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Glenmark Pharmaceuticals Ltd

\® 4 Village: Kishanpura, Baddi Nalagarh Road. Tehsil: Baddi, Distt. Solan Himachal Pradesh 173205, India
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Certificate of Analysis for Finished Product /
CepTHHKAT aHAIH32 HA TOTOBYIO NPOXYKIHIO

Page 1 of 7/Crp. 1137

Name of product /
HaumeHoBaHHe NPOAYKUHH

Momat Rino Advance /
Mowmar Puno Axsauc

Generic name /
HenatenToBanHoe
HAaHMEHOBaHHe

Azelastine + Mometasone metered dose nasal spray /
A3e1acTHH + MOMETa30H CIpei Ha3albHbBIH 103UpOBAHHbBIH

JeficTByromue BelecTsa

Each spray delivers / Kaxnas 103a cripest Coaepkur:
Mometasone Furoate BP 50 mcg / Momerazona ¢ypoar Bpur.®. 50 mkr
Azelastine Hydrochloride BP 140 mcg / Azenactuna ruapoxiaopua bput.®. 140 mxr

140 mcg + 50 mcg / dose

Date of Mfg. /

7 b 3
Strength / losuposka 140 mxr + 50 mkr / no3a JlaTa npous3BoacTBa 122083
Dosage form / Meterjzd-dose nasva] spray / } Pate of Bxp./ Tonen no 11/2025
JlekapcTBeHHasi dopma Cripeli Haza/IbHbIH JO3UPOBAHHbIN
Product code / 5
SRU0300082460401DM Date of release / Jlata Boinycka 18.01.2024
Koa npoaykra
. 21927 Qty. Released / 23,360 BOT
Batch No/Cepusi Ne 12231233 Koau4ecTBO BLINyLIEHO 23,360 ¢rakonos
Batch size / Pa3mep cepuu 25,395 bot /25,395 dnaxonos A Liceuse Ne. | MINE/T0:682
IIpousBoacTBeHHas anueH3usi Ne
Mfg. License Date / 30/04/2020

Inspection Lot No
KouTpoaupyemas cepusi Ne

040000502797

(nara)

Hpomsoncnsenﬂasl JIMUEH3Us

Package size / YnakoBka

150 doses / 150 no3

GMP Compliance certificate Data/ | 18/06/2020

GMP ceptudukar (aara)

Wialet  Piiivie sl P PoceHs GMP Compliance certificate No / GMP-01556/20/IN
GMP ceptudurar Ne

Reference specification No / STP No/

O Ne SPC-CC-034990 CITH Ne STP-CC-026675

Azelastine Hydrochloride / | Batch No/ F400-23002 Mfg by / Urquima S.A.. Spain /
API information / A3zenacTuHa ruIpOoXJIOpUL Cepus Ne Ilpousson. | Ypksuma C.A.. Mcnanus
HNudopmanus 06 A®C | Mometasone Furoate / Batch No/ MTC-002/22 Mfg by / Sterling S.p.A., Italy /

Mowmerta3zoHa dypoar Cepusi Ne L22405A1 Ipoussoa. | Crepaunr C.n.A., Utanus
No TESTS / IOKA3ATEJIN LIMITS / TPEBOBAHMUS OBSERVATION / PE3YJIbTATHI
1. Description / Onucanue White to off-white suspension / Benas unu | Off-white suspension /

no4TH Oenas cycneH3us IToutu Oenas cycneHsus

2, Identification / Uaentudurauus

a) Azelastine hydrochloride /
A3zenacmuna 2udpoxnopuo

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)
/ BpeMs ynepKHUBaHHMS OIHOTO U3
OCHOBHBIX IHKOB Ha XpOMarorpamme
HCTIBITYEMOro pacTBopa JIOJKHO
COOTBETCTBOBATh BPEMEHHU YJEPIKUBAHHUS
NMKa asefacTHHa TIUAPOXJIOpHIa Ha
XpOMaTorpamMMe CTaHAapTHOTO pacTBopa
(cm. pazzaen «KonuuectBeHHOE
OMNpENENICHUEN).

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 yzaepxuBaHuUs
OJHOrO W3  OCHOBHBIX  IHKOB  Ha
XpOMaTorpaMMe  HCIBLITYEeMOro  pacTBopa
COOTBETCTBYET BPEMEHH YICPXKUBAHHs MHKA
a3eacTHHA TUIPOXJIOpUIA Ha
XpOMaTorpaMMe CTaHIapTHOTO PacTBOpa.

