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Certificate of Analysis for Finished Product /

Cepruduxar anajnsa Ha rOTOBYIO HPOAYKIHIO
Page T of 7/ Crp. 1 u3 7

Momat Rino Advance /
Mowmar Puno Ajsanc

Name of product/
Haumenosanue npoaykuun

Generic name /
HenarenroBanuoe
HAUMEHOBAHUE

Azelastine + Mometasone metered dose nasal spray /
A3€HaCTHH + MOMETA30H Clpeil Ha3AILHLIN 103MpOBaHHbIH

Each spray delivers / Kaxaas n03a cnpes coaepxur:
Mometasone Furoate BP 50 meg / Momeraszona Qypoar bpur.®. 50 amkr
Azelastine Hydrochloride BP 140 meg / Asenactuna ruppoxaopua bpur.®. 140 mxr

HelicTByrommue Bemecrsa

140 mcg + 50 meg / dose Date of Mfg. /
Strength / Jlosuposa 140 mxr + 50 mkr / joza JaTa npon3poacTBa 0472024
Dosage form / MCtCI:?d-dOSC nasa spray / N Date of Exp. / I'oaen ao 0372026
JlekapcTeennas dopma Cnpeii HazanbHbH JO3UPOBAHHBIH
Product code/ SRU0300082460401GS Date of release / lata pbinycka 12.04.2024
Koa npoaykra
Batch No / Cepusi Ne 12240337 Qty. Released / 34,400 BOT
Koanvectso BoinyueHo 34,400 dyakouos
Batch size / Pasmep cepuu 37,815 bot/ 37,815 ¢aaxonon Mig. License No. / MNB/10/832
Tlpoussoacreennast auuenzus Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No <
. 040000519291 IpoussoacTeenHas auueHzus
KouTpoaupyemas cepusi Ne (nata)
Package size / ¥naxoska 75 doses / 75 1103 GMP Compliance certificate Data/ | 18/06/2020
GMP cepruduxar (aara)
Market / Poiox Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne
Reference specification No / S STP No/ e
Crenudmkauus Ne SPC-CC-051325 CIIH No STP-CC-037517
Azelastine Hydrochloride/ | Batch No/ F400-23003 Mig by / Urquima S.A., Spain /
API information / A3esacTHHa THIPOXIOPHL Cepus Ne Ilpoussoa. | Ypxsuma C.A., Ucnanus
Hudopmauus 06 A@C | Mometasone Furoate / Batch No / MTC-003/22 Mfg by / Sterling S.p.A., Italy /
Mowmerta3zoHna ypoar Cepus Ne 1.23024A1 Mpoussoa. | Crepaunr C.nA., Uranms
No TESTS / TIOKA3ATEJIU LIMITS / TPEBOBAHNSI OBSERVATION / PE3YJILTATBI

1. Description / Onmcanue White to off-white suspension / benast unu

nourtu Oenas CyCIICH3ns

Off-white suspension /
Iourtu Genas cycrieHsus

2. Identification / Unentuduxauus

a) Azelastine hydrochloride / The retention time of one of the main | The retention time of one of the main peaks in

Asenacmuna 2uopoxaopuo

peaks in the chromatogram of test solution
should comply with that of Azelastine
hydrochioride peak in the chromatogram
of standard solution (see "Assay” section)
/  BpeMms yHepXMBAHMA OAHOTO U3
OCHOBHBIX IIHKOB Ha XPOMAaTOrpaMme
UCITBITYEMOTO pacrBopa JOJDKHO
COOTBETCTBOBAThH BPEMEHH YACPIKMBaHUS

MMKa a3eAaCTHHa THIPOXJIOpUAA  Ha
XpOMaTorpaMMme CTaHAAPTHOTO PacTROpa
(cM. pasuein «KonuuecrsenHoe
anpeneneHuey).

the chromatogram of test solution comply with
that of Azelastine hydrochloride peak in the
chromatogram of standard solution (see
"Assay” section) / Bpems yaepxuBanus
OAHOI0 U3  OCHOBHBIX  IIMKOB  HAa
XpOMaTorpaMMe  MCHBITYEMOIO  pacTBopa
COOTBETCTBYET BPEMCHH YICPKHUBAHUS MHMKA
azenacTrHa THAPOXJIOpH A Ha
XpOMAaTOrpaMme CTaHIapTHOrO pacTBopa.

