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CepTuduKaT aHAIM32 HA TOTOBYIO NMPOAYKIHNIO

Page 1 of 8/ Crp.1u38

Name
Haum

of product /
CHOBaHME NNPOAYKIMH

Momat Rino Advance /
Mowmat Puno AnBanc

Generic name /
HenmaTenToBanHoe
HAaUMEHOBAHHUE

Azelastine + Mometasone metered dose nasal spray /
A3enacTuH + MOMETa30H CIPEl Ha3aJIbHBII 103UPOBaHHBIN

JeiicTBylo1mue BemecTsa

Each spray delivers / Kaxxas 103a cripest COJIEPIKHT:
Mometasone Furoate BP 50 mcg / Momera3zona ¢ypoat bput.®. 50 Mxr
Azelastine Hydrochloride BP 140 mcg / Aszenactuna ruapoxiaopun bput.®. 140 mxr

140 mcg + 50 mcg / dose Date of Mfg. /
Strength / llosuposka 140 mxr + 50 Mkr / 1032 JlaTa npou3BoacTBa 09/2024
Dosage form / Meterved-dose nas§l spray / § Date of Exp. / Fonen 10 08/2026
JlexapcTBeHHasi popma Crpelt HazaJIbHBLI JO3UPOBaHHbIH
Product code /
K SRU0300082460401DM Date of release / /Iara Boimycka 20.09.2024
01 MPOAYKTA
o Qty. Released / 23,600 BOT
Batch No/ Cepus Ne 12241048A KoJmuecTso BLmymeno 23,600 draxoros
Batch size / Pasmep cepun 25,395 bot / 25,395 daxoros Mfg. License No. / MNB/10/832
IIpou3BoacTBEHHAs JIMIeH3UsA Ne
Inspection Lot No Mfg. License Date / 30/04/2020
P 040000546823 ITpou3BOACTBEHHAS! JIHIIEH3USI
KonTtpoaupyemas cepust Ne (1a7a)
Package size / Ynakoska 150 doses / 150 103 GMP Compliance certificate Data/ | 18/06/2020
GMP ceprudukar (nara)
Market / Poimok Russia / Poceust GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudukar Ne
Reference specification No / STP No/
Crenudmniamus No SPC-CC-034990 CIIN Ne STP-CC-026675
Azelastine Hydrochloride / | Batch No/ F400-24001 Mfg by / Urquima S.A., Spain /
API information / AsenacTHHA THIPOXIOPH] Cepus Ne Hpoussoa. | Ypksuma C.A., Mcnanus
HNudopmanust 06 A®C | Mometasone Furoate / Batch No / MTC-003/22 Mfg by / Sterling S.p.A., Italy /
MomeTta3oHa Gypoar Cepusi Ne L23024A1 IIpoussoa. | Crepnunr C.n.A., Utanus
No TESTS / MTOKA3ATEJIN LIMITS / TPEBOBAHUSL OBSERVATION / PE3YJIBTATBI
1. Description / Onucanue White to off-white suspension / Benast unu | Off-white suspension /
rmouru Oeast CYCIICH3UsL TlouTu Genas CYCIICH3Us
2. Identification / MnenTuduxanus

a) Azelastine hydrochloride /
A3zenacmuna 2uopoxnopuo

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 yiepKHBaHHS OJHOTO W3
OCHOBHBIX IIMKOB Ha XpoMmaTrorpamme
HCHBITYEMOTO pacTBOpa JOJIZKHO
COOTBETCTBOBATb BPEMEHU YACPIKHUBAHUA
IIMKa a3ejlaCTUHAa THAPOXJIOpHUaa Ha
XpoMaTorpaMMe CTaHZApTHOrO pacTBopa
(cm. pasgen «KonugectBenHoe
OHPCJICJ'ICHI/IG») .

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 yaepKuBaHUs
OJIHOTr'O nu3 OCHOBHBIX IIMKOB Ha
XpOMaTorpaMMe  HUCIBITYEMOIO  pacTBOpa
COOTBETCTBYET BPEMCHU YJICPKUBAHUS ITUKaA
a3cjlaCThuHa TUApOXJIOpUAa Ha
XpPOMAaTorpaMme CTaHJIapTHOrO pacTBOpA.