. Prepared m/ IloarorosiaeHo Checked by / IIpoBepeHo ‘ﬂ\;gproved by / Ono6peHo
Signature / IToanucs b il
Date / laTa — 19 1a1 11524 Q103 | Al 294
Name / @O Yogesh Kumar Mehta Atul Kumar \Sanheep Semwal
Designation / loJizkHOCTD Officer -QA Officer -QA Sr. Manager -QA
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Certificate of Analysis for Finished Product /
CeprudukaTt aHA/IH3a HA TOTOBYIO POAYKIIHIO

Page2 of 7/Crtp.2u3 7

Name of product /
HaumeHoBaHHe NpoayKuUHU

Momat Rino Advance /
Mowmat Puno Aznsanc

Generic name /
HenarentoBaHHOe
HAUMEHOBAaHHe

Azelastine + Mometasone metered dose nasal spray /
AszenacTuH + MOMETa30H cripeii Ha3albHbIH 103UpOBAHHbII

JeficTBylomue BeuiecTsa

Each spray delivers / Kaxknas 103a cripest conepsur:
Mometasone Furoate BP 50 mcg / Momerasona ¢ypoar Bput.®. 50 Mkr
Azelastine Hydrochloride BP 140 mcg / Asenacruna ruapoxiopun bpur.®. 140 mxr

140 mcg + 50 mcg / dose Date of Mfg. / 9 2
Strength / lo3uposka P " S r - - 12/2023
Dosage form / Meterued-dose nas;a] spray / ) Diate of Exp. / Caien o 11/2025
JlekapcTBeHHasi popma Cripeii Ha3asbHBIH 103HPOBAHHBIH
Product code / 5
SRU0300082460401DM Date of release / /lata BbInycka 18.01.2024
Koa npoaykra
i 5 5 Qty. Released / 23,360 BOT
Batch No/ Cepus Ne 12231233 KoJtmuecTso BomymeHo TR T —
Batch size / Pa3mep cepuu 25,395 bot /25,395 pnakonos It License No./ BESERLSSES
IlpousBoacTBeHHast auLeH3usi No
Tispeatiog Lok Mo Mfg. License Date / 30/04/2020
p 040000502797 IIpousBoacTBeHHAs TULEH3US
KonTpoaupyemasi cepusi Ne i)
Package size / Yinaxosxa 150 doses / 150 1103 GMP Compliance certificate Data/ | 18/06/2020
GMP ceprudukar (aara)
Market / Poisok Russia / Poccust GMP Compliance certificate No / GMP-01556/20/IN
GMP ceptudukar Ne
Reference specification No / STP No/ 96675
T —— SPC-CC-034990 CITH No STP-CC-026675
Azelastine Hydrochloride / | Batch No / F400-23002 Mfg by / Urquima S.A., Spain /
API information / AszenacTuHa TUIPOXIOPUI Cepusi Ne IMpoussoa. | Ypkeuma C.A., Mcnauus
HUndopmaunusa 06 A®C | Mometasone Furoate / Batch No / MTC-002/22 | Mfg by / Sterling S.p.A.. Italy /
Mowmerasona ¢ypoar Cepus Ne L22405A1 IIpoussoa. Crepnunr C.n.A., Utanus
No TESTS / IOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIBTATHI

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) /
Bpemss  yaepkuBaHHsT ~ OOHOrO W3
OCHOBHBIX MMKOB Ha XpOMarorpamme
HCHBITYEMOT0 pactBopa JI0JKHO
COOTBETCTBOBATb BPEMEHH YICPKUBAHUSA
nMKa  MOMETa30Ha ¢dypoata  Ha
XpOMarorpaMMme CTaHIapTHOrO pacTBopa
(cm. paszen «Konuuectsennoe
OIIpENEIIEHHUEN).

