Glenmark Pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 173203, India
Tel.: +91-1795 667200 Fax: +91-1795 667299 email: glenmark@bom?2.vsnl.net.in

Certificate of Analysis for Finished Product /

CepTHdHKAT aHAJIH3A HA TOTOBYIO NPOAYKI[HIO
Page 1 of 7/ Crp. 1 137

Name of product/ Momat Rino Advance /
HaumMeHoBaHHe MPOAYKUHH Mowmat Puno Ansanc
GRS Azelastine + Mometasone metered dose nasal spray /
HenateHToBaHHOE ] ) . .. -
A3zenacTuH + MOMETA30H Crpeii Ha3a/lbHbli 103UPOBAHHBIH
HalMeHOBaHHUe
Each spray delivers / Kaxnas 103a cripesi COEpKUT:
JleiicTByromue BeulecTsa Mometasone Furoate BP 50 mcg / Momerazona ¢ypoar bpur.®. 50 mkr
Azelastine Hydrochloride BP 140 mcg / Azenactuina ruapoxiopua bpur.®. 140 Mkr
140 mcg + 50 mcg / dose Date of Mfg. / 2
Strength / lo3upoBka Er il . - T - 12/2023
Dosage form / Meterued-dose naszil spray / 3 Date of Bxp../ Tones oo 11/2025
JlekapcTBeHHasi dopma Crpeit Haza/IbHbIH J103UPOBAHHbIH
ki SRU0300082460401GS e T— 18.01.2024
Koa npoaykra
34,24
Batch No / Cepusi Ne 12231237 Qty. Released / ': PO B
KosnuyecTBo BbINyLIEHO 34,240 ¢dnakoHoB
Batch size / Pa3mep cepuu 37,815 bot/ 37,815 ¢nakonos BHE Liense. No..f MINE/10852
IlpousBoacTBeHHast JHLeH3UsT Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No T
040000503132 Tpou3BoacTBeHHAS JIHLIEH3USsI
KonTpoaupyemas cepusi Ne Gxrna)
Packoge size [ Yonxonis . GMP Compliance certificate Data/ | 18/06/2020
GMP cepTudukar (nara)
Market / Poisok Russia / Poccust GMP Compliance certificate No / GMP-01556/20/IN
GMP ceptudurart Ne
Reference specification No / o STP No/ n
Chenpimsanin N SPC-CC-051325 CIIH Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No / F400-23002 Mfg by / Urquima S.A.. Spain /
API information / AszenacTiHa T’HIPOXJIOPHI Cepusi Ne IIpoussoa. Ypkeuma C.A.. Mcnanus
Nudopmauus 06 A®C | Mometasone Furoate / Batch No/ MTC-002/22 Mfg by / Sterling S.p.A., Italy /
MowmerazoHa ypoar Cepusi Ne L22405A1 Ipoussoa. | Crepaunr C.n.A., Utanus
No TESTS / TIOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIBTATHI
1. Description / Onucanue White to off-white suspension / Benas unu | Off-white suspension /
no4Ty Oenast CycrneH3us INoutu Genas cycnensus
2. Identification / UneHTuduranus

a) Azelastine hydrochloride /
Asenacmuna 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

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

of standard solution (see "Assay” section) | "Assay” section) / Bpems yaepxuBaHus
/  Bpems yaepKHMBaHMS OJHOIO U3 | OAHOTO M3  OCHOBHBIX  IIHKOB  Ha
OCHOBHBIX IHMKOB Ha XpOMaTorpaMMe | XpOMaTorpamMMe HCIBITYEeMOro  pacTBOpa
HCHBITYEMOr 0O pacTtBopa JIOJDKHO | COOTBETCTBYET BPEMEHH YIEPKMBAHUsA MHKa
COOTBETCTBOBATh BPEMEHHU YIEP)KUBAHHS | a3elacTHHA TUIPOXJIOpUIA Ha

n¥Ka asenacTHHa TUAPOXJIOpMAA Ha | XpoMmaTorpamMMe CTaHIapTHOIO pacTBOpa.
XpOMaToOrpaMMe CTaHIAapTHOIO PacTBOpa

