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Name of product / Momat Rino Advance /
HaumenoBanne npoaykuuu | Mowmart Puno Ansanc
generlc name / Azelastine + Mometasone metered dose nasal spray /
enaTeHTOBaHHOE N N .
A3eNacTHH + MOMETa30H Cripeii Ha3albHbIA 103UPOBaHHbIN
HaHMeHOBaHHe
Each spray delivers / Kaxias n03a cnipes COAepxKuT:
JeiicTByouine BewmecTsa Mometasone Furoate BP 50 mcg / Momera3zona ¢pypoat bpur.®. 50 Mkr
Azelastine Hydrochloride BP 140 mcg / Azenacruna ruapoxiopun bput.®. 140 mxr
140 meg + 50 meg / dose Date of Mfg. /
Strength /Il'oaupomca 140 mxr + 50 mkr / nosa JaTa npoussoacTBa 0712024
Dosage form / Meterf:d-dose nasiil spray / 5 Date of Exp. / Conen 10 06/2026
JlekapcTBeHnnasi gopma Crnipeii Ha3aIbHBIA 103UPOBaHHbIH
;"’d““ code/ SRU0300082460401GS Date of release / lata sbimycka 31.07.2024
0 NPOAYKTA
i o Qty. Released / 34,840 BOT
Batch No/Cepus Ne 12240732 KoaunvecTBo BoINyuieHo 34,840 ¢nakoHoB
Batch size / Pasmep cepun 37,815 bot / 37,815 dnakoHos Mig. License No. / MNB/10/832
TlpousBoacTBeHHan JuueH3un Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No
40000535681 Tpon3BOACTBEHH AR JHLEH3USA
Kontpoaupyemas cepusi Ne (nata)
Package size / ¥ nakoska 75 doses / 75 103 GMP Compliance certificate Data / 18/06/2020‘
GMP cepTudukar (aara)
Market / Peinok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxat Ne
Reference specification No / STP No/
Cneundnkauns Ne SPC-CC-051325 CIIU Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No/ F400-24001 Mfg by / Urquima S.A., Spain /
API information / A3enacTHHa rHAPOXJ0pUI Cepus Ne Mpousson. | Ypkeuma C.A., Ucnauus
HNudopmauus o6 A®C | Mometasone Furoate / Batch No/ MTC-002/23 Mfg by / Sterling S.p.A., Italy /
MowmerasoHa gypoar Cepus Ne L24082A1 Tpoussoa. | Crepmunr C.n.A., Hranus
No TESTS / ITIOKA3ATEJIA LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIbTATBI

1. Description / Onucanue

no4TH Ocnas CyCrneH3us

White to off-white suspension / benast unmu | Off-white suspension /
[outn Genas cycrneHsus

2. Identification / UnenTuduxauns

a) Azelastine hydrochloride /
Asenacmuna zuopoxnopud

HCIBITYEMOFO pacTBopa

XpOMATOrpaMMe CTaHIapTHOTO pacTBopa
(em. paszaen «KonuuecTBeHHOE
OTnpeacneHue»).

The retention time of one of the main | The retention time of one of the main peaks in
peaks in the chromatogram of test solution | the chromatogram of test solution comply with
should comply with that of Azelastine | that of Azelastine hydrochloride peak in the
hydrochloride peak in the chromatogram | chromatogram of standard solution (see
of standard solution (see "Assay” section) | "Assay” section) / Bpems yaepxkuBaHus
/ Bpemst ynepuBaHWA OAHOrO 3 | OJHOTO M3

OCHOBHLIX [IHKOB Ha XPOMAarorpamMme | xpomarorpaMme
JIOJDKHO | COOTBETCTBYET BPEMEHM YIEP)KMBaHHS IHKA
COOTBETCTBOBATh BPEMEHH YAEPKHBaHHMSA | a3e/laCTUHA
NHMKa a3enacTHHa TUAPOXJIOpUIa Ha | XpoMaTorpaMMme CTaHAapTHOTO PacTBOpa.