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 yZaepkuaHus
OIHOTO U3  OCHOBHBIX  IIHKOB  Ha
XpOMarorpaMMe  HCIBITYEMOIO  pacTBopa
COOTBETCTBYET BPEMEHM YACPKHBaHHUS MHKa
MoMeTa3oHa (ypoaTa Ha XpomaTrorpamme
CTaHIApTHOTO 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 Ci2 and Ci4 in the
chromatogram of the standard solution /
Ha  xpomatorpaMme  HCIBITYEMOro
pacTBOpa  JOJDKHBI  OOHApYKUBATLCS
NHKY, COOTBETCTBYIOIIME IO BpEMEHam
yaepxuBaHus mikam romosoros Ciz u Cig

In the test of assay, the chromatogram of the
sample solution contain peaks corresponding
to the retention times of peaks of
benzalkonium chloride homologues Ci> and
Cis in the chromatogram of the standard
solution / Ha xpoMaTrorpamMme HCIBITYEMOTO
pacTBopa 00Hapy»KUBAIOTCS THKH,
COOTBETCTBYIOILIHE 10— _BpeMeHaM
YAEpKUBAHUS MHKaM FOMOJIOroB Cio~ Cis
OCH3a/IKOHUS XJIOpHIA. ‘Ha xpOMaTor‘p@h

OeH3aIKOHUS XJopuaa Ha | CTaHIapTHOTO pactBopa. ”.':)
XpOMarorpaMMe CTaHIapTHOIO pacTBoOpa \V{WV\ o
(cm. paszen «KonuyectseHHoE { \ 0\ \3
OMpEEIIEHUEN ). | o
\@ ! 3
~ <
\2 o/

Prepared by /Tloarorosaeno

Checked by / IIpoBepeHo

App \te:d.l})y/OuoﬁpeHg’\é”/

Signature / IMoanucob e farmace®
Date / lata 19197 a4 Aoty e\ el \ 1aU8
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Designation / losizkHOCTB Officer -QA Officer -QA Sr. Manager -QA
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Certificate of Analysis for Finished Product /

CepTuduKaT aHAIH32 HA TOTOBYIO NPOYKIHIO
Page 3 of 7/Crp.3u37

Name of product / Momat Rino Advance /
HaumeHoBaHHe NpoAYKUHH Mowmart PuHo Azpauc
Generic name /

Azelastine + Mometasone metered dose nasal spray /

HenateHToBanHoe = N .
A3e1acTHH + MOMETA30H crpeli Ha3albHbli 103UMPOBAHHBII
HAaHMeHOBaHHe
Each spray delivers / Kaxaas 103a cripest CoaepKur:
JeiicTByloiue BenecTsa Mometasone Furoate BP 50 mcg / Momerazona ¢ypoar bpur.®. 50 mkr
Azelastine Hydrochloride BP 140 mcg / Azenactuna ruapoxsopun Bput.®. 140 mxr
140 mcg + 50 meg / dose Date of Mfg. / ) 2
Strength/ Rosuponsa 140 mxr + 50 mkr / no3a JlaTta npou3sBoacTBa 12/2023
Dosage form / Meterved-dose nasiil spray / ) Dateof Bxp. § Toen 5 11/2025
JlexkapcTBeHHasi dopma Crpeii Ha3abHBI 103UpOBAHHBbI
Product code/
SRU0300082460401DM Date of release / /Iata Boinycka 18.01.2024
Koa npoaykra
Batch No / Cepusi Ne 12231233 Qty. Released / 23,360 BOT
KosnuyecTBo BbInyiieHo 23,360 ¢nakoHos
Batch size / Pazmep cepuu 25,395 bot /25,395 ¢nakonos Mz License No../ BEBIERRGE
IlpousBoacTBeHHAasi JHLIeH3HsT Ne
Tnsiection Lot No Mfg. License Date / 30/04/2020
peeiion 040000502797 Ilpou3sBoACTBEHHAS JHLIEH3US
KonTponupyemas cepust Ne Cais)
Packapeisize Y o 150 doses / 150 103 GMP Compliance certificate Data/ | 18/06/2020
GMP ceptudukar (aarta)
Market / Poitok Russia / Poccrs GMP Compliance certificate No / GMP-01556/20/IN
GMP ceptudukar Ne
Reference specification No / STP No/ =
Crisifaning N SPC-CC-034990 CIIN Ne STP-CC-026675
Azelastine Hydrochloride / | Batch No/ F400-23002 Mfg by / Urquima S.A., Spain /
API information / AszenacTHHA rMAPOXJIOPUL Cepusi Ne IlpousBon. | Ypksuma C.A., Mcnanus
Undopmanus 06 A®C | Mometasone Furoate / Batch No / MTC-002/22 Mfg by / Sterling S.p.A.. Italy /
MowmeTta3zoHa pypoat Cepus Ne L22405A1 Ilpousson. | Crepaunr C.n.A., Mranus
No TESTS / IOKA3ATEJIU LIMITS / TPEBOBAHUSA OBSERVATION / PE3YJIBTATHI
3. pH From 4.0 t0 5.0/ Ot 4.0 10 5.0 4.51/4,51
Density / [L1oTHOCTB From 0.90 to 1.10 g/cm®/ 1.01 g/cm?
Ot 0.90 mo 1,10 r/em? 1.01 r/em?
Viscosity / BsiskocTb Not less than 5 cPs/ He menee 5 cI13 50.7 cPs /50,7 cI13
6. Mass of the released dose / Single dose / OtaennHas no3a:
Macca BricBoG02eMOl 1031 85.0 to 115.0 % of the claimed delivered | Minimum / Muaumym: 93.0%
dose amount / 850 - 115.0% ot

