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: gclenmark@bom?2.vsnl.net.in

Certificate of Analysis for Finished Product /

CepTHHKAT aHAJH3A HA FOTOBYIO MPOAYKI[HIO
Page 1 of 7/ Crp. 1 m37

Name of product/ Momat Rino Advance /
HaumMeHoBaHUe MPOAYKUUH Mowmat Puno Aasanc
Generic name / Azelastine + Mometasone metered dose nasal spray /
HenateHToBaHHOE < = o
A3zenacTuH + MOMETa30H Cripeii Ha3albHbIi 103UPOBAHHBIH
HalMeHOBaHUe
Each spray delivers / Kaxkaast 103a cripesi COACPKHUT:
JleiicTByrOIIMe BellecTBa Mometasone Furoate BP 50 mcg / Momera3zona dypoar bpur.®. 50 mkr
Azelastine Hydrochloride BP 140 mcg / A3enactuna ruapoxJopua bput.®. 140 mxr
140 mcg + 50 mcg / dose Date of Mfg. / 2
Strengih/ lmuponga 140 mxr + 50 Mkr / 1032 Jata npou3BoacTBa e
Dosage form / Meterued-dose nasval spray / 3 Dot Bay. [ Toagi o 11/2025
JlekapcTBeHHasi dopma Crpeit Haza/IbHbBIH 103UPOBAHHbIH
2 rananade ] SRU0300082460401GS Date of release / lata Bbinycka 18.01.2024
Koa npoaykra
" 2192 Qty. Released / 34,240 BOT
Batch No/Cepus Ne 12231237 B0 BEATENG 34,940 finaxonos
Batch size / Pazmep cepun 37,815 bot /37,815 ¢uaxonos DR TR i Dt SHRElsn
IlpousBoacTBeHHast JHleH3Us1 Ne
s Mfg. License Date / 30/04/2020
Inspection Lot No 545
K 040000503132 Ipou3BoacTBeHHAs! JIHLIEH3USI
OHTpoJHpYyemasi cepusi Ne fra
Package size /'Y naxosks 75 doses / 75 103 GMP Compliance certificate Data/ | 18/06/2020
GMP ceptuduxar (nara)
Market / PhiHoOK Russia / Poccust GMP Compliance certificate No / GMP-01556/20/IN
GMP ceptudurart Ne
Reference specification No / — STP No/ =
Coonmmicanie N SPC-CC-051325 CIIH Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No/ F400-23002 Mfg by / Urquima S.A.. Spain /
API information / AsenacTiHa THAPOXJIOPHUI Cepusi Ne IIpousson. Ypkeuma C.A.. Mcnanus
HNudopmanusi 06 A®C | Mometasone Furoate / Batch No / MTC-002/22 | Mfg by / Sterling S.p.A., Italy /
MowmerasoHa ¢ypoar Cepusi Ne L22405A1 IMpoussoa. | Crepaunr C.n.A., Utanus
No TESTS / TIOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIBTATHI
1. Description / Onucanue White to off-white suspension / Benast unu | Off-white suspension /
no4Ty Oenast CycrneH3us IToutu Genas cycnensus
2. Identification / UnenTuduranus
a) Azelastine hydrochloride / The retention time of one of the main | The retention time of one of the main peaks in
Azenacmuna zudpoxnopuo peaks in the chromatogram of test solution | the chromatogram of test solution comply with
should comply with that of Azelastine | that of Azelastine hydrochloride peak in the
hydrochloride peak in the chromatogram | chromatogram of standard solution (see
of standard solution (see "Assay” section) | "Assay” section) / BpeMms yaepxuBaHUs
/  Bpems yaepKHMBaHMS OJHOTO U3 | OAHOTO M3  OCHOBHBIX  IIHKOB  Ha
OCHOBHBIX IIHMKOB Ha XpOMaTOrpaMMe | XpOMaTorpamMMe HCIIBITYEeMOro  pacTBOpa
HCIBITYEMOr 0 pacTBopa JIOJDKHO | COOTBETCTBYET BPEMEHH YACPKUBAHHUS MHKa
COOTBETCTBOBATh BPEMEHH YICPXKUBAHHUS | a3enacTHHA TUAPOXJIOpUIa Ha
NMKa aselacTHHA TUAPOXJOpUAA Ha | XpoMaTorpamMMe CTaHAapTHOIO pacTBOpa.
XpOMaTorpaMMe CTaHIapTHOrO pacTBOpa
(em. pasaen «KonuuectBenHoe
OMpEeETICHUEN ).
|
Prepared by /HoarorosjeHo Checked by / IlpoBepeHo - Apﬁroved by / OnodpeHo
Signature / Iloanuce < 1 = =
Date / [lata Taletl 2004 oy | ICAAAWEL )
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 aHATH3A HA FOTOBYIO NPOXYKIHIO

