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Certificate of Analysis for Finished Product/

CepTuHKAT AHAIN3A HA FOTOBYIO NPOAYKIHIO

Page 1 of 7/ Ctp. 1 u3 7

Name of product / Momat Rino Advancc /
HaumeHoBaHHMe NPOAYKUHH Momar Puno Assauc
Generic name / Azelastine + Mometasone metered dose nasal spray /
HenarenToBanHoe - o o
AzenacTuH + MOMETa30H CrIpeil HazalbHbIH J103UpOBAHHBIH
HAUMEHOBAHHE
Each spray delivers / Kaxknast 103a cnipes COACPIKNT:
JleficTBy101llMe BEECTBA Mometasone Furoate BP 50 mcg / Momerazona ¢ypoar bpur.®. 50 Mkr
Azelastine Hydrochloride BP 140 meg / Asenactuna ruapoxnopua bpur.@. 140 mxr
140 mcg + 50 meg / dose Date of Mfg. /
Strength / [losuposia 140 mxr + 50 mkr / noza JlaTa npou3BoACTBA 02/2024
Dosage form / Meterued-dose nas?l spray / 5 Date of Exp. / Conen 10 01/2026
JlekapcTBeHHas opma Cnpeil Ha3a/IbHbIH 103UPOBAHHBIN
E"’d““ code/ SRU0300082460401GS Date of release / lata uimycka 15.02.2024
0A MpoAYKTa
. Qty. Released / 33,760 BOT
Batch No/Cepun Ne 12240119 Kosiu4ecTBO BBINYLIEHO 33,760 ¢pnakonos
Batch size / Pazmep cepuu 37.815 bot / 37,815 ¢nakoHos Mfg. License No. / MNB/10/832
TlpousBoaCTBEHHAS THIIEH3UA Ne
- Mfg. License Date / 30/04/2020
Inspection Lot No
K 040000509278 TIpou3BOACTBEHHAS THUEH3HSA
oHTpoJMpYeMas cepus Ne (nata)
Package size / YnakosKa 75 doses / 75 103 GMP Compliance certificate Data/ | 18/06/2020
GMP ceprudmkar (nara)
Market / Poitok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudukar Ne
Reference specification No / STP No/
Crenudniauus Ne SPC-CC-051325 CIIA Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No / F400-23003 Mfg by / Urquima S.A., Spain /
API information / A3zenacTHHa IHJIPOXJI0pUa Cepust Ne Mpoussoa. | Ypkeuma C.A., Ucnauus
HUudopmauus 06 A®GC | Mometasone Furoate / Batch No / MTC-003/22 Mfg by / Sterling S.p.A., Italy /
MomerasoHa ¢ypoar Cepus Ne 1.23024A1 Mpousson. | Crepnunr C.n.A., Utanus
No TESTS / IIOKA3ATEJIH LIMITS / TPEBOBAHHUA OBSERVATION / PE3YJIBTATBI
1. Description / Onucanne White to off-white suspension / Benas win | Off-white suspension /
MOYTH Genas CyCreH3us [TouTtu Genas cycnieH3us
2. Identification / Unentnduxauns

a) Azelastine hydrochloride /
Azenracmuna zudpoxnopuo

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 ynep:KuBaHMS OJHOr0 U3
OCHOBHEIX [MHKOB Ha XpOMarorpamme
HCIBITYEMOTO pacTtBOpa ZOJKHO
COOTBETCTBOBATH BPEMEHH Y/IEP/KHBAHHS

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 ynepxuBaHust
OJIHOrO W3  OCHOBHBIX  IMKOB  Ha
XpOMATOrpaMMe  MCIBITYEMOTO  pacTBopa
COOTBETCTBYET BPEMEHH YIACPXKUBAHHs MHMKA
asenacTuHa THUIPOXJIOpHAA Ha

OMKa a3eNacTMHA THAPOXJNODMAA HA | XpoMaTorpamme CTaHApTHOrO pacTBOpa.