{
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Certificate of Analysis for Finished Product /
Cepruduxar aHaAN3a HA FOTOBYIO NPOAYKIHIO

Page2 of 7/Crp.2u37

Name of product /
HaumeHoBaHHE NPOAYKUMH

Momat Rino Advance /
Momar Puno Axasanc

Generic name /
Henatenrosannoe
HAHMEHOBAHHE

Azelastine + Mometasone metered dose nasal spray /
A3CIACTHH + MOMETA30H CNpel Ha3aILHBIH HO3UPOBAHHbH

HeiicTeyrommue BeiecTea

Each spray delivers / Kaxcnas no3a cripes conepxur:
Mometasone Furoate BP 50 meg / Momerazona gypoar Bpur.®. 50 mkr
Azelastine Hydrochloride BP 140 meg / Asenacruna ruapoxsopui bpur.®. 140 mxr

140 mcg + 50 meg / dose Date of Mfg. /
Strength / losuposka 140 et S o Tara npoufmmma 04/2024
?l"s“ge form / Metered-dose nasal spray / Date of Exp. / Tonien 10 03/2026
exapcTBeHHas Gopma Cripeit HasaJlbHBIA 1O3UPOBAHHBIH
Product code / SRU0300082460401GS Date of release / /lata shinycka 12.04.2024
Koa npoaykra
Qty. Released / 34,400 BOT
Batch No/Cepun No 12240337 KO?IIIH‘IeCTBO BbINYHIEHO 34.400 dnaxonos
Batch size / Pazmep cepuu 37,815 bot/ 37,815 dnaxonos Mig. License No. / MNB/10/832
IlpousBoacTBeHHast iuLeH3usn Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No 040000519291 n
KonTponnpyemas cepmsi Ne POM3BOACTBEHHAS THLEH3US
posiupy cep (nata)
Package size / Ynaxoska 75 doses / 75 103 GMP Compliance certificate Data/ | 18/06/2020
GMP ceprudukar (nara)
Market / Poisox Russia / Poccrst GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudgmkar Ne
Reference specification No / . - STP No/ .,
Crieundukais Ne SPC-CC-051325 CIIM Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No / F400-23003 Mfg by / Urquima S.A., Spain /
API information / AsenacTaHa r’UAPOXAOpUIL Cepus Ne Ipousson. | Ypkeuma C.A., Mcnaunus
Mndopmanus 06 A®@C | Mometasone Furoate / Batch No / MTC-003/22 Mfg by / Sterling S.p.A., Italy /
MowmerasoHa dypoar Cepust Ne 1.23024A1 Ilpoussoa. | Crepannr C.n.A., Uranus
No TESTS / MTOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATION / PE3YJIBTATbI
b) Mometasone furoate / The retention time of one of the main | The retention time of one of the main peaks in
Momemasona grypoam 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 yaepxuBaHus
Bpems  y#epkuBaHus — OJHOrO W3 | OMHOTO K3 OCHOBHBIX  TIMKOB  Ha
OCHOBHbBIX IIHKOB HA XpOMAaTOrpaMMe | XPOMAaTorpamMe HCIBITYEMOTO — pacTBopa
UCTIBITYEMOTO pacTBopa JIOJDKHO | COOTBETCTBYET BPEMEHH YICPXKUBAHUSA THKA
COOTBETCTBOBATL BPEMEHM YIACPKUBAHUsS | MOMeTasoHa (ypoara Ha XpOMATOrpaMMe
nMka  MoMmertasoHa  (dypoaTa  HA | CTAHAAPTHOIO PACTBOPA.
XpoMarorpaMme CTaHAapTHOTO pacTBoOpa
(oM. paszen «KosmuecTreHHOE
OTIPEACIICHUEY ).
¢) Benzalkonium chloride / In the test of assay, the chromatogram of | In the test of assay, the chromatogram of the
Benzankonua 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 Ci2 and
homologues Ciz and Ci4 in the | Ci4 in the chromatogram of the standard
chromatogram of the standard solution / | solution / Ha xpomarorpamMMe HCILITYEMOTO
Ha  xpomarorpamme  MCHBITYEMOTO | pacTBopa 0GHAPYKUBAKOTCA IMKH,
pacTsopa  JOJDKHBL  OOHAPY>XHBATLCS | COOTBETCTBYIOIUME o BPEMEHaM
[HUKY, COOTBETCTBYIOLIME [0 BpeMeHaM | yjepxuBanus nukaM romonoros Ciz u Cua
yAepxkuBaHus mukaM romos1oros Ciz 1 Cia | OeH3aNKOHMS XJIOPUAZ HA XPOMATOrpamMme
OeHzanKoHus XJI0puaa Ha | CTAHAApPTHOIO PacTBOpa.
XpOMATOTpaMMe CTaHAApTHOTO pacTBoOpa
(cm. paszen «KonuuecTBeHHOE
OTIpEIENICHHEN ).
3. pH From 4.0t0 5.0/ 01 4,0 no 5,0 4.67/4,67 !
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Glenmark Pharmaceuticals Ltd
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Certificate of Analysis for Finished Product /

