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Certificate of Analysis for Finished Product /

CepTudukar aHAIH32 HA TOTOBYIO NPOAYKIHIO

Page 1 of 7/ Ctp. 1 m3 7

Name of product /
HaunmeHoBaHue NpoayKUHH

Momat Rino Advance /
Mowmar Puno Ansasc

Generic name /
Henatenrosauuoe
HAMMEHOBaHHE

Azelastine + Mometasone metered dose nasal spray /
A3EMacTUH + MOMETa30H crpel Ha3aIbHBIH J03UPOBaHHBII

JeiicTByomue semecrsa

Each spray delivers / Kaxxnas n03a cnpest COAEpKHUT:
Mometasone Furoate BP 50 mcg / MomerasoHa ¢ypoar bpur.®. 50 mkr
Azelastine Hydrochloride BP 140 mcg / Asenactuna ruapoxaopua bpur.®@. 140 Mkr

140 meg + 50 meg / dose Date of Mfg. /
Strength / losuposica 140 mkr + 50 mkr / noza Jlata npou3BoaAcTBa 06/2024
Dosage form / Metered-dose nasal spray / Date of Exp. / Foaen 10 05/2026
JlekapcTBeHHast popma Cnpeli Ha3abHBIR 103UPOBaHHBIH P- A
Product code/ SRU0300082460401DM Date of release / Jlata sbinycxa 31.07.2024
Koa npoaykra
o Qty. Released / 13,920 BOT
Batch No/Cepust Ne 12240723 KoaH4ecTBO BLINYEHO 13,920 ¢nakoHoB
Batch size / Pasmep cepuu 15,395 bot / 15,395 ¢nakonos M. License No. / MNB/10/832
IpoussoacTBeHHAs JuLeH3Us Ne
Inspection Lot No Mfg. License Date / 30/04/2020
K p 040000535234 Tpou3BOACTBEHHAS JHLIEH3HA
OHTpoJHpyemas cepusi Ne (nata)
i i /06/202
Package size / Ynakoska 150 doses / 150 no3 gxll: g;::::;::;ic& r;‘t-lrl:;ate Data/ | 18/06/2020
i i - IN

Market / PoiHok Russia / Poccus gxi i‘;’:ﬁ;i’:;e_rc;:tlﬁcate No/ GMP-01556/20/
Reference specification No / STP No/ _
Creunduiauus Ne SPC-CC-034990 CIIU Ne STP-CC-026675

Azelastine Hydrochloride / | Batch No / F400-23004 Mfg by / Urquima S.A., Spain /
API information / A3senacTiHa rHIpOXJIOPHI Cepusn Ne Mpoussoa. | Ypkeuma C.A., Ucnanus
Hudopmanust 06 AO®C | Mometasone Furoate / Batch No / MTC-002/23 Mfg by / Sterling S.p.A., Italy /

MowmerasoHa gypoar Cepus Ne L24082A1 MNpoussen. | Crepmunr C.n.A., Utanus
N TESTS / HIOKA3ATEJIU LIMITS / TPEBOBAHUSA OBSERVATION / PE3YJIBTATDHI
0

1. Description/ Onucanune

White to off-white suspension / benas ninu
104TH 6enast CycneHsus

Off-white suspension /
IlouTtn 6¢enas cycrneHsus

2. Identification / UnenTuduxauus

a) Azelastine hydrochloride /
A3zeracmuna zudpoxnopud

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)

NMMKa asenacTMHa TWIpOXJopHaa Ha
XpoMaTorpaMme CTaHZapTHOTO pacTBOpa

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
"Assay” section) / Bpems yaepxuBaHuA

/ BpCMﬂ YACPKHUBAHUA OZHOro0 U3 | OOHOrO n3 OCHOBHBIX NHUKOB Ha
OCHOBHBIX IIMKOB Ha XpoMarorpaMme | xpomarorpamme HCTIBITYEMOT'O pacTtBopa
UCIIBITYEMOT'O pacTtBopa JOJDKHO | COOTBECTCTBYET BPEMCHM YACPXXHWBaHUS IIHKa
COOTBETCTBOBATH BPEMCHH YICPKHUBaHUS | a3€JiaCTHHA rHApoOXJIopuIa Ha

XPOMATOrpaMMe CTaHAapTHOTO PacTBopa.

