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Cean(l)mcaT AHAJH3A HA TOTOBYIO MPOAYKIHK)
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-t

Name of product / Momat Rino Advance /
HanmenoBanue npoaykuuu | Momat Puno Ansanc

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

HenarenToBaHHoe N o .
A3enacTHH + MOMETA30H cripeil Ha3albHbIA 103UpOBaHHbIA
HaNMEHOBaHue ‘
Each spray delivers / Kaxaas 103a cripest CONEpPXUT: j
JelicTByomne BemecTsa Mometasone Furoate BP 50 meg / Momerazona ¢ypoar bpur.®. 50 zikr
Azelastine Hydrochloride BP 140 mcg / Asenactuna ruapoxjopua bpur.®. 140 mkr
140 mcg + 50 mcg / dose Date of Mfg. / 1 n
Strength / losuposka 140 mxr + 50 mkr / n03a Jara npousBoacTea 1172023
Dosage form / Meterved-dose nas?l spray / § Date of Exp. / Fonen 0 10/2025
JlexapcTBeHHan dopma Cripeii Ha3a/IbHBII 103MPOBAHHBIN ;
product code SRU0300082460401GS Date of release / Jlata soinycka 30.11.2023
O MpOAYKTa ;
o Qty. Released / ‘ 33,760 BOT
Batch No / Cepus Ne 12231115 KomuuecTso BLIMymeNHo| 33,760 raxotios
Batch size / Pazmep cepun 37,815 bot/ 37,815 ¢naxouos Mig. License No. / ‘ MNB/10/832
IlpousBoacTBeHHAs AMUEH3US Ne
Inspection Lot No Mfg. License Date / 30/04/2020
p 040000495912 [pou3BoACTBERHAS JTHUEH3HS
KouTponanpyemas cepus Ne (nata) ‘
Package size / Ynakoska 75 doses / 75 103 GMP Compliance certificate Data/ | 18/06/2020
GMP ceprudukar (nara)
Market / Poisok Russia / Poccns GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudukar Ne
Reference specification No / STP No/
Creunduicauus Ne SPC-CC-051325 CIIH No ‘ STP-CC-037517
Azelastine Hydrochloride / | Batch No / F400-23002 Mfg by Urquima S.A., Spain/
AzenactvHa CHIPOXIOPUT Cepust Ne Mpousepa. | Ypkeuma C.A., Micnanus
API information / (I;/([)Efz-oul 191
Hudopmauus 06 ADC | Mometasone Furoate / Batch No / Al MTC- Mfg by Sterling S.p.A., Italy /
Mowmerasona dypoar Cepust Ne 002/221.22405 ﬂpou3sf)n. Crepaunr C.n.A., Uranus
Al
No TESTS / NOKA3ATEJIM LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIbTATHI
1. Description / Onucauue White to off-white suspension / benas unu | Off-white suspension /
noyTH Oesias CycneH3us [Tourtu 6¢hias cycrneH3us
2. Identification / UnenTndurxauns
a) Azelastine hydrochloride / The retention time of one of the main | The retention time of one of the main peaks in
A3enacmuna zudpoxnopud 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” s$ection) / Bpemsa ynepxupanus
/ Bpems yASpXMBaHMS ONHONO H3 | OJHOFO M3  OCHOBHBIX  [HKOB  Ha