Cepruduxar aHajH3a HA TOTOBYIO NPOAYKUHIO
Page3 of 7/Crp. 337

Name of product / .| Momat Rino Advance /
Haumenosanue npoaykuuu | Momar Puno Aasanc
Generic name /

Azelastine + Mometasone metered dose nasal spray /
HenarenToBaHHoOe ) . i o - - -
A3EAaCTHH + MOMETa30H CIIPEH Ha3IbUbLIA 103UPOBARNbIH
HalMeHOBAaHUe
Each spray delivers / Kaxuast 103a cripest conpepxurt:
HeitcTByromne BewiecTsa Mometasone Furoate BP 50 mcg / Momerasona ¢ypoar bpur.@. 50 mxr
Azelastine Hydrochloride BP 140 mcg / Asenacruna ruapoxaopua Bpur.®. 140 mxr
140 mcg + 50 meg / dose Date of Mfg. /
Strength / losuposica 140 mkr + 50 mxr / noza Jata npoussoacTsa 04/2024
Dosage form / I\\/Ieten;ed-dose nasEd spray/ 3 Date of Exp. / Fonen 10 032026
JlekapcTseHHasi gopma Chpell HazaibHBIR 103UPOBAHHBIH
Product code/ SRU0300082460401GS Date of release / lata Bbimycka 12.04.2024
Koa npoaykra
Batch No/ Cepus Ne 12240337 Qty- Released / 34,400 BOT
Koanuecrso Boinymeno 34,400 daaxonor
Batch size / Pazmep cepun 37,815 bot/ 37,815 ¢nakonon Mig. License No. / MNB/10/832
ITpousBoacTeennas guueHsun Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No
040000519291 IIpou3BoacTBeHHAs IMLEH3US
Kourpoaupyemas cepus Ne (nara)
Package size / Ynakoska 75 doses / 75 1103 GMP Compliance certificate Data / | 18/06/2020
GMP ceprudukar (nara)
Market / Poitok Russia / Poccs GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudmrar Ne
Reference specification No / . STP No/ .
Crenudnians Ne SPC-CC-051325 CIIH Ne STP-CC-037517
Azelastine Hydrochloride / Batch No / F400-23003 Mfg by / Urquima S.A., Spain/
API information / AsenacTuHa rMIpOXJIOPH I Cepust Ne Tlpoussoa. Ypxeuma C.A., Ucnanus
Nudopmaumsa 06 AOGC | Mometasone Furoate / Batch No/ MTC-003/22 Mfg by / Sterling S.p.A., ltaly /
Mowmetazona dypoar Cepusi Ne L23024A1 Ilpoussoa. Crepannr C.rA., Utanus
No TESTS / TOKA3ATEJIU LIMITS / TPEBOBAHUS OBSERVATION / PE3YJILTATBI
4. Density / Haotnocts From 0.90 to 1.10 g/cm? / 1.02 g/em?
Ot 0,90 5o 1,10 r/em? 1,02 r/em?
5. Viscosity / BaskocTs Not less than 5 ¢Ps / He menee 5 cll3 48.2 cPs/ 48,2 clls
6. Mass of the released dose / Single dose / OTnenbhas aosa:
Macca BbicBoGomnaemoit 10351 85.0 to 115.0 % of the claimed delivered | Minimum / Munamym: 93.7%