(cMm. paszaein «KoauyectBeHHoe

OIpEETICHUEN ).

|
Prepared by /HoarorosJyieHo Checked by / IIpoBepeHo - Apﬁroved by / Onodpeno
Signature / Iloanucs =
Date / Jlata “alo'l 2024 oy | AW IE
Name / ®UO Yogesh Kumar Mehta Atul Kumar Sa‘ndeép Semwal
Designation / loJizkHOCTB Officer -QA Officer -QA Sr. Manager -QA
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Certificate of Analysis for Finished Product /

CepTuduraT aHAIH3A HA FOTOBYIO POAYKIHIO

Page20of7/Crp.2u37

Name of product/
HauMeHoBaHHe NPOAYKUHU

Momat Rino Advance /
Mowmar Puno Axsanuc

Generic name /
HenartenroBaunuoe
HAUMEHOBaHUe

Azelastine + Mometasone metered dose nasal spray /
A3eNnacTHH + MOMETa30H Crpel Ha3albHbIM 103UpOBaHHbIH

JeiicTBylolHe BelllecTBA

Each spray delivers / Kasxnas 103a cripest COAepKHUT:
Mometasone Furoate BP 50 mcg / Momerazona dypoar Bpur.®. 50 mkr
Azelastine Hydrochloride BP 140 mcg / Asenactuna ruapoxopua bput.®. 140 mMkr

N 140 mcg + 50 mcg / dose Date of Mfg. / 27003
SEREHEH (PR 140 mkr + 50 Mkr / no3a JlaTa npousBoAcTBa 122023
Dosage form / Meterved-dosc nasiil spray / } Wite ofPizp, F Fonei o 112025
JlekapcTBeHHasi popma Cripeii Ha3aIbHbIM 103UPOBAHHbIH
e SRU0300082460401GS Date of release / [lata pbinycka 18.01.2024
Koa npoaykra
o A Qty. Released / 34,240 BOT
Batch No/Cepus Ne 12231237 K0/1149€CTBO BbINYLIEHO 34,240 ¢nakoHoB
Batch size / Pasmep cepuu 37,815 bot/ 37,815 pnakounos S Licgnse No. / MRERGSE
IMpousBoacTBeHHas! IHLEH3HsT Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No 217
040000503132 IpousBoacTBeHHAs JHLEH3US
KouTposaupyemasi cepusi Ne fran)
Package size/ Yoaiconia S8 s P at GMP Compliance certificate Data/ | 18/06/2020
GMP ceprudukar (nara)
Market | Piiioi Bassis P s GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne
Reference specification No / SR STP No/ <
e —-— SPC-CC-051325 CIIN Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No / F400-23002 Mfg by / Urquima S.A.. Spain /
API information / A3zenacTHHA IMAPOXJIOPHI Cepus 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 Cepusi Ne L22405A1 IMpoussoa. | Crepnunr C.n.A., Mranus

No

TESTS / IOKA3ATEJIN

LIMITS / TPEBOBAHHUA

OBSERVATION/ PE3YJIBTATBI

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 THKOB Ha XpOMaTrorpamme
HCIIBITYEMOT0 pactBopa JIOJDKHO
COOTBETCTBOBATh BPEMEHHU YIEPIKUBAHUS
nuka  MoMmerasoHa  (ypoara  Ha
XpOMaTorpamMMe CTaHIapTHOTO PacTBoOpa
(cm. pazzaen «KonuuecTBeHHOE
OTIPENIENICHUEN ).

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  YU3  OCHOBHBIX  ITHKOB Ha
XpOMarorpaMMme  HCIBITYEMOTO  pacTBopa

COOTBETCTBYET BPEMEHH YIEPKHMBAHUS MHKa
MOMeTa3oHa (ypoara Ha XpomaTrorpamme
CTaHIapTHOTO PacTBOpa.