OCHOBHBIX  THKOB  Ha
UCIILITYEMOTO  PacTBopa

ruapoxjaopydaa Ha

\

Prepared by / IloarotoBsieno

Checked by / IIposepeno

Approvedby / Ono6peno
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Ceprudukar aHaIn3a HA TOTOBYIO NPOIYKIHIO
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Name of product / Momat Rino Advance /
HaumeHoBaHHe NPOAYKUHH Mowmar PuHo AnpaHc
Generic name / Azelastine + Mometasone metered dose nasal spray /
HenatenToBaHHOE o o "
A3eNacTHH + MOMETA30H CTIpeil HazallbHbIM 103UPOBAHHBIH
HaMMeHOBaHHe
Each spray delivers / Kaxcias no3a cnpes conepxur:
JeficTByomme BeiecTsa Mometasone Furoate BP 50 mcg / MomerasoHa ¢ypoar bput.®. 50 mkr
Azelastine Hydrochloride BP 140 mcg / Asenactusa ruapoxjopua bpur.®. 140 mxr
140 meg + 50 mcg / dose Date of Mfg. /
Strength / losuposka 140 mxr + 50 mkr / 1oza JlaTa npousBoacTBa 0772024
Dosage form / Meterued-dose nas?l spray / 5 Date of Exp. / Fonen 10 06/2026
JlekapcTBeHHas opma Cripeil Ha3aNbHBI 103UPOBAHHbIH
;"’d““ code/ SRU0300082460401GS Date of release / [lata Buinycka 31.07.2024
OA MpogYKTa .
. Qty. Released / 34,840 BOT
Batch No/Cepun Ne 12240732 Konn4ecTB0 BLIMYINEHO 34,840 dnakonos
Batch size / Pasmep cepun 37,815 bot/ 37,815 dnaxonos Mfg. License No. / MNB/10/832
TIpousBoaACTBeHHAs JHUEH3uA Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No
K 40000535681 TIpou3BOACTBEHHAS ANLIEH3USA
OHTpoJHpyemas cepus Ne (nara)
; GMP Compliance certificate Data/ | 18/06/2020
P
ackage size / YnakoBka 75 doses / 75 no3 GMP cepruduxar (1a1a)
Market / Peisiok Russia / Poccust GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxat Ne
Reference specification No./ STP No/
Creunduiaums Ne SPC-CC-051325 CITU Ne STP-CC-037517
Agzelastine Hydrochloride / | Batch No / F400-24001 Mfg by / Urquima S.A., Spain /
API information / Aszenacrtina rHApOXAOPUI Cepus Ne Npoussoa. | Ypkeuma C.A., Mcnanus
Undopmauus 06 A®C | Mometasone Furoate / Batch No / MTC-002/23 Mfg by / Sterling S.p.A., Italy /
Mowmerasona dypoar Cepun Ne L24082A1 Hpoussen. | Crepmunr C.n.A., Hranus
No TESTS / HOKA3ATEJU LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIbTATbBI

b) Mometasone furoate /
Momemazona gpypoam

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  yAepKHBaHMA ~ OAHOTO W3
OCHOBHBIX I[IMKOB Ha XpOMAaTorpamme
HCIIBITYEMOT 0 pacTeopa JIOJDKHO
COOTBETCTBOBATh BPEMEHHU YAEPKUBaHHUA
MMKa  MoMerasoHa  ¢ypoata  Ha
XpOMarorpaMMe CTaHZapTHOr0 pacTBoOpa
(cMm. pasnen «KonuvectseHHoe
OnpeleNIeHHER).

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) / Bpems yaepxuBaHus
ONHOTO W3  OCHOBHBIX  [HKOB  Ha
XpOMaTorpaMMe  HMCMBITYEMOTO  pacTBopa

COOTBETCTBYET BPEMEHH YACPKHUBAHUS IMKa
MoMeTa30oHa (ypoara Ha XpoMmaTorpamMme
CTaHIapTHOTO PacTBODA.