dose amount / 850 — 1150% or
3aSBJICHHOIO KOJIMYECTBA

Maximum / Makcumym: 102.4%

Average / Cpennee: 98.7 %
Average dose / Cpeansisi po3a:

90.0 to 110.0 % of the claimed delivered
amount / 90,0 — 110,0 % or 3asaBneHBOro

KOJMYeCTBA
7. Mass of the vial content / Not less than 9.52 g / 98¢/
Macca coaep:xkumoro irakona He Menee 9,521 98r
8. Dose number / Konnuecrso no3 Not less than 75 doses (disregard the first | 88 doses / 88 no3

pumping) / He menee 75 103 (He cuuras
TIEPBHYHYIO NIPOKAUKY)

9. Particle size / Pasmep uactuy 90 % of particles less than 10 um / 100.0% / 100,0%

90 % vactui pasmepom menee 10 Mrv

100 % of particles less than 30 um / 100.0% / 100,0%

100 % yactuw pazmepom menee 30 Mxm B

Particles of more than 30 um should be Absent / OTcyTCTBYIOT

absent / Yactuuer 6oee 30 MKM JIOJDKHLE

OTCYTCTBOBATH

i
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Glenmark Pharmaceuticals Ltd
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Certificate of Analysis for Finished Product /

Ceprudurar asanansa Ha rOTOBYIO HPOAYKIIHIO
. Paged of 7/Crp.4u3 7

Name of product/ Momat Rino Advance /
HauvMeHoBaHue npoaykunu Mowmar Puno Ansaic
Generic name /

Azelastine + Mometasone metered dose nasal spray /

HenatentoBaHHoe ) . - ., N .
AszenacTu + MOMETA30H CIPCH HazanbHbLY H03MPOBAHHLI
HAHMEHOBAHHE
Each spray delivers / Kaxxaast 1o3a cnpest ConepmuT:
HeficTByromne peiecrsa Mometasone Furoate BP 50 meg / Momerasona dypoar Bpur.®. 50 mxr
Azelastine Hydrochloride BP 140 meg / Asenacruna rujpoxsopun bpur.®. 140 mkr
140 meg + 50 meg / dose Date of Mfg. /
Strength / losuposia 140 mxr + 50 mxr / no3a JaTa npoussoacTsa 0472024
Dosage form / Metered-dose nasal spray / Date of Exp. / logen 10 03/2026
JlekapcrBennan gopma Cripeit Ha3anbHBIH JO3UPOBAHHBIH
Product code / SRU0300082460401GS Date of release / lata sbinycka 12.04.2024
Koa npoaykra
Batch No / Cepusi Ne 12240337 Qty. Released / 34,400 BO1
KoJsinvecTBO BbINYIEHO 34.400 prakoHoB
Batch size / Pazmep cepuu 37.815 bot/ 37,815 ¢naxonos Mig. License No. / MNB/10/832
IIpoussoacreenHas auuensus Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No
040000519291 IlpouspoacreeHHAs JIULEH3NSA
Konrposupyemas cepust Ne (nata)
Package size / Y nakosKa 75 doses / 75 103 GMP Compliance certificate Data/ | 18/06/2020
GMP ceprudurar (aara)
Market / Poitok Russia / Poccns GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudpurar Ne
Reference specification No / DL STP No / P
Crewuduicauus Ne SPC-CC-051325 CIIN Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No/ F400-23003 Mfg by / Urquima S.A., Spain /
API information / AsenacTyuHa THAPOXIOPH ] Cepus Ne Ipouseoa. | Ypxeuma C.A., Mcnianus
Undopmauus 06 A®C | Mometasone Furoate / Batch No / MTC-003/22 Mfg by / Sterling S.p.A., Italy /
Mowmerazona {ypoart Cepust Ne 1.23024A1 Mpousson. | Crepaunr C.n.A., Uranus
No TESTS / TOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATION/PE3YJIbTATbI
10. | Sedimentation Stability / Not less than 5 min / He Menee 5 mun Complies /
CeﬂHMeHTauHOHHaH COOTBeTCTByeT