XpoMaTorpaMMe CTaHIApTHOTO pacTBopa

(cm. pasien «KoanyecTBEHHOE

onpeleNncHue).

|
Prepared by7JloarorosjeHo Checked by / IlposepeHo Approved by / Ono6peno

Signatuwre / Tloanuco A —
Date / lata 18 )o)] 2011 S~ tAloy 1oty
Name / ®HO Yogesh Kumar Mehta Atul Kumar Sandeep Semwal )
Designation / Jlo1kHOCTB Officer -QA Officer -QA Sr. Manager -QA
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Certificate of Analysis for Finished Product /

CeprudukaTt aHau3a HA TOTOBYIO NPOLYKIHIO |
Page20f7/Crp.2m37

Name of product / Momat Rino Advance /
HanmenoBanue npoayKuuu Mowmar Puno AznpaHc
Generic name /

Azelastine + Mometasone metered dose nasal spray /

HenarenroBanHoe N N o
A3enacTH + MOMETa30H Crpeit HazabHLIH 103UPOBAHHBIH
HAHMEHOBaHUe
Each spray delivers / Kaxxnas nosa cripes coaepxur:
JelicTBylolIHe BeIeCTBA Mometasone Furoate BP 50 mcg / Mowmerazona dypoar bput.®. 50 mxr
Azelastine Hydrochloride BP 140 meg / Azenacruna ruapoxnaopua bput.®. 140 mMxr
140 meg + 50 meg / dose Date of Mfg. /
Strength / losuposica 140 mkr + 50 mkr / 103a JlaTta npousBoACTBa 0212024
Dosage form / Metered-dose nasal spray /
JlekapcTBeHHan ¢opma Cripeli HazanbHBIH JO3UPOBAHHBIM Date of Exp. / Fonen no 012026
;md““ code/ SRU0300082460401GS Date of release / lata binycka 15.02.2024
01 NpoAYKTa
o Qty. Released / 33,760 BOT
Batch No/Cepun Ne 12240119 KosnnyecTBo BbinyiueHo 33,760 duakoHoB
Batch size / Pazmep cepun 37,815 bot/ 37,815 dnakonos Mfg. License No. / MNB/10/832
Ilpou3BoacTBeHHas JuneH3us Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No
040000509278 TIpon3BoacTBeHHAS JTHLEH3US
KonTpoaupyemas cepusi Ne (nata)
Package size / Ynakoska 75 doses / 75 103 GMP Compliance certificate Data/ | 18/06/2020
GMP ceprudukar (nara)
Market / Poisok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudukar Ne
Reference specification No / STP No/
Creundukanms Ne SPC-CC-051325 CIIA Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No / F400-23003 Mfg by / Urquima S.A., Spain /
API information / A3€J1aCTHHA THAPOXJIOpU] Cepus Ne Tipoussoa. | Ypkeuma C.A., Hcnanus
HNudopmauus 06 A®C | Mometasone Furoate / Batch No / MTC-003/22 Mfg by / Sterling S.p.A., Italy /
Mowmetasona gypoar Cepua Ne L23024A1 IpousBoa. | Crepmuur C.m.A., Utanns
No TESTS / TTOKA3ATEJIM LIMITS / TPEBOBAHHA OBSERVATION / PE3YJIBTATHI
b) Mometasone furoate / The retention time of one of the main | The retention time of one of the main peaks in
Momema3zona dypoam 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) / Bpemss yznepxHBaHus
Bpemsi  yxaepkuBaHus ~ OJHOrO M3 | OOHOTO M3 OCHOBHBIX  MHKOB  Ha
OCHOBHBIX MMKOB Ha XpOMAaTorpamMMe | XpOMarorpaMMe HCIBITYEMOTO  pacTBOpa
HCHBITYEMOrO pactBopa HOJDKHO | COOTBETCTBYET BPEMEHH YACPKUBAHHUS IMHKA
COOTBCTCTBOBATL BPEMEHM YIEPKHBaHHWA | MOMeTaszoHa ‘pypoara Ha XpoMarorpamme
nMKka  MoMeTasoHa — ¢dypoara  Ha | CTaHIApPTHOTO PacTBoOpa.

