85 % to 115 % of the labeled claim
of mometasone furoate / Ot 85 % 10

MoMeTa3oHa Qypoara

3as4BJICHHOTO KOJIMYCCTBA

111%/111%

¢) Benzalkonium chloride /

Ben3ajakonus xjaopuaa
120 %

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

OCH3AIKOHHS XJIOpHIA

3as4BJICHHOI'O  KOJIMYECTBa

93%/93%

15. | Package size / Onucanune
YHAKOBKHA

75 doses in a HDPE plastic bottle equipped with a metering device and actuator with
protective cap. Bottle with leaflet placed in carton box. / ITo 75 no3 Bo ¢umakon u3 [19BII,
CHAO)KCHHBII JIO3MPYIOLIMM YCTPOWCTBOM M HA3aJbHBIM aJalTepoM C 3alUTHBIM
konmaykoM. DIakoH ¢ HMHCTPYKIHEH [0 MEAWUIMHCKOMY IPUMEHCHHIO IIOMEINAI0T B
KapTOHHYIO MaYKy.

Any deviation/Incident/OOS: NA
Otkiaonenusi/HecoorBercTBUA/O0C: NA

Declaration of certification: “I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging and quality control at the above mentioned site in full compliance with the GMP requirements of the
local Regulatory Authority and with the normative document no. JIIT-Ne(001749)-(PI"-RU)-300123 and submitted specification no. SPC-
CC-051325. The batch processing, packaging and analysis reviewed and found to be in compliance with GMP.”
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A new way for a new world

Certificate of Analysis for Finished Product /

CepTuduKaT aHAIM32 HA TOTOBYIO NMPOAYKIHNIO

Page 10 of 10 / Ctp. 10 u3 10

Name of product / Momat Rino Advance /
HaumenoBanue npoaykuuu | Momat Puno AnBanc

Generic name /

Azelastine + Mometasone metered dose nasal spray /

Inspection Lot No

HenarentoBannoe o o .
A3eacTHH + MOMETa30H CIpeil Ha3albHbIH J03UPOBAHHBII
HauMEHOBaHUE
Each spray delivers / Kaxxnas mo3a cipest conepxut:
JeiicTBylo1mue BemecTsa Mometasone Furoate BP 50 mcg / Mometasona ¢ypoar bpur.d. 50 mxr
Azelastine Hydrochloride BP 140 mcg / A3zenactuna runpoxiuopun bpur.®. 140 Mxr
140 mcg + 50 meg / dose Date of Mfg. /
Strength / losuposia 140 mxr + 50 MKT / 1032 JlaTa npou3BoacTBa 1012025
Dosage form / Meter:ed—dose nanll spray / § Date of Exp. / Tosten 10 09/2027
JlekapcTBeHHasi hopma Chpeii Ha3aJIbHBINA JO3UPOBAHHBIN
Product code / SRU0300082460401GS Date of release / lata pumycka | 15.11.2025
Koa npoaykra
Qty. Released / 34,800 BOT
Batch No/Cepun Ne 12251370A KosanyecTBO BBINYIIIEHO 34,800 daakoHOB
Batch size / Pazmep cepun 37,815 bot / 37,815 dpnakoHOB ?[/[fg. License No. / MNB/10/832
POM3BOJICTBEHHAs! JIHIeH3us Ne
Mfg. License Date / 30/04/2020

040000626567 ITpou3BoOACTBEHHAS] JIHIIEH3USI
KonTposmpyemas cepusi Ne (nata)
. GMP Compliance certificate Data/ | 18/06/2020
Package size / YnakoBka 75 doses / 75 no3 GMP ceprduiar (1a1a)
Market / PhiHoK Russia / Poccnsi GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudukar Ne
Reference specification No / STP No /
Cnenuduxanus Ne SPC-CC-051325 CHH Ne STP-CC-037517

API information /
HNudopmanns 06 A®C | Mometasone Furoate /

Azelastine Hydrochloride / | Batch No / F400-25001 Mfg by / Urquima S.A., Spain /
AszenacTvHa THIPOXJIOPHU Cepusi Ne Ipoussoa. | Ypksuma C.A., Ucnanus
MTC-001/23
Batch No / L23178A1, Mfg by / Sterling S.p.A., Italy /
MowmeTa3oHa ¢ypoat Cepusi Ne MTC-002/23 | lIpousBoa. Crepnunr C.n.A., Utanus
L24082A1

3akJ/I0YeHne 0 COOTBETCTBHH: HACTOSIIMM MOATBEPIKAAIO0, YTO MPEACTABICHHAs BBIE HHGOPMANUS SBISETCS JOCTOBEPHOI M TOYHOI.
Jannast cepusi OblIa TMPOM3BEAEHA, BKIIIOYAs YIIAaKOBKY/MapKHUPOBKY, M HMPOKOHTPOJIMPOBAaHA HAa yKa3aHHOW BBINIE MPOMU3BOACTBEHHOM
IUIOIIA/IKE B MTOJTHOM COOTBETCTBHU ¢ TpeboBaHmsaMu Hamnexxamieit [IponsBoncteennoit [Ipaktuku (GMP) un Tpe©GoBaHUSIME HOPMAaTHBHOM
nokymenrtauun JIIT-Ne(001749)-(PT'-RU)-300123 u ytBepxaenno# crenndukarmeit N SPC-CC-051325 . TIpoToKoJbI MPOU3BOACTBA,
YIAKOBKH M TIPOBEICHHBIX AHAIM30B JUIS JAHHOW CepuH OBLIM NPOAHAIN3MPOBAHBI M CHIENAHO 3aKJIIOYEHHE, YTO OHHM COOTBETCTBYIOT
tpebosanmsam Hapnexameit [Iponssoncteennoit [Ipaktuxu (GMP).
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