OCHOBHLIX TIMKOB Ha XpOMAarorpamMMe | XpoMaTorpaMMe HCILITYEMOTO  pacTBopa
HCIIBITYEMOrO pacrBopa JIOIDKHO | COOTBETCTBYET BPEMEHH YIEPKHBaHHs NHKA
COOTBETCTBOBAThL BPEMEHH YICPKHBAHUA | azenacTuii THIPOXJIOpHIA Ha
fMKa a3eiacTHHa THWIPOXJOPUAE Ha | XpOMarorpaMMe CTaHAapTHOTO pacTBOpa.
XpoMaTorpaMMe CTaHJapTHOro pacrsopa P e
(cm. paszaen «KonnuectBeHnoe "(\’2)‘{ T ,»'J\_\
OTpEACNICHUED ). s T
i Lo
/ 'vl> <
i ;‘ \'\/o .
o V\\\, .
\\; 0 <
Prepared by / IoaroroBaexo Checked by / TIpoBepeno Approyed by / Ono6peno
Signature / Iloanuch £/ —
Date / lata (L 1e22 ol oL S EENRE WIS
Name / ®UO Yogesh Kumar Mehta Akshit Bhardwaj San‘deep Semwal
Designation / JonkHocTh Officer -QA Sr. Officer -QA Senior Manager -QA
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Name of product / Momat Rino Advance /
HaumenoBanue npoaykunu | Mowmar Puno Anpanc
Generic name / Azelastine + Mometasone metered dose nasal spray /
HenateHToBaHHOe N N o
A3eJaCTHH + MOMETA30H cnpeil Ha3aNlbHbIH 103UpOBAHHBIMI
HaAUMEHOBaHUE
Each spray delivers / Kaxxnas 103a cripest COAEPKMT:
JeiicTBY101Me BelleCTBA Mometasone Furoate BP 50 mcg / Momerazona ¢ypoar bpur.®. 50 ykr
Azelastine Hydrochloride BP 140 mcg / Azenactusa riapoxiopua bpur.®. 140 mxr
140 mcg + 50 meg / dose Date of Mfg. /
Strength / /losuposka 140 mxr + 50 mkr / no3a JaTta npou3BoAcTBa 1172023
Dosage form / Metered-dose nasal spray /
JlexkapcrBennas gopma Crnpeli HazanbHBIH 103UPOBAaHHbIHA Date of Exp. / Fonen no 10/2025
product code SRU0300082460401GS Date of release / lata suinycka | 30.11.2023
O/t NPOAYKTa
ty. Released / 33,760 BOT
Batch No/ 3 Qty ’
atch No/Cepun N 12231115 KoJIH4ecTBO BLINYLIEHO 33,760 ¢naxonos
Batch size / Pasmep cepun 37,815 bot /37,815 tnaxonos Mfg. License No. / MNB/10/832
[pousBoacTBeHHas JHUEeH3UA Ne
Inspection Lot No Mfg. License Date / 30/04/2020
P 040000495912 IpousBoacTBeHHAS JNUEHIHS
KoxTtponrupyemas cepusa Ne (nata)
Package size / Ynakosxa 75 doses / 75 103 GMP Compliance certificate Data/ | 18/06/2020
GMP ceptudmkar (nata
Market / Phisok Russia / Poccust GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxart Ne
Reference specification No / STP No/
Cneundnicanys Ne SPC-CC-051325 CIIH Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No/ F400-23002 Mfg by Urquima S.A., Spain /
A3enacTHHA M'MAPOXJIOPHUIL Cepus Ne Ipoussoa. | Ypksuma C.A., Hcnanus
API information / gf)g/cz-oul 191 :
Hudopmauus 06 A®C | Mometasone Furoate / Batch No/ Al MTC- Mfg by Sterling S.p.A., Italy /
Mowmerazona ¢ypoar Cepus Ne 002/221.22405 Mpousspa. | Crepnunr C.nLA., Utanus
Al
No TESTS / IIOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIBTATDI
b) Mometasone furoate / The retention time of one of the main | The retention time of one of the main peaks in
Momemazona ¢pypoam 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 yaepxusanus
Bpems  yAepKMBaHWs ~ OJHOTO U3 | ONHOIO | M3  OCHOBHBIX  MHKOB  Ha
OCHOBHBIX IIMKOB Ha XpOMATOTpaMME | XpOMATOIfaMME  HCMBITYEMOrO  pacTBopa
HCIILITYEMOTO pacrBopa JIOJKHO | COOTBETCTBYET BPEMEHH YIEPXKMBAHMS IHKA
COOTBETCTBOBATL BPEMEHM YACPKMBAaHUA | MOMETa3oHa (hypoara Ha XpoMarorpamme
nMka  Momerazowa  (ypoara  Ha | CTaHIapTHOIO pacTBOpa.
XpOMATOIpaMMe CTaHIapTHOrO pacTBopa
(cm. pasnen «KonudecTseHHoe
ofpeieTIEHUE»). ‘
/
!, b
@
L
Prepared By / [loaroToBaexo Checked by / Ilposepeno Apprgﬂed by / Ono6peno
Signature / Noanuce M —
Date / laTa 3\ 1o T e\ oV S
Name / ®UO Yogesh Kumar Mehta - Akshit Bhardwaj Sandeep Semwal
Designation / loaxHocTh Officer -QA Sr. Officer -QA Senior Manager -QA
FCM/QA054/08.00
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Certificate of Analysis for Finished Product /

Ceprudukar anaan3a Ha roToBYI0 NPOAYKIMK)