Page20of7/Ctp.2u37

Name of product/
HauMeHoBaHHe NPOAYKUHU

Momat Rino Advance /
Mowmar Puno Ansanc

Generic name /
Henartenrosaunuoe
HAHWMEHOBAHHE

Azelastine + Mometasone metered dose nasal spray /
A3e1aCTHH + MOMETAa30H crpeif Ha3albHbIH 103UPOBAHHbIH

JeiicTBylolHe BelllecTBA

Each spray delivers / Kaxxnas n103a cripes COaepkur:
Mometasone Furoate BP 50 mcg / Momerazona dypoar Bpur.®. 50 mkr
Azelastine Hydrochloride BP 140 mcg / Asenactuna ruapoxiopuia bpur.®. 140 mkr

o 140 mcg + 50 mcg / dose Date of Mfg. / 29073
SESETES Josnae 140 mkr + 50 mkr / no3a JlaTa npou3BoacTBa R0
Dosage form / Meterf:d-dose nas\;‘il spray / } Yaite oF Eixp: / Tonen o 11/2025
JlekapcTBeHHasi popma Cripeii Ha3aIbHbIH 103MPOBAHHBIH
Y rimGeanwin) SRU0300082460401GS Date of release / [lara spinycka 18.01.2024
Koa npoaykra
o 5% Qty. Released / 34,240 BOT
Batch No/Cepusi No o KoanyecTBo BbInyLeHO 34,240 ¢nakoHos
Batch size / Pasmep cepuu 37,815 bot/ 37,815 pnakounos Ales. Lisense No. / MNB/842
ITpousBoacTBeHHasi IHLEH3Hs Ne
g Mfg. License Date / 30/04/2020
Inspection Lot No 217
040000503132 IpousBoacTBeHHAs JHLEH3US
KouTposaupyemasi cepusi Ne (naa)
Package size/ Yoaronica 78 doses 75 mos GMP Compliance certificate Data/ | 18/06/2020
GMP ceprudukar (nara)
Miilcess Piio T—, T GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudukar Ne
Reference specification No / S STP No/ <
Chiiniimsni i SPC-CC-051325 CIIN Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No / F400-23002 Mfg by / Urquima S.A., Spain /
API information / AszenacTHHA IMAPOXJIOPHI Cepusi Ne Ilpousson. | Ypksuma C.A., Mcnanus
Hudopmauus 06 A®C | Mometasone Furoate / Batch No / MTC-002/22 Mfg by / Sterling S.p.A.. Italy /
Mowmera3oHa ¢ypoar Cepus Ne L22405A1 IMpoussoa. | Crepnunr C.n.A., Mranus
No TESTS / IOKA3ATEJIN LIMITS / TPEBOBAHU 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) /
Bpems  yaepxuBaHMs ~ OJHOTO W3
OCHOBHBIX IIHKOB Ha XpOMaTrorpamme
UCHBITYEMOTr0 pacTBopa JIOJDKHO
COOTBETCTBOBATh BPEMEHHU YEPIKHUBAHUS
nuka  MomerasoHa  (ypoara Ha
XpOMaTorpamMMe CTaHIapTHOTO pacTBOpa
(cm. pazzaen «KonuyecTBeHHOE
OIIPENIENIEHUEN ).

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 yIepxuBaHHS
OJHOTO M3  OCHOBHBIX  IHKOB  Ha
XpOMaTorpaMMe  HCHBITYEMOTO  pacTBOpa

COOTBETCTBYET BPEMEHH YIEPXKHUBAHUS MHKa
MOMeTa3oHa (ypoara Ha Xpomarorpamme
CTaHIapTHOTO PacTBOpa.