Maximum / Maxkcumy™m: 103.4%
HHOTO

R Average / Cpennee: 98.2%

Average dose / CpenHsist no3a:

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

KOJIM4ECTBA s e
7. | Mass of the vial content / Not less than 14.175 g / 14540 g/ P s 7Y
Macca cogep:kuMOro ¢uiakoHa He menee 14,175 ¢ 14,540 r /S ~ O N
8. Dose number / KoaudectBo 103 Not less than 150 doses (disregard the 175 doses / 175 nos | u\ 3
first pumping) / He menee 150 no3 (ue f\ \/’V v
CUHTasi IEPBUYHYIO NIPOKAYKY) . ”
9. Particle size / Pasmep yactun 90 % of particles less than 10 pm / 100.0% / 100,0%
90 % 4vacrtun pasmMepom meHee 10 MkM
100 % of particles less than 30 pm / 100.0% / 100.0%

100 % wactuu pasmepoM Meree 30 MM

Particles of more than 30 pm should be Absent / OtcyTCTBYIOT
absent / Yactuiisl 6onee 30 MKM JOJIKHBI

OTCYTCTBOBaTh
Prepared by//Tloarotos.eno Checked by / IIposepeno Appr\ved by / Omo6peno
Signature / Iloanuces ‘:“_
Date / lata Caietl 2oy 1%10) JN\ (A \ovt 1004
Name / ®UO Yogesh Kumar Mehta Atul Kumar Sandeep‘Semwa‘l
Designation / losizkHOCTB Officer -QA Officer -QA Sr. Manager -QA

FCM/QA054/08.00
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Certificate of Analysis for Finished Product /
CepTHdHKAT aHAIH3A HA FOTOBYIO NPOAYKIHIO