YCTOHYUBOCTH

11. | Impurities / Ilpumecn

a) Azelastine hydrochloride /
Aszenacmuna zuopoxaopuoa:

Single unspecified impurity / Not more than 0.89 % / He donee 0,89 % | Not Detected/ He obuapyxeno
EnviHuyHas HeHACHTHHIMPOBAHHAS

npUMech

Total impurities / Cymma npumeceit Not more than 2.0 % / He 6onee 2,0 % Not Detected/ He oOHapyxeHo

b) Mometasone furoate /
Momemaszona ypoama

Impurity D / TTpumecs D Not more than 1.0 % / He Gouee 1,0 % Not Detected/ He odnapyxeno

Single unspecified impurity / Not more than 1.0 %/ He 6onee 1,0 % 0.1%/0,1%

Eaunnunas HeuaeHTURUMpPOBAaHHAS

NpUMECH

Total impurities / Cymma npumeceit Not more than 2.0 % / He Gonee 2,0 % 0.2%/0,2%

1
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Glenmark Pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi. Distt. Solan Himachal Pradesh 173203, India
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Certificate of Analysis for Finished Product /

Cepruduxar aHAIN32 HA FOTOBYIO MPOAYKINHIO
Page Sof 7/Crp.5u37

Name of product / Momat Rino Advance /
HaumenoBanue npoaykuuu Monmat Purio Aasanc

Generic name /

Azelastine + Mometasone metered dose nasal spray /
Henarenrosannoe

AsenacTun + MOMETa30H cnpei& HaszaibHbIH j_l()3l/lp()Bkllll'I]>I]‘/‘l

HAUMEHOBAHUE
Each spray delivers / Kaxias 103a cnpest cOMEpKuUT:
JeiicTByiomire BetlecTBa Mometasone Furoate BP 50 meg / Momeraszona Qypoar Bpur.®@. 50 mxr
Azelastine Hydrochloride BP 140 meg / Azenacruna ruapoxiopua bpur.®. 140 mxr
) 140 mcg + 50 meg / dose Date of Mfg. / -
Strength / losuposka 140 mkr + 50 mxr / gosa JaTa npousBoAcTBa 0472024
Dosage form / Metered-dosc nasal spray /. Date of Exp. / Fozen 10 03/2026
JlexapcTeenHasi dopma Cripeit HazanbHBIN 103MPOBaHHbBIN
Product code/ SRU0300082460401GS Date of release / Jlara pranycka 12.04.2024
Koa npoaykra
Batch No / Cepust No 12240337 Qty. Released / 34,400 BOT
KoauvecTBo BbinylieHo 34,400 ¢naxoHOB
Batch size / Pasmep cepuu 37,815 bot / 37,815 QnakoHos Mig. License No. / MNB/10/832
IlpousBoacTBeHHAs JHLEH3UA Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No
040000519291 IponsBoacTBeHHAS JHIEH3US
KouTtposupyemas cepus Ne (nata)
Package size / Ynaxosxa 75 doses / 75 103 GMP Compliance certificate Data/ | 18/06/2020
GMP ceprudukar (aara)
Market / Phinok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudurar Ne
Reference specification No / DO STP No / TP
Creunduranuns Ne SPC-CC-051325 CIY Ne STP-CC-037517
Azelastine Hydrochloride / | Bateh No / F400-23003 Mfg by / Urquima S.A., Spain /
APl information / A3eNlacTHHA M’HIPOXIOPUA Cepusn Ne Tipousson. | Ypkeuma C.A., Ucnauus
Hudopmauns 06 AOC | Mometasone Furoate / Batch No/ MTC-003/22 Mfg by / Sterling S.p.A., Italy /
Mowmetasona dypoar Cepusa Ne 1.23024A1 Ilpoussoa. | Crepnunr C.n.A., Uranus
No TESTS / IOKA3ATEJIN LIMITS / TPEBOBAHMUSI OBSERVATION / PE3YJbLTATHI
12. | Uniformity of delivery dose / 9 of 10 doses: 75 % to 125 % of the Azelastine Hydrochloride /
OnHOpoaHOCTH N0CTABISIEMO mean; A3elacTHHA TMAPOXJOPUA:
A03bI 10 of 10 doses: 65 % to 135 % of the
mean