¢) 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 Ci2 and Cis in the
chromatogram of the standard solution /
Ha  xpoMarorpaMme  HCILITYEMOTO
pacTBOpa  JOIDKHBI  OGHApYKHBATHCA
MUKY, COOTBETCTBYIOLIHE [0 BpPEMEHaM
yaepxuBaHus nukam romosoros Ciz u Cis

In the test of assay, the chromatogram of the
sample solution contain peaks corresponding
to the retention times of peaks of
benzalkonium chloride homologues Ci2 and
Cis in the chromatogram of the standard
solution / Ha xpomarorpaMMme HCHBITYEMOTO
pacTeopa 06HapyXHBaIOTCA TIMKH,
COOTBETCTBYIOILIHE no BpEMEHaM
yaepxuBaHus nukam romojoros Ciz u Cis
GeH3AIKOHMST XJIOPHIA Ha XpOMaTorpamme

OeH3ankonus XJIOpUIa Ha | CTaHIapTHOTO PacTBOpA.

XpOMATOrpaMMe CTaHJApTHOTO pacTBOpa

(cMm. pasaen «KonuvectBeHHoe

ONPEEICHUEN ).
3. pH From 4.0 t0 5.0/ Or 4,0 no 5,0 4.615/4,615 ,

. Prepared by / loarorosneHo Checked by / [IpoBepeno Approved\by / OnobGpeHo
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Name / ®PHO Yogesh Kumar Mehta Ravinder Ravi Sandeep Semwal \l
Designation / JoskHocTn Officer -QA Executive -QA Sr. Manager -QA

FCM/QA054/08.00



&

glenmank

Y now way for 4 new workd

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@bom?2.vsnl.net.in

Certificate of Analysis for Finished Product /
Ceprudukar anaIn3a Ha FOTOBYIO IIPOAYKIHIO

Page 30f 7/ Ctp. 3 n3 7

Name of product / Momat Rino Advance /
HaumenoBaHue npoayxuuv | Mowmar Puno AnsaHc
Generic name / Azelastine + Mometasone metered dose nasal spray /
HenaTteHToBaHHOe - o "
A3enacTHH + MOMETA30H CNpeit HazanbHbIHA 103UPOBAHHIN
HaHMEHOBaHMe
Each spray delivers / Kaxas 103a cripest coaepxumr:
JeiicTByI0IIMEe BelecTBA Mometasone Furoate BP 50 mcg / Momerasona dypoar bpur.®@. 50 mxr
Azelastine Hydrochloride BP 140 mcg / Asenacruna ruapoxiaopua bputr.®. 140 mkr
140 mecg + 50 meg / dose Date of Mfg. /
Strength / Jlosuposica 140 mkr + 50 Mkr / noza JaTa npou3soacTsa 07/2024
Dosage form / Meterved-dose nasgl spray / ) Date of Exp. / Fonex a0 06/2026
JlekapcTBeHHas ¢opma Crnpeii HazalbHBIA 103HPOBaHHbIH
;”’d“ct code / SRU0300082460401GS Date of release / /laTa BhinycKa 31.07.2024
0/ MPOAYKTa
o Qty. Released / 34,840 BOT
Batch No/Cepusi Ne 12240732 Kosn4ecTBO BhINYIEHO 34,840 dnaxoHos
Batch size / Pasmep cepun | 37,815 bot / 37,815 diaxonos Mfg. License No. / MNB/10/832
Tpou3BoACTBeHHAS JULIeH3HA Ne
ot Mfg. License Date / 30/04/2020
Inspection Lot No
40000535681 IMpou3BoacTBEHHAS JIHUEH3HUS
KonTtpoaupyeman cepus Ne (nata)
; GMP Compliance certificate Data/ | 18/06/2020
Package size / YnakoBka 75 doses / 75 no3 GMP cepruduxat (1a7a)
Market / Poisok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudnkar Ne
Reference specification No / STP No/
Creundmiauus Ne SPC-CC-051325 CIIU Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No/ F400-24001 Mfg by / Urquima S.A., Spain /
API information / A3senacTvHa r’MAPOXNOpUA Cepusa Ne Mpoussoa. | Ypkeuma C.A., Hcnanus
Nudopmanus 06 ADPC | Mometasone Furoate / Batch No / MTC-002/23 Mfg by / Sterling S.p.A., Italy /
Mowmerazona dypoar Cepust Ne 1L.24082A1 Mpoussoa. | Crepnuur C.n.A,, Uranus
No TESTS / HOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIBTATHI
4. Density / IlnorHocTs From 0.90 to 1.10 g/cm®/ 1.02 g/em’
Ot 0,90 a0 1,10 r/cm? 1,02 r/em®