¢) Benzalkonium chloride /
benzankonus 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  xpomartorpaMme  HCHBITYEMOTo
pacTBopa  JODKHBI  OOHapy»KHUBaThCs
NUKH, COOTBETCTBYIOIIHE II0 BpeMEHam
yaepxuBanus nikam romonoros Ciz u Cia

OeH3aIKOHUS XJopHuaa Ha
XpOoMaTorpaMMme CTaHAapTHOTO pacTBOpa
(cm. pazzen «KonuuecTBeHHoe
ONpEETICHUEN ).

In the test of assay, the chromatogram of the
sample solution contain peaks corresponding
to the retention times of peaks of
benzalkonium chloride homologues Ci2 and
Cis in the chromatogram of the standard
solution / Ha xpomarorpaMme HCHBITYEMOTO
pactBopa 00HapyKUBAIOTCS TTUKH,
COOTBETCTBYIOLIUE o .~ . BpeMeHaMm.

yZAepxkuBaHus TrkaM romonioros: Ciz u Cige|>
OeH3aNKOHMs XJIOpUIA /Ha -XpoMmaTorpamme 4,

CTaHAapTHOTO pacTBOpd.” |
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Prepared by /Tloarotos.eno

Checked by / IIpoBepeHo
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Apptpved by NOReGpeno_ o

Signature / [loanuck

Tain Do,

Date / lata 19 [ot!)ory A\ 3y 1
Name / DUO Yogesh Kumar Mehta Atul Kumar Sandeep Semwal
Designation / lokHOCTD Officer -QA Officer -QA Sr. Manager -QA
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Certificate of Analysis for Finished Product /

CepTudukaT aHAIH32 HA TOTOBYIO IPOIYKIHIO

Page 3 0of7/Crp.3u37

Name of product /
HaumeHoBaHHe NPOAYKUHH

Momat Rino Advance /
Mowmar Puno Aasanc

Generic name /
HenatentoBanHoe
HAHUMEHOBAaHHE

Azelastine + Mometasone metered dose nasal spray /
A3elacTHH + MOMETa30H CIIpel Ha3zanbHbIi 103UpOBaHHbIH

[eiicTByO11HEe BelllecTBA

Each spray delivers / Kaxxaas 103a cnpes coaepkur:
Mometasone Furoate BP 50 mcg / Momera3zona ¢ypoar bpur.®. 50 mMkr
Azelastine Hydrochloride BP 140 mcg / Asenacruna rugpoxiaopua bput.®. 140 mkr

140 mcg + 50 meg / dose Date of Mfg. /
o & ’) i
Streupf/ Bomapossa 140 mkr + 50 Mkr / n0o3a JlaTa npou3BoacTBa 122085
Dosage form / Meterved-dose nanil spray / 3 DateoExp. Tonen o 11/2025
JlekapcTBeHHasi popma Cnpeii Haza/IbHbIH 103UPOBAHHBIN
SRR SR. SRU0300082460401GS Date of release / /lata BRimycka 18.01.2024
Koa npoaykra
. 792193 Qty. Released / 34,240 BOT
Batch No / Cepusi Ne 12231237 Ko/114€eCTBO BBIMYLIEHO 34,240 dmakonos
Batch size / Pa3mep cepuun 37,815 bot/ 37,815 daakonos Mig; Liconse No../ IV bainaE
IIpousBoacTBeHHas aHLeH3Us1 Ne
z Mfg. License Date / 30/04/2020
Inspection Lot No 2
040000503132 IpousBoacTBeHHAs JIHLIEH3HS
KonTpoaupyemasi cepusi Ne ()
Package size, Vuakonia 75 doses / 75 103 GMP Compliance certificate Data/ | 18/06/2020
GMP ceprudukar (nara)
Market / Poisok Russia / Poccust GMP Compliance certificate No / GMP-01556/20/IN
GMP cepTudukar Ne
Reference specification No / i 2 STP No/ -
Cemdinams 5 SPC-CC-051325 CITH No STP-CC-037517
Azelastine Hydrochloride / | Batch No / F400-23002 Mfg by / Urquima S.A., Spain /
API information / A3senacTuHa ruApOXJIOpUA Cepus Ne IMpoussoa. | Ypxsuma C.A., Mcnanus
Hudopmauus 06 A®C | Mometasone Furoate / Batch No / MTC-002/22 Mfg by / Sterling S.p.A., Italy /
Mowmera3oHa ¢ypoar Cepus Ne L22405A1 Ilpoussoa. | Crepaunr C.n.A.. Mranus
No TESTS / HOKA3ATEJIU LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIBTATHI
3. | pH From 4.0 to 5.0/ Ot 4,0 10 5.0 4.58/4.58
4. | Density / ILnoTHOCTB From 0.90 to 1.10 g/cm? / 1.04 g/cm?
Ot 0,90 1o 1,10 r/em? 1,04 r/em?

