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Certificate of Analysis for Finished Product /

CeprudukaTt aHaNu3a Ha FOTOBYI0 NPOAYKIIHIO
Page 1 of8/Ctp. 1 u3 8

Name of product / Momat Rino Advance /
HaumeHoBaHHe NPOAYKUNY Mowmat PuHo AnBaHC
g:z:‘::;:_z‘::i{“oe Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
I A3eNacTiHa MMAPOXIOPUA M MOMETa30Ha (hypoar Crpeii HasallbHbli J03UPOBAHHbIN
Each spray delivers / Kaxcaas f03a cripes COACPXKHT:
JeitcTByloImue BewecTsa Mometazone Fuorate BP 50 meg / Momerasona dypoar Bput.®. 50 mxr
Azelastine Hydrochloride BP 140 micg / Asenactuna ruapoxnopua bput.®. 140 mMxr
140 mcg + 50 mcg Date of Mfg. /
Strength / losuposica 140 Mkr + 50 mMkr JlaTta npou3BoAcTBa 1172021
Dosage form / Metered-dose nasal spray /
JlexapcrseHHan ¢popma Crpeii HasanbHBIN J03MPOBAHHEIA Date of Exp. / Fonen 1o 10/2023
Product code / Koa mpoayxra | SRU0300082460401DM Date of release / laTa BbInycka 01.12.2021
; Qty. Released / ’ 23,380 BOT
Batch No/Cepus No 12210677 Ko/ln4ecTBO BLINYIEHO 23,380 ¢naxoHoB
Batch size / Pasmep cepun 25,395 /25,395 dnaxonos Mfg. License No. / MNB/10/832
Ipon3BoAcTBeHHAs JuLeH3InA Ne
Inspection Lot No : Mfg. License Date /
KouTpoanpyemas cepusa Ne 040000361077 Tpou3BoACTBeHHAS JHLEH3US (1aTa) 30/04/2020
Package size / YnakoBka 150 doses / 150 no3 GMP Compliance certificate Data / 18/06/2020
GMP cepruduxar (aata)
Market / Poinox Russia / Poccust GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne
Reference specification No / STP No/
Crenudukauus Ne SPC-CC-034990 CITN Ne STP-CC-026675
No TESTS / IOKA3ATEJIN LIMITS / TPEBOBAHUMA OBSERVATION / PE3YJIbTATbI
1. Description / Onucanue White to off-white suspension / Benas | Off-white suspension /
wiu o4ty Oenas cycrieH3us [oury Genas cycnensus

2. Identification / IloaTuHHOCTE

a) Azelastine hydrochloride / In the test of assay, the retention time of | In the test of assay, the retention time of the

Azenacmuna zudpoxnopud the main peak in the chromatogram of the | main peak in the chromatogram of the sample
sample solution should correspond to the | solution correspond to the retention time of
retention time of the main peak in the | the main peak in the chromatogram of
chromatogram of azelastine | azelastine hydrochloride standard solution /
hydrochloride standard solution / Bpems | Bpems yA€pXHBaHMsS OCHOBHONO INHKa Ha
YAEDUBAHWS OCHOBHOTO [MMKa HA | XpOMATOTpamMMe  HCIBITYEMOro  pacTBopa
XPOMAaTOTPaMME MCIILITYEMOTrO PacTBOpa | COOTBETCTBYET — BPEMEHM  YACDHKUBAHHS
JOMKHO  COOTBETCTBOBATL  BPEMEHM | OCHOBHOTO  MHMKA  HA . XpOMATorpamme
YIEPKMBAHMS  OCHOBHOTO TNuKa HA | PAacTBOpa CTAHAAPTHOro obpasiia asenacTHHa

XpOMATOrpaMMe pacTBOpa CTaHAapTHOro | ruapoxiopria (c™. paszen
ofpa3la asenacTHHa ruapoxjopuia (cM. | «KoIMMeCTBEHHOE ONPEAEICHUEN).
pasaen «KonyecTBeHHOE
OMNpPENETCHNUED).
b) Mometasone furoate / In the test of assay, the retention time of | In the test of assay, the retention time of the
Momemazona giypoam the main peak in the chromatogram of the | main peak in the chromatogram of the sample
R sample solution should correspond to the | solution correspond to the retention time of
/,z\’:‘\”\,).‘ ASSm\ retention time of the main peak in the | the main peak in the chromatogram of
e S chromatogram of mometasone furoate | mometasone furoate standard solution /
:; N standard solution / Bpems yaepxuBauus | Bpems yzacpxuBaHusi OCHOBHOrO MHKa Ha
! @ OCHOBHOTO MMKZ Ha XpOMarTorpaMMe | XpoMaTorpamMMme HCIBITYEMOro  pacTBopa
{/ * ] HCIIBITYEMOTO pacreopa JIOJPKHO | COOTBETCTBYET  BPEMEHM  YAEPXUBaHMs
- COOTBETCTBOBATh BPEMCHH YACDIKMBAHMS | OCHOBHOrO  MMKa Ha  XpoMmarorpamme