¢) Benzalkonium chloride /
bensankonus 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 Cis in the

chromatogram of the standard solution /
Ha  xpomarorpaMme  HCIBITYeMOro
pacTBopa  JO/DKHBI ~ OOHapy»KHMBaThCs
NIMKH, COOTBETCTBYIOIIME IO BpEMEHam
yaepkuBaHus nukaM romonoros Ciz u Cia

OCH3aIKOHUS XJIoOpUaa Ha
XpOMaTorpamMMe CTaHZApTHOTO pacTBOpa
(cm. pazznen «KonuuecTBeHHOE
ONpEAETICHHEN ).

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 HCIBITYEMOTO
pactBopa 00HapyKUBAIOTCS TTUKH,
COOTBETCTBYIOLIUE 0o -~  BpPEMEHaM.
yAepkuBaHus mukaMm romonoros: Ciz u Cig|>
OEH3ANKOHUS XJIOpHIA /Ha ~XpoMarorpamme
CTaHAapTHOTO paCTBopa(
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Certificate of Analysis for Finished Product /

CepTHQHKAT aHAJIH32 HA TOTOBYIO NPOAYKIHIO
Page 3 0f7/Crp.3u37

Name of product / Momat Rino Advance /
HaumeHoBaHUe NPOAYKUHH Mowat Puno Ansanc
Generic name /

Azelastine + Mometasone metered dose nasal spray /

HenateHToBaHHOe , . ” .
A3enacTH + MOMETA30H CHpei HazalbHbIH J1031MpOBaHHbII
HaHMeHOBaHHe
Each spray delivers / Kaxas 103a crnipest cCOnepxur:
JeiicTByro1Me BellecTBA Mometasone Furoate BP 50 mcg / Momerazona ¢ypoar Bpur.®. 50 mkr
Azelastine Hydrochloride BP 140 mcg / Asenacruna rugpoxiaopua bput.®. 140 mkr
140 mcg + 50 meg / dose Date of Mfg. /
5 S 9 2
Strengti/ oaupossa 140 mxr + 50 mkr / 1032 JlaTa npou3BoacTBa i
Bosage form / Meterf:d-dose nasiil spray / 3 Viteo i Toen o 11/2025
eKkapcTBeHHasi popma Crpeit Ha3a/bHbIH 103UPOBAHHbIH
o o SRU0300082460401GS Date of release / /lata BRimycka 18.01.2024
Koa npoaykra
342
Batch No / Cepus Ne 12231237 ity Beleased ; 34,240 BUT
KoaunvecTBo BbINy1eHO 34,240 ¢prnakoHos
Batch size / Pa3mep cepuu 37,815 bot /37,815 dnakonos Mig; Lucense No./ MINBTIGE32
IIpousBoacTBeHHas aHLeH3Us1 Ne
: Mfg. License Date / 30/04/2020
Inspection Lot No —
040000503132 IpousBoacTBeHHAs JIHLIEH3HSI
KouTtpoaupyemas cepusi Ne Gaaiah
Padkage size ] FuasonKa 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 cepruduxar Ne
Reference specification No / c12n< STP No/ .
- —— SPC-CC-051325 CITH No STP-CC-037517
Azelastine Hydrochloride / | Batch No/ F400-23002 Mfg by / Urquima S.A., Spain /
API information / AsenacTuHa ruIpOXJIOpHI 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 Cepusi Ne L22405A1 Ilpoussoa. | Crepaunr C.n.A.. Mranus
No TESTS / IOKA3ATEJIU LIMITS / TPEBOBAHUAA OBSERVATION / PE3YJIBTATBI
pH From 4.0 to 5.0/ Ot 4.0 10 5.0 4.58/4,58
Density / [lnoTHocTh From 0.90 to 1.10 g/cm? / 1.04 g/cm?
Ot 0,90 1o 1,10 r/em? 1,04 r/cm?
Viscosity / BsizkocTs Not less than 5 cPs / He menee 5 cII3 40.7 cPs /40,7 cIl3
6. Mass of the released dose / Single dose / OTaeabHas no3a:
Macca BricBoGoAaeMOli 103b1 85.0 to 115.0 % of the claimed delivered | Minimum / Munumym: 92.0%
dose amount / 85,0 — 115.0% or