Page 3 0of 8/ Crp.3u38

Name of product /
HaumeHoBaHHe NpoAyKUNH

Momat Rino Advance /
Mowmar PuHo Ansanc

Generic name /

Azelastine + Mometasone metered dose nasal spray /

HenatexuToBaHHoOe o o "
A3enacTyH + MOMETAa30H clipeii Ha3aibHbIi 103UPOBAHHbIH
HaUMEHOBaHHE
Each spray delivers / Kaxxaas no3a cnpes COAEpKUT:
JleiicTByrolne BemecTsa Mometasone Furoate BP 50 mcg / Momeraszona dypoar bpur.®. 50 mxr
Azelastine Hydrochloride BP 140 mcg / Asenacruna ruapoxnopua bput.®. 140 mxr
140 mcg + 50 mcg / dose Date of Mfg. /
Strength / losuposia 140 mkr + 50 Mkr / nosa JlaTa npousBoacTBa 1172023
Dosage form / Meterf:d-dose nanll s;?ray / 5 Date of Exp. / Toien 10 102025
JlekapcTBeHHan dopma Cnpeil Ha3aJIbHBLI 103MpOBAHHbI
Product code / SRU0300082460401GS Date of release / lara panyexa | 30.11.2023
Koa npoaykra
o Qty. Released / 33,760 BOT
Batch No / Cepus Ne 12231115 KonMuecTso BHINyIEHo 33760 daxotos
Batch size / Pazmep cepuu 37,815 bot/ 37,815 ¢makonos Mfg. License No. / MNB/10/832
Ipou3sBoACTBeHHAS JHUEH3US Ne
Inspection Lot No Mfg. License Date / 30/04/2020
P 040000495912 IIpou3BoACTBEHHASI THUEHIHSA
Kontponupyemas cepusi Ne (naTa)
Package size / Ynaxoska 75 doses / 75 103 GMP Compliance certificate Data / 18/06/2020
GMP ceprudukar (aava))
Market / Poisox Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudukar Ne
Reference specification No / STP No/
Creundukauus Ne SPC-CC-051325 CIIM Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No/ F400-23002 Mfg by Urquima S.A., Spain /
A3eJIacTHHA THAPOXTOPUA Cepus Ne Npousson. | Ypkeuma C.A., Hcnauus
API information / I(;/([)E/CZ-OLZI 191
HNudopmauns 06 AOC | Mometasone Furoate / Batch No/ Al MTC- Mfg by Sterling S.p.A., Italy /
MowmeTtazona ¢ypoar Cepus Ne 002/221.22405 ﬂpoms‘ou. Crepmunr C.iLA., Utanus
Al _
No TESTS / TIOKA3ATEJIN LIMITS / TPEBOBAHHUA OBSERVATION / PE3YJIBTATDI

¢) 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 Cis in the
chromatogram of the standard solution /
Ha  xpomarorpaMme  HCHBITYEMOro
pacTBOopa  JOMKHBI  OOHApYXUBAThCS
NMKH, COOTBETCTBYIOIIME IO BpPEMEHAM
yaepxuBanus mikaM romosioros Ciz 1 Cia

In the test

sample solution contain peaks corresponding

to the
benzalkon

Ci4 in the chromatogram of the standard

solution /
pacrBopa

COOTBETCT!
yIAEepKHUBA

OeH3ANIKOHUS Xjopyaa Ha XpoMaTorpamme

of assay, the chromatogram of the

retention times of peaks of
um chloride homologues Ci2 and

Ha xpoMarorpamme HCIIBITYEMOTO

0o0OHapyKUBAIOTCA MUKH,
BylOLIHE o BpEMEHAM
s nukam romoJioros Ciz v Cia

GeH3ankoHus XJIopHaa Ha | CTaHAApTHOTO PacTBOpA.
XpOMaTorpaMMme CTaHAApTHOTO PacTBOpa
(cm. paszaen «KonuuecTBeHHOE
OIpEAETICHUEY ). N
pH From 4.0 to 5.0 / Ot 4,0 10 5,0 4.62 /4,62 /‘_’,.3;\\";’ Mg
Density / ILnoTHoCTH From 0.90 to 1.10 g/cm? / 1.02 g/cm] Cﬁ? 4
Ot 0,90 10 1,10 r/cm? 1,02 r/em’ ,f ' A '
5. Viscosity / Baskocts Not less than 5 cPs / He menee 5 cll3 39.7c¢Ps/B9,7cllz | % /\))2 X 3
P U N\
U
N\
A\i\;\ﬁi‘l /':‘ X
Nldrmen
Prepared by)/ IloarorosJyieHo Checked by / IIpoBepeno Apprgj)d by / Opobpeno
Signature / Iloanncb /Y i~ —
Date / lata (a1 123 o = N DTS
Name / PHO Yogesh Kumar Mehta Akshit Bhardwaj Sandeep Semwal

Designation / JlonzkHocTh

Officer -QA

Sr. Officer -QA

Senior Manager -QA

FCM/QA054/08.00




Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 173205, India
glenmark  Tel: +91-1795 667200 Fax: +91-1795 667299 email: glenmark@bom2.vsnl.net.in

A gow way for a now workd

Certificate of Analysis for Finished Product /

Cepruukar aHA/IN32 HA TOTOBYI0 NIPOAYKIHIO
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Momat Rino Advance /
Mowmar PuHo Anpatc

Name of product /
HaumeHOBaHHE NpoayKuuM

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

| HenatenTtoBanHoe - .y o
| A3enacTHH + MOMETA30H Cripeit Ha3albHbli 103UPOBAHHbIH
| HAUMEHOBAHHE