Minimum / Musumym: 98.0%
Maximum / Maxcumym: 104.0%
Average / Cpennee: 100.0%

If2 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 %/ Mometasone Furoate /

9 u3 10 803: 01 75 % 10 125 % ot Mowmetaszona gpypoar:

CPEMHEr0 3HAUCHUS

10 u3 10 103: o1 65 % 10 135 % ot Minimum / Musumym: 95.0%,
CPEIHEro 3Ha4CHHs Maximum / Maxcumym: 111.0%,
Ecau 2 wnu 3 pesyabrarta BLINanaioT U3 Average / Cpennee: 100.0%

npenenos 75 — 125 %, ucnbitanue
nposoadr ¢ 20 apyruMu nozamu. He
6onee 3 13 30 3HaYCHUMN MOTYT BLIXOAUTD
3a npeaenst 75 — 125 %, v Bce 3HaueHUA
JOJKHBI ObITh B IIpesienax oT 65 no

135 %.

13. | Microbiological purity / MuxpoGuosornyeckas YucToTa

Total aerobic microbial count / Not more than 102 c¢fu per 1 ml of the

O01ee 9ucao adpodHbIx product / He Sonee 102 KOE B 1 mMn

MHKPOOPTaHU3MOB npernapara

t
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Glenmark Pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 173203, India
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Certificate of Analysis for Finished Product /

Cepradukar anann3a HA FOTOBYIO NMPOAYKINHIO
Page 6 of 7/ Crp. 6137

Name of product/ Momat Rino Advance /
HaumeHoBaHue npoayKkunu Mowmar Puno Angaic
Generic name /
HenartenToBaHHOe

Azelastine + Mometasone metered dose nasal spray /
A3enacTHH + MOMETA30H CPeit Ha3ATLHBIA A03UPOBAHILIH