Maximum / Makcumym: 104.9 %
3asIBJICHHOI0 KOJIMYECTBa Average [ Cpexnee: 07.0%
Average dose / Cpeansisi no3a:

90.0 to 110.0 % of the claimed delivered
amount / 90,0 — 110,0 % ot 3asgBieHHOr0O
KOJIMYECTBa

7. Mass of the vial content / Not less than 9.52 g / 10.06 g/
Macca coaep:kumoro ¢iakoHa He menee 9.52r 10,06 r T

8. Dose number / Koinyectso 103 Not less than 75 doses (disregard the first | 86 doses / 86 103 B o) I T
pumping) / He menee 75 103 (e cuuras / (2 y
MEPBUYHYIO IPOKAYKY) ’ ”c\ \
9. Particle size / Pasmep uactun 90 % of particles less than 10 pm / 100.0%/100,0% | V\ ; |
90 % uactuil pasmMepoM MeHee 10 MkM { \\ 5 )
100 % of particles less than 30 pm / 100.0% / 100.0%
100 % uyactuu pazmepoM MeHee 30 MKM
Particles of more than 30 um should be Absent / OTC}’TCTByiOT Phs
absent / Yactuus! 6o1ee 30 MKM T0KHBI
OTCYTCTBOBATH
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Glenmark Pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 173205, India

Certificate of Analysis for Finished Product /
CeprudukaT aHaIH3a HA TOTOBYIO NPOAYKIHIO

,‘gm&gg Tel.: +91-1795 667200 Fax: +91-1795 667299 email: glenmark@bom?2.vsnl.net.in

Page4of 7/Crp. 4137

Momat Rino Advance /
Mowmar Puno AnsaHc

Name of product /
HaumMeHoBaHHe MPOAYKUHH

Generic name /
HenateHtoBaHHoe
HAUMEHOBAaHUe

Azelastine + Mometasone metered dose nasal spray /
A3enacTHH + MOMETa30H CIpeil HazalbHbII 103UpOBaHHbIi

JleiicTByIOLIHE BelleCcTBA

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

N 140 mcg + 50 meg / dose Date of Mfg. / 2
Steength Hesupossa 140 mkr + 50 mkr / 1o3a JlaTta npousBoacTBa Loz
Dosage form / Meterved—dose nasEll spray / 3 Date of Bxp. Fomen o 11/2025
JlekapcTBeHHasi dopma Cripeii Ha3a/IbHbIH 103UpOBaHHbIH
Product code / %5
SRU0300082460401GS Date of release / J/lata Bbinycka 18.01.2024
Koa npoaykra
. A Qty. Released / 34,240 BOT
Biteli o fCepua LEAolnd KosnyecTBo BbInyueHo 34,240 ¢nakoHos
Batch size / Pazmep cepuu 37,815 bot/ 37,815 dnakonos iz, Liconse No, | . MINE10/852
IlpousBoncTBeHHas JuLeH3HsT Ne
; Mfg. License Date / 30/04/2020
Inspection Lot No a
K 040000503132 IMpousBoacTBeHHAS JHLIEH3HS
OHTpoOJIHpYyemasi cepust Ne (i)
Package size / Ynaxosia 75 doses 75 o3 GMP Compliance certificate Data/ | 18/06/2020
GMP cepruduxar (nara)
Market / Pbisok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudukar Ne
Reference specification No / < STP No / -
iR SPC-CC-051325 CIIHU Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No/ F400-23002 Mfg by / Urquima S.A., Spain /
API information / AszenacThHa FMAPOXJIOPHI Cepusi Ne Ipoussoa. | Ypkeuma C.A., Mcnanus
HNudopmanus 06 A®C | Mometasone Furoate / Batch No/ MTC-002/22 Mfg by / Sterling S.p.A., Italy /
Mowmerasona dypoar Cepusi Ne L22405A1 IMpoussoa. | Crepnunr C.n.A., Mranus
No TESTS / TIOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATION / PE3YJIBTATBI
10. | Sedimentation Stability / Not less than 5 min / He menee 5 mun Complies /
Ceﬂ“MeHTauHOHHaﬂ COOTBCTCTByeT
YCTONYUBOCTD

