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ﬁeweway ﬁmnie)!é Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom?2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUO®OUKAT AHAJIN3A T'OTOBOT'O MPOAYKTA
Page10of13/Crp.1mu313

Name of Product / MOMATE RHINO
HaumeHoBaHue NpogyKIMH MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 pg/dose

HenareHToBaHHOE HAUMEHOBaHUE MoMeTa30H cnpeil Ha3aubHBIH J03UpoBaHHBIN 50 MKT/m03a

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 pg as

Active Ingredients / calculated for Mometasone Furoate 50.00 pg
JleiicTByomue BemecTBa 1 no3a cripest CoepKUT: AeHCTBYIOMIEe BelecTBO: MoMeTa3zoHa ypoaTa MOHOTHUIPAT
51,72 mxr B iepecyere Ha MomerasoHa ¢ypoar 50,00 Mxr
Strength / lo3upoBka 50 pg/dose / 50 Mxr/mo3a Date of Mfg. / lata npousBoacTBa 04/2026
Dosage form / Metered-df)se nasal spray { Crpeit Date of Exp. / Toaen 0 03/2028
JlekapcTBeHHas popma Ha3aJIbHbIN 103UPOBaHHBIN
Product code / Kox mpoaykra SRU0300071260401EJ Date of release / J/laTa Boinycka 30.04.2026
Batch No. / Cepust Ne 12260463 A Qty. Released / KontnuecTBo 64,480 BOT /
BBINYIICHO (I1akoHOB
Batch size / Pazmep cepun 69,444 BOT / ¢nakonos Mig.License No. / MNB/10/832
JluneH3usi Ha NPOU3BOACTBO (HOMep)
Inspection Lot NO'.,/ 040000659810 Mfg. License Date / 30/04/2020
PerncrpanuoHHbIii HOMep aHAJIN3A JIMueH3Hsi Ha MPOM3BOACTBO (1aTa)
Package size / Ynakoska 60 Doses / 60 103 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukar (nata)
. GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccust GMP cepruduiar (nomep) 01556/20/IN

Reference Specification No. /

CrienuduKanust roToBoOro SPC-CC-075514 Reference STP No. / CITH Ne OSISIL-AEC-
MPOAYKTa Ne
oo .
API name / HaumenoBanne A®C API Batch No / A®C cepusi Ne 25415(JM-01)-
Mowmerasona ¢ypoara 001
MOHOTHJIPAT
Aarti Pharmalabs Limited, Unit-1V, Plot No. E-50, 50/1, & 59/1 M.L.D.C., Tarapur, Taluka &
Manufactured by & address / District: Palghar, 401506, Maharashtra State, India / Aaptu ®apmiabe Jlumuren,
IIpousBoauTe b U agpec Monpasnenenue 1V, ygactok Ne E-50, 50/1 u 59/1 M.I.D.C. Tapanyp, Tanyka u okpyr: [lanrxap,
401506, mtat Maxapamrpa, Maaust
Ne | TESTS/ITOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJIBTATBI
1. | Appearance / Onucanue White to off-white, semi-clear to opaque, thick | Off-white, opaque, thick
suspension. /| suspension. /
Ot OGemoro mo moutu Oenoro mnBera ot | [lourw Geroro 1Bera HeMpo3payHOU
MOJIYIIPO3pavyHON Jo HENpO3payHO | KOHCUCTEHIIUM I'yCcTasi CyCIEH3Hs.
KOHCHUCTEHIIMH I'yCTasl CyCIEH3HsI.
2. | Identification / UnenTuduxanus
Prepared by / IloarorosJjieHo Checked by / IlpoBepeno Approved by / Ogo6peno
Signature / @ Yogesh Mehta Arun Patyal S ' s. Shailendra Singh
| s Pt i S #45
Date / lata I1$5T May 2026 16:57:45 |158T May 2026 07:15:32 |1ssT May 2026 13:34:50
aabdbedc-6c64-4aad-b9b9-55de88c2aa37 8185c2c-ae86-4590-9d65-3d03424bcall 2f076ebd-9492-4934-92e6-03¢4370283cd
Name / ®UO Yogesh Kumar Mehta Arun Patyal Shailendra Singh
Designation / Sr. Officer -QA Sr. Officer -QA Manager -QA
JIo/EKHOCTH
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Name of Product /
HaumeHoBaHHe MPOTYKIHHA

MOMATE RHINO
MOMAT PHHO

Generic name /
HenareHToBaHHOE HAUMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 pg/dose

MoMeTa30H cnpeil Ha3aubHBIH J03UpoBaHHBIN 50 MKT/m03a

Active Ingredients /
JeiicTBylouue BemecTa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 pg as

calculated for Mometasone Furoate 50.00 pg

1 no3a cripest CoepKUT: AeHCTBYIOMIEe BelecTBO: MoMeTa3zoHa ypoaTa MOHOTHUIPAT
51,72 mxr B iepecyere Ha MomerasoHa ¢ypoar 50,00 Mxr

Strength / lo3upoBka 50 pg/dose / 50 Mxr/mo3a Date of Mfg. / lata npousBoacTBa 04/2026
Dosage form / Metered-df)se nasal spray { Crpeit Date of Exp. / Toaen 0 03/2028
JlekapcTBeHHas popma Ha3aJIbHbIN 103UPOBaHHBIN
Product code / Kox mpoaykra SRU0300071260401EJ Date of release / J/laTa Boinycka 30.04.2026
Batch No. / Cepnst Ne 12260463A Qty. Released / KoanuecTBo 64,480 BOT /
BLINTYIIEHO (I1akoHOB
Batch size / Pazmep cepun 69,444 BOT / ¢nakonos Mig.License No. / MNB/10/832
JluneH3usi Ha NPOU3BOACTBO (HOMep)
Inspection Lot NO'.,/ 040000659810 Mfg. License Date / 30/04/2020
PerncrpanuoHHbIii HOMep aHAJIN3A JIMueH3Hsi Ha MPOM3BOACTBO (1aTa)
. GMP Compliance certificate Date / 18/06/2020
Package size / YnakoBka 60 Doses / 60 n03 GMP cepruduxar (1ara)
. GMP Compliance certificate No. / GMP-

Market / Poinok Russia / Poccust GMP cepruduiar (nomep) 01556/20/IN
Reference Specification No. / STP-CC-
CnenuuKanus roroporo SPC-CC-075514 Reference STP No. / CITA Ne 043443
MPOAYKTa Ne

Monohydrsie/ MEM-
API name / HaumenoBanne A®C Y API Batch No / A®C cepusi Ne 25415(JM-01)-