5. Viscosity / BsskocTh Not less than 5 cPs / He menee 5 cIl3 40.7 cPs /40,7 cIl3
6. Mass of the released dose / Single dose / OTaeasHas 103a:
Macca BricBoG0AaEMOlT 103b1 85.0 to 115.0 % of the claimed delivered | Minimum / Munumym: 92.0%
dose amount / 85.0 — 1150% 0T | Maximum / Makcumym: 104.9 %
3asBJIEHHOI0 KOJIMYECTBa Averase [ Cpemaes: 57.0%
Average dose / Cpeansisi no3a:
90.0 to 110.0 % of the claimed delivered
amount / 90,0 — 110.0 % ot 3asBnEHHOr0
KOJIMYeCTBA
7. Mass of the vial content / Not less than 9.52 g / 10.06 g/
Macca coaepsxumoro duiakoHa He menee 9,52 r 10,06 r i P
8. Dose number / Koinuectso 103 Not less than 75 doses (disregard the first | 86 doses / 86 103 P Sy 7PN
pumping) / He menee 75 103 (He cuutas _oS Onl
MEPBUYHYIO TPOKAYKY) / A ©
9. Particle size / Pazmep yactuy 90 % of particles less than 10 pm / 100.0% / 100.0%

90 % yactuw pasmepoM MeHee 10 MkM

100 % of particles less than 30 pm /
100 % uactun pazmepoM MeHee 30 MKM

Particles of more than 30 um should be
absent / Yactuiiel 6oiee 30 MKM JTOJKHBI
OTCYTCTBOBATh
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Prepared by / floaroroBaeHo

Checked by / IIpoBepeHo

\
Approved by / OnoGpeno

Signature / Iloanuck

Date / Jlata 19107 2014 D IRTAN La\et\ 2ony
Name / ®UO Yogesh Kumar Mehta Atul Kumar Sandeep Semwal !
Designation / JloaxkHOCTB Officer -QA Officer -QA Sr. Manager -QA

FCM/QA054/08.00
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Certificate of Analysis for Finished Product /
CepruduraT aHAIH3AQ HA FOTOBYIO NPOXYKIHIO

Page4of 7/Crp. 4137

Name of product /
HaumMeHoBaHHe MPOAYKUHH

Momat Rino Advance /
Mowmar Puno AnsaHc

Generic name /
HenateHToBaHHOe
HAUMEHOBAaHUeE

Azelastine + Mometasone metered dose nasal spray /
A3e1aCTHH + MOMETA30H CIpell Ha3albHbIH 103UpOBaHHbIH

JleiicTByHOIHE BelleCTBA

Each spray delivers / Kaxaas 103a cripest conepskur:
Mometasone Furoate BP 50 mcg / Momerazona ¢ypoar Bpur.®. 50 mkr