Prepared By / IloaroroBu.i Checked By / IIposepuut Approved By / Ono6pua
Signature / Yogesh Mehta Atul Kumar | | Shailendra Singh
Honnucs. 235ep 2024 16:52:541ST 235ep 2024 16:56:231T 24 Sep 202412:36:23
ep :52: ep :56: ep :36:
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Page2 of 8/ Ctp.2u3 8

Name

HaumeHoBaHue NMpoOAYKIUH

of product /

Momat Rino Advance /
Mowmat Puno AnBanc

Generic name / Azelastine + Mometasone metered dose nasal spray /
HenarentoBanHoe o N o
A3zenmacTud + MOMETa30H CIIPEH Ha3aJIbHbIM JO3UPOBAHHBIN
HaAaMMCHOBAaHHE
Each spray delivers / Kaxxas 103a cripest COJIEPIKHT:
JeiicTByIommue BemecTBa Mometasone Furoate BP 50 mcg / Momera3zona ¢ypoat bput.®. 50 Mxr
Azelastine Hydrochloride BP 140 mcg / Aszenactuna ruapoxiaopun bput.®. 140 mxr
140 mcg + 50 mcg / dose Date of Mfg. /
Strength / Jlosuposxa 140 mxr + 50 Mkr / 1032 JlaTa npou3BoacTBa 09/2024
Dosage form / Meterved-dose nas§l spray / § Date of Exp. / Fonen 10 08/2026
JlexapcTBeHHasi popma Crpelt HazaJIbHBLI JO3UPOBaHHbIH
Product code /
K SRU0300082460401DM Date of release / TaTa Bpimycka 20.09.2024
0/1 MPOAYKTA
o Qty. Released / 23,600 BOT
Batch No/ Cepus Ne 12241048A KoMuecTBo BHUIyIeno 23,600 draxoros
Batch size / Pasmep cepun 25,395 bot / 25,395 daxoros Mfg. License No. / MNB/10/832
IIpou3BoacTBEHHAs JIMIeH3UsA Ne
Inspection Lot No Mfg. License Date / 30/04/2020
P 040000546823 ITpou3BOACTBEHHAS! JIHIIEH3USI
KonTtpoaupyemas cepust Ne (1a7a)
Package size / Viiakoska 150 doses / 150 103 GMP Compliance certificate Data/ | 18/06/2020
GMP ceprudukar (nara)
Market / Poimok Russia / Poceust GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudukar Ne
Reference specification No / STP No/
Crienmdukauus Ne SPC-CC-034990 CIIN Ne STP-CC-026675
Azelastine Hydrochloride / | Batch No/ F400-24001 Mfg by / Urquima S.A., Spain /
API information / AsenacTHHA THIPOXIOPH] Cepus Ne Hpoussoa. | Ypksuma C.A., Mcnanus
HNudopmanust 06 A®C | Mometasone Furoate / Batch No / MTC-003/22 Mfg by / Sterling S.p.A., Italy /
MomeTta3oHa Gypoar Cepusi Ne L23024A1 IIpoussoa. | Crepnunr C.n.A., Utanus

No TESTS / MTOKA3ATEJIN LIMITS / TPEBOBAHUSL OBSERVATION / PE3YJIBTATBI
b) Mometasone furoate / The retention time of one of the main | The retention time of one of the main peaks in
Momemasona pypoam 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) / Bpems yIepKuHBaHUs
BpeMSI YACPKUBaHUA OJHOI'0 us3 OJHOI'0 us3 OCHOBHBIX IIMKOB Ha
OCHOBHBIX IIMKOB Ha XpOMaTOIpaMMe€ | XpOMaTrorpaMMe€ HCIBITYEMOIO  pacTBOpa
HCIBITYEMOIO pacTtBOpa JIOJDKHO | COOTBETCTBYET BPEMEHHU YAEPKHBaHMS IHKaA
COOTBETCTBOBAThH BPEMEHU YACPKHUBAHUA MOMECTa30Ha (bypoaTa Ha XpoMarorpamme
KA MOMeETa30Ha ¢dypoara Ha | CTaHAZApPTHOI'O pacTBOpa.
XpoMaTrorpaMme CTaHIZAPTHOTO PacTBOpa
(cMm. paszen «KonnyectBenHoe
OTIpEICTICHUE) ).
Prepared By / IloaroroBu.i Checked By / IIposepuut Approved By / Ono6pua
Signature / Yogesh Mehta Atul Kumar ) , | Shailendra Singh
IToanucek o o
Date / [[ata 23 Sep 2024 16:52:54 IST 23Sep 2024 16:56:23IST |254T Sep 2024 12:36:23
REASON: Prepared By REASON: Reviewed By REASON: Approved By
lpabdbe4c-6c64-4aad-b9b9-55de88c2aal37 5c9bd63f-5159-4d1d-819f-f699447b9F27 2f076ebd-9492-4934-9ae6-03e4370283cd
Name / PO Yogesh Kumar Mehta Atul Kumar Shailendra Singh
Designation / Officer-QA Senior Officer- QA Manager- QA
JI0JZKHOCTB

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

CepTuduKaT aHAIM32 HA TOTOBYIO NMPOAYKIHNIO
Page 30f 8/ Crp.3mu38

Name of product /

HaumenoBanue npoaykuuu | Momat Puno AnBanc

Momat Rino Advance /

Generic name /
HenmaTenToBanHoe
HAaUMEHOBAHHUE

Azelastine + Mometasone metered dose nasal spray /
A3enacTuH + MOMETa30H CIPEl Ha3aJIbHBII 103UPOBaHHBIN