HAaUMEHOBAHHE
Each spray delivers / Kaxas n103a cripes conepint:
JeitcTByrome pelecTsa Mometasone Furoate BP 50 mcg / Momerasona dypoar bpur.d. 50 mxr
Azelastine Hydrochloride BP 140 meg / Asenacruna rnapoxnopua bputr.®. 140 mxr
140 meg + 50 meg / dose Date of Mfg. /
Strength / losuposia 140 mxr + 50 mxr / nosa Jlata npoussoacraa 0472024
Dosage form / Metered-dose nasal spray / y Date of Exp. / Tosen 1o 03/2026
JlekapeTBennas gopma Cripeilt Ha3anbHbIH JO3MPOBAHHBIH
Product code/ SRU0300082460401GS Date of release / /lata Boinycka 12.04.2024
Koa npoaykra
Batch No/Cepus Ne 12240337 Qty. Released / 34,400 BOT
KonuuecTso BbInyieHo 34,400 ¢naxkoHor
Batch size / Pasmep cepun 37,815 bot/ 37,815 naxoHoB Mig. License No. / MNB/10/832
IlpousBoacTBeHHas jiuLeH3uA Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No
040000519291 TponspoacTBeHHAs AUUEH3HUS
Kontpoaupyemas cepusi Ne (nata)
Package size / Ynaxoska 75 doses / 75 103 GMP Compliance certificate Data/ | 18/06/2020
GMP ceprudukar (nara)
Market / Poisok Russia / Poccis GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudurar Ne
Reference specification No / STP No/
Crennduicauus Ne SPC-CC-051325 CIU N STP-CC-037517
Azelastine Hydrochloride / | Batch No/ F400-23003 Mfg by / Urquima S.A., Spain /
API information / AsenacTuHa THAPOXJIOPUA Cepusi Ne Tlpoussox. Ypkeuma C.A., Mcnanus
HNudopmauus 06 APC | Mometasone Furoate / Batch No / MTC-003/22 | Mfg by / Sterling S.p.A., Italy /
Mowmerasona pypoar Cepus Ne L23024A1 Ipoussoa. | Crepnunr C.n.A., Uranus
No TESTS / IOKA3ATEJI LIMITS / TPEBOBAHUSI OBSERVATION / PE3YJILTATBI
Total yeast and moulds count / Not more than 10! ¢fu per 1 ml of the Less than 10 cfu/ml/ Menee 10 KOE/mn
Oo111ee YUCIO APOIOKEBBIX U product / He Gonee 10" KOE B 1 mn
[IECHEBBIX IPUGOB npenapara
Pseudomonas aeruginosa Absence per 1 ml of the product / | Absent/Orcyrersyer

OrcyrerBue B 1 Mal ipenapata

Staphylococcus aureus Absence per 1 ml of the product /| Absent/OtcyrcTByer
OrcyrcBue B 1 Ma npenapara

14. | Assay / KonndecTBeHHoe onpeaesienue

a) Azelastine hydrochloride / From 85 % to 115 % of the labeled claim | 95.0%/95,0%

A3esacTUHA FHAPOXJIOPUI of Azelastine hydrochloride / Ot 85 % 10
115% oT 3ajdBACHHOr0  KOJIMYECTBA
asenacTHHa rApoXJIopUaa

b) Mometasone furoate / From 85 % to 115 % of the labeled claim | 101.0%/101,0% . -

MonmeTasona ¢gypoar of mometasone furoate / Or 85 % no
115% oT 3agBNCHHOrO KOJUYECTBA
MoMeTaszoHa ypoara

¢) Benzalkonium chloride / From 80 % to 120 % of the labeled claim | 94.0% / 94,0%

benszankonus xjaopuaa of benzalkonium chloride / Or 80 % no
120% OT 3adBIEHHOTO  KONMYECTBA
OeH3aIKOHUS XJI0prAa

15. | Package size / Onucanue 75 doses in a HDPE plastic bottle equipped with a metering device and actuator with
YHAKOBKH protective cap. Bottle with leaflet placed in carton box. / I1o.75 g03 Bo ¢urakon uz [1DBI,
CHAaOXEHHBIH HO3MPYIOLIMM YCTPOMCTBOM ¥ HA3aIBHBIM AJaNTepoM ¢  3AUIMTHLIM
xonmaykoM. PRakOH € MHCTPYKHHMEH N0 MEAMIHHCKOMY IPUMCHEHHIO TOMEINAIOT B
KapTOHHYIO MauKy.

Prepared by /TloarotroBJyieHo Checked by / IIposepeno Approve\! by / OnoGpeno
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Name / @O Yogesh Kumar Mehta Atul Kumar Sandeep‘Semwal )
Designation / JlosxHocTs Officer -QA Officer -QA Sr. Manager -QA
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Glenmark Pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 173205, India
Tel.: +91-1795 667200 Fax: +91-1795 667299 email: glenmark@bom2.vsnl.net.in

Certificate of Analysis for Finished Product /

Ceprudukar aHAJIH3A HA FOTOBYIO MPOAYKIHIO
Page 70f7/Crp. Tuz 7

Name of product / Momat Rino Advance /
HanmeHoBaHHe npoaykuun Mowmar Puno Azngasc