Each spray delivers / Kaxnas 103a cripest COICpKUT:
Mometasone Furoate BP 50 mcg / Mowmerazona dypoar bpur.®. 50 vwr
Azelastine Hydrochloride BP 140 mcg / Azenactusa ruapoxnopua bput.®. 140 mkr

JleiicTByIOLIMe BelllecTBa

Glenmark Pharmaceuticals Ltd 1
‘ 140 mcg + 50 meg / dose Date of Mfg. /
‘ Strength / losuposka 140 mxr + 50 Mkr / nosa Jara npoussoacrea | 1172023
| Dosage form / Meterued-dose nasiil spray / } Date of Exp. / Conen 10 10/2025
‘ JlekapcTBeHnHas ¢popma Crpeii Ha3aIbHBIA 103MPOBaHHBIR
| product code SRU0300082460401GS Date of release / lara pejnyexa | 30.11.2023
| 0A NpoaYyKTa
| o Qty. Released / 33,760 BOT
‘ Batch No / Cepus Ne 12231115 KoH4ecTBo BhnyweHo | 33,760 draxotos
‘ Batch size / Pasmep cepuu 37,815 bot/ 37,815 dnaxonos Mig. License No. / | MNB/10/832
| IlpousBoacTBenHas THUEHIHS Ne
. Mfg. License Date / 30/04/2020
‘ Inspection Lot No
K 040000495912 Ipon3BoACTBeHHAS JUUEH3HS
‘ OHTpoAMpYyemasn cepusn Ne (nata)
Package size / Ynakosxa 75 doses / 75 1103 GMP Compliance certificate Data/ | 18/06/2020
GMP ceprudukar (aata
Market / Poisok Russia / Poccust GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudurar Ne
Reference specification No / STP No /
Creundnrauns Ne SPC-CC-051325 CIIH Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No/ F400-23002 Mfg by Urquima S.A., Spain /
AsenacTHHa THAPOXIOpUNL Cepus Ne Mpousspa. | Ypksuma C.A., Mcnanus
API information / (1;/([)£/C2-0L21 191
Undopmauus 06 A®C | Mometasone Furoate / Batch No / Al MTC- Mfg by Sterling S.p.A., Italy /
MomeTtazoHa ¢ypoar Cepus Ne 002/221.22405 Mpousspa. | Crepnunr C.nA., Utanus
Al
No TESTS / TIOKA3ATEJIU LIMITS / TPEBOBAHUSA OBSERVATION / PE3YJIBTATDI
6. Mass of the released dose / Single dose / OTaeannas no3a:

Macea BricBoGonnaemoi 1o3b1 85.0 to 115.0 % of the claimed delivered | Minimum / Muuumym: 93.3% i
dose amount / 85.0 — 1150% 0T | Maximum / Maxcumym: 101.9 % |
3asBJIEHHOFO KOJIMYECTBA Average / Cpentiee: 98.3 % |
Average dose / Cpeansisi no3a: : |
90.0 to 110.0 % of the claimed delivered
amount / 90,0 — 110,0 % oT 3agBIEHHOTO
KOJIMYECTBA

7. Mass of the vial content / Not less than 9.52 g / 10.17 g/
Macca coaepumoro gaaKona He meHee 9,52 10,17 r
8. Dose number / KoanyecTBo 103 Not less than 75 doses (disregard the first | 87 doses / 87 103
pumping) / He menee 75 103 (He cuuTtas
MIEPBUYHYIO TIPOKAYKY) ! ——
9. Particle size / Pasmep yactuu 90 % of particles less than 10 pm / 100.0% / le)0,0% e VAN / 1
90 % uactui pazmepom MeHee 10 Mxm f ,”;Q- “F
100 % of particles less than 30 um / 100.0% / 100,0% £ ’
100 % uactuu pasmepom mexee 30 MKkM i P ’\P\//7
Particles of more than 30 um should be Absent / OlrcyTctBytor, \\,\
absent / Yactuus! 6onee 30 MKM HOKHEI {)’y\
OTCYTCTBOBATh
10. | Sedimentation Stability / Not less than 5 min / He mMeHee 5 MuH Complies / R
CeanMeHTaAllHOHHAR COOTBCTCTByeT v
YCTOHYHMBOCTL
Prepared by4 Iloaroros.aeno Appr}\%d by / Oao6peno

Signature / [lognuce

Checkéd, by / Ilposepeno
/P‘h

ba W et

Date / TaTa Calviles oWk 3 \
Name / ®PHO Yogesh Kumar Mehta Akshit Bhardwayj Sandeep Semwal
Designation / JosxkuocTh Officer -QA Sr. Officer -QA Senior Manager -QA

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

CepTudHkaT aHAIN32 HA TOTOBYI0 NPOAYKIHK)
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Name of product / Momat Rino Advance /
HaumeHoBaHHe NPoAYKUHN Mowmar Puno Aarasxc
Generic name /