XpOMarorpaMMe CTaHAapTHOTO pacTBoOpa

(cm. paszen «KonuuecTBeHHOE
OIPENCICHUEN ).
¢) Benzalkonium chloride / In the test of assay, the chromatogram of | In the test of assay, the chromatogram of the
Benzanxkonun xnopuo the sample solution should contain peaks | sample solution contain peaks corresponding
‘ v:z\ N corresponding to the retention times of | to the retention times of peaks of
-\ AT ",\:\ peaks of  benzalkonium  chloride | benzalkonium chloride homologues Ci2 and
=y ' ‘ \\ homologues Ciz2 and Ci4 in the | Ci4 in the chromatogram of the standard
J/ C chromatogram of the standard solution / | solution / Ha xpomatorpamMMe HChbITyemMoro
,7 S W “ Ha  xpomarorpamMme  HCIBITYEMOro | pacTBopa 00HapyKHMBAIOTCA [HKH,
‘;(W é/ ] pacTBopa  JOMKHBI  OOHApYXHBAaThCi | COOTBETCTBYIOIIME o BpeMeHaM
= o [IMKH, COOTBETCTBYIOLME M0 BpeMeHaM | yAepxkHBaHUs nukaM romojioros Ciz u Cis
\?"" \°\\\vv\w\ - / yAepxuBanus mukaM romonioros Ciz u Cis | GEH3AIKOHHMA XJIOpUIa Ha XpOMAarorpaMme
’Q;‘,( 2 6eH3aTKOHNS xnopuaa Ha | CTaHIapTHOrO pPacTBOpa.
TS )24 XpOMaTorpamMMe CTaHAapTHOrO pacTBoOpa
/!ifw (cM. pazaen «?(mnqecmenuoe
OTIPEAEIEHHEN ).
3. pH From 4.0 to 5.0/ 014,0 10 5,0 4.67/4,67 ¢
Prepared l%) IoaroToBieHo Checked by / [IpoBepeno Approved by / Onobpeno
Signature / Iloanuck . —_
Date / Jlata 7910y )it TN AN e U LYy
Name / PHO Yogesh Kumar Mehta Atul Kumar Sande‘ep Semwal
Designation / Jo/iskHocTh Officer -QA Officer -QA Sr. Manager -QA

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

Ceprudukar aHAIH3A HA TOTOBYIO NPOAYKIHIO

Page30of7/Crp.3mu37

Name of product / Momat Rino Advance /
HaumeHoBanue npoaykunu | Momar Puno Ansanc
Generic name / Azelastine + Mometasone metered dose nasal spray /
HenateHTOBaHHOE o o o
A3enacTuH + MOMETA30H CIpeit Ha3abHBIA JO3UPOBAHHBIH
HAUMEHOBaHUe
Each spray delivers / Kaxnas no3a cnpes conepxur:
JeiicTByI0LIME BELLECTBA Mometasone Furoate BP 50 mcg / MomerasoHa ¢ypoat bpur.®. 50 mxr
Azelastine Hydrochloride BP 140 meg / Asenacruna ruapoxopua bpur.®@. 140 mkr
140 meg + 50 meg / dose Date of Mfg. /
Strength / losuposka 140 mxr + 50 mkr / noza JlaTa npou3BoJCcTBa 02/2024
Dosage form / Meterved-dose nasiil spray / 3 Date of Exp. / Conen 10 012026
JlekapcTBeHHan ¢popma Cnpe#t Ha3abHbIH 103WPOBAHHBII
Product code/ SRU0300082460401GS Date of release / lara binycka 15.02.2024
Koa npoaykra
o Qty. Released / 33,760 BOT
Batch No/Cepun Ne 12240119 KosinuecTBO BbINYLIEHO 33,760 dnakoHoB
Batch size / Paimep cepuu 37,815 bot/ 37,815 ¢nakonos Mfg, License No. / MNB/10/832
[Ipon3BoacTBeHHAs AHLEHIHA No
. Mfg. License Date / 30/04/2020
Inspection Lot No
040000509278 IMpousBoacTBeHHAN JHLUEH3HSA g
KonTtponanpyemas cepusi Ne (zata)
Package size / Ynaxoska 75 doses / 75 103 GMP Compliance certificate Data/ | 18/06/2020
GMP cepruduxat (aata)
Market / Poinok Russia / Poccust GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxart Ne
Reference specification No / STP No/
Creundukaums Ne SPC-CC-051325 CIIN Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No / F400-23003 Mfg by / Urquima S.A., Spain /
API information / AsenacTviHa THAPOXJIOpHIL Cepus Ne INpoussoa. | Ypksuma C.A., Mcnanus
Nudopmauns 06 A®C | Mometasone Furoate / Batch No / MTC-003/22 Mfg by / Sterling S.p.A., Italy /
MomeTtasoHa ¢ypoar Cepust Ne 1.23024A1 Mpoussoa. | Crepaunr C.nLA., Hranus
No TESTS / TIOKA3ATEJIM LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIBTATDHI
4. Density / IlnoTHOCTL From 0.90 to 1.10 g/cm? / 1.02 g/em?
Ot 0,90 no 1,10 r/em? 1,02 r/em®
5. Viscosity / Bazkocts Not less than 5 cPs / He menee 5 cll3 36.7 ¢Ps /36,7 cll3