11. | Impurities / IIpumecu

a) Azelastine hydrochloride /
Asenacmuna eudpoxnopuoa:

Single unspecified impurity /
EnvHuyHas HenAeHTUGUIMPOBaHHAS
MpUMech

Total impurities / Cymma npumeceit

b) Mometasone furoate /
Momemasona gpypoama

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

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

Not Detected/ He o6HapyxeHO

Not Detected/ He oOHapy>xeHO

Impurity D / Ilpumecs D Not more than 1.0 % / He 6onee 1,0 % 0.01%/0,01%

Single unspecified impurity / Not more than 1.0 %/ He Goniee 1.0% | 0.07 %/ 0,07% el T W

EnuHuYHAs HeUAECHTUQULIUPOBAHHAS PR\ T e,

MIpHUMeECh £ \',9

Total impurities / Cymma npumecei Not more than 2.0 % / He 6onee 2,0 % 0.21%/0,21% ’," A (“\\
T% AR
@ W
\2, o\° Z)
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Prepared by /IloarorosJieHo

Checked by / IIpoBepeHo

ApproYed by / OmoGpeno

Signature / [loanucek

Date / Jlata 19 191204 Aim)Am R\ e\ sty
Name / @O Yogesh Kumar Mehta Atul Kumar Sande‘ep Semwal\
Designation / JIoasHOCTH Officer -QA Officer -QA Sr. Manager -QA
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Certificate of Analysis for Finished Product/

CepTudHuKaT aHAIN3A HA TOTOBYIO NPOAYKIHIO

PageSof 7/ Crp.5u37

Name of product /
HaumeHoBaHuUe NPOAYKLHH

Momat Rino Advance /
Mowmar Puno AnxsaHc

Generic name /
HenatentoBaHHoOe
HAUMEHOBAaHHE

Azelastine + Mometasone metered dose nasal spray /
A3e1aCTHH + MOMETA30H CIpei Ha3albHblH 103UPOBAHHbIH

JleficTByo1He BeLeCTBA

Each spray delivers / Kaxnas 103a cripes COAepKUT:
Mometasone Furoate BP 50 mcg / Momera3zona ¢ypoar bpur.®. 50 mkr
Azelastine Hydrochloride BP 140 mcg / Asenactuna ruapoxjopua bput.®. 140 mxr

140 mcg + 50 meg / dose Date of Mfg. / 22003
PErengi/ Jmrponis 140 mxr + 50 Mkr / 1032 JlaTta npou3BoAcTBa LRese
Dosage form / Meterved-dose nasEil spray / 3 Diite oF B, ] To0En 10 11/2025
JlekapcTBeHHasi popma Cripeit HazaJbHbIH 103UPOBaHHbIH
L SRU0300082460401GS Date of release / lata sbimycka 18.01.2024
Koa npoaykra
. 72193 Qty. Released / 34,240 BOT
Batch No / Cepusi Ne 12231237 Vo BEIyEHD T —
Batch size / Pazmep cepun 37,815 bot/ 37,815 daakonos s MNB/10/832
IIpousBoacTBeHHAasi JuLieH3Us1 Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No A
040000503132 [Ipou3BoaCTBEHHAS JIMLEH3USI
KonTpoaupyemas cepusi Ne s}
Package size /'Y naiopica 75 doses] 75 jios GMP Compliance certificate Data/ | 18/06/2020
GMP ceprudukar (aara)
Niaiet [ Priiioi S onana GMP Compliance certificate No / GMP-01556/20/IN
GMP ceptugurart Ne
Reference specification No / e STP No/ -
Foa SPC-CC-051325 CIIH Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No/ F400-23002 Mfg by / Urquima S.A., Spain /
API information / A3zenacTiHa THAPOXJIOPH Cepusi Ne Ilpousson. | Ypkeuma C.A., Mcnauus
Nudopmanus 06 A®C | Mometasone Furoate / Batch No / MTC-002/22 | Mfg by / Sterling S.p.A.. Italy /
Mowmertasona gypoat Cepusi Ne L22405A1 IIpoussoa. Crepnunr C.n.A., Uranus
No TESTS / IIOKA3ATEJIU LIMITS / TPEBOBAHUAA OBSERVATION / PE3VJIBTATHI