JeiicTBylo1mue BemecTsa

Each spray delivers / Kaxxas 103a cripest COJIEPIKHT:
Mometasone Furoate BP 50 mcg / Momera3zona ¢ypoat bput.®. 50 Mxr
Azelastine Hydrochloride BP 140 mcg / Aszenactuna ruapoxiaopun bput.®. 140 mxr

140 mcg + 50 mcg / dose Date of Mfg. /

Strength / llosuposka 140 mxr + 50 Mkr / 1032 JlaTa npou3BoacTBa 09/2024

Dosage form / Meterved-dose nas§l spray / § Date of Exp. / Fonen 10 08/2026

JlexapcTBeHHasi popma Crpelt HazaJIbHBLI JO3UPOBaHHbIH

Product code /

K SRU0300082460401DM Date of release / /Iara Boimycka 20.09.2024

01 MPOAYKTA
o Qty. Released / 23,600 BOT

Batch No/ Cepus Ne 12241048A KoJmuecTso BLmymeno 23,600 draxoros

Batch size / Pasmep cepun 25,395 bot / 25,395 daxoros Mfg. License No. / MNB/10/832
IIpou3BoacTBEHHAs JIMIeH3UsA Ne

Inspection Lot No Mfg. License Date / 30/04/2020

P 040000546823 ITpou3BOACTBEHHAS! JIHIIEH3USI

KonTtpoaupyemas cepust Ne (1a7a)

Package size / Ynakoska 150 doses / 150 103 GMP Compliance certificate Data/ | 18/06/2020
GMP ceprudukar (nara)

Market / Poimok Russia / Poceust GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudukar Ne

Reference specification No / STP No/

Crenudmniamus No SPC-CC-034990 CIIN Ne STP-CC-026675

Azelastine Hydrochloride / | Batch No/ F400-24001 Mfg by / Urquima S.A., Spain /
API information / AsenacTHHA THIPOXIOPH] Cepus Ne Hpoussoa. | Ypksuma C.A., Mcnanus
HNudopmanust 06 A®C | Mometasone Furoate / Batch No / MTC-003/22 Mfg by / Sterling S.p.A., Italy /
MomeTta3oHa Gypoar Cepusi Ne L23024A1 IIpoussoa. | Crepnunr C.n.A., Utanus
No TESTS / MOKA3ATEJINA LIMITS / TPEBOBAHUS OBSERVATION / PE3YJbTATDBI
c) Benzalkonium chloride / In the test of assay, the chromatogram of | In the test of assay, the chromatogram of the
Bensankonun xnopuo the sample solution should contain peaks | sample solution contain peaks corresponding

corresponding to the retention times of | to the retention times of peaks of
peaks  of  benzalkonium  chloride | benzalkonium chloride homologues C;, and
homologues Ci; and Cis in the | Cis in the chromatogram of the standard
chromatogram of the standard solution / | solution / Ha xpomarorpaMme HCIIBITYEMOTO
Ha XpomaTrorpamme HCIBITYEMOTO | pacTBOpa 00HapyKHUBaIOTCS IIHKH,
pacTBopa  JODKHBL  OOHApYyXXMBaThCA | COOTBETCTBYIOLIME o BpeMeHaM
MUKW, COOTBETCTBYIONIUE II0 BPEMEHAM YACPKMUBAHUA IMHMKaM TI'OMOJIOIOB C]_z n C14
YACpKUBaHUS TMKaAM T'OMOJIOT'OB C12]/IC14 OEH3aIKOHUS XJIopyJa Ha XpoMaTorpaMmme

GEH3AIKOHHUS XJIOpHIa Ha | CTaHAapTHOTO PacTBOpA.
XpoMarorpaMme CTaHIApTHOTO PacTBOpa
(cm. paszen «KonngectBenHoe
OIIpEe/ICIICHUEY).
3. pH From 4.0t0 5.0/ Or 4,0 10 5,0 4,550/ 4,550
4, Density / ILnoTHocTh From 0.90 to 1.10 g/cm®/ 1.02 g/cm?®
Ot 0,90 1o 1,10 r/em® 1,02 r/em®
5. Viscosity / Bazkocts Not less than 5 cPs / He menee 5 cIl3 47.0 cPs/47.0 cII3
Prepared By / IloaroroBu.i Checked By / IIposepuut Approved By / Ono6pua
Signature / Yogesh Mehta Atul Kumar | | Shailendra Singh
Honnucs. 235ep 2024 16:52:541ST 235ep 2024 16:56:231T 24 Sep 202412:36:23
ep :52: ep :56: ep :36:
Date / lata ST
REASON: Prepared By REASON: Reviewed By REASON: Approved By
lpabdbe4c-6c64-4aad-b9b9-55de88c2aal37 5c9bd63f-5159-4d1d-819f-f699447b9F27 2f076ebd-9492-4934-9ae6-03e4370283cd
Name / PO Yogesh Kumar Mehta Atul Kumar Shailendra Singh
Designation / Officer-QA Senior Officer- QA Manager- QA