D)
@ «‘ N 3/ OCHOBHOTO TMKA HAa XPOMATOrpaMMe | PacTBOPa CTaHAapTHOro 06pasua MOMETa3cHa
pacTBopa CTaHIapTHOTO obpasua | Gypoara (cm. pazmen «KonudecTseHHOE

P
2 03 !
VI%P ,{\03, mMoMeTazoHa  (ypoara (CM. pasen | ONpENCEHHEN).
harm aceY «KonnuecTBeHHOE ONpENENEHUE ).
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Name / ®HO Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation / loJxHOCTD Officer — QA Officer -QA Asst. Manager -QA

FCM/QA054/08.00




glenmark

6

A new 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@bom?2.vsnl.net.in

Certificate of Analysis for Finished

Product/
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Page20f8/Crtp. 2 u3 8
Name of product / Momat Rino Advance /
HaumeHoBaHHe NPOAYKUHH Mowmar PuHo Ananc
gener:c“nam:ﬂlﬂ Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
CRATENTOBANHOE A3enacTvHa rUApOXIOpUa U MoMeTasoHa dypoat cnpel Ha3ajbHbIA J103UPOBAHHBIH
HaUMeHOBaHME
Each spray delivers / Kasxnas no3a cripes coaepxut:
JeficTBylomue BemecTBa Mometazone Fuorate BP 50 mcg / Momerasoua ¢ypoar Bpur.®. 50 mkr
Azelastine Hydrochloride BP 140 mcg / Asenacruna ruapoxnopua bput.®. 140 mxr
140 meg + 50 meg Date of Mfg. /
Strength / losuposka 140 mxr + 50 mkr JlaTra npou3BoAcTBa 1172021
Dosage form / Metered-dose nasal spray / -
JlekapcTBenHas gopma Cripelt HasaibHbIH 103MPOBaHHbIM Date of Exp. / T'onen 10 10/2023
Product code / Koa npoaykra | SRU0300082460401DM Date of release / /lata Boinycka 01.12.2021
Qty. Released / 23,380 BOT
Batch No/Cepun No 12210677 KoanuecTBo BhinyLeHo 23,380 dnaxonos
Batch size / Pasmep cepuu 25,395 /25,395 dnakoHos Mfg. License No. / MNB/10/832
IpoussoacTBeHHas JuueH3us Ne
Inspection Lot No Mfg. License Date /
KonTpoaupyemas cepus Ne 040000361077 Ipoun3BoacTBeHHAS JHMLIEH3HS (AaTa) 30/04/2020
, : GMP Compliance certificate Data /
Package size / YnakoBka 150 doses / 150 no3 GMP cepruduiar (1a71a) 18/06/2020
Market / Phinor Russia / Poccus GMP Compliance certificate No/ | Gvp_1556/20/1N
GMP cepruduxat Ne
Reference specification No / STP No/
Creundnicauus Ne SPC-CC-034990 CIIN Ne STP-CC-026675
No TESTS / TIOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIbTATHI
¢) Benzalkonium chloride / In the test of assay, the chromatogram of | In the test of assay, the chromatogram of the
Benszanxonun 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 Cis in the [ Cis in the chromatogram of the standard
chromatogram of the standard solution / | solution / Ha xpomarorpamMme HCNEITYEMOrO
Ha  xpomarorpaMMe  HCNLITYEMOrO | pacTBopa 0GHAPYXUBAIOTCA HKHY,
pacTBOpa  JOMKHBI  OGHapYXKMBAThCS | COOTBETCTBYIOLIME no BpEMEHaM
NMKK, COOTBETCTBYIOLIME MO BpeMeHaMm | yAepxuBaHus nukam romonoros Ciz u Cus
yaepxuBaHus mukam romosioroB Ciz u | OCH3aJIKOHMS XJIOpHAA Ha Xpomarorpamme
Ci4  OcH3WIKOHUA XNOpMAa  Ha |.CTaHapTHOro  pacteopa  (CM.  paszaen
XpOMATOrpaMMe CTaHAapTHOro pactBopa | «KomMueCTBEHHOE ONpEEEHHED).
(cm. paszen «KonuuecTBeHHOE
OTIPEACICHUED). .
UV AN
pH From 4.0 t0 5.0/ Ot 4,0 0 5,0 4.448 ] 4,448 R
Density / IlnoTHocTh From 0.90 to 1.10 g/cm?/ 1.01 g/em! - ’n\ N\
Or 0,90 50 1,10 r/ew? 101 tfow® * ©\
. A i
5. | Viscosity / Baixoctb Not less than 5 cPs/ He menee 5 cIl3 50.5 cPs /50,5 cIl3 > /4;‘/ :
6. | Osmolality / OcMoaRABHOCTD 250 to 350 mOsmv/kg / 293 mOsm/kg 2,) RWTHN =
. 250 — 350 mOcm/kr 293 MOcm/kr @% @\"‘}//
7. Vial leak testing / IIposepia Leakage traces should absent / No leakage traces / w?’
(h1aKkoHa Ha repMeTHYHOCTL OTcyTCTBHE CNEAOB YTEUKH Creib! yTE€UKU OTCYTCTBYIOT