5. Viscosity / BaskocTh

Not less than 5 ¢cPs / He menee 5 cllz

54.5 ¢cPs /54,5 cIl3

6. Mass of the released dose /
Macca BbicB0002kKAa€MOil 103bI

_Single dose / OtaenbHas ao3a:
85.0 to 115.0 % of the claimed delivered
dose amount / 85,0 — 115,0% ot
3as1BJICHHOIO KOJIHYeCTBa
Average dose / Cpeanss nosa:
90.0 to 110.0 % of the claimed delivered
amount / 90,0 — 110,0 % ot 3asBia€HHOTO
KOJIMYECTBA

Minimum / Munumym: 91.6%
Maximum / Makcumym: 104.3%
Average / Cpennee: 97.3 %

90 % gactui pasmepom MeHee 10 MKM
100 % of particles less than 30 pm/
100 % uactun pazsmepoM MeHee 30 MkM

Particles of more than 30 pm should be
absent / Yacrump: 6051ee 30 MKM JOMKHBI
OTCYTCTBOBATh

7. Mass of the vial content / Not less than 9.52 g / 997g/
Macca coaepxumoro paakoHa He menee 9,52 r 9.97r
8. | Dose number / Koanuecrso n03 Not less than 75 doses (disregard the first | 86 doses / 86 no3
. pumping) / He menee 75 103 (He cunTas
NEPBUYHYIO MIPOKAYKY )
9. Particle size / Pa3mep yacTnu 90 % of particles less than 10 pm / 100.0% / 100,0%

100.0% / 100,0%

Absent / OTCYyTCTBYIOT

Prepared by / Iloarorosseno

Checked by / Ilposepeno

Approve\i by / OnoGpeno

Signature / Ilognucn —_
Date / lata o\ 08\ Lot O\ o0& )o Ly 6\ og\ VA
Name / ®UO Yogesh Kumar Mehta Ravinder Ravi Sandeep Semwal

Designation / JoaxHnocts

Officer -QA

Executive -QA

Sr. Manager -QA
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Certificate of Analysis for Finished Product /
Ceptudukar aHa/u3a HA TOTOBYI0 NPOAYKUHIO

Page 4 0of 7/ Crp. 437

Name of product /
HauMeHoBaHHe NpoayKuHu

Momat Rino Advance /
Momat Puno AnBaHc

Generic name /
Henareutosanuoe
HAMMEHOBaHue

Azelastine + Mometasone metered dose nasal spray /
A3eNacTHH + MOMETA30H Crpeit Ha3albHbli 103MPOBAHHbIA

HeficTBylomme BelmecTea

Each spray delivers / Kaxxas no3a cripest coaepxur:
Mometasone Furoate BP 50 mcg / MomerasoHa ¢ypoar bpur.®. 50 Mkr
Azelastine Hydrochloride BP 140 meg / Asenacruna rugpoxnopua bpur.®. 140 mxr