JI0JZKHOCTB
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Certificate of Analysis for Finished Product /

CepTuduKaT aHAIM32 HA TOTOBYIO NMPOAYKIHNIO

Page 4 of 8/ Ctp. 4 u3 8

Name of product /
HaumeHnoBaHue NMpoOAYKIUH

Momat Rino Advance /
Mowmat Puno AnBanc

Generic name /
HenmaTenToBanHoe
HAaUMEHOBAHHUE

Azelastine + Mometasone metered dose nasal spray /
A3enacTuH + MOMETa30H CIPEl Ha3aJIbHBII 103UPOBaHHBIN

JeiicTBylo1mue BemecTsa

Each spray delivers / Kaxxas 103a cripest COJIEPIKHT:
Mometasone Furoate BP 50 mcg / Momera3zona ¢ypoat bput.®. 50 Mxr
Azelastine Hydrochloride BP 140 mcg / Aszenactuna ruapoxiaopun bput.®. 140 mxr

140 mcg + 50 mcg /

dose Date of Mfg. /

Strength / llosuposka 140 mxr + 50 Mkr / 1032 JlaTa npou3BoacTBa 09/2024
Dosage form / Meterved-dose nas§l spray / § Date of Exp. / Fonen 10 08/2026
JlekapcTBeHHas opma Crpeii Ha3aIbHBII TO3UPOBAHHBII
Product code /
K SRU0300082460401DM Date of release / /Iara Boimycka 20.09.2024
01 NPOAYKTA
o Qty. Released / 23,600 BOT
Batch No/ Cepus Ne 12241048A KoMuecTBo BHUIyIeno 23,600 draxoros
Batch size / Pasviep cepun 25,395 bot / 25,395 daxoros Mfg. License No. / MNB/10/832
IIpou3BoacTBEHHAs JIMIeH3UsA Ne
Inspection Lot No Mfg. License Date / 30/04/2020
P 040000546823 ITpou3BOACTBEHHAS! JIHIIEH3USI
KonTtpoaupyemas cepust Ne (1a7a)
Package size / Viiakoska 150 doses / 150 103 GMP Compliance certificate Data/ | 18/06/2020
GMP ceprudukar (nara)
Market / Poimok Russia / Poceust GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudukar Ne
Reference specification No / STP No/
Criemndukanus No SPC-CC-034990 CIIN Ne STP-CC-026675

Azelastine Hydrochloride / | Batch No/ F400-24001 Mfg by / Urquima S.A., Spain /
API information / AsenacTHHA THIPOXIOPH] Cepus Ne Hpoussoa. | Ypksuma C.A., Mcnanus
HNudopmanust 06 A®C | Mometasone Furoate / Batch No / MTC-003/22 Mfg by / Sterling S.p.A., Italy /

MomeTta3oHa Gypoar Cepusi Ne L23024A1 IIpoussoa. | Crepnunr C.n.A., Utanus

No

TESTS /TTOKA3ATEJIN

LIMITS / TPEBOBAHUSI

OBSERVATION / PE3VYJIBTATHI

6. Mass of the released dose / Single
Macca BbICBO00KIaeMOIi 103bI

85.0 to 115.0 % of the claimed delivered
dose amount / 850 - 1150% or
3asBJICHHOI'O KOJIMYECCTBA

Average dose / Cpeausisi 103a:

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

dose / OTaennHas n03a:

Minimum / Muaumym: 94.0%
Maximum / Makcumym: 108.3%
Average / Cpennee: 105.1%

absent
OTCYTC

7. Mass of the vial content / Not less than 14.175 g/ 1479/
Macca cogepxumMoro ¢pakoHa He menee 14,175 14,7 r

8. Dose number / Kosmm4ecTBo 103 Not less than 150 doses (disregard the 167 doses / 167 no3
first pumping) / He menee 150 no3 (ue
CUHMTAs IEPBUYHYIO MPOKAYKY)

9. Particle size / Pa3mep uactuig 90 % of particles less than 10 pm / 100.0% / 100,0%
90 % gactun pazmepom Meree 10 MM
100 % of particles less than 30 um / 100.0% / 100,0%
100 % gacrur pazmepom Meree 30 MKM
Particles of more than 30 um should be Absent / OrcytcTBytoT

[ Yactunps! 6osee 30 MKM TOJIKHBI
TBOBAaTh

Prepared By / IloaroroBu.i

Checked By / IIposepuut

Approved By / Ono6pua

Signature / Yogesh Mehta Atul Kumar | | Shailendra Singh
Honnucs. 235ep 2024 16:52:541ST 235ep 2024 16:56:231T 24 Sep 202412:36:23
ep :52: ep :56: ep :36:

Date / lata ST

REASON: Prepared By REASON: Reviewed By REASON: Approved By

lpabdbe4c-6c64-4aad-b9b9-55de88c2aal37 5c9bd63f-5159-4d1d-819f-f699447b9F27 2f076ebd-9492-4934-9ae6-03e4370283cd
Name / PO Yogesh Kumar Mehta Atul Kumar Shailendra Singh
Designation / Officer-QA Senior Officer- QA Manager- QA
JI0JZKHOCTB