Mass of the released dose /
Macca BLICB060KA2EMO# 103bI

Single dose / OTaenbHan no3a:

85.0 to 115.0 % of the claimed delivered
dose¢ amount / 850 - 1150% ot
3aBJICHHOTO KOJIMUECTBA

Average dose / Cpeanas no3a:

90.0 to 110.0 % of the claimed delivered
amount / 90,0 — 110,0 % oT 3as4BJICHHOTO
KOJIM4eCTBA

Minimum / Muaumym: 93.0%
Maximum / Makcumym: 108.0 %
Average / Cpeanee: 98.7 %

7. Mass of the vial content /
Macca coaepskumoro duakona

Not less than 9.52 g /
He menee 9,52 r

9.75g/ e m—

8. Dose number / Konuuecrso a03

Not less than 75 doses (disregard the first
pumping) / He Menee 75 mo3 (He cuutas
NEPBUYHYIO POKAUKY)

9,751 TN

86 doses / 86 no3

9. Particle size / Pasmep wacruu

90 % of particles less than 10 pm/

90 % uactun pazmepoM mMeHee 10 MkM
100 % of particles less than 30 pm /
100 % yactuu pazmepom MeHee 30 MKM
Particles of more than 30 um should be

absent / Yactuusl 6once 30 MKM JOKHBI
OTCYTCTBOBATH

P A ¥
100.0%/ 100,0% d’ 1
Vi ‘ ] am

100.0% / 100,0% \r Iy

\ '0/7 "
~larmace?
Absent / OTcyTCTBYIOT

s
=
R

{

Prepared by /Hoaroros.JieHo

Checked by / IIposepeno

Approvey by / OnoGpeno

Signature / Hoanucek —

Date / lata 197021000 (G0 [ m A\ ey
Name / ®UO Yogesh Kumar Mehta Atul Kumar Sandeep Semwal )
Designation / Tlo/ikHOCTB Officer -QA Officer -QA Sr. Manager -QA
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Certificate of Analysis for Finished Product /
CeprudukaT aHAIN3a HA TOTOBYI0 NPOAYKIHIO

Page 4 of 7/ Crp. 413 7

Name of product /
HaumeHoBaHHe NPOAYKUHH

Momat Rino Advance /
Momar Puno Aasauc

Generic name /
‘HenarenToBanHoe
HAMMEHOBAHHE

Azelastine + Mometasone metered dose nasal spray /
A3eJIACTUH + MOMETA30H Cripeil Ha3a/IbHbIH 103UPOBAHHBINA

JleiicTBylomue BemecTBa

Each spray delivers / Kaxuag 103a cripest COACPIKMT:

Mometasone Furoate BP 50 mcg /

Mowmerazona ¢ypoat Bpur.®. 50 Mkr

Azelastine Hydrochloride BP 140 mcg / Asenactuna ruapoxaopun bpur.®. 140 mr

140 mcg + 50 meg / dose Date of Mfg. /
Strength / Jlosuposka 140 mkr + 50 mkr / no3a Jlata npou3soacTBa 02/2024
Dosage form / Meterf:d-dose nas;dl spray / } Date of Exp. / Fonen 0 01/2026
JlekapcTBeHHast dopma Crpeii Ha3albHbIt 103UPOBAHHbIH
E"’d““ code/ SRU0300082460401GS Date of release / lata sbinycka 15.02.2024
oA NpoayKTa
Qty. Released / 33,760 BOT
Batch No/Cepun Ne 12240119 Ko1u4ecTBO BHIMYLIEHO 33,760 daakoHoB
Batch size / Pazmep cepun 37,815 bot / 37.815 dnakoHos Mfg. License No. / MNB/10/832
IpousBoaCcTBeHHAR NHueH3IuA No
. Mfg. License Date / 30/04/2020
Inspection Lot No
040000509278 I1poH3BOACTBEHHAS JIMLEH3HA
KouTtpoaunpyemasi cepus Ne (nata)
Package size / YnakoBka 75 doses / 75 103 GMP Compliance certificate Data/ | 18/06/2020
GMP ceprudukar (nata)
Market / Puinok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudukar Ne
Reference specification No / STP No/
Creunduxcauus Ne SPC-CC-051325 CIIH Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No/ F400-23003 Mfg by / Urquima S.A., Spain /
API information / A3zenacTvHa THAPOXJIOPU Cepus Ne Mpoussoa. | Ypxsuma C.A., Ucnanus
Undopmanus 06 AOC | Mometasone Furoate / Batch No / MTC-003/22 Mfg by / Sterling S.p.A., Italy /
MowmeTtasona $ypoar Cepust Ne 1.23024A1 Mpouszsoa. | Crepauur C.n.A., Uranus
No TESTS / MOKA3ATEJIN LIMITS / TPEBOBAHUSI OBSERVATION / PE3YJIBTATEI
10. | Sedimentation Stability / Not less than 5 min / He MeHee 5 MuH Complies /
CeauMeHTALMOHHAS COOTBETCTBYET
YCTOHYHBOCTH
11. | Impurities / lIpumecn
a) Azelastine hydrochloride /
A3zenacmuna zuopoxnopuoa:
Single unspecified impurity / Not more than 0.89 % / He Gonee 0,89 % | Below LOQ /Huxe IIKO
Eavanunas HenaeHTUQHIMpOBaHHAs
NpHUMeECh
Total impurities / Cymma nipuMecei Not more than 2.0 % / He 6oiee 2,0 % Below LOQ /Huxe IIKO
b) Mometasone furoate /
Momemazona ypoama
Impurity D / [Tpumecs D Not more than 1.0 % / He 6oxee 1,0 % 0.02% /0,02% .
Single unspecified impurity / Not more than 1.0 % / He 6onee 1,0 % 0.08% / 0,08% NN
EnnnudHas HEMICHTHPHIMPOBAHHAS / SN
NPHUMECH ! )
Total impurities / Cymma npumMecei Not more than 2.0 % / He Gonee 2,0 % 0.28%/ 0,28‘V?
7
‘MS
t
Prepared by AlloaroTosaeno Checked by / IIpoBepeHo Apprm\ed by / OnoGpeno
Signature / IToanucs /(;)/ —
Date / lara C—5)511 )04 /4/5'),7% GAVASWELSY
Name / @O Yogesh Kumar Mehta Atul Kumar Sandeep Semwal
Designation / loxHocTh Officer -QA Officer -QA Sr. Manager -QA