Azelastine Hydrochloride BP 140 mcg / Asenactuna ruapoxiaopun bpur.®. 140 mxr

) 140 mcg + 50 meg / dose Date of Mfg. / 17
Hbekigtud, Fosipn 140 mkr + 50 mkr / 1o3a JlaTta npousBoacTBa Larias
Dosage form / Meterued-dose nasiil spray / 3 Date of Bxp. / Tosen 16 11/2025
JlexkapcTBenHasi popma Cripeii Ha3a/IbHBI 103UPOBAHHbIH
Product code / 2
SRU0300082460401GS Date of release / Jlata Bbinycka 18.01.2024
Koa npoaykra
. 2193 Qty. Released / 34,240 BOT
Batch No/Cepus Ne 12231237 KOIH4Y€eCTBO BbIMyILEeHO 34,240 ¢naxonos
Batch size / Pasmep cepuu 37,815 bot/ 37,815 dnaxonos Pz, Licouse No. / - MNB(1D/82
Ilpou3BoacTBeHHAs JuLeH3HsT Ne
: Mfg. License Date / 30/04/2020
Inspection Lot No
040000503132 Ipou3BoACTBEHHAS JHIIEH3HS
KouTponupyemasi cepusi Ne P
Packuise sizel Voiroska 75 s 75 o GMP Compliance certificate Data/ | 18/06/2020
GMP cepruduxar (nara)
Market / Poisok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudukar Ne
Reference specification No / T STP No / &
i SPC-CC-051325 CIIHU Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No / F400-23002 Mfg by / Urquima S.A., Spain /
API information / A3zenacTiHa THAPOXJIOPUL Cepust Ne Ipoussoa. | Ypkeuma C.A., Mcnanus
HNudopmanus 06 A®C | Mometasone Furoate / Batch No/ MTC-002/22 Mfg by / Sterling S.p.A., Italy /
Mowmerazona dypoar Cepusi Ne L22405A1 Mpousson. | Crepaunr C.n.A., Uranus
No TESTS / TIOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIBTATBI
10. | Sedimentation Stability / Not less than 5 min / He menee 5 mun Complies /
CeﬂHMeHTauHOHHaﬂ COOTBeTCTByeT
YCTOHYHUBOCTH

11.

Impurities / IIpumecu

a) Azelastine hydrochloride /
Asenacmuna eudpoxnopuoa:

Single unspecified impurity /
EnvHuyHas HenaeHTHGUIMPOBaHHAS
MpHUMech

Total impurities / Cymma npumeceit

b) Mometasone furoate /
Momemasona pypoama
Impurity D / Ilpumecs D

Single unspecified impurity /
EnuHuyHas HEeMAEHTUUIIMPOBAHHASL
pHUMech

Total impurities / Cymma npumecei

Not more than 0.89 % / He Goaee 0,89 %

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

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

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

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

0.01%/0,01%

0.07 %/ 0.07%

0.21%/0.21%

Not Detected/ He o6HapyxeHO

Not Detected/ He obHapysxeHO

Prepared by /Jloarorosieno

Checked by / IIpoBepeHo

ApproYed by / OmoGpeno

Signature / Iloanucek

Date / Jlata 19 1971204 Gia)am LR\ e\ sty
Name / ®UO Yogesh Kumar Mehta Atul Kumar Sande‘ep Semwal\
Designation / JIoaHOCTE Officer -QA Officer -QA Sr. Manager -QA

FCM/QA054/08.00
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Certificate of Analysis for Finished Product/
CepTudHuKAT aHAIH3A HA TOTOBYIO NPOAYKIHIO