Mowmera3ona ¢ypoara 001

MOHOTHAPAT

Manufactured by & address /
IpousBonuTesn u aapec

Aarti Pharmalabs Limited, Unit-1V, Plot No. E-50, 50/1, & 59/1 M.L.D.C., Tarapur, Taluka &
District: Palghar, 401506, Maharashtra State, India / Aaptu ®apmiabe Jlumuren,
Monpasnenenue 1V, ygactok Ne E-50, 50/1 u 59/1 M.I.D.C. Tapanyp, Tanyka u okpyr: [lanrxap,

401506, mtat Maxapamrpa, Maaust

Ne | TESTS /IIOKA3ATEJIN

LIMITS / TPEBOBAHUSA

OBSERVATIONS /
PE3YJIBTATBI

a) Mometasone Furoate /
MomeTta3zona ¢pypoar
HPLC / BO)XXX

The retention time of the main peak in the
chromatogram of sample preparation should
corresponds to the retention time of the main

The retention time of the main peak
in the chromatogram of sample
preparation corresponds to the

peak in the chromatogram of standard | retention time of the main peak in
preparation (refer to Assay). / Bpewms | the chromatogram of standard
YIEpKUBaHUS OCHOBHOT'O MMKa Ha | preparation / Bpems ynep>xKuBaHus
XpOMaTorpaMMe  HCIBITYEMOIO  pacTBOpa | OCHOBHOIO MH1Ka Ha
JIOJKHO COOTBETCTBOBATh BPEMEHM | XpOMaTOrpamMme HCIIBITYEMOTO
YIEp)KUBAHUS OCHOBHOTO THKa Ha | pacTBOpa COOTBETCTBYET BpPEMEHH
XpOMAaTorpaMMe CTaHJApTHOTO pacTBopa (CM. | yIepKUBaHWS OCHOBHOTO THKAa Ha
pasnen «KonmdecTBeHHOE OTIpE/ICIICHIUE ). XpomaTtorpamme CTaHJIapTHOTO
pacTBopa.
Prepared by / IloarorosJjieHo Checked by / IlpoBepeno Approved by / Ogo6peno
Signature / @ Yogesh Mehta Arun Patyal S v s' Shailendra Singh
Moamucn W ﬁm pamé édm@ W »
Date / Jlata 15 May 2026 16:57:45 |158T May 2026 07:15:32 I1SsT May 2026 13:34:50
aabdbedc-6c64-4aad-b9b9-55de88c2aa37 €8185¢2c-ae86-4590-9d65-3d03424bcatl 2f076ebd-9492-4934-9a6-03e4370283cd
Name / ®UO Yogesh Kumar Mehta Arun Patyal Shailendra Singh
Designation / Sr. Officer -QA Sr. Officer -QA Manager -QA
JIo/EKHOCTH
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Name of Product /
HaumeHoBaHHe MPOTYKIHHA

MOMATE RHINO
MOMAT PHHO

Generic name /
HenareHToBaHHOE HAUMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 pg/dose

MoMeTa30H cnpeil Ha3aubHBIH J03UpoBaHHBIN 50 MKT/m03a

Active Ingredients /
JeiicTBylouue BemecTa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 pg as

calculated for Mometasone Furoate 50.00 pg

1 no3a cripest CoepKUT: AeHCTBYIOMIEe BelecTBO: MoMeTa3zoHa ypoaTa MOHOTHUIPAT
51,72 mxr B iepecyere Ha MomerasoHa ¢ypoar 50,00 Mxr

Strength / lo3upoBka 50 pg/dose / 50 Mxr/mo3a Date of Mfg. / lata npousBoacTBa 04/2026
Dosage form / Metered-df)se nasal spray { Crpeit Date of Exp. / Toaen 0 03/2028
JlekapcTBeHHas popma Ha3aJIbHbIN 103UPOBaHHBIN
Product code / Kox mpoaykra SRU0300071260401EJ Date of release / J/laTa Boinycka 30.04.2026
Batch No. / Cepnst Ne 12260463A Qty. Released / KoanuecTBo 64,480 BOT /
BLINTYIIEHO (I1akoHOB
Batch size / Pazmep cepun 69,444 BOT / ¢nakonos Mig.License No. / MNB/10/832
JluneH3usi Ha NPOU3BOACTBO (HOMep)
Inspection Lot NO'.,/ 040000659810 Mfg. License Date / 30/04/2020
PerncrpanuoHHbIii HOMep aHAJIN3A JIMueH3Hsi Ha MPOM3BOACTBO (1aTa)
. GMP Compliance certificate Date / 18/06/2020
Package size / YnakoBka 60 Doses / 60 n03 GMP cepruduxar (1ara)
. GMP Compliance certificate No. / GMP-

Market / Poinok Russia / Poccust GMP cepruduiar (nomep) 01556/20/IN
Reference Specification No. / STP-CC-
CnenuuKanus roroporo SPC-CC-075514 Reference STP No. / CITA Ne 043443
MPOAYKTa Ne

Monohydrsie/ MEM-
API name / HaumenoBanne A®C Y API Batch No / A®C cepusi Ne 25415(JM-01)-

Mowmera3ona ¢ypoara 001

MOHOTHAPAT

Manufactured by & address /
IpousBonuTesn u aapec

Aarti Pharmalabs Limited, Unit-1V, Plot No. E-50, 50/1, & 59/1 M.L.D.C., Tarapur, Taluka &
District: Palghar, 401506, Maharashtra State, India / Aaptu ®apmiabe Jlumuren,
Monpasnenenue 1V, ygactok Ne E-50, 50/1 u 59/1 M.I.D.C. Tapanyp, Tanyka u okpyr: [lanrxap,

401506, mtat Maxapamrpa, Maaust

Ne | TESTS/TTOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJIBTATBI
b) Benzalkonium chloride | The chromatogram of the sample solution | The chromatogram of the sample
/ Ben3zaakonust xyopua | should contain peaks corresponding to the | solution contain peaks
HPLC / BO)XXX retention times of peaks of benzalkonium | corresponding to the retention times
chloride homologues Ci» and Cis in the | of peaks of benzalkonium chloride
chromatogram of the standard solution (refer to | homologues Cj» and Cis in the
Assay). / Ha xpomarorpamme wucmbiTyemoro | chromatogram of the standard
pacTBOpa J0KHBI OOHAPYKUBAThCS MUKH, 1O | solution. / Ha xpomarorpamme
BpEMEHAM YAEPXKUBAHHUS COOTBETCTBYIOIIHME | UCIBITYEMOTO pacTBopa
MTUKaM roMOJIOTOB OeH3ankonust xyiopuna Cio U | 0OHAPYKHUBAIOTCS THKY, o
Ci4 Ha  XpomarorpamMMe  CTaHAApPTHOTO | BpeMeHaMm yAepKUBAHHS
pactBopa (cMm. pazmen «KoinuecTBEHHOE | COOTBETCTBYIOIIUE MTUKaM
OTIpE/ICIICHIEY). TOMOJIOTOB OEH3aJIKOHUS XJIOpHUja
Ci, m Ci4 Ha Xpomarorpamme
CTaHAAPTHOTO PacTBOPA.
3. |pH From 4.30 to 4.90 / Ot 4,30 10 4,90 4.666/4,666
4. | Density / Ili1oTHOCTE From 0.950 to 1.050 g/cm?/ 1.006 g/cm? / 1,006 r/cm?
Ot 0,950 mo 1,050 r/cm®