FCM/QA054/08.00




\

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@bom2.vsnl.net.in

Certificate of Analysis for Finished Product/

CepTﬂ(l)l/lKaT AHAJIM3A HA TOTOBYIO IPOAYKIHIO
Page Sof 7/ Ctp.5u3 7

Name of product / Momat Rino Advance /
HaumeHoBaHue NpoayKuuu Momar Puno Ansanc

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

HenarenToBaHHoe o . .
A3enacTuH + MOMETa30H ClIpeil HazalibHbIA 103UPOBAHHbIi
HAMMEeHOBaHue
Each spray delivers / Kaxias 103a cnpes CONCPXKHT:
JleficTByto1HE BewlecTBa Mometasone Furoate BP 50 mcg / Momerasona ¢ypoat bput.®. 50 Mxr
Azelastine Hydrochloride BP 140 mcg / Asenactuna ruapoxaopua bpur.®. 140 mkr
140 meg + 50 meg / dose Date of Mfg. /
Strength / losuposka 140 Mkr + 50 mMkr / 103a JlaTta npousBoacTsa 02/2024
Dosage form / Meterfd-dose nasiil spray / } Date of Exp. / Conen 10 01/2026
JlekapcTBeHHas popma Crpeit Ha3aNbHBIN 103UPOBAHHBIi
;md““ code/ SRU0300082460401GS Date of release / [lata Boinycka 15.02.2024
0A NPoAYKTA
o Qty. Released / 33,760 BOT
Batch No/Cepua Ne 12240119 KojinuecTBO BHINYWEHO 33,760 dnakoHOB
Batch size / Pasmep cepuu 37.815 bot / 37,815 daxoHos Mfg. License No. / MNB/10/832
[Ipou3soacTBeHHAA THLEH3UA No
. Mfg. License Date / 30/04/2020
Inspection Lot No
K 040000509278 TpoH3BOACTBEHH AN JHLEH3US
oHTpoIMpyemasi cepus Ne (nata)
Package size / Ynakoska 75 doses / 75 103 GMP Compliance certificate Data/ | 18/06/2020
GMP ceprudukat (aara)
Market / Poiok Russia / Poccust GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne
Reference specification No / STP No/
Creundmiauns Ne SPC-CC-051325 CIIN Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No/ F400-23003 Mfg by / Urquima S.A., Spain /
API information / AzenacTvHa TUAPOXIOPUL Cepns Ne TMpoussoa. | Ypkeuma C.A., icnanus
Undopmauus 06 AOC | Mometasone Furoate / Batch No / MTC-003/22 Mfg by / Sterling S.p.A., Italy /
Mowmera3zona Qypoar Cepus Ne 1.23024A1 Mpoussoa. | Crepnunr C.n.A., Hranus
No TESTS / TIOKA3ATEJIN LIMITS / TPEBOBAHUSI OBSERVATION / PE3VYJIBTATHI
12. | Uniformity of delivery dose / 9 of 10 doses: 75 % to 125 % of the Azelastine Hydrochloride /
OaHOpOAHOCTH A0CTABJIsIEMO# mean; A3e1acTMHA THAPOXJIOPMA:
03l 10 of 10 doses: 65 % to 135 % of the
mean . . o
- If 2 or 3 results are outside 75 — 125 %, test Minimum / Munumysm: 93.4%

Maximum / Makcumym: 103.8%

h .
other 20 doses. Not more than 3 of 30 Average / Cpemee: 100.0%

values may be outside 75 — 125 % range
and all the values should be within 65 to

135%/ Mometasone Furoate /

9 u3 10 n03: o1 75 % 10 125 % ot MowmeTta3sona ¢ypoar:

CPE/IHETO 3HAUEHUs

10 13 10 103: 0T 65 % 10 135 % ot Minimum / Muauamym: 96.1%,
CpeIHero 3Ha4eHus Maximum / Makcumym: 104.5%,
Ecnu 2 umu 3 pe3ynsTarta BHIAAAIOT U3 Average / Cpenuee: 100.0% \,

npexenoB 75 — 125 %, ncrnpliTaHue
nposoast ¢ 20 xpyrumu no3ama. He
6onee 3 u3 30 3HaUEHUI MOTYT BLIXOANTH
3a nipeienivl 75 — 125 %, u Bce 3HAYECHKs
JIOJKHBI ObITH B IIpeJenax oT 65 1o

135 %.

13. | Microbiological purity / MukpoGuosoraueckas 4ucrTora

Total aerobic microbial count / Not more than 10? cfu per 1 ml of the Less than 10 cfu/ml/ Menee 10 KOE/mn

O61iee YMCIo a3pobOHBIX product / He 60mee 102 KOE B 1 M2 '

MUKpPOOPTaHH3MOB npernapara

|
Prepared by, / IloarorosJieHo Checked by / IIpoBepeno Appro*ed by / Onobpeno

Signature / Hoanuch =
Date / lata 191601 2oL Y 79t s Ll
Name / PUO Yogesh Kumar Mehta Atul Kumar Sandetp Semwal
Designation / JoJkHOCTE Officer -QA Officer -QA Sr. Manager -QA

FCM/QA054/08.00
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Name of product /
HaumeHoBaHue npoayKunu

Momat Rino Advance /
Mowmar Puno Aasauc

Generic name /
HenatenToBaHHOe
HAHUMEHOBaHUe

Azelastine + Mometasone metered dose nasal spray /
A3e1acTHH + MOMETa30H CIpeil HazalbHbIH 103UPOBAHHbIH

JeiicTBYHOLLIE BEL1ECTBA

Each spray delivers / Kaxcias n03a cripest COACpKHT:
Mometasone Furoate BP 50 mcg / Momeraszona dypoar bpur.®. 50 mkr
Azelastine Hydrochloride BP 140 mcg / Asenacruna ruapoxopu bpur.@. 140 mkr