FCM/QA054/08.00
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Certificate of Analysis for Finished Product /
CepTuduKaT aHAIM32 HA TOTOBYIO NMPOAYKIHNIO

Page 5 of 8/ Ctp.5u3 8

Name of product /

HaumeHoBaHue NMpoOAYKIUH

Momat Rino Advance /
Mowmat Puno AnBanc

Generic name /
HenmaTenToBanHoe
HAaUMEHOBAHHUE

Azelastine + Mometasone metered dose nasal spray /
A3enacTuH + MOMETa30H CIPEl Ha3aJIbHBII 103UPOBaHHBIN

JeiicTBylo1mue BemecTsa

Each spray delivers / Kaxxas 103a cripest COJIEPIKHT:
Mometasone Furoate BP 50 mcg / Momera3zona ¢ypoat bput.®. 50 Mxr
Azelastine Hydrochloride BP 140 mcg / Aszenactuna ruapoxiaopun bput.®. 140 mxr

140 mcg + 50 mcg / dose Date of Mfg. /
Strength / Jlosuposxa 140 mxr + 50 Mkr / 1032 JlaTa npou3BoacTBa 09/2024
Dosage form / Meterved-dose nas§l spray / § Date of Exp. / Fonen 10 08/2026
JlekapcTBeHHas opma Crpeii Ha3aIbHBII TO3UPOBAHHBII
Product code /
K SRU0300082460401DM Date of release / /Iara Boimycka 20.09.2024
01 NPOAYKTA
o Qty. Released / 23,600 BOT
Batch No/ Cepus Ne 12241048A KoJmuecTso BLmymeno 23,600 quaxoros
Batch size / Pasmep ceprn 25,395 bot / 25,395 duaxoros Mfg. License No. / MNB/10/832
IIpou3BoacTBEHHAs JIMIeH3UsA Ne
Inspection Lot No Mfg. License Date / 30/04/2020
P 040000546823 ITpou3BOACTBEHHAS! JIHIIEH3USI
KonTtpoaupyemas cepust Ne (1a7a)
Package size / Ynakoska 150 doses / 150 103 GMP Compliance certificate Data/ | 18/06/2020
GMP ceprudukar (nara)
Market / Puinox Russia / Pocertst GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudukar Ne
Reference specification No / STP No/
Crenudmniamus No SPC-CC-034990 CIIN Ne STP-CC-026675
Azelastine Hydrochloride / | Batch No/ F400-24001 Mfg by / Urquima S.A., Spain /
API information / AsenacTHHA THIPOXIOPH] Cepus Ne Hpoussoa. | Ypksuma C.A., Mcnanus
HNudopmanust 06 A®C | Mometasone Furoate / Batch No / MTC-003/22 Mfg by / Sterling S.p.A., Italy /
MomeTta3oHa Gypoar Cepusi Ne L23024A1 IIpoussoa. | Crepnunr C.n.A., Utanus
No TESTS / MTOKA3ATEJIN LIMITS / TPEBOBAHUSL OBSERVATION / PE3YJIBTATBI
10. | Sedimentation Stability / Not less than 5 min / He menee 5 mun Complies /
CenumenTanuoHHast COOTBETCTBYET
YCTOIYMBOCTH
11. | Impurities / ipumecu
a) Azelastine hydrochloride /
A3zenacmuna zudpoxnopuoa:
Single unspecified impurity / Not more than 0.89 % / He 6onee 0,89 % | Below LOQ / Hmxe LOQ
Ennanynas HenaeHTHGHUIMPOBaHHAS
IIPUMECH
Total impurities / Cymma npumeceit Not more than 2.0 % / He Gouee 2,0 % Below LOQ / Hmwxe LOQ
b) Mometasone furoate /
Momemazona gpypoama
Impurity D / ITpumecs D Not more than 1.0 % / He Gonee 1,0 % 0.07%/0,07%
Single unspecified impurity / Not more than 1.0 % / He Goxnee 1,0 % 0.09% / 0,09%
EnvHuYHasS HEHICHTU(DUIIUPOBAHHAS
MpUMeECh
Total impurities / Cymma npumeceit Not more than 2.0 % / He Gouee 2,0 % 0.3%/0,3%
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Certificate of Analysis for Finished Product /

CepTuduKaT aHAIM32 HA TOTOBYIO NMPOAYKIHNIO

Page 6 of 8/ Ctp. 6 u3 8

Name of product /
HaumeHnoBaHue NMpoOAYKIUH

Momat Rino
Mowmar Puno

Advance /
AnBaHc

Generic name /
HenmaTenToBanHoe
HAaUMEHOBAHHUE

Azelastine +
A3zemactud +

Mometasone metered dose nasal spray /
MOMETAa30H CIIpeil Ha3albHbIN 103UPOBaHHBII