140 mcg + 50 meg / dose Date of Mfg. / 4
Strength / losuposka 140 mxr + 50 mkr / no3a JlaTa npou3BoacTBa 07/202
Dosage form / Meterued-dose nasiil spray / § Date of Exp. / Foner 10 06/2026
JlekapcTBeHHast popma Crpeli Ha3abHbIH 103UPOBaHHbIH
Product code / SRU0300082460401GS Date of release / [lata Bpinycka 31.07.2024
Koa npoaykra
Qty. Released / 34,840 BOT
Batch No/Cepun Ne 12240732 KonniecTBO BLINYIIEHO 34,840 ¢nakoHOB
Batch size / Pa3mep cepuu 37,815 bot/ 37,815 ¢naxoHoB Mfg. License No. / MNB/10/832
IpousBoacTBeHHas JuueH3HA Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No
40000535681 Tpou3BOACTBEHHASA IHUEHIUS
KonTtpoaupyemas cepus Ne (nata)
: GMP Compliance certificate Data/ | 18/06/2020
Package size / YnakoBka 75 doses / 75 no3 GMP cepruuxat (1a7a)
Market / Puisok Russia / Poccns GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne
Reference specification No / STP No/ g
Crenuduranun Ne SPC-CC-051325 CIIN Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No / F400-24001 Mfg by / Urquima S.A., Spain /
API information / AszenactiHa THAPOXJIOPUIL Cepus Ne Mpouseoa. | Ypxsuma C.A., Hcnanus
Uudopmauus 06 ADC | Mometasone Furoate / Batch No / MTC-002/23 Mfg by / Sterling S.p.A., Italy /
MowmeTasoHa ¢ypoar Cepns Ne L24082A1 INpoussoa. | Crepmunr C.n.A., Mranus
No TESTS / TIOKA3ATEJIM LIMITS / TPEBOBAHHSI OBSERVATION / PE3YJIBTATBI
10. | Sedimentation Stability / Not less than 5 min / He mexee 5 Mun Complies /
Ceﬂ"MeHTau“OHHaﬂ COOTBeTCTByeT
YCTOHYMBOCTDL

11. | Impurities / [Ipumecu

a) Azelastine hydrochloride /
Azenacmuna 2udpoxnopuda:
Single unspecified impurity /

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

EnuunyHas HeuIeHTHGULMpOBaHHAS
NIPUMEChH

Total impurities / CymMa npumeceit

b) Mometasone furoate /
Momemazona dpypoama
Impurity D / TIpamecs D

Single unspecified impurity /
EnunuuHas wenaentudmuupopannas
NpUMECh

Total impurities / Cymma npumeceit

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

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

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

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

0.1%/0,1%

0.0%/0,0%

0.1%/0,1%

0.2%/0,2%

0.13%0,13%

| Prepared by / [ToarorosJeno

Checked by / I1posepeno

t
Approved by / Ono6peno

Signature / Iloanuch

1

Date / data o\ \ 0 R\ el o1&~ do iy sy | €Y VLl
Name / ®UO Yogesh Kumar Mehta Ravinder Ravi Sandeep Semwal)
Designation / loJizkHOCTE Officer -QA Executive -QA Sr. Manager -QA
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Certificate of Analysis for Finished Product /
Ceprudukar aHa/IH3a HA rOTOBYI0 IPOXYKIHIO
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OZIHOpOIIHOCTb AoCTaBJsIeMO#
A03bl

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

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

9 u3 10 mo3: ot 75 % 10 125 % ot
CPEAHEro 3HAYCHUS

10 u3 10 no3: ot 65 % 10 135 % ot
Cpe/HEro 3Ha4CHHUS

Ecnu 2 unu 3 pe3ynsrara BHIIAAAIOT H3
npeaenoB 75 — 125 %, ucneitanue
nposoasT ¢ 20 apyrumu gosamu. He
6onee 3 u3 30 3HaYEHHH MOTYT BBIXOAUTH
3a npezensl 75 — 125 %, u Bce 3Ha4YeHUA
JOJDKHBI OBITE B IIpeJeax ot 65 1o

135 %.