PageSof 7/Crp.5u37

Name of product / Momat Rino Advance /
HaumenoBanue npoaykuni | Momar Puno Ansanc
Gemoris name/ Azelastine + Mometasone metered dose nasal spray /
HenarenToBaHHoe . = - %
A3enacTiH + MOMETA30H Crpei Ha3albHbIH 103UPOBAHHbIH
HalMeHOBaHHe
Each spray delivers / Kaxnas 103a crpes COAepKUT:
JeificTByroLue BeLecTBa Mometasone Furoate BP 50 mcg / Momera3zona ¢ypoar bpur.®. 50 mkr
Azelastine Hydrochloride BP 140 mcg / Azenactuna runpoxjopua bput.®. 140 mxr
140 mcg + 50 meg / dose Date of Mfg. / 2003
Strength / lo3upoBka 140 Mr -+ 50 MK / 1032 e 12/2023
Dosage form / Meterved-dose nasval spray / ) . 11/2025
JlekapcTBeHHasi popma Crnpeii Haza/IbHbIH 103UPOBaHHBIN
Produstcode / SRU0300082460401GS Date of release / lara suimycica 18.01.2024
Koa npoaykra
. 712193 Qty. Released / 34,240 BOT
Batch No / Cepusi Ne 12231237 N S 4500 monos
Batch size / Pa3mep cepuu 37,815 bot/ 37,815 daakonos DALE Rieast No../ MBI
IIpousBoacTBeHHast AHLeH3UsT Ne
1 tion Lot No Mfg. License Date / 30/04/2020
- s 040000503132 [Ipou3BoaCTBEHHAS! JIMLEH3USI
Koutpoaupyemas cepusi Ne (s
Package size |'Y nakosia 75 doses/ 75 no3 GMP Compliance certificate Data/ | 18/06/2020
GMP ceptudukar (aara)
e st [ Pocens GMP Compliance certificate No / GMP-01556/20/IN
GMP ceptugukar Ne
Reference specification No / — STP No/ -
oL - SPC-CC-051325 CITH Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No/ F400-23002 Mfg by / Urquima S.A., Spain /
API information / AsenacTHHA THAPOXJIOPHI Cepusi Ne Ilpousson. | Ypkeuma C.A., Mcnanus
Nudopmanus 06 A®C | Mometasone Furoate / Batch No / MTC-002/22 | Mfg by / Sterling S.p.A.. Italy /
Mowmera3ona ypoat Cepusi Ne L22405A1 Ipoussoa. | Crepnunr C.n.A., Mramus
No TESTS / IIOKA3ATEJIN LIMITS / TPEBOBAHUAA OBSERVATION / PE3VYJIbTATHI
12. | Uniformity of delivery dose / 9 of 10 doses: 75 % to 125 % of the Azelastine Hydrochloride /
OaHOPOOHOCTH 10CTABJIsAEMOii mean; A3esacTHHA THAPOXJIOPHA:
103b1 10 of 10 doses: 65 % to 135 % of the
. Minimum / M £96.0%
If 2 or 3 results are outside 75— 125 %, test Mml_mum / MHHHMyM' ; 162 °7(y
other 20 doses. Not more than 3 of 30 A ax1mur}1c aKc“?{{'g{d 0% RS
values may be outside 75 — 125 % range verage / Lpeanee: e
and all the values should be within 65 to
135%/ Mometasone Furoate /
9 u3 10 103: ot 75 % 110 125 % ot Mowmerta3oHna ¢ypoar:
CpPEIHEro 3Ha4YECHHUS
10 u3 10 103: ot 65 % 10 135 % ot Minimum / Munaumym: 95.0%,
CPEIHEro 3Ha4eHHUs Maximum / Makcumym: 104.4%,
Ecnu 2 unu 3 pesynbrara BeINAJAlOT U3 Average / Cpenee: 100.0%
npenenos 75 — 125 %, ucnsiTanue e\ BRSSO
npoBoasT ¢ 20 apyrumu fo3amu. He 4 e \\
6onee 3 u3 30 3HaYeHUH MOTYT BBIXOIUTH / /,:’\ \
3a npenensl 75 — 125 %, u Bce 3HaueHus ") { o\
JIOJKHBI OBITH B Npejenax oT 65 1o )
135 %. ) /\ 71;}
S C A
.\\'@/:‘ G ﬁ) v\{\(’fj /
13. | Microbiological purity / Mukpo6uonoruieckasi YHCTOTA ’?w.
Total aerobic microbial count / Not more than 10? cfu per 1 ml of the Less than 10 cfu/ml / Menee 10 KOE/mn
Obu1ee yucno a3poOHBIX product / He 6onee 10> KOE B 1 ma —
MMKPOOPTaHU3MOB npemnapara
\
Prepared by} lloarotosJexo Checked by / IIpoBepeno Approve\l by / Onodpeno
Signature / Iloanuce —_—
Date / Jlata 191011 2024 TG\ lalet | 25ty
Name / ®HUO Yogesh Kumar Mehta Atul Kumar Sandeep Semwal
Designation / JlosizkHOCTh Officer -QA Officer -QA Sr. Manager -QA

FCM/QA054/08.00
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Name of product / Momat Rino Advance /
HaumeHoBaHHe NpoAYKUHH Mowmar Puno AnsaHc
Generic name /