JeiicTBylo1mue BemecTsa

Each spray delivers / Kaxxas 103a cripest COJIEPIKHT:
Mometasone Furoate BP 50 mcg / Momera3zona ¢ypoat bput.®. 50 Mxr
Azelastine Hydrochloride BP 140 mcg / Aszenactuna ruapoxiaopun bput.®. 140 mxr

140 mcg + 50 mcg / dose Date of Mfg. /

Strength / llosuposka 140 mxr + 50 Mkr / 1032 JlaTa npou3BoacTBa 09/2024

Dosage form / Meterved-dose nas§l spray / § Date of Exp. / Fonen 10 08/2026

JlexapcTBeHHasi popma Crpelt HazaJIbHBLI JO3UPOBaHHbIH

Product code /

K SRU0300082460401DM Date of release / /Iara Boimycka 20.09.2024

01 NPOAYKTA
o Qty. Released / 23,600 BOT

Batch No/ Cepus Ne 12241048A KoMuecTBo BHUIyIeno 23,600 draxoros

Batch size / Pasmep cepun 25,395 bot / 25,395 daxoros Mfg. License No. / MNB/10/832
IIpou3BoacTBEHHAs JIMIeH3UsA Ne

Inspection Lot No Mfg. License Date / 30/04/2020

P 040000546823 ITpou3BOACTBEHHAS! JIHIIEH3USI

KonTtpoaupyemas cepust Ne (1a7a)

Package size / Viiakoska 150 doses / 150 103 GMP Compliance certificate Data/ | 18/06/2020
GMP ceprudukar (nara)

Market / Poimok Russia / Poceust GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudukar Ne

Reference specification No / STP No/

Crenudmniamus No SPC-CC-034990 CIIN Ne STP-CC-026675

Azelastine Hydrochloride / | Batch No/ F400-24001 Mfg by / Urquima S.A., Spain /
API information / AsenacTHHA THIPOXIOPH] Cepus Ne Hpoussoa. | Ypksuma C.A., Mcnanus
HNudopmanust 06 A®C | Mometasone Furoate / Batch No / MTC-003/22 Mfg by / Sterling S.p.A., Italy /
MomeTta3oHa Gypoar Cepusi Ne L23024A1 IIpoussoa. | Crepnunr C.n.A., Utanus

No

TESTS /TTOKA3ATEJIN

LIMITS / TPEBOBAHUSI

OBSERVATION / PE3VYJIBTATHI

12.

Uniformity of delivery dose /
OIHOPOIHOCTH A0CTABJISIEMOM
103bI

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 mo3: ot 75 % mo 125 % or
CpEIHEro 3HAYECHUSI

10 u3 10 mo3: ot 65 % no 135 % ot
CpEIHEro 3HAYECHUSI

Ecnu 2 nnu 3 pesysnbraTa BeIAJaOT U3
npexaenos 75 — 125 %, ucnsitanue
npoBozAar ¢ 20 npyrumu go3amu. He
6onee 3 u3 30 3HaYEHUH MOT'YT BBIXOJHUTH
3a nipeaensl 75 — 125 %, v Bce 3HAYCHUS
JIOJDKHBI OBITH B MIPEEiax oT 65 1o

135 %.

Azelastine Hydrochloride /
A3eJIaCTHHA THAPOXJIOPHJ:
Minimum / Munumym: 98%
Maximum / Makcumym: 103%
Average / Cpennee: 100%

Mometazone Furoate /
Momera3ona ¢gypoar:
Minimum / Muanmym: 98%,
Maximum / Makcumym: 102%,
Average / Cpennee: 100%

Prepared By / IloaroroBu.i Checked By / IIposepuut Approved By / Ono6pua
Signature / Yogesh Mehta Atul Kumar | | Shailendra Singh
Honnucs. 235ep 2024 16:52:541ST 235ep 2024 16:56:231T 24 Sep 202412:36:23
ep :52: ep :56: ep :36:

Date / lata ST

REASON: Prepared By REASON: Reviewed By REASON: Approved By

lpabdbe4c-6c64-4aad-b9b9-55de88c2aal37 5c9bd63f-5159-4d1d-819f-f699447b9F27 2f076ebd-9492-4934-9ae6-03e4370283cd
Name / PO Yogesh Kumar Mehta Atul Kumar Shailendra Singh
Designation / Officer-QA Senior Officer- QA Manager- QA
JI0JZKHOCTB

FCM/QA054/08.00

DocUUID : 60889be7-65a5-4a62-8b57-413d435cc613



mailto:glenmark@bom2.vsnl.net.in

G

Gglenmark

A new way for a new world

Glenmark Pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 173205, India

Tel.: +91-1795 667200 Fax: +91-1795 667299 email: glenmark@bom2.vsnl.net.in

Certificate of Analysis for Finished Product /

CepTuduKaT aHAIM32 HA TOTOBYIO NMPOAYKIHNIO

Page 7 of 8/ Ctp. 7u3 8

Name of product /
HaumeHnoBaHue NMpoOAYKIUH

Momat Rino Advance /
Mowmat Puno AnBanc

Generic name /
HenmaTenToBanHoe
HAaUMEHOBAHHUE

Azelastine + Mometasone metered dose nasal spray /
A3enacTuH + MOMETa30H CIPEl Ha3aJIbHBII 103UPOBaHHBIN