Prepared by / IloarorosJjieHo Checked by / IlpoBepeno Approved by / Ogo6peno
Signature / Yogesh Mehta Arun Patyal ! +./ Shailendra Singh
IMoanuceh _ m -
Date / Jlata 15 May 2026 16:57:45 |158T May 2026 07:15:32 |158T May 2026 13:34:50
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Name / ®UO Yogesh Kumar Mehta Arun Patyal Shailendra Singh
Designation / Sr. Officer -QA Sr. Officer -QA Manager -QA
JIo/EKHOCTH
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUO®OUKAT AHAJIN3A T'OTOBOT'O MPOAYKTA
Page4 of 13/ Crp.4m3 13

Name of Product / MOMATE RHINO
HaumeHoBaHue NpogyKIMH MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 pg/dose

HenareHToBaHHOE HAUMEHOBaHUE MoMeTa30H cnpeil Ha3aubHBIH J03UpoBaHHBIN 50 MKT/m03a

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 pg as

Active Ingredients / calculated for Mometasone Furoate 50.00 pg
JleiicTByomue BemecTBa 1 no3a cripest CoepKUT: AeHCTBYIOMIEe BelecTBO: MoMeTa3zoHa ypoaTa MOHOTHUIPAT
51,72 mxr B iepecyere Ha MomerasoHa ¢ypoar 50,00 Mxr
Strength / lo3upoBka 50 pg/dose / 50 Mxr/mo3a Date of Mfg. / lata npousBoacTBa 04/2026
Dosage form / Metered-df)se nasal spray { Crpeit Date of Exp. / Toaen 0 03/2028
JlekapcTBeHHas popma Ha3aJIbHbIN 103UPOBaHHBIN
Product code / Kox mpoaykra SRU0300071260401EJ Date of release / J/laTa Boinycka 30.04.2026
Batch No. / Cepust Ne 12260463 A Qty. Released / KontnuecTBo 64,480 BOT /
BBINYIICHO (I1akoHOB
Batch size / Pazmep cepun 69,444 BOT / ¢nakonos Mig.License No. / MNB/10/832
JluneH3usi Ha NPOU3BOACTBO (HOMep)
Inspection Lot NO'.,/ 040000659810 Mfg. License Date / 30/04/2020
PerncrpanuoHHbIii HOMep aHAJIN3A JIMueH3Hsi Ha MPOM3BOACTBO (1aTa)
Package size / Ynakoska 60 Doses / 60 103 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukar (nata)
. GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccust GMP cepruduiar (nomep) 01556/20/IN

Reference Specification No. /

CrienuduKanust roToBoOro SPC-CC-075514 Reference STP No. / CIIH Ne OSISIL-AEC-
MPOAYKTa Ne
Namsene i
API name / HaumenoBanne A®C API Batch No / A®C cepusi Ne 25415(JM-01)-
Mowmerasona ¢ypoara 001
MOHOIruapar
Aarti Pharmalabs Limited, Unit-1V, Plot No. E-50, 50/1, & 59/1 M.L.D.C., Tarapur, Taluka &
Manufactured by & address / District: Palghar, 401506, Maharashtra State, India / Aaptu ®apmiabe Jlumuren,
IIpoussoaurenns u aapec IMonpaznenenue 1V, yaacrok Ne E-50, 50/1 u 59/1 M.1.D.C. Tapamnyp, Tanyka u okpyr: [Tanrxap,
401506, mtat Maxapamrpa, Maaust
Ne | TESTS / HOKA3ATEJIA LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3VYJIBTATHBI
5. | Viscosity / Bazkoctb From 30 to 130 cPs / Ot 30 o 130 cIl3 39.1 ¢cPs /39,1 cll3
6. | Osmolality / From 250 to 350 mOsm/Kg 292 mOsm/Kg
OcMOoJIIbHOCTD Ot 250 o 350 MOcwm/kr 292 mOcwm/kr
7. | Weight of vial contents / For 60 doses filling: NLT 9 g/ 92¢g/92r
Macca coaepKUMoOro Jst acoBku 60 103: He MeHee 9 T
¢aakona
8. | Number of doses / For 60 doses filling: NLT 60 doses (disregard | 81 doses / 81 103
KommnuecTBo 103 the first pumping) /
s pacosku 60 n03: He Menee 60 103 (He
CUHTAsl IEPBUYHYIO POKAYKY)
Prepared by / IloarorosJjieHo Checked by / IlpoBepeno Approved by / Ogo6peno
Signature / @ Yogesh Mehta Arun Patyal S v s' Shailendra Singh
Hoanuck W ﬁm pamé édm W »
Date / lata I1$5T May 2026 16:57:45 |158T May 2026 07:15:32 IlssT May 2026 13:34:50
aabdbedc-6c64-4aad-b9b9-55de88c2aa37 8185c2c-ae86-4590-9d65-3d03424bcall 2f076ebd-9492-4934-9ae6-03e4370283cd
Name / ®UO Yogesh Kumar Mehta Arun Patyal Shailendra Singh
Designation / Sr. Officer -QA Sr. Officer -QA Manager -QA
JIo/EKHOCTH

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUO®OUKAT AHAJIN3A T'OTOBOT'O MPOAYKTA
Page Sof 13/ Crp.5u3 13

Name of Product / MOMATE RHINO
HaumeHoBaHue NpogyKIMH MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 pg/dose

HenareHToBaHHOE HAUMEHOBaHUE MoMeTa30H cnpeil Ha3aubHBIH J03UpoBaHHBIN 50 MKT/m03a