Page4 of 7/ Crp.4u37

Name of product / Momat Rino Advance /
HaumenoBanue npoaykuuu | Mowmar Puno Ansanc
it Azelastine + Mometasone metered dose nasal spray /
HenatenToBaHHOe < 5 .
A3zenacTuH + MOMETA30H Crpeii Ha3aNbHbIH 103UpOBAHHbIH
HaUMeHOBaHHUE
Each spray delivers / Kaxas 103a cripest conepxur:
JeiicTBylomue BemecTsa Mometasone Furoate BP 50 mcg / Mowmerasona ¢ypoar bpur.®. 50 mkr
Azelastine Hydrochloride BP 140 mcg / Asenactuna rugpoxiopua bpur.®. 140 mkr
140 mcg + 50 mcg / dose Date of Mfg. / 5 N
Strengthl lesupossa 140 mxr + 50 mkr / 103a JaTa npou3soacTea 12/2023
Dosage form / Meterued-dose nasEll spray / . Dite.of Bxp. T omes o 11/2025
JlekapcTBeHHasi hopma Cnpeii HazaJbHbIN J03UPOBaHHbIH
BRI SRU0300082460401DM Date of release / Jlata Bimycka 18.01.2024
Koa npoaykra
: —— Qty. Released / 23,360 BOT
Dl NO PRl e KosnuuecTBo BhINyuieHo 23,360 ¢rakoHoB
Batch size / Pa3mep cepuu 25,395 bot /25,395 ¢pnakonos Mig, License No. / MRS
IlpousBoacTBeHHast JuueH3usi Ne
s Mfg. License Date / 30/04/2020
Inspection Lot No
040000502797 IIpou3BOACTBEHHAs JIMLIEH3US
KonTposaupyemas cepusi Ne (nara)
Packape size/ Ynaxonka 150 doses / 150 1103 GMP Compliance certificate Data/ | 18/06/2020
GMP ceprudukar (aara)
Market / Poisok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudukar Ne
Reference specification No / STP No/ -
Crionnnignia No SPC-CC-034990 CITN Ne STP-CC-026675
Azelastine Hydrochloride / Batch No / F400-23002 Mfg by / Urquima S.A., Spain /
API information / A3enacTHHa FHAPOXJIOPUL Cepusi Ne Ipousoa. | Ypksuma C.A., Mcnanus
Hudpopmanus 06 A®@C | Mometasone Furoate / Batch No / MTC-002/22 Mfg by / Sterling S.p.A.. Italy /
MowmeTtasoHa ¢ypoar Cepusi Ne L22405A1 Ipoussoa. | Crepaunr C.n.A., Mranus
No TESTS / TIOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATION / PE3VJIBTATHI
10. | Sedimentation Stability / Not less than 5 min / He menee 5 mun Complies /
CE)]HMCHTauHOHHaﬂ COOTBeTCTByeT
YCTOH4YHBOCTh
11. | Impurities / Ilpumecu
a) Azelastine hydrochloride /
A3zenacmuna zudpoxnopuoa:
Single unspecified impurity / Not more than 0.89 % / He 6oxnee 0.89 % | Below LOQ /Huxe ITKO
Enunuunas HeuaeHTHULHPOBaHHASA
npUMech
Total impurities / Cymma npumeceii | Not more than 2.0 % / He 6onee 2.0 % Below LOQ /Huxe I[TKO
b) Mometasone furoate / o
Momemazona gypoama Aoy B \\
Impurity D / I[Tpumecs D Not more than 1.0 % / He Gonee 1,0 % 0.02% / 0,02% //’ AN f,\
7 " ’“'»»
Single unspecified impurity / Not more than 1.0 % / He 6o1ee 1,0 % 0.07%/0.07% /' LV \\! N
EnvHudHas HeuaeHTUGULIMPOBAHHASL i % W\ Vo !
TIpHMeECh \s \/ : |
Total impurities / Cymma npumeceit Not more than 2.0 % / He Gonee 2.0 % 0.23%/0,23% '\\Tj::_ \ - )
A ,\\"’/
£ e %,
\n? rmac® /

t
Prepared by /TloarorosJieHo Checked by / ITpoBepeHo \Approved by / Ono6peno
Signature / Iloanuce 4 -
Date / lata 191011 L2y Wty 1a et 200y
Name / ®UO Yogesh Kumar Mehta Atul Kumar Sandeep Semwal
Designation / loJizkHOCTB Officer -QA Officer -QA Sr. Manager -QA

FCM/QA054/08.00
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Certificate of Analysis for Finished Product /
CepTudukaT aHAIH3a HA FOTOBYIO NPOAYKIHIO

Page S of 7/Crp.5u37

Name of product /
HaumeHoBaHHe NpoAyKUHH

Momat Rino Advance /
Mowmar Puno Ansauc

Generic name /
HenartentoBaHHoe
HAaHMEHOBAaHHE

Azelastine + Mometasone metered dose nasal spray /
A3enacTHH + MOMETa30H Crpei HazalibHbIH 103UPOBAHHBII

[eficTBytomue BeuiecTsa

Each spray delivers / Kaxaas 103a cripesi Conepxur:
Mometasone Furoate BP 50 mcg / Momerasona ¢ypoar bpur.®. 50 mxr
Azelastine Hydrochloride BP 140 mcg / Azenacruna ruapoxiaopua bput.®. 140 mxr

140 mcg + 50 mcg / dose

Date of Mfg. /

2/2023
Strength / Jo3upoBka TS Y. - et — 12/2023
Dosage form / Meterued-dose HaSjil spray / 3 Date:of Bxp. / Vosen ao 11/2025
JlekapcTBeHHasi popma Cripeit Ha3abHBIM 103UPOBAHHBIH
Product code /