Azelastine + Mometasone metered dose nasal spray /

HenarenToBanHoe " < -
A3eacTHH + MOMETA30H CIpeii Ha3albHbIH J03UPOBAHHBIi
HAUMEHOBaHHe
Each spray delivers / Kaxzaas 103a cripest COASpKUT:
JleiicTBylomue BeuecTsa Mometasone Furoate BP 50 mcg / Momerazona ¢ypoar bpur.®. 50 mxr
Azelastine Hydrochloride BP 140 mcg / Asenactuna ruapoxaopua bput.®. 140 mxr
140 mcg + 50 mcg / dose Date of Mfg. / 29003
Strength { Roxuponia 140 mkr + 50 mkr / 103a JlaTa npou3BoacTea i
Dosage form / Meterved-dose nasua] spray / 3 Dsite: o Ecp. | Toen. o 11/2025
JlekapcTBeHHas gopma Cripeii Ha3aIbHBII 103UPOBAHHbIH
PHGEHIER R SRU0300082460401GS Date of release / /lata Boinycka 18.01.2024
Koa npoaykra
34,240 BOT
" 2193 Qty. Released / 34,
Batoh Nef Cepun 16 ke KosinuecTBo BbInyLeHo 34,240 ¢nakoHoB
Batch size / Pazmep cepuu 37,815 bot/ 37,815 ¢pnakonos i B
IIpousBoacTBeHHas iuLeH3HsT Ne
" Mfg. License Date / 30/04/2020
Inspection Lot No 5465
040000503132 IMpousBoacTBeHHAS JHLIEH3HS
KonTpoanpyemas cepusi Ne T
T m— 75 doses / 75 103 GMP Compliance certificate Data/ | 18/06/2020
GMP ceptudukar (nata)
Market / Poisok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudurar Ne
Reference specification No / SR STP No/ =
Crptdinsmngc Nt SPC-CC-051325 CIIU Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No/ F400-23002 Mfg by / Urquima S.A.. Spain /
API information / AsenacTiHa ruIpOXJIOpUa Cepusi Ne - Ipousson. | Ypkeuma C.A., Mcnauus
Undopmauus 06 A®C | Mometasone Furoate / Batch No / MTC-002/22 Mfg by / Sterling S.p.A.. Italy /
Mowmera3zona ¢ypoar Cepusi Ne L22405A1 Mpoussoa. | Crepnunr C.n.A., Mranus
No TESTS / TIOKA3ATEJIN 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
O0111ee YUCI0 IPOKIKEBBIX U product / He 6onee 10' KOE B 1 mn
IUIECHEBBIX IPUOOB npernapara
Pseudomonas aeruginosa Absence per 1 ml of the product / | Absent/OtcyTcTByer

OrtcyTeTBre B 1 M1 npenapata

Staphylococcus aureus Absence per 1 ml of the product / | Absent/OtcyrcrByer
OrtcyterBue B 1 M1 npenapara

14. | Assay / KoiMuecTBeHHOe onpeaeieHHe

a) Azelastine hydrochloride / From 85 % to 115 % of the labeled claim | 88.3%/ 88.3%
A3ejacTHHA FHAPOXJIOPHL of Azelastine hydrochloride / Ot 85 % 1o e
115% oT 3asBIEHHOTO KOJMYECTBA / ALY S Y P
a3enacTHHA THAPOXJIOpUIA 7 } %
b) Mometasone furoate / From 85 % to 115 % of the labeled claim | 98.1%/98.1% [ '(’\_
MowmeTta3ona gypoart of mometasone furoate / Ot 85 % 10 [ \/\« { \
115% oT 3asBIEHHOTO0 KOJHYECTBA | @ \0\\']/ 4/
MoMmeTa3oHa (ypoara \\\- >, \O\ )
¢) Benzalkonium chloride / From 80 % to 120 % of the labeled claim | 104.1 %/ 104,1% \ S, r,;"- 4
Ben3aikoHus XxJaopuaa of benzalkonium chloride / Ot 80 % 1o I Ly AN
120% OT 3asBICHHOrO KOJMYECTBA ~larmats
OCH3aIKOHHUS XJIOpHIa
15. | Package size / Onucanue 75 doses in a HDPE plastic bottle equipped with a metering device and actuator with
YNAaKOBKH protective cap. Bottle with leaflet placed in carton box. / ITo 75 103 Bo akon uz [T2BII,

CHAOXXEHHbIH NO3UPYIOIIMM YCTPOWCTBOM U Ha3albHBIM aJanTepPOM C 3aAlUTHBIM
koamaykoM. DIakOH € MHCTPYKUMEH MO MEIULIMHCKOMY MNPHUMEHEHWIO MOMEINAI0T B
KapTOHHYIO MadKy.
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Certificate of Analysis for Finished Product /