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 pg as

Active Ingredients / calculated for Mometasone Furoate 50.00 pg
JeiicTBy0LIHe BeleCTBa 1 103a cripest COIepIKUT: ASHCTBYIOIIEe BelecTBO: MoMeTa3zoHa (ypoata MOHOTHIPAT
51,72 mxr B iepecyere Ha MomerasoHa ¢ypoar 50,00 Mxr
Strength / lo3upoBka 50 pg/dose / 50 Mxr/mo3a Date of Mfg. / lata npousBoacTBa 04/2026
Dosage form / Metered-df)se nasal spray { Crpeit Date of Exp. / Toaen 0 03/2028
JlekapcTBeHHas popma Ha3aJIbHbIN 103UPOBaHHBIN
Product code / Kox mpoaykra SRU0300071260401EJ Date of release / J/laTa Boinycka 30.04.2026
Batch No. / Cepust Ne 12260463 A Qty. Released / KontnuecTBo 64,480 BOT /
BLINTYIIEHO (I1akoHOB
Batch size / Pazmep cepun 69,444 BOT / ¢nakonos Mig.License No. / MNB/10/832
JluneH3usi Ha NPOU3BOACTBO (HOMep)
Inspection Lot NO'.,/ 040000659810 Mfg. License Date / 30/04/2020
PerncrpanuoHHbIii HOMep aHAJIN3A JIMueH3Hsi Ha MPOM3BOACTBO (1aTa)
. GMP Compliance certificate Date / 18/06/2020
Package size / YnakoBka 60 Doses / 60 n03 GMP cepruduxar (1ara)
. GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccust GMP cepruduiar (nomep) 01556/20/IN
Reference Specification No. / STP-CC-
CnenuuKanus roroporo SPC-CC-075514 Reference STP No. / CIT! Ne 043443
MPOAYKTa Ne
Namsene i
API name / HaumenoBanne A®C Y API Batch No / A®C cepusi Ne 25415(JM-01)-
Mowmera3ona ¢ypoara 001
MOHOTHAPAT
Aarti Pharmalabs Limited, Unit-1V, Plot No. E-50, 50/1, & 59/1 M.L.D.C., Tarapur, Taluka &
Manufactured by & address / District: Palghar, 401506, Maharashtra State, India / Aaptu ®apmiabe Jlumuren,
IIpousBoauTe b U agpec Monpasnenenue 1V, ygactok Ne E-50, 50/1 u 59/1 M.I.D.C. Tapanyp, Tanyka u okpyr: [lanrxap,
401506, mtat Maxapamrpa, Maaust
Ne | TESTS / HOKA3ATEJIA LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3VYJIBTATHBI
9. | Dose weight / Individual dose weight: 85 % to 115 % of Minimum / Munumym: 93%/93%
Macca 103b1 theoretical dose weight; / Maximum / Makcumym:
WunuBuayansHast Macca J103bl: OT 85 % 1o 106%106%
115 % oT TeOpeTHUECKOIi MacChl 1036 Average / Cpennee: 101%/101%
Mean dose weight: 90 % to 110 % of
theoretical dose weight. /
Cpennsist macca g03bl: oT 90 % 1o 110 % ot
TEOPETUYECKOM MACCHI JO3bI
10. | Particle size / Particles < 10um in size: Not less than 90% 100%/ 100%
Pasmep wactung Yacrun pasmepoM < 10 MkM — He MeHee 90 %o;
Particles < 30um in size: 100% 100%/ 100%
Yacrui pazmepom < 30 mxm — 100 %;
Particles > 30um in size: Should be absent Absent / OTCyTCTBYIOT
YacTuipl pazmepoM > 30 MKM — JOJKHBI
OTCYTCTBOBAaTb
Prepared by / IloarorosJjieHo Checked by / IlpoBepeno Approved by / Ogo6peno
Signature / Yogesh Mehta Arun Patyal v + ./ Shailendra Singh
Date / lata I1$5T May 2026 16:57:45 |158T May 2026 07:15:32 |158T May 2026 13:34:50
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUO®OUKAT AHAJIN3A T'OTOBOT'O MPOAYKTA
Page 6 of 13/ Ctp. 6 m3 13

Name of Product / MOMATE RHINO
HaumeHoBaHue NpogyKIMH MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 pg/dose

HenareHToBaHHOE HAUMEHOBaHUE MoMeTa30H cnpeil Ha3aubHBIH J03UpoBaHHBIN 50 MKT/m03a

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 pg as

Active Ingredients / calculated for Mometasone Furoate 50.00 pg
JeiicTBy0LIHe BeleCTBa 1 103a cripest COIepIKUT: ASHCTBYIOIIEe BelecTBO: MoMeTa3zoHa (ypoata MOHOTHIPAT
51,72 mxr B iepecyere Ha MomerasoHa ¢ypoar 50,00 Mxr
Strength / lo3upoBka 50 pg/dose / 50 Mxr/mo3a Date of Mfg. / lata npousBoacTBa 04/2026
Dosage form / Metered-df)se nasal spray { Crpeit Date of Exp. / Toaen 0 03/2028
JlekapcTBeHHas popma Ha3aJIbHbIN 103UPOBaHHBIN
Product code / Kox mpoaykra SRU0300071260401EJ Date of release / J/laTa Boinycka 30.04.2026
Batch No. / Cepnst Ne 12260463A Qty. Released / KoanuecTBo 64,480 BOT /
BBINYIICHO (I1akoHOB
Batch size / Pazmep cepun 69,444 BOT / ¢nakonos Mig.License No. / MNB/10/832
JluneH3usi Ha NPOU3BOACTBO (HOMep)
Inspection Lot NO'.,/ 040000659810 Mfg. License Date / 30/04/2020
PerncrpanuoHHbIii HOMep aHAJIN3A JIMueH3Hsi Ha MPOM3BOACTBO (1aTa)
. GMP Compliance certificate Date / 18/06/2020
Package size / YnakoBka 60 Doses / 60 n03 GMP cepruduxar (1ara)
. GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccust GMP cepruduiar (nomep) 01556/20/IN
Reference Specification No. / STP-CC-
CnenuuKanus roroporo SPC-CC-075514 Reference STP No. / CIT! Ne 043443
MPOAYKTa Ne
oo .
API name / HaumenoBanne A®C Y API Batch No / A®C cepusi Ne 25415(JM-01)-
Mowmera3ona ¢ypoara 001
MOHOTHAPAT
Aarti Pharmalabs Limited, Unit-1V, Plot No. E-50, 50/1, & 59/1 M.L.D.C., Tarapur, Taluka &
Manufactured by & address / District: Palghar, 401506, Maharashtra State, India / Aaptu ®apmiabe Jlumuren,
IIpousBoauTe b U agpec Monpasnenenue 1V, ygactok Ne E-50, 50/1 u 59/1 M.I.D.C. Tapanyp, Tanyka u okpyr: [lanrxap,
401506, mtat Maxapamrpa, Maaust
Ne | TESTS / HOKA3ATEJIA LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3VYJIBTATHBI
11. | Sedimentation Stability / Not less than 5 min / He menee 5 MuH. S min /5 mMuH.
CeanMeHTAIMOHHAS
YCTOMYMBOCTH
12. | Impurities / Ilpumecnu
Impurity 8 DM / Not more than 0.15 % / He 6ouiee 0,15 % Not Detected / He o6HapysxeHo
[Ipumecu § DM
Impurity DMC / Not more than 0.15 % / He 6onee 0,15 % Not Detected / He 06HapyeHO
ITpumecu DMC
Impurity D / Not more than 0.20 % / He Gonee 0,20 % 0.01%/0,01%
IIpumecu D
Single unidentified impuri/ | Not more than 0.20 % / He 6osiee 0,20 % 0.06%/0,06%
Enunnanoi
HEUJICHTH(OUITUPOBAHHON
TIPUMECH
Prepared by / IloarorosJjieHo Checked by / IlpoBepeno Approved by / Ogo6peno
Signature / Yogesh Mehta Arun Patyal ! +./ Shailendra Singh
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Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom?2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUO®OUKAT AHAJIN3A T'OTOBOT'O MPOAYKTA
Page 7 of 13/ Ctp. 7m3 13