(cm. pasaen «KonnuecTBeHHOE
OTIpeJICIICHHE ).
{
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Name of product /
HaumeHoBanue npoayKumum

Momat Rino Advance /
Momart Puno Ansanc

Generic name /
HenateHToBanHoe
HAMMEHOBAHHE

Azelastine + Mometasone metered dose nasal spray /
A3enacTHH + MOMETA30H Crpeit HasalbHbIA A03UPOBAHHDIH

JelicTByomme BewecTsa

Each spray delivers / Kaxnas n03a cnpes conepxur:
Mometasone Furoate BP 50 mcg / Momerasona ¢iypoar bpur.®. 50 mkr
Azelastine Hydrochloride BP 140 mcg / Asenacruda ruapoxiopun bputr.@. 140 mxr

140 mcg + 50 mcg / dose Date of Mfg. /
Strength / losuposka 140 mkr + 50 Mkr / fo3za JlaTa npousBoacTBa 06/2024
Dosage form / Metered-dose nasal spray /
JlexapcTBenHnas ¢opma Cripeii Ha3anbHbBIH 103MPOBAHHBIH Date of Exp. / Fonen no 05/2026
product code / SRU0300082460401 DM Date of release / lara seinyeka | 31.07.2024
0 MpOAYKTa
Qty. Released / 13,920 BOT
Batch No / Cepusi Ne 12240723 KomMuecTo BLNyLeHo 13.920 raxotos
Batch size / Pasmep cepun 15,395 bot / 15,395 $nakouon l[\lq;(gm Ellscoeuncfnl::;;; I MNB/10/832
Inspection Lot No Mfg. License Date / 30/04/2020
K p 040000535234 IIpousBoACTBeHHASE THLIEH3US
OHTpOJHpYeMasi cepusi Ne (nata)

Package size / YnakoBka 150 doses / 150 no3 gxll; i‘;’:ﬁ;z?;icg:ﬁ;ate Data/ | 18/06/2020
Market / PoiHok Russia / Poccus gmll; :i‘:)?g;;:?;ic;:tlﬁcate No/ GMP-01556/20/IN
Reference specification No / STP No/
Creunduxauns Ne SPC-CC-034990 CITH Ne STP-CC-026675

Azelastine Hydrochloride / | Batch No/ F400-23004 Mfg by / Urquima S.A., Spain /
API information / AsenactuHa rugpoxnopun | Cepusi Ne Hpoussoa. | Ypxeuma C.A., Henanus
Nudopmauus 06 AGC | Mometasone Furoate / Batch No / MTC-002/23 Mfg by / Sterling S.p.A., Italy /

Mowmera3zona gypoar Cepus Ne L24082A1 MNpoussoa. | Crepaunr C.LA., Utanus
N TESTS / TIOKA3ATEJIN LIMITS / TPEBOBAHHUA OBSERVATION / PE3YJIbTATDI
(0]

b) Mometasone furoate /
Momemazona gypoam

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  yaepxuBaHMA ~ OIHOIO U3
OCHOBHBIX ITMKOB Ha XPOMaTOrpaMme
HCHBITYEMOrO pacTBopa JIOJDKHO
COOTBETCTBOBaThH BPEMEHH YAEPKUBAHHUS
nMka  MometazoHa  ¢ypoara  Ha
XpOMaTrorpaMme CTaHAapTHOIO pacTBOpa
(cM. paszzaen «KonnuecTBeHHOE
ONpPEACICHUEN).

The retention time of one of the main peaks in
the chromatogram of test solution comply with
that of mometasone furoate peak in the
chromatogram of standard solution (see
"Assay”’section) / Bpemsa yaepxkHBaHHs
O0JHOI0 M3  OCHOBHBIX  [HMKOB  Ha
XpOMarorpaMMe  HCHBITYEMOTO  pacTBOpa
COOTBETCTBYET BPEMEHH YAEP)KHBAHUA IMKa
MoMeTa3zoHa ¢pypoara Ha XpoMaTorpamme
CTaHJapTHOIO PacTBOpA.