Azelastine + Mometasone metered dose nasal spray /

Total impurities / Cymma npumeceii Not more than 2.0 % / He 6onee 2,0 % 0.28% /0.28%

b) Mometasone furoate /
Momemazona gyypoama

8 Glenmark Pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 173205, India
HenaTtenToBanHoe o - "
A3eNnacTUH + MOMETA30H Cripel Has3allbHbIN 103UPOBAHHBIHA
HaMMeHOBaHHe
Each spray delivers / Kaxxnas no3a cnpest conepxur:
JeficTByiomme BemecTsa Mometasone Furoate BP 50 mcg / Momerasona ¢ypoar bpur.®. 50 smxr
Azelastine Hydrochloride BP 140 mcg / Azenacruna ruapoxiuopun bpur.®. 140 mxr
140 mcg + 50 meg / dose Date of Mfg. /
Strength / Mosuposka 140 mkr + 50 Mkr / nosa JlaTa npousBoacTBa 1172023
Dosage form / Meterf:d-dose nas:al spray / 5 Date of Exp. / Fonen 20 10/2025
JlexapcTBeHHast popma Crpeil HazaIbHBIH 103UPOBAHHBIN
Product code / SRUO0300082460401GS Date of release / Jlata sbinycka 30.11.2023
Koa npoaykra |
., Qty. Released / ‘ 33,760 BOT
Batch No / Cepun Ne 12231115 KotuiecTso BRnyiero, 33.760 dnaxonos
Batch size / Pasmep cepun 37,815 bot/ 37,815 dnakonos Mig. License No. / MNB/10/832
IMpoussoacTBeHHAn JHueH3UA Ne
Inspection Lot No Mfg. License Date / ‘ 30/04/2020
p 040000495912 MpousBoaCTBeHH AR THLEH3HSA
KonTtpoaupyemas cepusi Ne (naa)
. GMP Compliance certiﬁkate Data/ | 18/06/2020
Package size / YnaxoBka 75 doses / 75 no3 GMP ceprudurar (nara)
Market / Poisok Russia / Poccust GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne
Reference specification No / STP No/
Creundmicauus Ne SPC-CC-051325 CIIU Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No / F400-23002 Mfg by Urquima S.A., Spain /
AsenacTiHa M’IpOXJIOpHI Cepus Ne Tpoussba. | Ypksuma C.A., Hcnanus
API information / (1;/([)2201421 191 ‘
HNudopmauns 06 A®@C | Mometasone Furoate / Batch No / Al MTC- Mfg by Sterling S.p.A., Italy /
Mowmerazona ¢ypoar Cepuna Ne 002/221.22405 Mpoussoa. | Crepmuur C.n.A., Utanus
Al
No TESTS / TOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATION / PE3VYJIBTATDI
11. | Impurities / Ilpumecu
a) Azelastine hydrochloride /
A3zenacmuna zuopoxnopuoa:
Single unspecified impurity / Not more than 0.89 % / He 6onee 0,89 % | 0.25% /0.25%
ExunnvHas HenaeHTHOULHpOBaHHAS
nipuMecs
\
|
;

Impurity D / TIpumecs D Not more than 1.0 % / He 6o5ee 1,0 % 0.04% /O.q4%
Single unspecified impurity / Not more than 1.0 % / He Gonee 1,0 % 0.07 %/ 0,]07%
EnnnuuHas HenaeHTHuMUMpOBaHHAS ‘ P
MpHUMeECh ‘ P e A
Total impurities / Cymma npumeceit | Not more than 2.0 % / He 6onee 2,0 % 0.21 %/ 021% /:;’:r“ <
pon \'\/s\;}
L N
Vv
s D
il
Prepared by 4 Iloarotoesieno Checked by / IlpoBepeHo Approvﬁi by / Ono6peno
Signature / Noanucn N —
Date / lata UL Lol 3 T o AW = A TEEWELAN
Name / ®UO Yogesh Kumar Mehta Akshit Bhardwaj Sande‘ep Semwal
Designation / Jo2kHoCcTh Officer -QA Sr. Officer -QA Senior Manager -QA
FCM/QA054/08.00
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Certificate of Analysis for Finished Product/
Ceprudukart aHANH3a HA FOTOBYIO MPOAYKIUHIY