Name of Product /
HaumeHoBaHHe MPOTYKIHHA

MOMATE RHINO
MOMAT PHHO

Generic name /
HenareHToBaHHOE HAUMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 pg/dose
MoMeTa30H cnpeil Ha3aubHBIH J03UpoBaHHBIN 50 MKT/m03a

Active Ingredients /
JeiicTBylouue BemecTa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 pg as
calculated for Mometasone Furoate 50.00 pg
1 no3a cripest CoepKUT: AeHCTBYIOMIEe BelecTBO: MoMeTa3zoHa ypoaTa MOHOTHUIPAT
51,72 mxr B iepecyere Ha MomerasoHa ¢ypoar 50,00 Mxr

Strength / lo3upoBka 50 pg/dose / 50 Mxr/mo3a Date of Mfg. / lata npousBoacTBa 04/2026
Dosage form / Metered-df)se nasal spray { Crpeit Date of Exp. / Toaen 0 03/2028
JlekapcTBeHHas popma Ha3aJIbHbIN 103UPOBaHHBIN
Product code / Kox mpoaykra SRU0300071260401EJ Date of release / J/laTa Boinycka 30.04.2026
Batch No. / Cepnst Ne 12260463A Qty. Released / KoanuecTBo 64,480 BOT /
BLINTYIIEHO (I1akoHOB
Batch size / Pazmep cepun 69,444 BOT / ¢nakonos Mig.License No. / MNB/10/832
JluneH3usi Ha NPOU3BOACTBO (HOMep)
Inspection Lot NO'.,/ 040000659810 Mfg. License Date / 30/04/2020
PerncrpanuoHHbIii HOMep aHAJIN3A JIMueH3Hsi Ha MPOM3BOACTBO (1aTa)
. GMP Compliance certificate Date / 18/06/2020
Package size / YnakoBka 60 Doses / 60 n03 GMP cepruduxar (1ara)
. GMP Compliance certificate No. / GMP-

Market / Poinok Russia / Poccust GMP cepruduiar (nomep) 01556/20/IN
Reference Specification No. / STP-CC-
CnenuuKanus roroporo SPC-CC-075514 Reference STP No. / CITA Ne 043443
MPOAYKTa Ne

Monohydrsie/ MEM-
API name / HaumenoBanne A®C Y API Batch No / A®C cepusi Ne 25415(JM-01)-

Mowmera3ona ¢ypoara 001

MOHOTHAPAT

Manufactured by & address /
IpousBonuTesn u aapec

Aarti Pharmalabs Limited, Unit-1V, Plot No. E-50, 50/1, & 59/1 M.L.D.C., Tarapur, Taluka &
District: Palghar, 401506, Maharashtra State, India / Aaptu ®apmiabe Jlumuren,
Monpasnenenue 1V, ygactok Ne E-50, 50/1 u 59/1 M.I.D.C. Tapanyp, Tanyka u okpyr: [lanrxap,

401506, mtat Maxapamrpa, Maaust

Ne | TESTS / HOKA3ATEJIA LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3VYJIBTATHBI
Total impurities / Not more than 0.60 % / He 6oiee 0,60 % 0.2%/0,2%
CymMmsI ipuMeceit
Prepared by / IloarorosJjieHo Checked by / IlpoBepeno Approved by / Ogo6peno
Signature / Yogesh Mehta Arun Patyal ! +./ Shailendra Singh
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIM3A I'OTOBOI'O TIPOAYKTA

Page 8 of 13/ Ctp. 8 m3 13

Name of Product /
HaumeHoBaHHe MPOTYKIHHA

MOMATE RHINO
MOMAT PHHO

Generic name /
HenareHToBaHHOE HAUMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 pg/dose

MoMeTa30H cnpeil Ha3aubHBIH J03UpoBaHHBIN 50 MKT/m03a

Active Ingredients /
JeiicTBylouue BemecTa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 pg as

calculated for Mometasone Furoate 50.00 pg

1 no3a cripest CoepKUT: AeHCTBYIOMIEe BelecTBO: MoMeTa3zoHa ypoaTa MOHOTHUIPAT
51,72 mxr B iepecyere Ha MomerasoHa ¢ypoar 50,00 Mxr

Strength / lo3upoBka 50 pg/dose / 50 Mxr/mo3a Date of Mfg. / lata npousBoacTBa 04/2026
Dosage form / Metered-df)se nasal spray { Crpeit Date of Exp. / Toaen 0 03/2028
JlekapcTBeHHas popma Ha3aJIbHbIN 103UPOBaHHBIN
Product code / Kox mpoaykra SRU0300071260401EJ Date of release / J/laTa Boinycka 30.04.2026
Batch No. / Cepnst Ne 12260463A Qty. Released / KoanuecTBo 64,480 BOT /
BLINTYIIEHO (I1akoHOB
Batch size / Pazmep cepun 69,444 BOT / ¢nakonos Mig.License No. / MNB/10/832
JluneH3usi Ha NPOU3BOACTBO (HOMep)
Inspection Lot NO'.,/ 040000659810 Mfg. License Date / 30/04/2020
PerncrpanuoHHbIii HOMep aHAJIN3A JIMueH3Hsi Ha MPOM3BOACTBO (1aTa)
. GMP Compliance certificate Date / 18/06/2020
Package size / YnakoBka 60 Doses / 60 n03 GMP cepruduxar (1ara)
. GMP Compliance certificate No. / GMP-

Market / Poinok Russia / Poccust GMP cepruduiar (nomep) 01556/20/IN
Reference Specification No. / STP-CC-
CnenuuKanus roroporo SPC-CC-075514 Reference STP No. / CITA Ne 043443
MPOAYKTa Ne