SRU0300082460401DM Date of release / /lata Beinycka 18.01.2024

Kon npoaykra
Batch No / Cepusi Ne 12231233 Q. Released { 23,360 BOT

KoauyecTBo BhINyLIEHO

23,360 ¢nakonos

Batch size / Pa3mep cepumn 25,395 bot /25,395 ¢nakonon ol Biuense Na.! MNB/10/832
IMpoussoacTBeHHasi uLeH3Hus1 Ne
Seisvactivn Lot N Mfg. License Date / 30/04/2020
PECHIOD 508 N0 040000502797 IIpou3BoaCTBEHHAS JHLEH3US
KoHTpoaupyemasi cepusi Ne (mara)
Package size / Ynaosxa 150 e 150 s GMP Compliance certificate Data/ | 18/06/2020
GMP ceptudukar (aara)
Market / Puisiok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP ceptudukxar Ne
Reference specification No / STP No/ c
Creuudmianus Ne SPC-CC-034990 CITH Ne STP-CC-026675
Azelastine Hydrochloride / | Batch No/ F400-23002 Mfg by / Urquima S.A., Spain /
API information / AsenacTHHa FUIPOXIOPUL Cepusi Ne B Ilpousson. | Ypksuma C.A., Mcnauus
Hudopmauus 06 A®C | Mometasone Furoate / Batch No / MTC-002/22 Mfg by / Sterling S.p.A.. Italy /
Mowmeta3zoHa dypoart Cepusi Ne L22405A1 INpoussoa. | Crepnunr C.n.A., Utanus
No TESTS / IOKA3ATEJIU LIMITS / TPEBOBAHUSA OBSERVATION / PE3YJIbTATHI
12. | Uniformity of delivery dose / 9 of 10 doses: 75 % to 125 % of the Azelastine Hydrochloride /
OnHOpOAHOCTH A0CTABIISIEMOiH mean; A3eacTHHA THAPOXJIOPHA:
03Bl 10 of 10 doses: 65 % to 135 % of the Minimum / Munmvym: 99.5%
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 no3: ot 75 % 10 125 % ot
CPEIHEro 3HauYeHUs

10 u3 10 n03: oT 65 % 10 135 % otr
CPEIHEro 3HauYeHHUst

Ecnu 2 unu 3 pesynbTara BeINagaioT U3
npenenos 75 — 125 %, ucnsiTanue
npoBoAsAT ¢ 20 gpyrumu no3amu. He
6onee 3 u3 30 3HaUEHUH MOTYT BBIXOIUTH
3a npenenst 75 — 125 %, u Bce 3HaueHus
JIOJKHBI OBITH B Npejeax oT 65 10

135 %.

Maximum / Makcumym: 100.8%
Average / Cpensnee: 100.0%

Mometazone Furoate /
MomeTta3oHna gypoar:

Minimum / Munumym: 99.1%,
Maximum / Makcumym: 101.0%,
Average / Cpennee: 100.0%

\Z ki \ [2)
> K%
\\O/j(. S
% 5, oS8
Jarmacs

13. | Microbiological purity / MukpoGuosoru4yeckas 4ucTora

Total aerobic microbial count /
OOf1iee yucio a3poOHBIX

Not more than 10% cfu per 1 ml of the
product / He 6osee 10> KOE B 1 Ma

Less‘tﬁan 10 cfu/ml / Menee 10 KOE/mn

MHKpPOOpPraHH3MOB npenapara
|
Prepared by] Iloarorosaexo Checked by / IlposepeHo A\pproved by / Ono6peHo
Signature / Ilognuce — -
Date / laTa 9 o1l 1otY 14101\ GARA R ELEN
Name / ®UO Yogesh Kumar Mehta Atul Kumar S‘andeep Semwal
Designation / JlokHOCTB Officer -QA Officer -QA Sr. Manager -QA
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Certificate of Analysis for Finished Product /

CepTudukKaT aHAIH32 HA FOTOBYIO NPOAYKIHIO
Page 6 of 7/ Ctp. 6 u3 7

Name of product / Momat Rino Advance /
HaumeHoBaHHe NpoayKumu Mowmar Puno Aasanc
Generic name /