Page 6 of 8/ Ctp. 6 13 8

Name of product / Momat Rino Advance /
Haumenosanue npoaykuuu | Momar Puno Ansanc
Generic name / Azelastine + Mometasone metered dose nasal spray /
HenateHTOBaHHOE - - N
A3eiacTHH + MOMETA30H ClIpeit HazanbHbli 103UPOBARHBINR
HaUMeHOBaHHe i
Each spray delivers / Kaxxaas no3a cripest COACPIKMT:
JleficTByloLIHe BelllecTBA Mometasone Furoate BP 50 mcg / Moserasona ¢ypoar bpur.®. 50 Mxr
Azelastine Hydrochloride BP 140 mcg / Asenactuna ruapoxaopua bput.@. 140 mxr
140 meg + 50 meg / dose Date of Mfg. / !
Strength / Jlosuposxa 140 mxr + 50 mkr / noza JaTa npousBoacTsa 11/2023
Dosage form / Meterved-dose nasual spray / 3 Date of Exp. / Fonen 10 10/2025
JlekapcTBeHHas opma Chpeii Ha3aIbHBIHA 103UPOBAHHBIH
Product code /
K SRU0300082460401GS Date of release / Jlata Buinycka 30.11.2023
O MpoAYKTa |
o Qty. Released / 33,760 BOT
Batch No / Cepus Ne 12231115 O — 33,760 gaxonos
Batch size / Pa3mep cepun 37,815 bot/ 37,815 ¢naxonos Mig. License No. / ‘ MNB/10/832
IIpousBoacTBeHHasn auLeH3Hs Ne
Inspection Lot No Mfg. License Date / 30/04/2020
K p 040000495912 TpousBoACTBEHHAS! IHUECHIUS
oHTposmpyemas cepus Ne (nata)
Package size / Ynakoska 75 doses / 75 103 GMP Compliance certificate Data/ | 18/06/2020
GMP ceprudukar (aata
Market / Poinok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne
Reference specification No / STP No/
Cneundurauns Ne SPC-CC-051325 CIIH Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No/ F400-23002 Mfg by Urquima S.A., Spain /
AsenactviHa THAPOXJIOpUA Cepus Ne Mpomssoa. | Ypkeuma C.A., Vicnanus
API information / ?)/(gggbLZI 191 ;
Hudopmauus 06 A®@C | Mometasone Furoate / Batch No/ Al MTC- Mfg by Sterling S.p.A., Italy /
Mowmertazona dypoar Cepus Ne 002/221.22405 Npoussoa. | Crepmunr C.iLA., Utanus
Al
No TESTS / TOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATION / PE3YJIBTATDI
12. | Uniformity of delivery dose / 9 0f 10 doses: 75 % to 125 % of the Azelastine Hydrochloride /
OaHOpPOaAHOCTL J0CTaB/IsIEMOil mean; A3enacTHHA TMIPOXJOPHA:
A03BI 10 of 10 doses: 65 % to 135 % of the |
mean - . o
If2 or 3 results are outside 75— 125 %, test ﬁml.mum /IKI/["HHM)/M' 9?043/20/
other 20 doses. Not more than 3 of 30 A ax1mur;1 N akcnyly(l;d 0 0% 070
values may be outside 75 — 125 % range verage / §-peHec: e

and all the values should be within 65 to
135%/

9 u3 10 103: o1 75 % a0 125 % or
CpEeAHEro 3HAUYCHUs

10 u3 10 n03: o1 65 % no 135 % ot
CpEAHEro 3Ha4eHNs

Ecnu 2 v 3 pe3ynbTaTa BRINANAIOT U3
npeaenos 75 — 125 %, ucneiranue
nposoast ¢ 20 ApyruMu gozamu. He
6oaee 3 u3 30 3HaueHHUH MOTYT BBIXOJMTb
3a nipegenst 75 — 125 %, u Bce 3HaYEHHA
IOJKHBI OBITE B TIpeJenax ot 65 10

135 %.

Mometasqhe Furoate /
Mowmerasdua dypoar:

Minimum / Munnmym: 97.7%,
Maximum |/ Makcumym: 105.6%,
Average / Cpeanee: 100.0%

13. | Microbiological purity / MuxpoGuoaoruveckas 4HCTOTA

Prepared by loaroros.eno Checked by / IIposepeno Appr\ved by / OnoGpeno
Signature / Ioanuck —
Date / Jlata L 10l a3 oM W= e\ Ll |
Name / ®HO Yogesh Kumar Mehta Akshit Bhardwaj Sandeep Semwal |

Designation / JosiskHOCTH

Officer -QA
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Name of product /
HanmeHoBaHHe NPOAYKUMY

Momat Rino Advance /
Momat Puno Axsanc

Generic name /
HenareHToBaHHOE
HAUMEHOBaHHE

Azelastine + Mometasone metered dose nasal spray /
A3enacTHH + MOMETA30H CNpei Ha3anbHbIH 03UPOBAHHbBIH

|

JeiicrBylomue BeuecTsa

Each spray delivers / Kaxumas no3a cnpest COAEpKHUT:
Mometasone Furoate BP 50 mcg / MomeraszoHa dypoar bpur.®@. 50 Mkr
Azelastine Hydrochloride BP 140 mcg / AsenactuHa ruapoxiopua bpur.®@. 140 mkr