JeiicTBylo1mue BemecTsa

Each spray delivers / Kaxxas 103a cripest COJIEPIKHT:
Mometasone Furoate BP 50 mcg / Momera3zona ¢ypoat bput.®. 50 Mxr
Azelastine Hydrochloride BP 140 mcg / Aszenactuna ruapoxiaopun bput.®. 140 mxr

140 mcg + 50 mcg / dose Date of Mfg. /

Strength / llosuposka 140 mxr + 50 Mkr / 1032 JlaTa npou3BoacTBa 09/2024

Dosage form / Meterved-dose nas§l spray / § Date of Exp. / Fonen 10 08/2026

JlexapcTBeHHasi popma Crpelt HazaJIbHBLI JO3UPOBaHHbIH

Product code /

K SRU0300082460401DM Date of release / /Iara Boimycka 20.09.2024

01 NPOAYKTA
o Qty. Released / 23,600 BOT

Batch No/ Cepus Ne 12241048A KoMuecTBo BHUIyIeno 23,600 draxoros

Batch size / Pasmep cepun 25,395 bot / 25,395 daxoros Mfg. License No. / MNB/10/832
IIpou3BoacTBEHHAs JIMIeH3UsA Ne

Inspection Lot No Mfg. License Date / 30/04/2020

P 040000546823 ITpou3BOACTBEHHAS! JIHIIEH3USI

KonTtpoaupyemas cepust Ne (1a7a)

Package size / Viiakoska 150 doses / 150 103 GMP Compliance certificate Data/ | 18/06/2020
GMP ceprudukar (nara)

Market / Poimok Russia / Poceust GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudukar Ne

Reference specification No / STP No/

Crenudmniamus No SPC-CC-034990 CIIN Ne STP-CC-026675

Azelastine Hydrochloride / | Batch No/ F400-24001 Mfg by / Urquima S.A., Spain /
API information / AsenacTHHA THIPOXIOPH] Cepus Ne Hpoussoa. | Ypksuma C.A., Mcnanus
HNudopmanust 06 A®C | Mometasone Furoate / Batch No / MTC-003/22 Mfg by / Sterling S.p.A., Italy /
MomeTta3oHa Gypoar Cepusi Ne L23024A1 IIpoussoa. | Crepnunr C.n.A., Utanus

No

TESTS /TTOKA3ATEJIN

LIMITS / TPEBOBAHUSI

OBSERVATION / PE3VYJIBTATHI

13. | Microbiological purity / Mukpo6uosoruyeckas 4ucTora

Total aerobic microbial count /
OO0riee 4ncio adpoOHBIX
MUKPOOpPTaHHU3MOB

Not more than 10 cfu per 1 ml of the
product / He 6onee 10? KOE B 1 mMn
rpenapara

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

Total yeast and moulds count /
OOrmee YnCIIo IPOAIKEBBIX U
IINICCHEBBIX FpI/I6OB

Not more than 10 cfu per 1 ml of the
product / He 6onee 10! KOE B 1 mn
npemnapara

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

Pseudomonas aeruginosa Absence per 1 ml of the product /| Absent/OrcyrcrByer
OrtcyrcTBue B 1 Mt ipenapara
Staphylococcus aureus Absence per 1 ml of the product / | Absent/OrcyrcrByer
OrtcyrcrBue B 1 Mt ipenapara
14. | Assay / KosimuecTBeHHOE Onpe/eieHue
a) Azelastine hydrochloride / From 85 % to 115 % of the labeled claim | 98 % / 98%
A3e1aCTHHA THIPOXJIOPH/T of Azelastine hydrochloride / Ot 85 % no
115% oT 3asABJIICHHOTO KOJIMYCCTBA
a3ejlaCThuHa rupoxjaopuaa
b) Mometasone furoate / From 85 % to 115 % of the labeled claim | 107 %/ 107%
Mowmera3oHa ¢ypoar of mometasone furoate / Ot 85 % no
115% oT 3agBIIEHHOIO KOJHYECTBA
MoMeTa30Ha (ypoara
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Page 8 of 8/ Ctp. 8 mu3 8

Name of product /
HaumeHnoBaHue NMpoOAYKIUH

Momat Rino Advance /
Mowmat Puno AnBanc

Generic name /
HenmaTenToBanHoe
HAaUMEHOBAHHUE

Azelastine + Mometasone metered dose nasal spray /
A3enacTuH + MOMETa30H CIPEl Ha3aJIbHBII 103UPOBaHHBIN