Name of product / Momat Rino Advance /
HaumeHoBanue npoaykuuu | Momar Puno Ansanc
Generic name / Azelastine + Mometasone metered dose nasal spray /
HenaTtenTroBaHHoe . N .
A3enacTHH + MOMETA30H cOpeil HazallbHbIHA 103MPOBAHHbIH
HaWMeHoBaHHe
Each spray delivers / Kaxxnas n03a cnipes conepxur:
JeiicTBylolne BewecTsa Mometasone Furoate BP 50 mcg / MomerasoHa ¢ypoat bpur.®. 50 Mxr
Azelastine Hydrochloride BP 140 mcg / Azenactuna ruapoxiopua bput.®. 140 mxr
140 mcg + 50 meg / dose Date of Mfg. /
Strength / losuposka 140 mxr + 50 Mkr / nosa JlaTa npou3BoACTBA 0772024
Dosage form / Meterued-dose naSjil spray / ) Date of Exp. / Conen a0 06/2026
JlekapcTBeHHas dopma Crpeii Ha3abHBIN J03UPOBAHHbBIN
Product code / SRU0300082460401GS Date of release / lata Bhinycka 31.07.2024
Koa npoaykra
o Qty. Released / 34,840 BOT
Batch No/Cepun Ne 12240732 KojiM4ecTBO BBINMYIIEHO 34,840 drakoHoB
Batch size / Pazmep cepun 37,815 bot/ 37,815 daaxoHos Mfg. License No. / MNB/10/832
TIpousBoacTBeHHAst JIHLEH3Ns Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No
; 40000535681 IpousBoacTBEHHAS JIMLIECH3USA
KonTtposmpyemas cepusi Ne (nata)
; GMP Compliance certificate Data/ | 18/06/2020
Package size / YnakoBka 75 doses / 75 no3 GMP ceprudurar (1aTa)
Market / Puisok Russia / Poccs GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne
Reference specification No / STP No/ p
-CC- -CC- 1
Creundukauus Ne SPC-CC-051325 CIIH Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No/ F400-24001 Mfg by / Urquima S.A., Spain /
API information / AsenacTiiHa TMAPOXJIOPUJL Cepus Ne TNMpoussoa. | Ypksuma C.A., Ucnanus
Hudopmauus 06 A®@C | Mometasone Furoate / Batch No / MTC-002/23 Mfg by / Sterling S.p.A., Italy /
MowmerasoHa gypoar Cepus Ne L24082A1 IMpoussoa. | Crepaunr C.n.A., Mtamus
No TESTS /IIOKA3ATEJIU LIMITS / TPEBOBAHMA OBSERVATION / PE3YJIbTATBI
12. | Uniformity of delivery dose / 9 of 10 doses: 75 % to 125 % of the Azelastine Hydrochloride /

A3eJIaCTHHA THAPOXJIOPHI:

Minimum / Munumym: 97%
Maximum / Makcumym: 102%
Average / Cpennee: 100%

Mometasone Furoate /
MomeTa3oHa dypoart:

Minimum / Muuumym: 97%,
Maximum / Makcumym: 103%,
Average / Cpeanee: 100%

13.

Microbiological purity / Mukpo6uosoruyeckas yucToTa

Total aerobic microbial count /
Ob1mee yncno a3poOHBIX
MHKpPOOPTaHH3MOB

Not more than 102 ¢fu per 1 ml of the
product / He 6onee 10? KOE B 1 ma
npenapara

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

|

Prepared-by / lloarorosseHo

Checked by / IIpoBepeHo

Signature / Ioanuch

Appros\ed by / Oao6peno
J—)

Date / laTa
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Name / DHO
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Name of product / Momat Rino Advance /
Haumenosanue npoaykunn | Mowmar PuHo AaBanc
Generic name /