140 mcg + 50 meg / dose Date of Mfg. /
Strength / lo3upoBka 140 MK + 50 M/ 1038 JlaTa npom3BoACTE 11/2023
Dosage form / Metered-dose nasal spray /
JlekapcTBeHHas gopma Crpeii HazanbHbli 103MPOBaHHbIH Date of Exp. / T'onen a0 1072025
ﬁmd““ code / SRU0300082460401GS Date of release / Iata Bbinycia 30.11.2023
01 NpoAYKTa
o Qty. Released / 33,760 BOT
Batch No/Cepus Ne 12231115 KoauuecTso BbINMYILEHO | 33,760 ¢aakonos
Batch size / Pasmep cepun 37,815 bot/ 37,815 dnakonos Mfg. License No. / | MNB/10/832
IpousBoacTBeHHAR AULEHIHSA No
Inspection Lot No Mfg. License Date / 30/04/2020
K P 040000495912 [IpousBoxcTBeHHAs TUIEHIHSA
OHTpoaupyemas cepusi Ne (nava) |
Package size / Ynakoska 75 doses / 75 no3 gxl; i(;r:ﬁ(;;zr;ge;c&l:;gﬁate Data/ | 18/06/2020
Market / Poinok Russia / Poccus gl\Mllll; 21T5$31;ic§:tlﬁkate No/ GMP-01556/20/IN
Reference specification No / STP No/
Crenndukauus No SPC-CC-051325 CITH Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No/ F400-23002 Mfg by / Urquima S.A., Spain /
AsenacTiHa I'IpoXJIopU Cepusi Ne Npousspa. | Ypxsuma C.A., Ucnauus
API information / OMOE/CZ-OLM 191
Nudopmauus 06 A®C | Mometasone Furoate / Batch No / Al MTC- Mfg by Sterling S.p.A., Italy /
Mowmerazona ¢ypoar Cepus Ne 002’/22L22405 Npousspa. | Crepnunr C.nLA., Utanus
Al
No TESTS / IOKA3ATEJIU LIMITS / TPEBOBAHUSA OBSERVATION / PE3YJIBTATBI
Total aerobic microbial count / Not more than 102 cfu per 1 ml of the Less than 10 cfu/ml / Menee 10 KOE/mn

O0buiee 4MCno adpoOHBIX
MHKPOOPTaH13MOB

npenapata

product / He 6onee 102 KOE B 1 Mmn

Total yeast and mouids count /
OO61Lee YUCIO APOROKEBBIX U
TIECHEBLIX TpUGOB

npenapara

Not more than 10! cfu per 1 ml of the
product / He 6onee 10! KOE B 1 Ma

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

Pseudomonas aeruginosa Absence per 1 ml of the product /| Absent/ q"l‘cyTCTByeT
OrcyterBre B 1 M1 nipenapata |
Staphylococcus aureus Absence per 1 ml of the product / | Absent/ chyTCTByeT
Orcyrcrue B 1 M npenapara
14. | Assay / KoanuecTeeHHoe onpeneenne
a) Azelastine hydrochloride / From 85 % to 115 % of the labeled claim | 96% /96%

A3esIacTHHA ruapoxJjopuia

115% or

of Azelastine hydrochloride / Ot 85 % a0
3asBNICHHOTO
a3eNacTHHA THAPOXI0opKaa

KOJIMYECTBA

b) Mometasone furoate /
MomeTazoHa ¢pypoar

115% or
MoMeTazoHa (ypoaTa

From 85 % to 115 % of the labeled claim
of mometasone furoate / Or 85 % no
3asBJIEHHOTO

98% / 98%

KOJIM4YCCTBA

¢) Benzalkonium chloride /
BeHzankoHus xjiaopuia

From 80 % to 120 % of the labeled claim
of benzalkonium chloride / Ot 80 % no

111%/111%

120% ot

3asBJIEHHOIO
OcH3aNKOHHS XJIOpHJa

KOJIMYCCTBA

\
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Signature / Iloanucb

4

:J’:\\H A

Date / JlaTa oLV ] 1ol ordiro >
Name / ®UO Yogesh Kumar Mehta Akshit Bhardwaj Sandeep Semwal

Designation / loisHocTh

Officer -QA

Sr. Officer -QA

Senior Manager -QA

FCM/QA054/08.00




&

glenmark

A rew way for a new world

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@bomzv%nl.net.in

Certificate of Analysis for Finished Product/

CepTHQHKAT aHAIN3A HA FOTOBYIO POAYKIHIY

Page 8 of § /Crp.8u3 8

Name of product /
HaumeHoBaHHE NPOAYKUMH

Momat Rino Advance /
Momat Puno Aaganc

Generic name /
HenarentoBanHoe
HAUMEHOBAHUE

Aczelastine + Mometasone metered dose nasal spray /
A3e1aCTHH + MOMETa30H Crpcil Ha3anbHbIH 103UPOBAHHLIH

JeiicTBytomue semecrsa

Each spray delivers / Kaxas no3a crpes COACPKUT:
Mometasone Furoate BP 50 mcg / Momerasona dypoar bpur.®. 50 \ﬁcr
Azelastine Hydrochloride BP 140 mcg / AzenactiiHa rHApOXJIOpHA hmm &, 140 mxr

KapTOHHYIO MauKy.