140 meg + 50 meg / dose

Date of Mfg. /

KosnyecTBo BbI NnyLieHo

Strength / lo3uposka 140 MKr+ 50 MKT / 1032 JlaTA NpOH3BOACTEA 02/2024

Dosage form / Meterf.d—dose nasiil spray / 5 Date of Exp. / Fonen 10 01/2026

JlekapcTBenHas dopma Crpeii Ha3abHbIH 103UPOBAHHBIH

:Z"’d““ code/ SRU0300082460401GS Date of release / /lata Bbinycka 15.02.2024
oA NpoaykTa

Batch No/Cepus Ne 12240119 Qty. Released / 33,760 BOT

33,760 ¢nakoHoB

Batch size / Paimep cepuu 37,815 bot/ 37,815 ¢nakoHoB Mig. License No. / MNB/10/832

TpousBoacTBeHHAs JHIEeH3uS Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No
K 040000509278 TIpoH3BOACTBEHHAS JIMLIEH3HS
OHTpOJIHpYyemasn cepun Ne (naa)

Package size / YnaxoBka 75 doses / 75 103 GMP Compliance certificate Data/ | 18/06/2020

GMP cepTuduxar (1ata)

GMP Compliance

certificate No /

GMP-01556/20/IN

Market / Peisok Russia / Poccus GMP ceprdmicat Ne

Reference specification No / STP No/

Creundurcauus Ne SPC-CC-051325 CIU Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No/ F400-23003 Mfg by / Urquima S.A., Spain /

API information / A3enacTiHa TUAPOXIIOPUIT Cepusi Ne MNpoussoa. | Ypxeuma C.A., Ucnianus

Hudopmauusn 06 A®@C | Mometasone Furoate / Batch No/ MTC-003/22 Mfg by / Sterling S.p.A., Italy /
Mowmerazona Gypoar Cepus Ne L23024A1 TMpoussoa. | Crepaunr C.i.A., Uranus

No TESTS / IOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIBTATBI

Total yeast and moulds count /
Ofb1ee 4Ucno JPOAOKEBBIX U

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

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

ynaxoBKH

KapTOHHYIO NMauKy.

TUIECHEBBIX TpHOOB npenapara
Pseudomonas aeruginosa Absence per 1 ml of the product / | Absent/OrcyTcTByer
OtcytcTBUe B 1 MJI ipenapara
Staphylococcus aureus Absence per 1 ml of the product / | Absent/OrcyrcTByer
Orcyrcrsue B | M ipenapara
14. | Assay / KoiMuecTBeHHOe onpeaeeHHe
a) Azelastine hydrochloride / From 85 % to 115 % of the labeled claim | 98.6% / 98,6% ——
A3eacTHHA FHAPOXJIOPUA of Azelastine hydrochloride / Ot 85 % 10 ~m S i ~
115% or 3asBICHHOTO KOJMYECTBA ’ ¢ N
a3enactuHa ruIpoxJopuaa T
b) Mometasone furoate / From 85 % to 115 % of the labeled claim | 99.2%/99,2% i {i’;
Mometazona pypoar of mometasone furoate / Or 85 % no v .
115% oT 3asBIECHHOrO KOJNMYECTBA ' .
MoMeTa3oHa pypoara b
¢) Benzalkonium chloride / From 80 % to 120 % of the labeled claim | 94.1%/94,1%
BeH3anakoHus xaopuia of benzalkonium chloride / Ot 80 % mo
120% oT 3agBNEHHOr0 KOJIHUYECTBA
OEH3IKOHUS XJI0pHIa
15. | Package size / Onucanne 75 doses in a HDPE plastic bottle equipped with a metering device and actuator with

protective cap. Bottle with leaflet placed in carton box. / ITo 75 a03 Bo ¢nakon u3 IIDBII,
CHAOMEHHBIH 03MPYIOLIAM YCTPOHCTBOM M Ha3albHbIM &JalTEPOM C  3aMUTHBIM
KoJnaukoM. PIakoH ¢ MHCTPYKUMEH IO MEIMLIMHCKOMY TNPHUMEHEHHIO MOMEUIAIOT B

|
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Designation / losxkHOCTB Officer -QA Officer -QA Sr. Manager -QA
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Name of product /
HaumeHoBaHue npoayKuuu