Azelastine + Mometasone metered dose nasal spray /

HenatentoBaHHOe . - = "
A3enacTuH + MOMETA30H CNpel Ha3a/lbHbIN 103UPOBAHHbBIH
HAHMeHOBaHHe
Each spray delivers / Kaxnas 103a crpest Coaepxur:
JleficTByoLI1e BellecTBa Mometasone Furoate BP 50 mcg / Momerasona ¢ypoar Bpur.®. 50 mkr
Azelastine Hydrochloride BP 140 mcg / Asenacruna ruapoxnopua bpur.®. 140 mkr
140 mcg + 50 meg / dose Date of Mfg. / 2
& & 2
Strength / losuposka 140 mxr + 50 MKkr / 103a JlaTa npou3BoacTBa 12/2023
Dosage form / Meterued-dose nas?l spray / 3 Date of Exp. / Tonex 20 11/2025
JlekapcTBeHHasi popma Cnpeii Ha3a/IbHBII 103UPOBAHHbIH
e SRU0300082460401DM Date of release / lata sbmycka 18.01.2024
Koa npoaykra
. 992192 Qty. Released / 23,360 BOT
Batch No /' Cepns 2 1283253 KoanuecTBo BbInmymieHo 23,360 dnakoHoB
Batch size / Pa3mep cepuu 25,395 bot /25,395 ¢puakonos i St NNl Gs0a
IlpousBoacTBeHHast iuLeH3Uus1 Ne
3 Mfg. License Date / 30/04/2020
Inspection Lot No
040000502797 IpousBoacTBeHHAs THLEH3US
KonTponupyemas cepusi Ne (uitrs)
Package size / Ynakoska 150 doses 7 150 w3 GMP Compliance certificate Data/ | 18/06/2020
GMP ceprudukar (aarta)
Market / PoisoK I L GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudukar Ne
Reference specification No / STP No/ <
Cenupmeanma N SPC-CC-034990 CIIH No STP-CC-026675
Azelastine Hydrochloride / | Batch No / F400-23002 Mfg by / Urquima S.A., Spain /
API information / AsenacTuHa rHApOXI0pHI Cepus Ne Ipoussoa. | Ypkeuma C.A., Mcnanus
Hndopmanus 06 A®C | Mometasone Furoate / Batch No / MTC-002/22 Mfg by / Sterling S.p.A., Italy /
Mowmerazona dypoar Cepusi Ne L22405A1 Ipoussoa. | Crepaunr C.n.A., Uranus
No TESTS / TIOKA3ATEJIU LIMITS / TPEBOBAHUSI OBSERVATION / PE3YJIBTATBI
Total yeast and moulds count / Not more than 10' cfu per 1 ml of the Less than 10 cfu/ml / Menee 10 KOE/mn
Oo111ee YUCIO APOHKIKEBBIX U product / He 6osnee 10" KOE B 1 mn
IUIECHEBBIX TPUOOB npenapara
Pseudomonas aeruginosa Absence per 1 ml of the product / | Absent/OtcyTcTByer

OrcyrcrBue B 1 M1 npenapara

Staphylococcus aureus Absence per 1 ml of the product / | Absent/ OtcyTcTByer
OrcyrcrBue B 1 M1 npenapara

14. | Assay / KosinyecTBeHHOe onpenesieHHe

a) Azelastine hydrochloride / From 85 % to 115 % of the labeled claim | 95.7% / 95.7% )
A3eiacTHHA FTHAPOXJIOPUA of Azelastine hydrochloride / Ot 85 % no ;’.' Pl :
115% oT 3a4BIEHHOr0 KOJMYECTBA ; \ = AN

a3elaCTHHA rUApOXJjiopyuaa

b) Mometasone furoate / From 85 % to 115 % of the labeled claim | 104.1%/104,1% |+

MomeTtasoHa dypoar of mometasone furoate / Or 85 % 10 |9
115% oOTr 3asBIEHHOr0 KOJIMYECTBA
MoMeTa3oHa ¢ypoara

¢) Benzalkonium chloride / From 80 % to 120 % of the labeled claim | 97.3%/97.3%
Benzankonus xaopuaa of benzalkonium chloride / Ot 80 % no
120% oT 3asBIEHHOr0 KOJMYECTBA _
OEH3AKOHHS XJI0pUaa i
15. | Package size / Onucanue 150 doses in a HDPE plastic bottle equipped with a metering device and actuator with
yNaKoBKHU protective cap. Bottle with leaflet placed in carton box. / ITo 150 103 Bo ¢uiakon u3 [12BII,

CHaOXKEHHBIH JO3UPYHOLIUM yCTpOﬁCTBOM W Ha3aJIbHBIM aJanTe€poM C 3allUTHBIM
KoJamaykoM. DraakoH cC PIHCI‘pyKHHCf;I Mo MEIAMLIMUHCKOMY IMNPUMEHCHUIO TMOMEIIAOT B
KapTOHHYIO Ma4Ky.
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Certificate of Analysis for Finished Product /