¢
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Certificate of Analysis for Finished Product/
Ceprudnkar anaau3a Ha rOTOBYI0 HPOAYKUHIO

Macca BhicB0G0KIaEMOIT A03bI

85.0 to 115.0 % of the claimed delivered
dose amount / 850 - 1150% or
3a5BJICHHOTO BBICBOGOXAaEMOT0
KOJIMYECTBA

Average dose / Cpeansns no3a:

90.0 to 110.0 % of the claimed delivered
amount / 90,0 — 110,0 % oT 3asBieHHOTO
BBICBOOOXKIAEMOTO KOJMYECTBA

Page30f8/Ctp.3u3 8
Name of product / Momat Rino Advance /
HaunmeHoBaHHe NPOAYKUHH Mowmar Puno AspaHc
generlc name / Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
EnaTeHToBARHOE AselacTHHa THAPOXJIOPUA U MOMETa30Ha (ypoar cripeit HasalibHbIH A03MPOBaHHBIN
HAMMEHOBaHHE
' Each spray delivers / Kasxaas 1o3a crpest COASPXKUT:
| Heficraylomue Bemecrsa Mometazone Fuorate BP 50 mcg / Momerasona dypoar bput.®. 50 Mkr
Azelastine Hydrochloride BP 140 mcg / Asenactusa rupoxaopui bput.®@. 140 Mxr
. 140 mcg + 50 mcg Date of Mfg. /
Strength / Jlosuposka 140 mxr + 50 Mkr JlaTa npon3BOACTBA 1172021
Dosage form / Metered-dose nasal spray /
JlexapcTBeHHas dopma Cripeli Ha3abHbIN A03UPOBaHHBIN Date of Exp. / Foaen a0 10/2023
Product code / Koa npoayxra | SRU0300082460401DM Date of release / lara Bblnycka 01.12.2021
Qty. Released / 23,380 BOT
Batch No/Cepun Jo 12210677 KonnvecTBo BoIMYLIEHO 23,380 ¢uaxonos
Batch size / Pazvep cepun 25,395 /25,395 pnaxoHos Mfg. License No. / MNB/10/832
INpoussoacTBenHan Junensus Ne
Inspection Lot No Mfg, License Date /
KourTposupyemas cepus Ne 040000361077 Tpou3BoACTBEHHAS JHLEHIUs (1aTa) 30/04/2020
Package size / Vnaxoska 150 doses / 150 z03 GMP Compliance certificate Data /| 14/56/590
GMP cepTuduxaT (aata)
Market / Poinok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxat Ne
Reference specification No / STP No/
Cnennduicanus Ne SPC-CC-034990 CITH Ne STP-CC-026675
No TESTS / TIOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIbTATHI
8. Mass of the released dose / Single dose / OTaeabnan no3a: Minimum / Munumym: 91.6%

Maximum / Makcumym: 108.6%

Average / Cpennee:103.8%

9. | Mass of the vial content / Not less than 14.175 g/ 14.404 g
Macca coxepzcumoro fJiaxona He menee 14,175 14,404 r T T

10, | Dose number / Kosuuecrso n03 Not less than 150 doses / 179 doses / 179 no3 e e - \

He menee 150 no3 \:,J AN
. P

11, | Particle size / Pasmep wacTuy 90 % of particles less than 10 um / 100.0 % / 100,0% e m
90 % uactuu pasMepom MeHee 10 Mxkm ‘ 'j;’ T
100 % of particles less than 30 um / 1 100.0 %/ 100,0% % ],,;\ 9
100% uactun pasmepoM MeHee 30 MkM \’55_? ,_)314"' \:;
Particles of more than 30 um should be Absent / OTcyTCTBYIOT \‘(Z' o ,(\@'7'
absent / Yactuus! Gosnee 30 MKM JOJXKHBI m)//
OTCYTCTBOBATh

12. | Related substances / PoxeTBeHnble npumecu

a) Azelastine hydrochloride /
Asenacmuna zuopoxnopuo:
Single unspecified impurity /
EnuHudHO HeuneHTy-
¢uuMpoBaHHON MpUMecH

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

Not detected/ He oGHapyxeHo

Total impurities / Cymma

npumecei

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

Not detected/ He oOHapyxeHo
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Appro?y' / OnofpeHo
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Certificate of Analysis for Finished Product/