Momat Rino Advance /
Momart Puno AaBaHc

Generic name /
HenareHntoBaHHoe
HAUMEHOBaHUE

Azelastine + Mometasone metered dose nasal spray /
A3eNacTHH + MOMETA30H Cripeil Ha3albHbIH H03UPOBAHHbIN

JeiicTBy0lIHe BellecTBA

Each spray delivers / Kaxmas 103a cnipes COICPKHT:
Mometasone Furoate BP 50 mcg / Momerasona ¢ypoar bpur.®. 50 mkr
Azelastine Hydrochloride BP 140 mcg / Asenactuna ruapoxnopus bpur.@. 140 mkr

140 meg + 50 meg / dose Date of Mfg. /
Strength / Jlosuposka 140 mkr + 50 mMkr / 1o3a JlaTa npou3soacTea 0272024
Dosage form / Meterved-dose I‘laSjil spray / 5 Date of Exp. / Fonen 1o 01/2026
JlexapcTBeHHasi popma Cripeii Haza/ILHBIN 103UPOBaHHBIi
Product code/ SRU0300082460401GS Date of release / lata Bhinycka 15.02.2024
Koa npoaykra
o Qty. Released / 33,760 BOT
Batch No/Cepus Ne 12240119 Kosin4ecTBO BbINYUiEHO 33,760 ¢nakoHoB
Batch size / Pa3mep cepuun 37,815 bot/ 37,815 dnakonos Mfg. License No. / MNB/10/832
IpousBoacTBeHHAs JHLIeHIUS Ne

. Mfg. License Date / 30/04/2020

Inspection Lot No
040000509278 [poun3BoacTBEHHAS JHIICH3 U
KouTpoanpyemas cepus Ne (naTa)
: GMP Compliance certificate Data/ | 18/06/2020
Package size / Ynakoska 75 doses /75 no3 GMP cepTauicat (1a1a)
Market / Phitok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP ceptuduxart Ne
Reference specification No / STP No/
Crenudukauus Ne SPC-CC-051325 CIIU Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No / F400-23003 Mfg by / Urquima S.A., Spain /
API information / A3eNacTMHA TMAPOXJI0pUI Cepus Ne Mpoussoa. | Ypkeuma C.A., Henanus
Undopmauus 06 AQ@C | Mometasone Furoate / Batch No / MTC-003/22 Mfg by / Sterling S.p.A., Italy /
Mowmetazona pypoar Cepus Ne 1.23024A1 Mpoussoa. | Crepaunr C.nLA., Hranus

Any deviation/Incident/OOS: Non-applicable
Orxnonenusi/necooTBeTcTBUA/QO0C: He NPUMEHUMO

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. JIT1-Ne(001749)-(PT-RU) dt. 30.01.2023 and submitted specification no.
SPC-CC-051325. The batch processing, packaging and analysis reviewed and found to be in compliance with GMP.”

3aKknioueHHe 0 COOTBETCTBMM: HACTOSIIMM MOATBEPIHKAIO, UTO MPEACTABIEHHAs BhILIE HHGOPMALA SBISETCS JOCTOBEPHOH U TOYHOM.
Jlanuas cepus GbUIa TIPOM3BENEHA, BKINOYAS YHAKOBKY/MAPKUPOBKY, W NPOKOHTPOIMPOBAHA HA YKA3aHHOW BBHILUE NPOM3BOICTBEHHOMH
IOLIAAKE B NIOJHOM COOTBETCTBHM ¢ TpeGopanusmu Haanexamelt [Ipoussoacrsentoii [Tpaktuku (GMP) 4 TpeGoBaHUIMH HOPMATHBHOH
nokymenTatuu JITT-Ne(001749)-(PT-RU) ot 30.01.2023 1 yTeepaxaenHoil cnemdukanuci Ne SPC-CC-051325 . TIpoToKOIEI IPOH3BOACTER,
YIAKOBKM Y NPOBEACHHBIX aHATU30B A AaHHOM cepuy ObliM NMPOaHANM3MPOBAHBI ¥ CACNAHO 3aKNMIOYEHUE, YTO OHU COOTBCTCTBYIOT

tpebosanuam Haanexaweit [TpousBoacteenHoit Ipaxruxu (GMP).
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