Monohydrsie/ MEM-
API name / HaumenoBanne A®C Y API Batch No / A®C cepusi Ne 25415(JM-01)-

Mowmera3ona ¢ypoara 001

MOHOTHAPAT

Manufactured by & address /
IpousBonuTesn u aapec

Aarti Pharmalabs Limited, Unit-1V, Plot No. E-50, 50/1, & 59/1 M.L.D.C., Tarapur, Taluka &
District: Palghar, 401506, Maharashtra State, India / Aaptu ®apmiabe Jlumuren,
Monpasnenenue 1V, ygactok Ne E-50, 50/1 u 59/1 M.I.D.C. Tapanyp, Tanyka u okpyr: [lanrxap,

401506, mtat Maxapamrpa, Maaust

13. | Mean delivered dose and
uniformity of delivered
dose / Cpennsist
JOCTABJIIEMAas 1032 U
OTHOPOTHOCTH
JI0CTABJISIEMOM 103bI

Not more than 2 of 20 doses (10 initial doses and 10
final doses from 10 vials) can deviate more than +
20 % from the average value and not any dose can
deviate more than + 25% from the average value.
The mean should not exceed + 15 % of label claim
If 3 to 6 doses deviate more than + 20% but not more
than £ 25%, test another 20 vials.

Not more than 6 of 60 doses can deviate more than
+ 20 % from the average value, and not any dose can
deviate more than +25% from the average value.
The mean of each determination should not exceed
+ 15 % of label claim.

He Gomee 2 u3 20 no3 (10 mavamsHbIX 103 U 10
KOHEYHBIX J[03) MOTYT HMETh OTKJIIOHCHHE OT
cpenHero 3HadeHus Oonee uem + 20 %, 1 HU OHA
032 HE JOJDKHA UMETh OTKJIOHCHHE OT CPEJHErO
3HaveHus Oosiee yeM £ 25 %. CpeHee 3HAUCHHE HE
JIOJDKHO TIPEBBIIATh + 15 % OT 3asBICHHOTO.

Ecmu ot 3 10 6 103 IMEIOT OTKIOHEHUs OoJiee YeM
+20 %, HO MeHee ueM =+ 25 %, TO HCIHBITHIBAIOT
cienyromue 20 GprakoHOB.

Beg / Hauano:

Minimum / Munumym: 99%
Maximum / Makcumym: 103%
Mean / Cpennee: 100%

END / Konen:

Minimum / Munaumym: 96%
Maximum / Makcumym: 101%
Mean / Cpennee: 100%

Prepared by / IloarorosJjieHo Checked by / IlpoBepeno Approved by / Ogo6peno
Signature / Yogesh Mehta Arun Patyal v + ./ Shailendra Singh
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUO®OUKAT AHAJIN3A T'OTOBOT'O MPOAYKTA
Page 9 of 13/ Ctp.9m3 13

Name of Product /
HaumeHoBaHHe MPOTYKIHHA

MOMATE RHINO
MOMAT PHHO

Generic name /
HenareHToBaHHOE HAUMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 pg/dose
MoMeTa30H cnpeil Ha3aubHBIH J03UpoBaHHBIN 50 MKT/m03a

Active Ingredients /
JeiicTBylouue BemecTa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 pg as
calculated for Mometasone Furoate 50.00 pg
1 no3a cripest CoepKUT: AeHCTBYIOMIEe BelecTBO: MoMeTa3zoHa ypoaTa MOHOTHUIPAT
51,72 mxr B iepecyere Ha MomerasoHa ¢ypoar 50,00 Mxr

Strength / lo3upoBka 50 pg/dose / 50 Mxr/mo3a Date of Mfg. / lata npousBoacTBa 04/2026
Dosage form / Metered-df)se nasal spray { Crpeit Date of Exp. / Toaen 0 03/2028
JlekapcTBeHHas popma Ha3aJIbHbIN 103UPOBaHHBIN
Product code / Kox mpoaykra SRU0300071260401EJ Date of release / J/laTa Boinycka 30.04.2026
Batch No. / Cepnst Ne 12260463A Qty. Released / KoanuecTBo 64,480 BOT /
BLINTYIIEHO (I1akoHOB
Batch size / Pazmep cepun 69,444 BOT / ¢nakonos Mig.License No. / MNB/10/832
JluneH3usi Ha NPOU3BOACTBO (HOMep)
Inspection Lot NO'.,/ 040000659810 Mfg. License Date / 30/04/2020
PerncrpanuoHHbIii HOMep aHAJIN3A JIMueH3Hsi Ha MPOM3BOACTBO (1aTa)
. GMP Compliance certificate Date / 18/06/2020
Package size / YnakoBka 60 Doses / 60 n03 GMP cepruduxar (1ara)
. GMP Compliance certificate No. / GMP-

Market / Poinok Russia / Poccust GMP cepruduiar (nomep) 01556/20/IN
Reference Specification No. / STP-CC-
CnenuuKanus roroporo SPC-CC-075514 Reference STP No. / CITA Ne 043443
MPOAYKTa Ne

Monohydrsie/ MEM-
API name / HaumenoBanne A®C Y API Batch No / A®C cepusi Ne 25415(JM-01)-

Mowmera3ona ¢ypoara 001

MOHOTHAPAT

Manufactured by & address /
IpousBonuTesn u aapec

Aarti Pharmalabs Limited, Unit-1V, Plot No. E-50, 50/1, & 59/1 M.L.D.C., Tarapur, Taluka &
District: Palghar, 401506, Maharashtra State, India / Aaptu ®apmiabe Jlumuren,
Monpasnenenue 1V, ygactok Ne E-50, 50/1 u 59/1 M.I.D.C. Tapanyp, Tanyka u okpyr: [lanrxap,

401506, mtat Maxapamrpa, Maaust

Ne | TESTS /IIOKA3ATEJIN

LIMITS / TPEBOBAHUSA

OBSERVATIONS /
PE3YJIBTATBI

+ 15 % ot 3asABICHHOTO.