CepTudukar anajin3a Ha roOTOBYI0 HPOAYKUHIO
Page 4 of 8 /C1p.4u3 8

Name of product / Momat Rino Advance /
HaumenoBanue npoayKLUHu Mowmar PuHo AnsaHc
l(-;l:::l:ecﬂl:'?):‘:nlﬂoe Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
HAUMEHOBAMHE A3enacTvHa MUAPOXIOPUA U MOMeTa30Ha dypoar cnpei Ha3albHbIA 103UPOBAHHBINA
Each spray delivers / Kaxaas n1o3a cripes COASPKHUT:
JeficTayromue BewmecTsa Mometazone Fuorate BP 50 mcg / Momerasosa drypoar bpur.®. 50 Mxr
Azelastine Hydrochloride BP 140 mcg / Asenactuna ruapoxnoput Bpur.®. 140 mxr
140 mcg + 50 mcg Date of Mfg. /
Strength / lo3uposka 140 MK + 50 MKr Jlava npoussoacTea 11/2021
Dosage form / Metered-dose nasal spray /
JlekapcTBennasn dopma Cripelt Ha3abHbIHA 103MPOBaHHLIH Date of Exp./ T'oxen 20 10/2023
Product code / Kox npoayxra | SRU0300082460401DM, Date of release / laTa Bbinycka 01.12.2021
Qty. Released / 23,380 BOT
Batch No/Cepns o 12210677 Koauuecrso BeINYWEHO 23,380 dnaxoros
Batch size / Pasmep cepuu 25,395 /25,395 dpaaxounon Mfg. License No. / MNB/10/832
TIpou3BOACTBEHHAS JHLEH3UA No
Inspection Lot No Mfg. License Date /
Konutpoaupyemas cepus Ne 040000361077 Ipou3BoACTBeHHAS JHLEeH3us (AaTa) 30/04/2020
Package size / Ynakoska 150 doses / 150 x03 GMP Compliance certificate Data/ | 15,9650
GMP ceprudukar (aara)
Market / Pbivok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudpuxar Ne
Reference specification No / STP No/
Creunduicauns Ne SPC-CC-034990 CIIY Ne STP-CC-026675
No TESTS / TIOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIbTATBI
b} Mometasone furoate /
Momemasona gpypoam Not more than 1.0 % / He 6onee 1,0 % 0.02% /0,02%
Impurity D / TTpumecs D -
Single unspecified impurity / Not more than 1.0 %/ He Gosee 1,0% | 0.05%/ 0,05%
ExnnnuyHas HewaeHTUbMLMpOBaHHas
ipumMecs Not more than 2.0 % / He 6onee 2,0 % 0.19%/0,19%
Total impurities / Cymma Beex
npumeceit
Prepared by / IlgarotoBaeno Checked by / ITposepeno Approyed by / Ogo0peno
Signature / loanues =
Date / lata . og 11 ]l o2 1 fw oF | ren
Name / ®UO Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation / loaxkHocTs Officer — QA Officer -QA Asst. Manager -QA
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Certificate of Analysis for Finished Product/

Ceprudukar aHaIA32 HA FOTOBYIO NPOXYKIMIO
Page50f8/Crtp.5u3 8

Momat Rino Advance /
Mowmar Prno AnsaHe

Name of product /
HaumenosaHue npoayKLUM
Generic name /
HenarenToBaHHoe
HAMMEHOBAHHE

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
AsenacTviHa IWIPOXIOPHUA K MOMETa30Ha (ypoar Crpeli Ha3anbHbIH J03MPOBaHHbIA

Each spray delivers / Kaxcnas 103a cripest COACPXKUT:
Mometazone Fuorate BP 50 mcg / Momerasona drypoar bpur.®. 50 Mxr
Azelastine Hydrochloride BP 140 mcg / AsenacruHa ruapoxopun Bpur.®. 140 mkr

JeiicTeyomume sewecrsa

OanopoanocTs BuICBOGOMKAAEMOIH
1103bI

determinations may deviate from the
mean value by more than +25% (one
starting and one end delivered dose is
taken from each of 10 bottles) and none
may deviate by more than +35%.

If 3 to 6 values deviate by more than
+25%, but less than +35%, test the
following 20 bottles.