12. | Uniformity of delivery dose /
OaHOPOAHOCTH 0CTABJIsEMOii
03bI

9 of 10 doses: 75 % to 125 % of the
mean;

10 of 10 doses: 65 % to 135 % of the
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 10 103: ot 75 % 10 125 % ot
CpEIHEro 3Ha4YeHUs

10 u3 10 mo3: oT 65 % 10 135 % ot
CPEIHEro 3HAYCHUS

Ecnu 2 unu 3 pesynsrara BhINALAIOT U3
npenenoB 75 — 125 %, ucnbiTaHue
npoBoaAT ¢ 20 apyrumu fo3amu. He
6osee 3 u3 30 3HAUCHUI MOTYT BBIXOJIUTH
3a npenensl 75 — 125 %, u Bce 3HaUeHUs

Azelastine Hydrochloride /
A3ejacTHHA FHAPOXJIOPHA:

Minimum / Munumym: 96.0%
Maximum / Makcumym: 102.7%
Average / Cpennee: 100.0%

Mometasone Furoate /
MomeTta3oHa ¢ypoar:

Minimum / Munumym: 95.0%,
Maximum / Makcumym: 104.4%,
Average / Cpennee: 100.0%-

[
A RS E i N
7

/ / \\™} y :;/;\.
/ 11’1\

JIOJDKHBI OBITH B Mpeaenax ot 65 1o { \/"\ ®
HI \5 /\o‘\ 3‘-?}
\Z, ) ~4
% - \ {}\/
&, 4
13. | Microbiological purity / Mukpoduosoruieckasi YucTOTA Hi’?rm Sces

\_/

Total aerobic microbial count /
Obu1ee 4Mcno a3poOHBIX

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

MHKPOOPTaHH3MOB npernapara
|
Prepared by} IloarorosJieHo Checked by / IIposepeHo Appro?e\l by / OnodpeHo
Signature / Iloanuck —
Date / lata 121011 2024 TGl \ua lalet | 254
Name / ®UO Yogesh Kumar Mehta Atul Kumar Sandeep Semwal
Designation / lon:kHOCTB Officer -QA Officer -QA Sr. Manager -QA

FCM/QA034/08.00
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Certificate of Analysis for Finished Product /

CepTudHuKAT aHAIH32 HA TOTOBYIO NPOAYKIHIO
Page 6 of 7/ Crp. 6 u3 7

Name of product / Momat Rino Advance /
HaumeHoBaHHe NPOAYKUHH Mowmar Puno Ansanc
Generic name /