¢) Benzalkonium chloride /
Benzankonua xnopuo

In the test of assay, the chromatogram of
the sample solution should contain peaks
corresponding to the retention times of
peaks of  benzalkonium  chloride
homologues Ciz and Ci4 in the
chromatogram of the standard solution /
Ha  xpomarorpaMme  HCHBITYEMOro
pacTBopa  JODKHBI  OOHAapyXMBaThCA
NMKH, COOTBETCTBYIOLIME MO BpEMEHaM
yaepxuBaHust nukam romonoro Ciz u Ci4

In the test of assay, the chromatogram of the
sample solution contain peaks corresponding
to the retention times of peaks of
benzalkonium chloride homologues Ciz and
Cis in the chromatogram of the standard
solution / Ha xpoMarorpaMme MCHEITYEMOYO
pacTBopa 00HaPYKHBAIOTCS THKH,
COOTBETCTBYIOILME no BpEeMEHAM
yaepxupaHus mukam romonoros Ci2 u Cia
GeH3aNKOHMA XJIOpHIA HAa XPOMaTOrpaMme

GeH3ankoHus xjopuaa Ha | CTaHIapTHOro pacTBopa.

XpoMaTorpaMMe CTaHIapTHOTO PacTBOpa

(cM. paszen «KonudectseHHoe

ONPECICHHEN). .

Preparedby / Iloarorosaeno Checked by / [Iposepeno Approve(! by / Onobpeno
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Page 30f 7/Ctp.3u3 7

90 % 4acTuu pa3MepoM MeHee 10 MKM

100 % of particles less than 30 pm/
100 % vacrtuir pasmepom meHee 30 MKM

Name of product / Momat Rino Advance /
Haumenosanue npoaykuuu | Momat Puno Aaganc
Generic name / Azelastine + Mometasone metered dose nasal spray /
HenatentosaHHoe . o o
A3eacTvH + MOMETa30H Crpeil Ha3albHblid JO3UPOBAHHBII
HaHMeHOBaHUE
Each spray delivers / Kaxnast 1o3a cnipest CORepxuT:
JeiicTBYI0LIHE BeWecTBA Mometasone Furoate BP 50 mcg / MomeraszoHa ¢ypoar bpur.®. 50 Mxr
Azelastine Hydrochloride BP 140 mcg / Asenactuna ruapoxyiopua bpur.®. 140 mxr
140 mcg + 50 meg / dose Date of Mfg. /
Strength / Jlosuposka 140 mkr + 50 mkr / noza JaTa npon3BoacTBa 06/2024
Dosage form / Meterved—dose nasiil spray / 5 Date of Exp. / Conen 10 05/2026
JlexapcTBeHHan ¢popma Cnipeii Ha3aIbHBLI 103WPOBAHHBIH
product code SRU0300082460401 DM Date of release / Java soinyeka | 31.07.2024
O POAYKTa
. Qty. Released / 13,920 BOT
Batch No/Cepus Ne 12240723 KonH4ecTBO BbINYLIEHO 13,920 ¢urakoHos
Batch size / Pazmep cepun 15,395 bot/ 15,395 ¢nakonor Mig. License No. / MNB/10/832
: ’ TIpousBoacTBeHHas TuueH3nnA Ne
Inspection Lot No Mfg. License Date / 30/04/2020
K p 040000535234 TMpouzBoacTBeHHAS JTHLEH3IHSA
OHTpoJIMpyemasi cepust Ne (naTa)
: GMP Compliance certificate Data/ | 18/06/2020
Package size / YnakoBka 150 doses / 150 mo3 GMP cepTnpuar (1a1a)
Market / ook Russia / Poccust GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprupukat Ne
Reference specification No / STP No/ s
Creunduiaius Ne SPC-CC-034990 CITU Ne STP-CC-026675
Azelastine Hydrochloride / | Batch No / F400-23004 Mfg by / Urquima S.A., Spain /
API information / A3eacTiHa rUAPOXJIOpUIL Cepus Ne Mpoussoa. | Ypkeuma C.A., Mcnanus
Hudopmauns 06 A®C | Mometasone Furoate / Batch No / MTC-002/23 Mfg by / Sterling S.p.A., Italy /
Mowmera3ona ¢ypoar Cepus Ne L.24082A1 Mpoussoa. | Crepmunr C.n.A., Utanus
N TESTS / TIOKA3ATEJIN LIMITS / TPEGOBAHHS OBSERVATION / PE3YJIbTATBI
(o]
3. pH From 4.0 to 5.0/ Ot 4,0 5o 5,0 4.538/4,538
4 Density / ILnotHoCTL From 0.90 to 1.10 g/cm?® / 1.02 g/cm?
Ot 0,90 10 1,10 r/cm? 1,02 r/em®
s. Viscosity / Baskoctb Not less than 5 cPs / He Menee 5 cll3 45.2 cPs /45,2 cll3
6. Mass of the released dose / Single dose / OTaenbHas no3a:
Macca BricBoboxkaaemoli n03b1 85.0 to 115.0 % of the claimed delivered | Minimum / Musnmym: 94.6%
dose amount / 850 — 1150% oT | Maximum / Makcumym: 105.1%
3a%BIECHHOTO KONMYECTRA Average / Cpentice: 99.4%
Average dose / Cpeanss no3a:
90.0 to 110.0 % of the claimed delivered
amount / 90,0 — 110,0 % ot 3aABJIE€HHOTO
KOJIMYECTBa
7. | Mass of the vial content / Not less than 14.175 g/ 14.609 g/
Macea coaepxumoro daakona He menee 14,175 14,609 r
8. Dose number / Konuuectso 03 Not less than 150 doses (disregard the 168 doses / 168 no3
first pumping) / He menee 150 nos (ue
CUMTas NCPBUYHYIO POKAYKY)
9. Particle size / Pazmep uacTun 90 % of particles less than 10 um / 100.0% / 100,0%