Not more than 6 values from 60
determinations can deviate from the mean
value by more than +25% and none can
deviate by more than +35% /

He Gonee 2 3nauennii u3 20 onpeneneHui
MOTYT OTKAOHSATCS OT CPEAHErO 3HAUCHHUA
Gonee yem Ha + 25 % (ot xaxzaoro uz 10
¢naxoHOB GepyTcs 110 OJHON Ha4YaIbHOM
W onHOM KOHeuHO#H BhICBOGOMAAEMOM

140 mecg + 50 mcg Date of Mfg. /
Strength / Jo3upobka 140 MKE+ 50 MKr JlaTa npoMsBOACTBa 11/2021
Dosage form / Metered-dose nasal spray /
JlexapcTBeHHasn (popma Chpeli HasabHBIH A03UPOBAHHBIH Date of Exp. / oxen 20 10/2023
Product code / Koa npoayxra | SRU0300082460401DM Date of release / laTa Bbinycka 01.12.2021
Qty. Released / 23,380 BOT
Batch No/ Cepun Ne 12210677 Konu4ecrBo BhINYMIEHO 23,380 ¢aaxoHos
: Mfg. License No. / MNB/10/832
Batch size / Pa3mep cepun 25,395 /25,395 ¢naxonos TipoussoacTBenHas aueHsus Ne
Inspection Lot No Mfg. License Date /
Kontposupyemas cepust Ne 040000361077 Ipou3soacTBeHHAs JHLIEH3NA (1aTa) 30/04/2020
Package size / Ynaxoska 150 doses / 150 no3 GMP Compliance certificate Data / 18/06/2020
GMP ceprudmkaT (nata)
Market / Prisos Russia / Poccus GMP Compliance certificate No/ GMP-01556/20/IN
GMP cepruduxar Ne
Reference specification No / STP No/
Creuudnxauns Ne SPC-CC-034990 CIU Ne STP-CC-026675
No TESTS / HIOKA3BATEJIHN LIMITS / TPEBOBAHWSA OBSERYATION / PE3YJIbTAThDI
13. | Uniformity of delivered dose / Not more than 2 values from 20 | Azelastine Hydrochloride /

A3eJiacTHHA FRAPOXJIOPHA:

Beg / Hauano:

Minimum / Munumym: 95.1%,
Maximum / Makcumym: 102.5%,
Average / Cpennee:99.2%
End/ Koney:

Minimum / Munumym: 98.3%,
Maximum / Maxcumym:105.1%,
Average / Cpeanee:102.5%

Mometazone Furoate /
MowmeTta3ona pypoar:

Beg / Hauano:

e 8
sl T U/}:;\ J03€), U HM OHOrO - Gojee ueM Ha Minimum / Munumym 94.2%,

//_j‘d | £35%. Maximum / Maxcumym: 100.9%.

n o Eciu or 3 1o 6 3mavenuit umeior | Average/Cpennee: 97.9%

- * oTkioHeHus Gonee ueM = 25%, HO | End/Koneu:

J - MeHblle, yeM + 35 %, To UCHeIThiBalOT | Minimum / Munumym 96.4%,
‘ % \ A o cienyromue 20 ¢rakoHOB. Maximum / Maxcumym: 103.8%,
\?j "3 ) I &/ | HeGonee 6 snauennit us 60 onpeneneuuil | Average / Cpennee 100.3%

T aels MOI'YT OTKJOHSTCS OT CPEAHEro 3HaueHuUs
Pharm ace\> Gosiee YeM Ha +.25 %, U HU OJHOTO,

bonec uem Ha+ 35 %

Prepared by / [TogrorosaeHo Checked by / ITposepeno Approvad by / OgoGpeno
Signature / Moanuce VLT = K
Date / AaTa lAZg NV LY o3l of |V
Name / DO Yogesh Kumar Mehta. - Atul Kumar Ajay Kumar Garg
Designation / JloazkHoCTD Officer — QA Officer -QA Asst. Manager -QA
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Certificate of Analysis for Finished Product/
Ceprudmxar aHAIN3A HA FOTOBYIO NPOAYKIHIO

Page 6 of 8/ Ctp. 6 u3 8
Name of product / Momat Rino Advance /
HaumeHoBaHue NPOAYKUMH Mowmar PuHo AnBaHc ‘
genem name / Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
€naTeHToBAHNOE A3enacTiHA FUAPOXJIOpUI M MomeTasoHa Qypoar cnpel HasaNbHbIH Jl03UPOBaHHBIH

HaUMeHOBAHUE

Each spray delivers / Kaxkaas 103a cnpest COASPXKUT:
JeiicTBylomue BelllecTBa Mometazone Fuorate BP 50 mcg / Momerasona ¢ypoar bpur.®..50 mxr

Azelastine Hydrochloride BP 140 mcg / Asenactuna ruapoxnopu bpur.®. 140 Mxr

140 mcg + 50 meg Date of Mfg. /
Strength / losuposka 140 mkr + 50 mMxr JlaTa npon3BoOACTBa 1172021
Dosage form / Metered-dose nasal spray /
JlekapcTBenHas popma Crpeli Ha3abHBIH 103UPOBAHHLIH Date of Exp./ Toaen a0 10/2023
Product code / Koa npoayxra | SRU0300082460401DM Date of release / laTa Brinycka 01.12.2021