He 6onee 6 u3 60 103 MOTYT UMETb OTKJIOHEHHE OT
cpemHero 3HaveHus Oonee ueM + 20 %, U HA OJHA
1032 He JOJDKHA UMETh OTKJIOHEHHE OT CPEIHETO
3HaueHus Oonee uem + 25 %. CpenHee 3HaueHHe
KaXJIOTO OMNpPEICICHUS HE JOJDKHO IPEBBIIIATH

14 | Microbiological Purity / Mu

Kpoﬁno.nornqeucaﬂ YuCcTOoTa

Total aerobic microbial
count / O01ee 4uciIo
a’pOOHBIX
MHUKPOOPTaHH3MOB

Total yeast and moulds
count / O011ee Y1CIIo
JPOMOKEBBIX U TUIECHEBBIX

/

Not more than 10% cfu per 1ml of the product /
He Gonee 10> KOE B 1 M npenapara

Not more than 10! cfu per 1 ml of the product

He 6onee 10! KOE B 1 Mt mpemapara

Menee 10 KOE/mn

Menee 10 KOE/mn

Less than 10 cfu/ml /

Less than 10 cfu/ml /

rpruboB

Prepared by / IloarorosJjieHo Checked by / IlpoBepeno Approved by / Ogo6peno
Signature / Yogesh Mehta Arun Patyal ! +./ Shailendra Singh
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUO®OUKAT AHAJIN3A T'OTOBOT'O MPOAYKTA
Page 10 of 13/ Ctp. 10 u3 13

Name of Product /
HaumeHoBaHHe MPOTYKIHHA

MOMATE RHINO
MOMAT PHHO

Generic name /
HenareHToBaHHOE HAUMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 pg/dose
MoMeTa30H cnpeil Ha3aubHBIH J03UpoBaHHBIN 50 MKT/m03a

Active Ingredients /
JeiicTBylouue BemecTa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 pg as
calculated for Mometasone Furoate 50.00 pg
1 no3a cripest CoepKUT: AeHCTBYIOMIEe BelecTBO: MoMeTa3zoHa ypoaTa MOHOTHUIPAT
51,72 mxr B iepecyere Ha MomerasoHa ¢ypoar 50,00 Mxr

Strength / lo3upoBka 50 pg/dose / 50 Mxr/mo3a Date of Mfg. / lata npousBoacTBa 04/2026
Dosage form / Metered-df)se nasal spray { Crpeit Date of Exp. / Toaen 0 03/2028
JlekapcTBeHHas popma Ha3aJIbHbIN 103UPOBaHHBIN
Product code / Kox mpoaykra SRU0300071260401EJ Date of release / J/laTa Boinycka 30.04.2026
Batch No. / Cepnst Ne 12260463A Qty. Released / KoanuecTBo 64,480 BOT /
BLINTYIIEHO (I1akoHOB
Batch size / Pazmep cepun 69,444 BOT / ¢nakonos Mig.License No. / MNB/10/832
JluneH3usi Ha NPOU3BOACTBO (HOMep)
Inspection Lot NO'.,/ 040000659810 Mfg. License Date / 30/04/2020
PerncrpanuoHHbIii HOMep aHAJIN3A JIMueH3Hsi Ha MPOM3BOACTBO (1aTa)
. GMP Compliance certificate Date / 18/06/2020
Package size / YnakoBka 60 Doses / 60 n03 GMP cepruduxar (1ara)
. GMP Compliance certificate No. / GMP-

Market / Poinok Russia / Poccust GMP cepruduiar (nomep) 01556/20/IN
Reference Specification No. / STP-CC-
CnenuuKanus roroporo SPC-CC-075514 Reference STP No. / CITA Ne 043443
MPOAYKTa Ne

Monohydrsie/ MEM-
API name / HaumenoBanne A®C Y API Batch No / A®C cepusi Ne 25415(JM-01)-

Mowmera3ona ¢ypoara 001

MOHOTHAPAT

Manufactured by & address /
IpousBonuTesn u aapec

Aarti Pharmalabs Limited, Unit-1V, Plot No. E-50, 50/1, & 59/1 M.L.D.C., Tarapur, Taluka &
District: Palghar, 401506, Maharashtra State, India / Aaptu ®apmiabe Jlumuren,
Monpasnenenue 1V, ygactok Ne E-50, 50/1 u 59/1 M.I.D.C. Tapanyp, Tanyka u okpyr: [lanrxap,

401506, mtat Maxapamrpa, Maaust

Ne | TESTS / HOKA3ATEJIA LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3VYJIBTATHBI
Pseudomonas aeruginosa Absence per 1 ml of the product / Absent / OtcyTcTBYET
OtcyrctBue B | M npenapaTa
Staphylococcus aureus Absence per 1 ml of the product / Absent / OtcyrcTByer
OtcyrcTBre B 1 M1 mpenapata
15. | Assay / KonuyecTBeHHOe onpeseneHne
a) Mometasone Furoate / From 85,0 % to 115,0 % of label claim / Ot 99.9%/ 99,9%
Mowmertazona ¢ypoar 85,0 % 1o 115,0 % ot 3asiBIeHHOTrO
COJICpKAHUS
b) Benzalkonium chloride / | From 80,0 % to 120,0 % of label claim / Ot 90.0%/ 90,0%
benzankonus xmopug 80,0 % mo 120,0 % oT 3asABIECHHOTO
COJIepKaHUS
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Signature / j; é Yogesh Mehta /4 p / gArun Patyal Sé a 6 SW Shailendra Singh
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIM3A I'OTOBOI'O TIPOAYKTA

Page 11 of 13/ Ctp. 11 u3 13

Name of Product /
HaumeHoBaHHe MPOTYKIHHA

MOMATE RHINO
MOMAT PHHO

Generic name /
HenareHToBaHHOE HAUMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 pg/dose
MoMeTa30H cnpeil Ha3aubHBIH J03UpoBaHHBIN 50 MKT/m03a

Active Ingredients /
JeiicTBylouue BemecTa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 pg as

calculated for Mometasone Furoate 50.00 pg

1 no3a cripest CoepKUT: AeHCTBYIOMIEe BelecTBO: MoMeTa3zoHa ypoaTa MOHOTHUIPAT
51,72 mxr B iepecyere Ha MomerasoHa ¢ypoar 50,00 Mxr

Strength / lo3upoBka 50 pg/dose / 50 Mxr/mo3a Date of Mfg. / lata npousBoacTBa 04/2026
Dosage form / Metered-df)se nasal spray { Crpeit Date of Exp. / Toaen 0 03/2028
JlekapcTBeHHas popma Ha3aJIbHbIN 103UPOBaHHBIN
Product code / Kox mpoaykra SRU0300071260401EJ Date of release / J/laTa Boinycka 30.04.2026
Batch No. / Cepnst Ne 12260463A Qty. Released / KoanuecTBo 64,480 BOT /
BLINTYIIEHO (I1akoHOB
Batch size / Pazmep cepun 69,444 BOT / ¢nakonos Mig.License No. / MNB/10/832
JluneH3usi Ha NPOU3BOACTBO (HOMep)
Inspection Lot NO'.,/ 040000659810 Mfg. License Date / 30/04/2020
PerncrpanuoHHbIii HOMep aHAJIN3A JIMueH3Hsi Ha MPOM3BOACTBO (1aTa)
. GMP Compliance certificate Date / 18/06/2020
Package size / YnakoBka 60 Doses / 60 n03 GMP cepruduxar (1ara)
. GMP Compliance certificate No. / GMP-