100.0% / 100,0%

Particles of more than 30 pm should be Absent / OTcyTCTBYIOT
absent / Yactuiiel 6onee 30 MKM JODKHBI
OTCYTCTBOBATb \
\
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Certificate of Analysis for Finished Product /

Ce[)TH(l)HKaT AHAJ/IM32 HA TOTOBYIO NPOAYKUHIO
Paged4 of 7/Crp. 4137

Name of product / Momat Rino Advance /
HaumeHoBaHue NpoayKuuu Mowmar PuHo Anpanc

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

HenaTtenToBanHoe N N "
A3enacTHH + MOMeTa30H crpeil Has3anbHbiit A03UPOBAHHBbIHR
HAHUMEHOBAHUE
Each spray delivers / Kaxnas n03a cnpest COAEPXHUT:
JeiicTBylonmne seiecTsa Mometasone Furoate BP 50 mcg / MoMerasona ¢ypoar bpur.®. 50 mkr
Azelastine Hydrochloride BP 140 mcg / Azenacruna ruapoxnopua bput.®. 140 mxr
140 meg + 50 mcg / dose Date of Mfg. /
Strength / osuposxa 140 mxr + 50 Mkr / fo3a JlaTa npou3BoACTBA 06/2024
Dosage form / Meterved-dose nasEll spray / 3 Date of Exp. / Conen 10 05/2026
JlekapcTBeHHas popma Cripeii HazaNbHbIH 103WPOBAHHBIN
Product code /
K : SRU0300082460401 DM Date of release / /lata Bbinycka 31.07.2024
o MpoayKTa
o Qty. Released / 13,920 BOT
Batch No/Cepun Ne 12240723 Koau4ecTBO BLINYLIEHO 13,920 ¢naxonor
Batch size / Pazmep cepun 15,395 bot/ 15,395 dnaxonos Mfg. License No. / MNB/10/832
TpousBoacTBeHHas JuueH3us Ne
Inspection Lot No Mfg. License Date / 30/04/2020
K p ' 040000535234 MpousBoaACTBEHHAS THLIEH3HS
OHTpoNHpYyemasi cepus Ne (nata)
. GMP Compliance certificate Data/ | 18/06/2020
Package size / Y nakonka 150 doses / 150 no3 GMP cepTuduiaT (1ata)
Market / Puisox Russia / Poccust GMP Compliance certificate No / GMP-01556/20/IN
GMP ceptudukar Ne
Reference specification No / STP No/ g
Creuduicauus Ne SPC-CC-034990 CIIH Ne STP-CC-026675
Azelastine Hydrochloride / | Batch No/ F400-23004 Mfg by / Urquima S.A., Spain /
API information / A3eJ1acTHHA THAPOXIIOPHA Cepus Ne INMpouseoa. | Ypksuma C.A., Micnanus
Uudopmauust 06 AOC | Mometasone Furoate / Batch No / MTC-002/23 Mfg by / Sterling S.p.A., Italy /
Mowmerasona ¢ypoar Cepus Ne L24082A1 Mpoussoa. | Crepaunr C.n.A., Uranus
N TESTS / TOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIBTATHI
0
10. | Sedimentation Stability / Not less than 5 min / He MeHee 5 mun Complies /
CeanMeHTALMOHHAS COOTBETCTBYET
YCTOHYUBOCTH