Azelastine + Mometasone metered dose nasal spray /

HenatentoBanHoe o o "
A3enacTHH + MOMETA30H Crpei Ha3aIbHbINH 103UPOBAHHbIi
HAWMEHOBAHHE
Each spray delivers / Kaxaas no3a cripest coaepxur:
JleiicTBylOLLME BellleCTBA Mometasone Furoate BP 50 mcg / Momera3ona ¢ypoat bpur.®. 50 mkr
Azelastine Hydrochloride BP 140 mcg / Asenactuna ruapoxiopua bput.®. 140 mxr
140 mcg + 50 mcg / dose Date of Mfg. / 4
Strength / losuposka 140 mxr + 50 Mkr / nosa JaTa npou3BoacTBa 07/202
Dosage form / Meterf:d-dose nasEll spray / 5 Date of Exp. / Foaen 10 06/2026
JlexapcTeenHnas dopma Cripeii Ha3abHbIH 103MPOBAHHbIH
Product code/ SRU0300082460401GS Date of release / lata Brimycka 31.07.2024
Koa npoaykra
o Qty. Released / 34,840 BOT
Batch No/Cepun Ne 12240732 KoaHuecTBO BbINYLIEHO 34,840 ¢akoHoB
Batch size / Pasmep cepuu 37,815 bot/ 37,815 dnakoHos M. License No. / MNB/10/832
Tlpou3soacTBeHHAas THleH3HA Ne
: Mfg. License Date / 30/04/2020
Inspection Lot No
40000535681 Ipon3BoACTBeHHAs IHLEH3HS
Konrpoaupyemas cepus Ne (naa)
. GMP Compliance certificate Data / | 18/06/2020
Package size / YnakoBka 75 doses / 75 no3 GMP cepudukar (1ata)
Market / Poisok Russia / Poccns GMP Compliance certificate No / GMP-01556/20/IN
GMP cepTuduxar Ne
Reference specification No / STP No/ OO
Crenndnkanus Ne SPC-CC-051325 CIU Ne STP-CC-037517
| Azelastine Hydrochloride / | Bateh No / F400-24001 Mfg by / Urquima S.A., Spain /
API information / A3senactiHa T'HIPOXIOpHA Cepusa Ne Iponsson. | Ypxsuma C.A., Ucnanus
Hudopmauns 06 APC | Mometasone Furoate / Batch No / MTC-002/23 Mfg by / Sterling S.p.A., Italy /
Mowmeraszona ¢ypoar Cepus Ne L24082A1 Npouseoa. | Crepnunr C.nLA., Utanus
No TESTS / HIOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIbTATBI
Total yeast and moulds count / Not more than 10! cfu per 1 ml of the Less than 10 cfu/mi/ Menee 10 KOE/mn
OGniee YMCIO FPONOKEBBIX H product / He 6oaee 10' KOE B 1 ma
IUIECHEBBIX rPUOOB npemnapara
Pseudomonas aeruginosa Absence per 1 ml of the product / | Absent/OtcyrcTByer
Orcyrerue B 1 M1 mpenapara
Staphylococcus aureus Absence per 1 ml of the product / [ Absent/OtcytcTByer

Otcyrcreue B 1 M1 nipenapara

14. | Assay / KonuuecTBeHHOe onpeaesieHue

a) Azelastine hydrochloride / From 85 % to 115 % of the labeled claim | 99%/99%

A3eJaCTHHA THAPOXJOPHUI of Azelastine hydrochloride / Ot 85 % no
115% or 3asBIEHHOr0 KO/MMYECTBA
a3enacTvHa rUApOXJIopUaa

b) Mometasone furoate / From 85 % to 115 % of the labeled claim | 103%/ 103%

MowmeTaszona gypoar of mometasone furoate / Or 85 % xo
115% ot 3adBJACHHOrO KOJHUYECTBA
MoMerasoHa gypoarta

¢) Benzalkonium chloride / From 80 % to 120 % of the labeled claim | 95%/95%

BeH3aIKoHUs XJ0opHaa of benzalkonium chloride / Ot 80 % no
120% or 3aABACHHOr0 KOJMYECTBA
OcH3aTKOHMS XIopUIa

15. | Package size / Onucanue 75 doses in a HDPE plastic bottle equipped with a metering device and actuator with
YIIaKOBKH protective cap. Bottle with leaflet placed in carton box. / ITo 75 xo3 Bo ¢nakon u3 [1OBII,
CHaOXECHHBI JMO3WPYIOLIMM YCTPOMCTBOM M Ha3aibHBIM AANTEPOM C 3ALIUATHBIM
konmaykoM. MJakoH ¢ UHCTPYKLHEH [0 MEIUIHHCKOMY IMPHUMEHEHHIO MOMEILAIOT B
KapTOHHYIO 1auKy.