Qty. Released / 23,380 BOT
Batch No/ Cepun Ne 12210677 Konu4ecTBo BuINymIEHO 23,380 duaxonon
: Mfg, License No. / MNB/10/832
Batch size / Pasmep cepuu 25,395 /25,395 daaxoxos MpomsBoncTaentan anuensns Ne
Inspection Lot No Mfg. License Date /
Kontpoanpyemas cepun Ne 040000361077 INpoun3soacTBeHHAS JHLIEH3UA (AaTa) 30/04/2020
: GMP Compliance certificate Data /
Package size / YnakoBka 150 doses / 150 no3 GMP cepruduiat (11a) 18/06/2020
Market / Pros Russia / Pocons GMP Compliance certificate No/ GMP-01556/20/IN
GMP cepruduxar Ne

Reference specification No / ; STP No/
Creunduianus Ne SPC-CC-034990 CIIH Ne STP-CC-026675
No TESTS / IOKA3ZATEJIN LIMITS / TPEBOBAHNA OBSERVATION / PE3YJIbTATHI

14. | Uniformity of dosage unit /
OaHopoaAHOCTL A03UPOBAHUS

Not more than 1 value from 10
determinations may deviate from the
mean value by more than +25% (one
starting delivered dose is taken from each
of 10 bottles) and none may deviate by
more than +35 %.

If 2 or 3 values deviate by more than
+25 %, but less than +35%, test the
following 20 bottles.

Not more than 3 values can deviate from
the mean value by more than 25 % and
none can deviate by more than £35 %/

He Gonee | 3navenus u3 10 onpenenenni
MOXET  OTKJIOHATCA  OT  CPEAHEro
3naueHus Gonee uem Ha £25% (ot
xaxzaoro u3 10 ¢nakoHoB Oeperca no
oaHOM  wauampHOW  BbICBOOOMKAAEMOH
[03¢), ¥ HUA oaHoro, Oojiee 4eM Ha
+ 35 %,

Enu gBa mnm TpM 3HaWeHus MMEIOT
OTKJIOHEHHs Gonee ueM =+25%, HO
MeHee, ueM +35%, TO MCHBITHIBAIOT
cneayromue 20 ¢naxoHos.

He Oonee Tpex 3Ha4eBMii MOIyT
OTKJIOHATBCH OT CPEIHEro 3Ha4ycHUs
Oonee, ueM Ha +£25%, ¥ HU ORHOrO,
oonee yeM Ha + 35 %.

Azelastine Hydrochloride /
A3zenacTHHA THAPOXJIOPHA:

Minimum / Muxdumym 95.1%,
Maximum / Makcumym: 102.5%,
Average / Cpennee:99.2%

Mometazone Furoate /
MowmeTta3sona ¢gypoar:

Minimum / Munumym: 94.2%,
Maximum / Makcumym: 100.9%,
Average / Cpeanee: 97.9%

Prepared by / IloaroroBiaeHo Checked by / lIposepeno Approyed by / OnoGpeno
| Signature / Ioanuce ?gw - S
Date / lata IFogIL 111\ 091127~ 0‘1?_,)”;}'&’74
Name / ®HO Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation / JojiskH0CcTh Officer — QA Officer -QA Asst. Manager -QA
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; Name of p}'oduct/ Momat Rino Advance /
} HaumeHoBanne NPOAYKIUHN Mowmar PruHo Anpanc
| generlc name / Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal'spray /
| enaTeHToBanHOe AsenacTiHa FMAPOXJIOPKI K MoMeTasoHa Bypoat cripelt HasanbHbIH JIO3UPOBAHHBIH
HAMMEHOBAHUE
Each spray delivers / Kaxxaas 103a cnpes COASPKHUT:
JAeificraylomue BemecTsa Mometazone Fuorate BP 50 mcg / MomerasoHa dypoar Bput.®. 50 mxr
Azelastine Hydrochloride BP 140 mcg / Asenacruna ruapoxsiopus Bpur.®. 140 mMxr
140 mcg + 50 meg Date of Mfg. / ,
Strength / losuposxa 140 mxr + 50 Mkr JlaTa npou3BoacTsa 1172021
Dosage form / Metered-dose nasal spray / ) Date of Exp. / Fonen 1o 10/2023
JlexapcreeHHasn gopma Crpeli Ha3abHBIM 103MPOBAHHLIH .
Product code / Koa npoayxra | SRU0300082460401DM Date of release / laTa Bbinycka [ 01.12.2021
Qty. Released / 23,380 BOT
Batch No/Cepus Ne , 12210677 Koan4ecTBO BbIMYILEHO 23,380 duaxonos
. ; Mfg. License No. / MNB/10/832
Batch size / Pasmep cepuu 25,395 /25,395 daakonos MponssoacTaenHas anuensus Ne
Inspection Lot No Mfg. License Date /
KouTpoaupyemas cepus Ne 040000361077 Tpou3BoACTBEeHHASA JIUUEHINA (1aTa) 30/04/2020
: ‘ GMP Compliance certificate Data /
Package size / YnaxoBxa 150 doses / 150 no3 GMP cepruduiar (1a7a) 18/06/2020
Market / Pritos Russia / Pocens GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne
Reference specification No / STP No/
Creundutaius Ne SPC-CC-034990 CIIN Ne STP-CC-026675
No TESTS / IOKA3ATEJIU LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIbTATBI
15. | Microbiological purity / MuxpoGunonoruteckan 4ucToTa
Total aerobic microbial count and Not more than 102 cfu per 1 g (ml) of the | Less than 10 cfu/ml/ Menee 10 KOE/mu
total yeast and moulds count product / He 6onee 10> KOE B 1 1 (mi1)
(combined) / O61ee uucno npenapara
23poOHbIX GaxTepuii ¥ IPOAOKEBBIX U
IUIECHEBBIX IPHOOB (CYMMapHO)
Test for Absence of Specified
Microorganism / Tect na
cnenudpuyeckue
MHKPOOPraHU3MBbI:
. Absent / OtcyTcrByeT
Pseudomonas aeruginosa Absence per 1 g (ml) of the product /
Otcytcrsue B | r (M) npenapara
Staphylococcus aureus Absence pér 1 g (ml) of the product / Absent / OTcyrcTayet