11. | Impurities / Ilpumecn

a) Azelastine hydrochloride /
Azenacmuna zudpoxnopuda: .
Single unspecified impurity / Not more than 0.89 % / He 6osee 0,89 % | Not Detected
EnuHudHas HeuaeHTHHUIHMPOBaHHAS
NpUMECH i

Total impurities / Cymma mpumeceit | Not more than 2.0 % / He 6osee 2,0 % Not Detected

b) Mometasone furoate /
Momemasona dpypoama
Impurity D / [Tpumecs D Not more than 1.0 % / He 6onee 1,0 % 0.0%/0,0%

Single unspecified impurity / Not more than 1.0 % / He 6oinee 1,0 % 0.1%/0,1%
EnnnudHas HeueHTH(MIEPOBaHHAs
HpUMech

Total impurities / Cymma npumeceit Not more than 2.0 % / He 6onee 2,0 % 0.3%/0,3%

Prepared by / lloarorosaeno Checked by / IIposepeno Approved by\/ Onobpeno
Signature / Hoanucs & —
Date / Jlata 5N\ 081202 O\r2 © ke iy o\\eey pont
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Name of product /
HaumeHoBaHue npoayKunu

Momat Rino Advance /
Mowmar Puno Aasauc

Generic name /
HenareHToBaHHOE
HaAaUMEHOBAHHE

Azelastine + Mometasone metered dose nasal spray /
A3enacTHH + MOMETA30H ClIpei Ha3albHbIA A03HPOBaHHbIH

JeiicTBylomue BemecTsa

Each spray delivers / Kaxxnast 1o3a cnipest COREPKHUT:
Mometasone Furoate BP 50 mcg / Momerasona gypoar bpur.®. 50 mxr
Azelastine Hydrochloride BP 140 mcg / Asenactuna ruapoxiopua bpur.®. 140 Mxr