Generic name / .
Azelastine + Mometasone metered dose nasal spray /

HenatentoBanuoe ) - i - -
A3eaCTHH + MOMETA30H CHPE HA3ILHBIA 103UPOBAHHBIH
HAUMEHOBAHHE
Each spray delivers / Kaxxnas jo3a cripes copepxur:
JeiicTByromue BeLiecTsa Mometasone Furoate BP 50 mcg / Momerasona gpypoar bpur.®. 50 mxr
Azelastine Hydrochloride BP 140 mcg / Asenacruna ruapoxjopua bput.®. 140 mxr
" 140 meg + 50 meg / dose Date of Mfg. /
Strength / lo3uposka 140 MK+ 50 MKr/ 1032 Jlata npoussoacTsa 0472024
Dosage form / l\ﬁ/leterved-qosc nasEtl s;?ray / 3 Date of Exp. / Tosen 0 03/2026
JlekapcTeenHas opma Cnipeit HasallbHbIA 103UPOBAHHbIH
Product code / SRU0300082460401GS Date of release / Jlata phimyexa 12.04.2024
Koa npoaykra
Batch No / Cepus Ne 12240337 Qty. Released / 34,400 BOT
KosanyecTBo BhINyIIEHO 34.400 ¢nakoHOB
Batch size / Pazmep cepuun 37,815 bot / 37.815 ¢nakonos Mig. License No. / MNB/10/832
HpoussoacTeenHas auneHsust Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No
040000519291 TpousBoacTBeHHAS IHLEH3US
Kourpoaupyemas cepusi Ne (nata)
Package size / Ynakosica 75 doses / 75 103 GMP Compliance certificate Data/ | 18/06/2020
GMP cepruduxar (aara)
Market / Portok Russia / Pocens GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudukar Ne
Reference specification No / D STP No/ NI
Creundurauus Ne SPC-CC-051325 CITH Ne STP-CC-037517
Azelastine Hydrochloride / Batch No / F400-23003 Mfg by / Urquima S.A., Spain/
APl information / A3enacTHHA MMAPOXJIOPUA Cepusi Ne IIpousson. VYpxsuma C.A., Ucnanus
HNndopmanus 06 A@C | Mometasone Furoate / Batch No / MTC-003/22 Mfg by / Sterling S.p.A., Italy /
Mowmerazona dypoar Cepus Ne L23024A1 Tlpousson. | Crepnunr C.nA., Mrams

Any deviation/Incident/OOS: Non-applicable
OTtxkioHeHusi/HecooTBeTcTBHSI/OOC: HE NPUMEHUMO

Declaration of certification: “I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging and quality control at the above mentioned site in full compliance with the GMP requirements of the
local Regulatory Authority and with the normative document no. 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.”

3akmoueHHe 0 COOTBETCTBHM: HACTOSIIMM TOATBEPIKAAND, YTO MPEACTABICHHAS Bhie WHPOPMALIUS ABILETCS AOCTOBEPHON U TOYHOIMA.
Jannas cepus ObUia NIPOM3BEAECHA, BKJHOYAs YNAKOBKY/MapKUPOBKY, W TPOKOHTPOJMPOBaHA HA YKA3AHHOM BhILIE TPOU3BOJLCTBEHHOI
MJIOIIAAKE B TIOJHOM COOTBETCTBUY ¢ Tpeboranmsimu Hamnexaieit Ipoussoacrsennoit [paxruxy (GMP) 1 TpeGoBaHUSIMU HOPMATHBHOH
Joxymentamuu JIIT-Ne(001749)-(PT-RU)-300123 u yreepxaenHodt cnenuduxanuedi Ne SPC-CC-051325 . IIpoTokoasl Npou3BOACTBa,
YIIAKOBKU M YIPOBEJCHHBIX AHANM30B JJs JAHHOH cepuu ObLIM NMPOAHAIU3UPOBAHL! M CAEHAHO 3AKIIOYESHHE, YTO OHH COOTBETCTBYIOT
TpedopanuaM Haanexameii [Ipoussoacraennoit Ipaxrixu (GMP).
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