140 mcg + 50 meg / dose Date of Mfg. /
Strength / /losuposka 140 mkr + 50 Mkr / 103a Jata npon3BoacTBa | 11/2023
Dosage form / Meterved-dose nanil spray / 5 Date of Exp. / Fonen 10 10/2025
JlekapcTBeHHan dopma Cripeil Ha3albHBIH 103UPOBAHHbIH
Product code/ SRU0300082460401GS Date of release / Jlata soinycka | 30.11.2023
Koa npoaykra
o Qty. Released / 33,760 BOT
Batch No / Cepus Ne 12231115 Ko/MuecTB0 BHINYIIERo 33,760 raxotos
Batch size / Pasmep cepuu 37,815 bot/ 37,815 ¢pnakonos Mfg. License No. / MNB/10/832
TlpousBoACTBEHHAs! Jmu¢H3un Ne
Inspection Lot No Mfg. License Date / 30/04/2020
K P 040000495912 TpoM3BOACTBEHHAS TULEH3US
OHTpoJupyemasi cepusi Ne (nata)
Package size / Ynaxosxa 75 doses / 75 103 GMP Compliance certificate Data/ | 18/06/2020
GMP ceprudukar (aata)
Market / Puiok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP ceptudukar Ne
Reference specification No / STP No/
Creuudmkaums Ne SPC-CC-051325 CIIU Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No / F400-23002 Mfg by Urquima S.A., Spain /
A3zenacTHHa T’MIPOXIOPUL Cepusi Ne Tpoussoa. | Ypkeuma C.A., cnauus
API information / %E/CZ-OLN 191
Uudopmauus 06 A®C | Mometasone Furoate / Batch No / Al MTC- Mfg by Sterling S.p.A., Italy /
Mowmetazona gpypoar Cepus Ne 002/221.22405 rlpomsgu. Crepnunr C.nLA., Uranus
Al
No TESTS / TIOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIBTATDI
15. | Package size / Onucanue 75 doses in a HDPE plastic bottle equipped with a metering device and actuator with
YNaKOBKH protective cap. Bottle with leaflet placed in carton box.|/ ITo 75 xo3 Bo ¢nakon uz [15BI1,
CHa(XKEHHBIA J03UPYIOIMM YCTPOWHCTBOM H Ha3albHBIM aJantepoM C 3allHUTHBIM
KonnaukoM. MNakoH C MHCTPYKUMEH 10 MEIMUMHCKOMY NPMMEHEHWIO MOMEINAIOT B

Any deviation/Incident/O0OS: NA
Otkionenua/vecoorBeTcTBus/O0C: NA

Declaration of certification:

“I hereby certify that the above information is authentic and accuratg. This batch of product has been
manufactured, including packaging and quality control at the above mentioned site in full compliance
local Regulatory Authority and with the normative document no. JITTI-Ne(001749)-(PI'-RU) dt. 30.01.2
SPC-CC-051325. The batch processing, packaging and analysis reviewed and found to be in compliancy
3aKl0ueHHe 0 COOTBETCTBHM: HACTOSLIMM MOATBEPYKIAl0, YTO NPEACTAB/ICHHAs BbIlle HHpOpMaLms
JlauHas cepus Oblia NPOM3BEACHA, BKIOYAs YNAKOBKY/MapKUPOBKY, ¥ NPOKOHTPOJIMPOBAHA HA YKi

with the GMP requirements of the
D23 and submitted specification no.
with GMP.”
ABNAETCH JOCTOBEPHON U TOUHOM.
13aHHOM BBIIIE MPOU3BOACTBEHHOM

TIOMAJIKE B TIOHOM COOTBETCTBYHM ¢ TpeGopanmaMu Haanexated Tpoussoacteentoii Tpaktuxyu (GMP) 1 TpeboBaHisIMH HOPMATHBHOH
noxyMentanuu JIT-Ne(001749)-(PI'-RU) or 30.01.2023 n yrBepxieHHO# cnenpukanueii Ne SPC-CC-(51325. npOTOKQJ]bl MPOU3BOJCTBA,
YIIaKOBKM W MPOBEACHHBIX aHANM3O0B Js NaHHOH cepuu ObUM NPOAHAIM3UPOBAHBI M CENAHO 3aKJuoqu149, !m) dun coo‘fBeTCTByloT
tpeGosanusM Haxnexameit [Tponssoactrennoit Ipaxriku (GMP). :
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