CepTudHKAT aHAIH32 HA TOTOBYIO NPOXYKIHIO
Page 7 of 7/Crp. Tu3 7

Name of product / Momat Rino Advance /
HaumeHoBaHHe NnpoayKUHH Mowmat Puno AznBanc

Generic name / 5
Azelastine + Mometasone metered dose nasal spray /

HenateHToBaHHOE ) : G < =
A3enacTHH + MOMETA30H ClIpel Ha3albHbIM 103UPOBAHHbIN
HalMeHOoBaHHe
Each spray delivers / Kaxkzaast 103a cripest COAEPIKHT:
JleiicTBylo1He BelecTBa Mometasone Furoate BP 50 mcg / Momerasona ¢ypoar Bpur.®. 50 Mxr
Azelastine Hydrochloride BP 140 mcg / Asenactuna ruapoxnopua Bputr.®. 140 mkr
140 mcg + 50 mcg / dose Date of Mfg. / ) 2
e 140 mxr + 50 mkr / no3a JlaTta npousBoacTea 22023
Dosage form / Meterved-dose nasval spray / ) Dafte af B [ Conessno 11/2025
JlekapcTBeHHasi dopma Crnpeii Ha3anbHbIH J103HPOBaHHBIi
Product code /
SRU0300082460401DM Date of release / J/lata Boinycka 18.01.2024
Koa npoaykra
o 2192 Qty. Released / 23,360 BOT
Batch No / Cepusi Ne 12231233 - 23,360 (raxotos
Batch size / Pasmep cepuu 25,395 bot /25,395 ¢aakonos Mio. Tiicenss No. / MINE/10/852
IIpousBoacTBeHHAas JuLieH3us1 Ne
Inspection Lot No Mfg. License Date / 30/04/2020
p 040000502797 IlpousBoacTBeHHAs JTHLEH3HSA
KonTponnpyemasi cepusi Ne (aaE)
T Y — 150 doses / 150 103 GMP Compliance certificate Data/ | 18/06/2020
GMP ceprudukar (aara)
Miastet M Piiiio Russia / Poccs GMP Compliance certificate No / GMP-01556/20/IN
GMP ceptudukart Ne
Reference specification No / STP No / &
S SPC-CC-034990 CIIN Ne STP-CC-026675
Azelastine Hydrochloride / | Batch No/ F400-23002 Mfg by / Urquima S.A., Spain /
API information / AsenacTHHA THAPOXJIOPUL Cepus Ne IIpoussoa. | Ypxsuma C.A., Mcnanus
Hudopmanus 06 A®C | Mometasone Furoate / Batch No/ MTC-002/22 Mfg by / Sterling S.p.A., Italy /
MowmeTtazoHa ypoar Cepusi Ne 1.22405A1 IIpoussoa. | Crepaunr C.n.A., Utanus

Any deviation/Incident/OOS: Non-applicable
OtkiioHeHus1/HecooTBeTcTBUA/OOC: He MPUMEHHUMO

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)-(PI'-RU) dt. 30.01.2023 and submitted specification no.
SPC-CC-034990 . The batch processing, packaging and analysis reviewed and found to be in compliance with GMP.”

3aki0ueHUe 0 COOTBETCTBUH: HACTOSIIMM MOATBEPKAAIO, YTO NPECTABICHHAS Bbllle HH(OPMALMs SBISETCS H0CTOBEPHOH M TOUHOM.
HNannas cepust Oblia NPOW3BENEHA, BKIIOYas YNaKOBKY/MapKHPOBKY, M NPOKOHTPOJMPOBAHA HA yKA3aHHOM BBILIE MPOM3BOACTBEHHOM
TI0IIa/IKe B TTOJHOM COOTBETCTBHH ¢ TpeboBanusamu Hannesxauieit [Tpoussoncreenno# Ipakruku (GMP) 1 TpeGoBaHMAMI HOPMATHBHOMN
nokymentauuu JIN-Ne(001749)-(PT-RU) ot 30.01.2023 u yrBepxaeHHoit cnetmdpukauueit No SPC-CC-034990. [TpoTokoibI POU3BOACTRA,
YNAKOBKH W TNPOBEJCHHBIX aHAIM30B U NaHHOH Cepuy ObLIM MPOAHAIM3UPOBAHbI U CAENAHO 3aKIIOYEHHE, YTO OHH COOTBETCTBYIOT
Tpedosanuam Hannexaei [IpousBoncreentoi [pakruku (GMP).
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