\

Ceprudukar aHaiM3a Ha rOTOBYIO NPOAYKIHIO
| |
|
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Name of product /
HaumeHoBaHHe NpoayKuUuu

Momat Rino Advance /
Mowmar Puto AasaHc

Generic name /
HenareHToBaHHoOe
HAaMMEHOBAaHHE

Azelastine + Mometasone metered dose nasal spray /
A3enacTHH + MOMETA30H CIIPEH Ha3aIbHbIA 103UPOBAHHbIH

JleiicTBylomue BelecTBa

Each spray delivers / Kaxxnas no3a cripest COAEpKHT:
Mometasone Furoate BP 50 mcg / Momerasona ¢ypoar bpur.®. 50 mxr
Azelastine Hydrochloride BP 140 mcg / Azenacruna ruapoxiiopua bpur.@. 140 mxr

140 mcg + 50 mcg / dose Date of Mfg. /
Strength / losuposka 140 mxr + 50 Mkr / no3a JlaTa npoussoacTBa 0772024
Dosage form / Meterf:d-dose nasiil spray / 3 Date of Exp. / F'onen 10 06/2026
JlekapcrBenHasn gopma Cripeii Ha3asbHBIH 103MPOBAHHBI
ﬁmd““ code / SRU0300082460401GS Date of release / laTa pbinycka 31.07.2024
0l NpOAYKTa
o Qty. Released / 34,840 BOT
Batch No/Cepun Ne 12240732 Ko/iu4ecTBO BbINYMWIEHO 34,840 ¢nakoHoB
Batch size / Pasmep cepun 37.815 bot/ 37,815 ¢urakoHoB x;(g,..,.xz;ncs:;::;.:m [—— MNB/10/832
Inspection Lot No Mfg. License Date / 30/04/2020
K P 40000535681 TlponsBoacTBEeHHAR JHLEHIUSA
OHTpoanpyemas cepusi Ne (nava)
Package size / Ynakoska . 75 doses / 75 no3 gxll: cce(;_':l:’g:?;e_rc&'::g;ate Data/ | 18/06/2020
Market / Peinox Russia / Poccus gxll; S;;)Tﬂ:?:;e_rc;.:tlﬁcate No/ GMP-01556/20/IN
Reference specification No / STP No/
Creundurauus Ne SPC-CC-051325 CIIM Ne STP-CC-037517
Azelastine Hydrochloride / Batch No/ F400-24001 Mfg by / Urquima S.A., Spain /
API information / A3senacTvHa MAPOXIOPUL Cepus Ne Ilpoussoa. YpksuMma C.A., Ucnanns
HNndopmanus 06 AOC | Mometasone Furoate / Batch No / MTC-002/23 Mfg by / Sterling S.p.A., Italy /
MowmetasoHa gypoar Cepun Ne L24082A1 Ilpoussoa. Crepnunr C.n.A., Utanus

Any deviation/Incident/O0OS: NA
OtknoHenusi/HecooTBercTBUsI/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. JITT-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.”
3akil09eHue 0 COOTBETCTBHM: HACTOALIMM NOATBEPXKIAIO, YTO MPEACTABNCHHAS Bbliie HHGOPMALHS SBIACTCS AOCTOBEPHON M TOUHOM.
JlanHas cepus Gbina NMPOM3BEACHA, BK/IIOYAA YNAKOBKY/MApKMPOBKY, W [POKOHTPONMPOBAHA HA YKA3aHHO! BbILIEC NMPOU3BOACTBCHHOH
IUIOIIAZKE B MOJIHOM COOTBETCTBHY ¢ TpeGoBanuamu Hannexaiei ITpoussoacraennoii [pakruku (GMP) 1 TpeGoBaHHAMH HOPMATHBHO#M
nokymentatmy JI[T-Ne(001749)-(PI-RU)-300123 u yreepxkaeHnoi cneunduxauueii Ne SPC-CC-051325 . IlpoTokonsl Npou3BOACTEa,
YNAKOBKM M TIPOBEAEHHBIX aHAIIM30B JUl JaHHOM cepuM ObUIM MPOAHANM3MPOBAHBI M CAENAHO 3aKMIOYCHHE, YTO OHM COOTBETCTBYIOT
TpeboBannaM Hannexaiueit I1ponssoncreennoii [Tpaktuxu (GMP).
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