140 mcg + 50 meg / dose Date of Mfg. /
Strength / losuposxa 140 mkr + 50 mkr / nosa JlaTa npou3soacTBAa 06/2024
Dosage form / Meterved-dose nasval spray / 5 Date of Exp. / Conen 10 05/2026
JlekapcTBeHHas popma Cripeii HazabHbIA 103MPOBAHHBIH
Product code / SRU0300082460401DM Date of release / lara einyeka | 31.07.2024
Koa npoaykra
o Qty. Released / 13,920 BOT
Batch No/Cepus Ne 12240723 Ko/H4ecTBO BLINYINEHO 13,920 ¢nakonos
Batch size / Pazmep cepun 15,395 bot / 15,395 dnaxonos Mfg. License No. / MNB/10/832
Tpou3BoacTBeHHAs JHLUEHIHA Ne
Inspection Lot No Mfg. License Date / 30/04/2020
p 040000535234 TMpouseoacTBeHHAs THLUEH3IUS
KonTtpoaupyemas cepun Ne (nata)
: GMP Compliance certificate Data/ | 18/06/2020
Package size / YnakoBka 150 doses / 150 o3 GMP cepTudiar (1a1a)
Market / Poisox Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne
Reference specification No / STP No/
Creunduxauns Ne SPC-CC-034990 CIIU Ne STP-CC-026675
Azelastine Hydrochloride / | Batch No / F400-23004 Mfg by / Urquima S.A., Spain /
API information / Asenactuna rugpoxaopun | Cepusi Ne INpoussoa. | Ypxeuma C.A., Mcnanus
Undopmauus 06 A®C | Mometasone Furoate / Batch No/ MTC-002/23 Mfg by / Sterling S.p.A., Italy /
Mowmerazona dypoar Cepus Ne L24082A1 Mpoussoa. | Crepmunr C.nLA., Wtanus
N TESTS / MOKA3ATEJIN LIMITS / TPEBOBAHHS OBSERVATION / PE3YJIBTATHI
0
12. | Uniformity of delivery dose / 9 of 10 doses: 75 % to 125 % of the Azelastine Hydrochloride /
OaHOPOAHOCTL AOCTABJSAEMOIl mean; A3eJ1aCTHHA THIPOXJIOPHA:
J103b1 10 of 10 doses: 65 % to 135 % of the Minimum / Musumym: 97%
mean Maximum / Makcumym: 103%
I£2 or 3 results are outside 75— 125 %, test | Average / Cpennee: 100.0%
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 | Mometazone Furoate /
135 %/ Momerta3oHa dypoart:
9 u3 10 103: 0T 75 % 10 125 % ot Minimum / Munumym: 95%,
CPEIHETO 3HAYCHHUSA Maximum / MaKCHMyMI ]03%,
. 0,
10 3 10 no3: ot 65 % no 135 % or Average / Cpeanee: 100.0%
CpE€AHECTO 3HAYCHUA
Ecnu 2 niny 3 pe3ynsrara BhINAAAOT U3
npeaenoB 75 — 125 %, ucnbitaHue
nposoast ¢ 20 apyrumu nosamu. He
6onee 3 u3 30 3Ha4CHUIt MOTYT BBLIXOJHTH
3a mpeaensl 75 — 125 %, u Bce 3HaueHus
JOJDKHBL OBITH B TIpeaenax ot 65 no
135 %.
13. | Microbiological purity / MukpoGuosnorudeckas 4ucrora

\
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Name of product /
HaumeHoBaHHe NpogyKUuH

Momat Rino Advance /
Mowmat PuHo AxBanc

Generic name /
HenarentoBaHHoe
HAKMEHOBAHHE

Azelastine + Mometasone metered dose nasal spray /
A3zenacTvH + MOMETa30H cnpeii HasaabHbIH JO3UPOBAHHBIN

HeiicTByioune BemiecTsa

Each spray delivers / Kaxaas no3a cripesi COACPHUT:
Mometasone Furoate BP 50 mcg / Momeraszona ¢ypoar bput.®. 50 mxr
Azelastine Hydrochloride BP 140 meg / Asenacruna rugpoxnopua bpur.®. 140 mkr

Package size / Ynakoska

150 doses / 150 103

140 mcg + 50 meg / dose Date of Mfg. /
Strength / lo3upoBka 140 Mt + 50 Mkr / 1032 Jlata npowssoacTsa 06/2024
Dosage form / Meterf:d-dose nasill spray / 3 Date of Exp. / Coxen 10 05/2026
JlekapcTeennas dopma Cripeii HasasbHbIA J03HPOBAaHHbIH
Product code /
SRU0300082460401DM Date of release / Jlata Bbinycka 31.07.2024
Koa npoaykra
o Qty. Released / 13,920 BOT
Batch No/Cepun Ne 12240723 Ko/iH4ecTBO BLINMYIIEHO 13,920 ¢nakoHos
Batch size / Pazmep cepuu 15,395 bot/ 15,395 ¢nakoHos Mfg. License No. / MNB/10/832
IIpou3BoaAcTBeHHAs JHUEHIHA Ne
Inspection Lot No Mfg. License Date / 30/04/2020
P 040000535234 Tpoun3BoacTBeHHAS THIREH3HSA
KouTponupyemas cepus Ne (naTa)
GMP Compliance certificate Data/ | 18/06/2020