Orcytersue B 1 r (M) npenapata

Absence per 1 g (ml) of the product / | Absent/OrcyTcrByer

Bile-Tolerant Enterobacteria /
Orcyrersue B 1 r (M) mpenapaTa

OHrepobakTepuH, ycToHUUBLIE K
KEMIU

16. | Assay / Koanuecrsennoe onpeaeseHue

a) Azelastine hydrochloride / From 85 % to 115 % of the labeled claim | 92.7%/92,7%

A3eJacTvHAa TUAPOXJIOPH] of azelastine hydrochloride / Ot 85 % xo
115% oT 3a%BJEHHOr0 KOJUYECTBA
a3eNacTHHa MMIpOXJIOopUa

b) Mometasone furoate / From 85 % to 115 % of the labeled claim | 104.5%/ 104,5%
Momerta3sona pypoat of mometazone furoate / Or 85 % a0
115% or 3ajdBIEHHOI0 KOJUYECTBa
MoMmerasoHa pypoara
¢) Benzalkonium chloride / From 80 % to 120 % of the labeled claim | 88.9%/ 88,9%
BeH3anKoHus XJ0pua of benzalkonium chloride / Ot 80 % n0

120% oT 3asBJACHHOIO KOJIM4ECTBA
OeH3aIKOHKMSA XIOpHAa

Prepared by / IlgaroroBJgeno Checked by / lNposepeno Approved by / Ono6peno
Signature / I[loanuch - Cﬁ’ .
Date / lata IR Y “eali)n o¥|lL e
Name / ®PHO ’ Yogesh Kumar Mehta ' Atul Kumar Ajay Kumar Garg
Designation / JosiskHOCTD Officer - QA Officer -QA Asst. Manager -QA

FCM/QA054/08.00
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CepruduxaTt aHaan3a HA rOTOBYIO NPOIYKIHIO

Page8 of8/Crp.8u3z 8
Name of product / Momat Rino Advance /
HaumeHnoBaHue NPOAYKIMU Mowmar PuHo AnsaHc
generlc name / Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
ENATEHTOBAHHOE AseacTviHa IHAPOXJIOPHA M MOMETa30Ha dypoar cnpel HasalbHbI# J03NPOBAHHEIN]
HauMeHOBaAHNE
Each spray delivers / Kaxknas 1032 cripest COIEPXKHUT:
JeiicTBylomye BemecTsa Mometazone Fuorate BP 50 meg / MomerasoHa dypoar Bput.®. 50 Mxr
. Azelastine Hydrochloride BP 140 meg / Asenacruna ruapoxaopus Bpur.®. 140 mxr
140 mcg + 50 mcg Date of Mfg. /
Strength / Jo3uposka 140 Mg+ 50 Mxr JlaTa npousBoACTBA 11/2021
Dosage form / Metered-dose nasal spray /
JlekapcTBenHnas gopma Crpelt HasabHBIH A03UPOBAHHEIH Date of Exp./ T'oaen 10 10/2023
Product code / Koa npoayxra | SRU0300082460401DM Date of release / lata Bbinycka 01.12.2021
Qty. Released / 23,380 BOT
Batch No/ Cepuﬂ Ne 12210677 KosuuecTs0 BLINymeHo 23,380 dnaxoHo
Batch size / Pasmep cepun 25,395 /25,395 dnaxonos Mfg. License No. / MNB/10/832
TIpou3BoacTBeHHAs JHLeH3US Ne
Inspection Lot No Mfg. License Date /,
KonTponupyemas cepus Ne 040000361077 TIpon3BOACTBEHHAA JIHLIEH3NA (1aTa) 30/04/2029
Package size / YnakoBka 150 doses / 150 no3 GMP Compliance certificate Data / 18/06/2020
GMP cepruduxar (aarta)
Market / Prisok Russia / Poccus GMP Compliance certificateNo/ | . 01556/201N
GMP cepruduxart Ne
Reference specification No / STP No/
Creunduicanys Ne SPC-CC-034990 CITH Ne STP-CC-026675
No TESTS / TIOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIbTATDI

17. | Package size / Y

o

@,Z. Py

W Asgg

A

g

150 no3 Bo

ro\“.?

e nauKy.

¢nakoH U3
cHaOxeHHBIH TO3UPYIOILUM YCTPOIHCTBOM
Y Ha3albHbIM ananTEpOM C 3aIMTHBIM
kosnaykoM. MnakoH ¢ MHCTpyKUMEH 110
MPUMEHEHUIO TOMEIIAIOT B KApTOHHYIO

75 or 150 doses in a HDPE plastic bottle | 150
equipped with a metering device and
~ /\\ actuator with protective cap. Bottle with

2 leaflet placed in carton box. / ITo 75 u

M58BII,

with a metering device and actuator with
protective cap. Bottle with leaflet placed in
carton box, / TTo 150 no3 Bo duraxon u3
TIDBI1, cHabGeHHBIA R03UPYIOLINM
YCTPOMCTBOM ¥ Ha3aNIbHBIM AJalTEPOM €
3allUTHBIM konnaykoM. OIaKkoH ¢
VHCTPYKLUKEH M0 MPUMEHEHMIO IOMEIIAIOT B
KapTOHHYIO NMauKy.

doses in a HDPE plastic bottle equipped

18. | Labeling / Mapwap0BRE

According to ND / B. coorserctauu ¢ HJ]

19, | Storage / Xpanenue

Store at 15 to 25 °C, protected from light. Do not freeze. / B 3aiuuiieHHoM OT ¢BeTa MSCTE
npu Temueparype ot 15 no 25 °C. He samopaxusarb.

20. | Shelf-life / Cpox roanoctu

2 years /2 rona

Any deviation/Incident/OOS: Not applicable
Otriionenns/MHnunaentol/O0OC: He mpUMEHUMO

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-003328-231115, Amend. No 1 dt. 12.09.2016, amend. No 2

dt. 05.12.2016, amend. No 3 dt. 08.10.2018, amend. No 4 dt. 03.06.19, amend. No 5 dt. 20.03.2019, amend. No 6 dt. 23.01.2020, amend.
No 7 dt. 20.02.2020. The batch processing, packaging and analysis reviewed and found to be in compliance with GMP.”

3aaioueHue 0 COOTBETCTBHM: HACTOALIMM MMOATBEPKIAIO, UTO NPEACTABICHHAs BbIC MH(OPMALMs SBISETCS NOCTOBEPHOH U TOUHOH.
Jlannas cepus Gbina NPOM3BEICHA, BKIIOYAS YMAKOBKY/MApKMPOBKY, M NPOKOHTPONMPOBAHA HA YKAa3aHHOW BBIIE MPOU3BOACTBEHHOM
MI0ILAAKE B TIOJHOM COOTBETCTBUH ¢ TpebGoranuamu Haanexameit [poussoacreennoi Ipaxruku (GMP) u TpeGosanusiMyu HOpMaTHBHOM
noxymentaiyy JI1-003328-231115, Uam. Ne 1 ot 12.09.2016, Msm. Ne 2 o1 05.12.2016, M3m. Ne 3 ot 08.10.2018, M3m. Ne 4 ot
03.06.2019, Ham. Ne 5 ot 20.03.2019, Ham. Ne 6 ot 23.01.2020, Ham. Ne 7 ot 20.02.2020. [laHHas cepys COOTBETCTBYET TPeGOBaHMAM
HOpMaTHBHOH JokymeHTaumu. TIpOTOKONBI NPOM3BOACTBA, YMAKOBKM M MPOBCACHHLIX ZHANM30B A1s JaHHOM cepun  Gbliu
TIPOAHANM3NPOBAHBI U CACTAHO 3KIIONEHHE, UTO OHH COOTBETCTBYIOT Tpebopanusm Hapnexaueit [Tpousroncraennoit [pakruxu (GMP).

Prepared by / lparorosaexo Checked by / IlpoBepeno Approvedsby / OnoGpeno
Signature / lloanuck ' Mcﬂ ~_— , g
Date / lata /7 a5 L ] L] gl ) 02|11
Name / ®DUO Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation / JloaxH0CTh Officer - QA Officer -QA Asst. Manager -QA
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