Azelastine + Mometasone metered dose nasal spray /

HenatenToBaHHoOe - = -
A3enacTHH + MOMETA30H Crpeii Ha3allbHbIN /103UPOBAHHbIi
HAHMEHOBaHHe
Each spray delivers / Kaxaas 103a cripest CoiepxKuT:
JleiicTBylomue BeuecTsa Mometasone Furoate BP 50 mcg / Momerazona ¢ypoar bpur.®. 50 mkr
Azelastine Hydrochloride BP 140 mcg / Asenactuna ruapoxiopua bput.®. 140 mxr
140 mcg + 50 mcg / dose Date of Mfg. / 73
Strength / osuponica 140 mkr + 50 mkr / 103a JaTta npousBoacTBa 12/2023
Dosage form / Meterf:d-dose nasiil spray / ) DateoE Bxp./ Tonen 11/2025
JlekapcTBeHHas gopma Cripeii Ha3aIbHBII 103UPOBAHHbIH
Product code / -
SRU0300082460401GS Date of release / Jlata Bbinycka 18.01.2024
Koa npoaykra
. & Qty. Released / 34,240 BOT
Batch Ned Cepun 2 LER1207 KosinyecTBO BbINyLIEHO 34,240 ¢dnaxoHoB
Batch size / Pasmep cepun 37,815 bot/ 37,815 pnakonos Mig; Livense.No./ MNEAlgese
IIpou3BoacTBeHHast iHLeH3HsT Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No S
040000503132 [Ipou3BoACTBEHHAS JHILIEH3US
KonTpoanpyemas cepusi Ne ()
Package size / Yiakoska TS s 5 GMP Compliance certificate Data/ | 18/06/2020
GMP ceptudukar (nata)
Market / Poisok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne
Reference specification No / " STP No/ &
Creundukauys Ne SPC-CC-051325 CIIH Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No / F400-23002 Mfg by / Urquima S.A.. Spain /
API information / AsenacTiHa ruIpoXJIOpUa Cepus Ne Ipoussoa. | Ypkeuma C.A., Mcnanus
Nudopmauus 06 A®C | Mometasone Furoate / Batch No / MTC-002/22 Mfg by / Sterling S.p.A.. Italy /
Mowmeraszona ¢ypoar Cepusi Ne L22405A1 Mpoussoa. | Crepnunr C.n.A., Mranus
No TESTS / TIOKA3ATEJIN LIMITS / TPEBOBAHUI OBSERVATION/PE3YJIBTATHI
Total yeast and moulds count / Not more than 10" cfu per 1 ml of the Less than 10 cfu/ml / Menee 10 KOE/mn
O011ee YUCIO APOKIKEBBIX U product / He 6onee 10' KOE B 1 ma
IUIECHEBBIX IPUOOB npernapara
Pseudomonas aeruginosa Absence per 1 ml of the product / | Absent/OtcyrcTByer

Orcytcreue B | M1 npenapara

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

14. | Assay / KoninuecTBeHHOe onpeaejieHHe

a) Azelastine hydrochloride / From 85 % to 115 % of the labeled claim | 88.3%/ 88.3%
A3ejacTHHA FHAPOXJI0PHL of Azelastine hydrochloride / Ot 85 % no 2]
115% oT 3asBIEHHOrO0 KOJWYECTBA ) S oy K
azenacTHHa TMAPOXJIOpHIa P a 4‘
b) Mometasone furoate / From 85 % to 115 % of the labeled claim | 98.1%/98.1% /- . o
MomeTtasona dpypoar of mometasone furoate / Ot 85 % 10 [ g \/\4 G \
115% oT 3a4BIEHHOrO KOJIMYECTBa |@ A i Ny
MoMeTa3oHa (ypoara \ % \L\\ 7 /
\ 3 4
c¢) Benzalkonium chloride / From 80 % to 120 % of the labeled claim | 104.1 %/ 104,1% '\'\.:?v/,_, rfg'/’/
BensaikoHus xjopuaa of benzalkonium chloride / Ot 80 % 10 N o, oo
120% OT 3afBIEHHOr0 KOJHUYECTBA \\’fif?fﬁy
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 usz [T2BII,

CHAOXXEHHBIH JO3UPYIOIIMM YCTPOMCTBOM M HAa3albHbIM aJalTepoOM C 3aIIUTHBIM
koamaykoM. DIakOH € MHCTPYKUMEH MO MEIULMHCKOMY NPUMEHEHWIO MOMEINAI0T B
KapTOHHYIO MadKy.
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Signature / Iloanuck 28 —_
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Name / ®UO Yogesh Kumar Mehta Atul Kumar Sandeep Semwal
Designation / IojskHOCTB Officer -QA Officer -QA Sr. Manager -QA
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Certificate of Analysis for Finished Product /