GMP ceprudukar (1ata)
Market / Puisok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudukar Ne
Reference specification No / STP No/
Creunduianus Ne SPC-CC-034990 CITH Ne STP-CC-026675
Azelastine Hydrochloride / | Batch No/ F400-23004 Mfg by / Urquima S.A., Spain /
API information / Asenactuna ruapoxnopun | Cepus Ne Ipousson. | Ypkeuma C.A., Hcnanus
Undopmanusi 06 AOGC | Mometasone Furoate / Batch No / MTC-002/23 Mfg by / Sterling S.p.A., Italy /
Mowmerazona ¢ypoar Cepun Ne 1.24082A1 Mpoussoa. | Crepanar C.n.A., Mtaaus
N TESTS / IOKA3ATEJIHN LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIBTATHI
0 .

MHKPOOPTraHU3MOB

Total acrobic microbial count /
O61ee 9Mcio a3po6HBIX

Hpenapara

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

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

Total yeast and moulds count /
Obuiee YHUCIO APOMOKEBBIX U

Not more than 10! cfu per 1 ml of the
product / He Gosee 10' KOE B 1 mn

Less than 10 cfu/m! / Menee 10 KOE/Mn

AzesacTMHA THAPOXJIOpHA

115% or

of Azelastine hydrochloride / Ot 85 % no
3a5IBJICHHOTO
a3CJlaCTUHA ruapoxiopuaa

UIECHEBBIX rPHOOB npenapara
Pseudomonas aeruginosa Absence per 1 ml of the product / [ Absent/OtcyrcTByer
OtcyrcrBue B 1 M nipenapara
Staphylococcus aureus Absence per 1 ml of the product / | Absent/OtcyrcrByer
) Orcytcrue B 1 M npenapara
14. | Assay / KonudecTBeHHOe onpeaeeHue
a) Azelastine hydrochloride / From 85 % to 115 % of the labeled claim | 99%/99%

KOJIMUECTBA

b) Mometasone furoate /
MowmeTta3zona ¢pypoar

From 85 % to 115 % of the labeled claim
of mometasone furoate / Or 85 % no

105%/105%

115% ot 3aaBIEHHOr0 KOJHYECTBA
MOMeTa30Ha $ypoata
¢} Benzalkonium chloride / From 80 % to 120 % of the labeled claim | 94%/94%
Bensankonun xjopuaa of benzalkonium chloride / Ot 80 % 10
120% or 3ajABJICHHOr0 KOJH4YECTBA
OensanxkoHus xjuopuia
Prepareghby / lloarorosaexo Checked by / [Iposepeno Approved by / Ono6peno

Signature / loanucey % —
Date / Jata =35 g %19 41 Oltaf e by otleg\ L2y
Name / PUO Yogesh Kumar Mehta Ravinder Ravi Sandee‘p‘SemV\"al \
Designation / JoakHocTb Officer -QA Executive -QA Sr. Manager -QA
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Name of product /
HanmeHoBaHUe NPOIYKIUHH

Momat Rino Advance / -
Mowmat Puno Ansanc

Generic name /
HenatenToBaHHoe
HAUMEHOBAaHHE

Azelastine + Mometasone metered dose nasal spray /
AzenacTvH + MOMETa30H cnpeil HazabHbIHA 103UPOBAHHBIN

JeiicTBYlO1IIME BewecTBa

Each spray delivers / Kaxknas 103a cnipest COAepKHUT:
Mometasone Furoate BP 50 mcg / Momerasona ¢ypoar bpur.®. 50 mkr
Azelastine Hydrochloride BP 140 mcg / A3enacruda ruapoxiaopua bputr.®@. 140 mxr.