CeprHdHKAT aHAIH3A HA TOTOBYIO I POXAYKIHIO
Page 7 of 7/ Crp. 7Tu3 7

Name of product / Momat Rino Advance /
HaumenoBanue npoaykuuu | Momar PuHo AznBanc
Generic name /

Azelastine + Mometasone metered dose nasal spray /

HenateHToBaHHOe N - =
A3enacTHH + MOMETa30H Crpel Ha3albHbIH 103UPOBaHHbIHI
HaHMeHOBaHHe
Each spray delivers / Kaxzaas 103a cripest COAepkKUT:
JeiicTByro1He BelecTsa Mometasone Furoate BP 50 mcg / Momerasona gypoar bpur.®. 50 mxr
Azelastine Hydrochloride BP 140 mcg / Asenacruna ruapoxiopua bpur.®. 140 mkr
140 mcg + 50 mcg / dose Date of Mfg. / Q
Strength / lo3upoBka 140 Mt + 50 Mkr / 1032 Tiara nfiomEmEsE 12/2023
Dosage form / Meterved-dose nasval spray / 5 Dite oF Bip:.] Fagen. a0 11/2025
JlekapcTBeHHasi dopma Cnpeit Ha3aIbHBIH 103MpOBAHHBIH
ST Gatics SRU0300082460401GS Date of release / lata pbimycka 18.01.2024
Kon npoaykra
. 793 Qty. Released / 34,240 BOT
Batch No / Cepusi Ne 12231237 K0/IM4€eCTBO BbINMYLIEHO 34,240 dnaxonos
Batch size / Pasmep cepuu 37,815 bot /37,815 ¢nakonos Mg Litense N L
IIpousBoacTBeHHAs JHLeH3Uust Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No 545
040000503132 IIpousBoacTBeHHAs JHLIEH3HSI
KouTtponupyemasi cepusi Ne {en)
Y h— 75 doses| 75 aos GMP Compliance certificate Data/ | 18/06/2020
GMP ceprudukar (narta)
Wisislet i Pimgic e e GMP Compliance certificate No / GMP-01556/20/IN
GMP ceptudurar Ne
Reference specification No / e STP No/ =
S . - SPC-CC-051325 CIIN Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No/ F400-23002 Mfg by / Urquima S.A., Spain /
API information / AszenacTHHA THAPOXJIOPUL Cepus Ne Ipousson. | Ypkeuma C.A., Mcnauus
HNudopmanus 06 A®C | Mometasone Furoate / Batch No / MTC-002/22 | Mfg by / Sterling S.p.A., Italy /
Mowmera3zona gypoar Cepusi Ne L22405A1 Ipoussoa. | Crepaunr C.n.A., Mranus

Any deviation/Incident/OOS: Non-applicable
OtkiioHeHHs1/HecooTBeTcTBUSI/QOOC: 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. JITI-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.”

3aKi04eHHe 0 COOTBETCTBHMHU: HACTOSAIUMM MOATBEPIKIAI0, YTO NPECTaBICHHAs Bbille HHPOPMAIKS ABISETCS AOCTOBEPHOM M TOYHOIA.
Jannas cepusi OblIa NPOM3BENEHA, BKIIOYAs YNAKOBKY/MAapKUPOBKY, U NPOKOHTPOJHPOBAHA HA YKA3aHHOW BbILIE TPOM3BOACTBEHHOM
TUTOIIA/IKE B TIOJIHOM COOTBETCTBMH C TpeboBaHuaMHU Hannexameit ITpousBoacreennoi Ilpaktuku (GMP) u TpeGoBaHUAME HOPMATHBHOM
noxymentauuu JIIT-Ne(001749)-(PI'-RU) ot 30.01.2023 u yrBepkaeHHo# cnetmdukarmeit Ne SPC-CC-051325 . [IpoTOKOIIBI TPOU3BOICTEA,
YINAKOBKW W NPOBEAEHHBIX aHANW30B AN JaHHOH cepuu ObLIM NPOAHANTU3MPOBAHBI U CAENAHO 3aK/IIOYEHHE, YTO OHHU COOTBETCTBYIOT
tpedopanusam Hannexaiueit [Tpoussoacreennoi [pakruku (GMP).
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