CeprHdHKAT aHAIH3A HA TOTOBYIO I POAYKIHIO
Page 7 of 7/ Ctp. 7Tu3 7

Name of product / Momat Rino Advance /
HaumeHoBaHHe NPOAYKLUMU Mowmar PuHo AnBanc
Generic name /

Azelastine + Mometasone metered dose nasal spray /

HenareHToBaHHOe N o o
A3e1acTHH + MOMETA30H Crpeil Ha3albHbIN 103UPOBAHHbIH
HaHMeHOBaHHe
Each spray delivers / Kaxzaas n03a cripest COAepkKUT:
JeiicTByoLuMe BelecTsa Mometasone Furoate BP 50 mcg / Momera3ona ¢ypoar bput.®. 50 mkr
Azelastine Hydrochloride BP 140 mcg / Asenactuna ruapoxiopun bputr.®. 140 mkr
140 mcg + 50 mcg / dose Date of Mfg. / 2
Strength / Jo3upoBka T e B0 g i . 12/2023
Dosage form / Meterved-dose nasval spray / 5 DateiofBxp.] Foiemnao 11/2025
JlekapcTBeHHasi popma Cnpeii Ha3aIbHbIHM 103UPOBAHHBIH
Rraguct code/ SRU0300082460401GS Date of release / lata Bbinycka 18.01.2024
Koa npoaykra
. 5 Ty Qty. Released / 34,240 BOT
Batch No / Cepusi Ne 12231237 K0.1M4eCTBO BbIMYILEHO 34,240 dnaxonos
Batch size / Pasmep cepuu 37,815 bot /37,815 ¢nakonos e License Now B et
ITpoussoacTBeHHas iHLeH3UsI Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No 5%
040000503132 IIpousBoacTBeHHAs JHLIEH3USI
KonTpoaupyemas cepusi Ne e
Package size / Viaonka 785 doses 75 gos GMP Compliance certificate Data/ | 18/06/2020
GMP ceprudukar (narta)
Wisichiet FPringie T — GMP Compliance certificate No / GMP-01556/20/IN
GMP ceptudurar Ne
Reference specification No / A STP No/ <
CopnaduisEm N SPC-CC-051325 CIIH Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No / F400-23002 Mfg by / Urquima S.A., Spain/
API information / A3zenacTvHa r’uIpOXJIOpUL Cepus Ne IMpousBoa. | Ypkeuma C.A., Mcnanus
HNudopmanus 06 A®C | Mometasone Furoate / Batch No / MTC-002/22 | Mfg by / Sterling S.p.A., Italy /
MowmerasoHa ¢ypoar Cepusi Ne 1.22405A1 Ipoussoa. | Crepaunr C.n.A., Hramus

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. JIIT-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.”

3ak/Ir04ueHHe 0 COOTBETCTBHH: HACTOSIUMM MOATBEPHKAAIO, YTO MPEACTABICHHAS Bbile MH(OPMALMSA ABISETCA HOCTOBEPHOM M TOYHOIA.
Jannas cepusi ObLIa NPOM3BEJEHA, BKIIOYAsA YNAaKOBKY/MapKUPOBKY, U NPOKOHTPOJHPOBAHA HA YKA3aHHOW BbILIE TPOM3BOACTBEHHOM
TUIOIIA/IKE B TIOJIHOM COOTBETCTBHH C TpeboBaHuaAMHU Hannexamel ITpoussoacreennoi Ipakruku (GMP) u TpeGoBaHUAME HOPMATHBHOM
noxymentauuu JII-Ne(001749)-(PT-RU) ot 30.01.2023 u yTBepxaenHo# cnenndukaupeit Ne SPC-CC-051325 . IIpoTOKOIbI IPOU3BOACTBA,
YIaKOBKU W NPOBEAEHHBIX aHANW30B AJA JaHHOH cepuu ObLIM NPOAHANTU3MPOBAHBl M CACNAHO 3aK/IOYCHHE, YTO OHHM COOTBETCTBYIOT
tpebosanusam Hannexaiueit [Tpoussoacreennoi [pakruku (GMP).

i
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