JeiicTBylo1mue BemecTsa

Each spray delivers / Kaxxas 103a cripest COJIEPIKHT:
Mometasone Furoate BP 50 mcg / Momera3zona ¢ypoat bput.®. 50 Mxr
Azelastine Hydrochloride BP 140 mcg / Aszenactuna ruapoxiaopun bput.®. 140 mxr

140 mcg + 50 mcg / dose Date of Mfg. /
Strength / llosuposka 140 mxr + 50 Mkr / 1032 JlaTa npou3BoacTBa 09/2024
Dosage form / Meterved-dose nas§l spray / § Date of Exp. / Fonen 10 08/2026
JlexapcTBeHHasi popma Crpelt HazaJIbHBLI JO3UPOBaHHbIH
Product code /
K SRU0300082460401DM Date of release / lara Boimycka 20.09.2024
01 NPOAYKTA
o Qty. Released / 23,600 BOT
Batch No/ Cepus Ne 12241048A KoMuecTBo BHUIyIeno 23,600 draxoros
Batch size / Pasmep cepuu 25,395 bot / 25,395 ¢pnakonos ll\_[/Ifg. License No. / MNB/10/832
POU3BOJACTBCHHAA JIMIICH3USL Ne
Inspection Lot No Mfg. License Date / 30/04/2020
P 040000546823 ITpou3BOACTBEHHAS! JIHIIEH3USI
KonTtpoaupyemas cepust Ne (1a7a)
Package size / Viiakoska 150 doses / 150 103 GMP Compliance certificate Data/ | 18/06/2020
GMP ceprudukar (nara)
Market / Poimok Russia / Poceust GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudukar Ne

Reference specification No / STP No/
Crenudmniamus No SPC-CC-034990 CIIN Ne STP-CC-026675

Azelastine Hydrochloride / | Batch No/ F400-24001 Mfg by / Urquima S.A., Spain /
API information / AsenacTHHA THIPOXIOPH] Cepus Ne Hpoussoa. | Ypksuma C.A., Mcnanus
HNudopmanust 06 A®C | Mometasone Furoate / Batch No / MTC-003/22 Mfg by / Sterling S.p.A., Italy /

MomeTta3oHa Gypoar Cepusi Ne L23024A1 IIpoussoa. | Crepnunr C.n.A., Utanus

No

TESTS /TTOKA3ATEJIN

LIMITS / TPEBOBAHUSI

OBSERVATION / PE3VYJIBTATHI

©)

Benzalkonium chloride /
Bensajikonus xjgopuia

From 80 % to 120 % of the labeled claim
of benzalkonium chloride / Ot 80 % no
120 %
OCH3aNKOHHA XJIOpHIa

OT 3asdBJICHHOI'O KOJHUYCCTBa

94% / 94%

15. | Package size / Onucanue
YiIaKOBKH

150 doses in a HDPE plastic bottle equipped with a metering device and actuator with
protective cap. Bottle with leaflet placed in carton box. / ITo 150 103 Bo ¢akon u3 I19BII,
CHa0KEHHBIN JO3UPYHOIIUM yCTpOﬁCTBOM U Ha3aJbHbIM aaanTeépoM C 3alIUTHBIM
konmaykoM. DjakoH ¢ HHCprKHHefI o MCEIUIUHCKOMY MNPUMEHCHHIO IMOMEIIAT B
KapTOHHYIO I1a4KYy.

Any deviation/Incident/OOS: Non-applicable

OtkioHeHus1/HecooTBeTcTBUA/OOC: 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)-300123 and submitted specification no. SPC-
CC-034990 . The batch processing, packaging and analysis reviewed and found to be in compliance with GMP.”

3akJ/I0YeHHe 0 COOTBETCTBHH: HACTOSIINM MOATBEPIKAAIO0, YTO MPEACTABICHHAs BBIMIE HHGOPMANUS SBISETCS JOCTOBEPHOI M TOYHOM.
Jannas cepust Oblna MPOHM3BEAEHA, BKIIIOYAs YMAaKOBKY/MapKHPOBKY, M HMPOKOHTPOIMPOBAaHA HA yKAa3aHHOW BBINIE IIPOM3BOACTBEHHON
IUIOIIA/IKE B IIOJTHOM COOTBETCTBHH ¢ TpeboBanusmu Hannexamieii [Iponssoacreennoii [Ipaktuku (GMP) u TpeGoBaHUsSIME HOPMATUBHON
nokymenraiuu JITI-Ne(001749)-(PT'-RU)-300123 u yrBepxaenHoi creuudpukanueir Ne SPC-CC-034990. ITpoTokosbl POU3BOACTBA,
YNAKOBKH W TIPOBEJCHHBIX AHAIN30B JUIA JAHHOW CephH OBIIM MPOAHAIM3MPOBAHBI M CHCIAHO 3aKJIIOUCHHE, YTO OHH COOTBETCTBYIOT
TpeboBanusaMm Hamnexameit [Ipoussoacteennoit [paktuxu (GMP).
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