140 mcg + 50 meg / dose

Date of Mfg. /

Package size / Ynakoska

150 doses / 150 no3

Strength / losuposka 140 mkr + 50 Mkr / no3a JlaTa npousBoacTBa 06/2024
Dosage form / Meterved-dose nasEll spray / 3 Date of Exp. / Conen 10 05/2026
JlekapcTBenHas popma Cripeii HazanbHbIH 103UPOBAHHBIH
| Product code/ ‘
K SRU0300082460401DM Date of release / Jlata sbInycka 31.07.2024
oA npoeayKTa
o Qty. Released / 13,920 BOT
Batch No/Cepun Ne 12240723 KoaunyecTBo BhInymeHo 13,920 ¢nakoHos
Batch size / Pasmep cepuu 15,395 bot / 15,395 ¢nakonos M. License No. / MNB/10/832
TpoM3BOACTBeHHAs! JJHLIEH3HA Ne
Inspection Lot No Mfg. License Date / 30/04/2020
P 040000535234 Ipoun3BoacTBeHHAS! JIHLIEH3HSI
Koutponupyemas cepus Ne (nata)
GMP Compliance certificate Data/ | 18/06/2020

(¢

GMP ceprudukar (aarta)
Market / Puiok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudurar Ne
Reference specification No / STP No/
Creunduicauun Ne SPC-CC-034990 CIIU Ne STP-CC-026675
Azelastine Hydrochloride / | Batch No/ F400-23004 Mfg by / Urquima S.A., Spain /
API information / A3enacTiHa rHIPOXJIOpHA Cepus Ne Ipoussoa. | Ypksuma C.A., Hcnanus
Hudopmauus 06 A®C | Mometasone Furoate / Batch No / MTC-002/23 Mfg by / Sterling S.p.A., Italy /
Momera3ona dypoar Cepus Ne 1.24082A1 Npoussoa. | Crepmuur C.n.A., Urtanus
N TESTS / HOKA3ATEJIU LIMITS / TPEBOBAHMA OBSERVATION / PE3YJIbTATHI

YNakoBKH

15. | Package size / Onucanue

150 doses in a HDPE plastic bottle equipped with a metering device and actuator with
protective cap. Bottle with leaflet placed in carton box. / ITo 150 no3 Bo ¢nakon u3 I3BII,
CHAOXEHHBIH MO3MPYIOUIMM YCTPOHMCTBOM H Ha3allbHBLIM aJanTepoM C 3ailUTHBIM
koamaykoM. PakoH ¢ MHCTPYKUHMEH 1O MEIHLMHCKOMY NPHMEHEHHIO MOMEIIAOT B
KapTOHHYIO MayKy.

~ Any deviation/Incident/OOS: Non-applicable
OtknoHenus/HecooTBeTcTBUs/OOC: He MPUMEHHMO

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. JITI-Ne(001749)-(P'-RU)-300123 and submitted specification no. SPC-
CC-034990 . The batch processing, packaging and analysis reviewed and found to be in compliance with GMP.”

3aKuItoyeHne 0 COOTBETCTBHH: HACTONLIUM MOATBEPKAAIO, YTO NPEACTaBleHHAs Bolue HHGOPMALH SBIAETCA JOCTOBEPHOH M TOMHOM.
JlanHast cepus Oblla MPOU3BEICHA, BKIIOYAs YNAKOBKY/MapKUPOBKY, M TPOKOHTPONMPOBAaHA HA YKAa3aHHOH BBIE MPOM3BOACTBCHHOM
TUIOLIAKe B MIOJIHOM COOTBETCTBHH C TpeGoBanuamu Hamanexaueit [poussoacreenHoi IMpaxruku (GMP) u Tpe6oBaHHAMM HOPMATHBHOM
Jokymentauun JITT-Ne(001749)-(PT'-RU)-300123 u ytBepxaenHon cneuupuxanmeit Ne SPC-CC-034990. IMporokonst NPOHM3BOJCTRA,
YNaKOBKH M MPOBEAEHHBIX AHAJIM30B JUIS JaHHOH cepuy ObLIM NPOAHAIU3UPOBAHBI M CAENAHO 3aKMOYEHHE, YTO OHU COOTBETCTBYIOT
TpeGosanusam Hannexamei ITpoussoactBenHoi ITpakruku (GMP).

A
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Signature / Iloagnuch —
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