Market / Poinok Russia / Poccust GMP cepruduiar (nomep) 01556/20/IN
Reference Specification No. / STP-CC-
CnenuuKanus roroporo SPC-CC-075514 Reference STP No. / CITA Ne 043443
MPOAYKTa Ne

Monohydrsie/ MEM-
API name / HaumenoBanne A®C Y API Batch No / A®C cepusi Ne 25415(JM-01)-

Mowmera3ona ¢ypoara 001

MOHOTHAPAT

Manufactured by & address /
IpousBonuTesn u aapec

Aarti Pharmalabs Limited, Unit-1V, Plot No. E-50, 50/1, & 59/1 M.L.D.C., Tarapur, Taluka &
District: Palghar, 401506, Maharashtra State, India / Aaptu ®apmiabe Jlumuren,
Monpasnenenue 1V, ygactok Ne E-50, 50/1 u 59/1 M.I.D.C. Tapanyp, Tanyka u okpyr: [lanrxap,

401506, mtat Maxapamrpa, Maaust

Ne | TESTS /IIOKA3ATEJIN

LIMITS / TPEBOBAHUSA

OBSERVATIONS /
PE3YJIBTATBI

16. | Packaging / YnakoBka

60 or 120 doses of suspension in a high density
polyethylene vial with a dosing device and a
high density polyethylene cap. 1 vial and
patient information leaflet in a carton pack. /
ITo 60 mnu 120 103 cycneHs3uu Bo (IiakoHe 13

IMOJIMDTUIICHA BBICOKOU

IJIOTHOCTHU C

JIO3UPYIOUIUM YCTPOHCTBOM U KOJIAYKOM M3

MOJIMATHIICHA BEICOKOH INIOTHOCTH.

I[lo 1 ¢nakony BmecTe ¢ MHCTpyKIHEH IO

MEIUIIHHCKOMY
KapTOHHOM.

MIPUMCHCHHUIO B

IIa4ykKe

60 doses of suspension in a high density
polyethylene vial with a dosing device and a
high density polyethylene cap. 1 vial and
patient information leaflet in a carton pack. /
ITo 60 mo3 cycrmeH3un BO (ulakoHe H3
HOJMATHICHA  BBICOKOH  IUIOTHOCTH €
JIO3UPYIOIIUM yCTPOHCTBOM M KOJIAYKOM U3
HOJIMATHIICHA BBICOKOH IIIOTHOCTH.

ITo 1 ¢makoHy BMecTe ¢ HMHCTpYKLHEH IO
MEIUIUHCKOMY IPHUMCHEHHIO B  IIauKe
KapTOHHOM.

17. | Labeling / MapkupoBka

In accordance with section 1.3.2 of Module 1./
B cootBerctBuu ¢ pazgenom 1.3.2 moayis 1.

Complies / CooTBeTcTBYET

18. | Storage conditions /
Ycii0BUsI XpaHeHUs

At temperature of 15 to 25 °C. Do not freeze. / IIpu Temnepatype ot 15 mo 25 °C. He

3aMOpPa’KUBATh.
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUO®OUKAT AHAJIN3A T'OTOBOT'O MPOAYKTA
Page 12 of 13/ Ctp. 12 u3 13

Name of Product /
HaumeHoBaHHe MPOTYKIHHA

MOMATE RHINO
MOMAT PHHO

Generic name /
HenareHToBaHHOE HAUMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 pg/dose
MoMeTa30H cnpeil Ha3aubHBIH J03UpoBaHHBIN 50 MKT/m03a

Active Ingredients /
JeiicTBylouue BemecTa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 pg as
calculated for Mometasone Furoate 50.00 pg
1 no3a cripest CoepKUT: AeHCTBYIOMIEe BelecTBO: MoMeTa3zoHa ypoaTa MOHOTHUIPAT
51,72 mxr B iepecyere Ha MomerasoHa ¢ypoar 50,00 Mxr

Strength / lo3upoBka 50 pg/dose / 50 Mxr/mo3a Date of Mfg. / lata npousBoacTBa 04/2026
Dosage form / Metered-df)se nasal spray { Crpeit Date of Exp. / Toaen 0 03/2028
JlekapcTBeHHas popma Ha3aJIbHbIN 103UPOBaHHBIN
Product code / Kox mpoaykra SRU0300071260401EJ Date of release / J/laTa Boinycka 30.04.2026
Batch No. / Cepnst Ne 12260463A Qty. Released / KoanuecTBo 64,480 BOT /
BLINTYIIEHO (I1akoHOB
Batch size / Pazmep cepun 69,444 BOT / ¢nakonos Mig.License No. / MNB/10/832
JluneH3usi Ha NPOU3BOACTBO (HOMep)
Inspection Lot NO'.,/ 040000659810 Mfg. License Date / 30/04/2020
PerncrpanuoHHbIii HOMep aHAJIN3A JIMueH3Hsi Ha MPOM3BOACTBO (1aTa)
. GMP Compliance certificate Date / 18/06/2020
Package size / YnakoBka 60 Doses / 60 n03 GMP cepruduxar (1ara)
. GMP Compliance certificate No. / GMP-

Market / Poinok Russia / Poccust GMP cepruduiar (nomep) 01556/20/IN
Reference Specification No. / STP-CC-
CnenuuKanus roroporo SPC-CC-075514 Reference STP No. / CITA Ne 043443
MPOAYKTa Ne

Monohydrsie/ MEM-
API name / HaumenoBanne A®C Y API Batch No / A®C cepusi Ne 25415(JM-01)-

Mowmera3ona ¢ypoara 001

MOHOTHAPAT

Manufactured by & address /
IpousBonuTesn u aapec

Aarti Pharmalabs Limited, Unit-1V, Plot No. E-50, 50/1, & 59/1 M.L.D.C., Tarapur, Taluka &
District: Palghar, 401506, Maharashtra State, India / Aaptu ®apmiabe Jlumuren,
Monpasnenenue 1V, ygactok Ne E-50, 50/1 u 59/1 M.I.D.C. Tapanyp, Tanyka u okpyr: [lanrxap,

401506, mtat Maxapamrpa, Maaust

Ne | TESTS /IIOKA3ATEJIN

LIMITS / TPEBOBAHUSA

OBSERVATIONS /
PE3YJIBTATBI

19. | Shelf-life (storage period) /
Cpok rognocTu
(XxpaHeHus)

2 years. / 2 rona.

Any deviation/Incident/OOS: Non-applicable
OtkoHeHusi/HecooTBeTcTBUA/OOC: HE MPUMEHUMO

Artworks of primary package approved: / MakeTbl NepBM4HON YNaKOBKH yTBep:kaeHbI: 23.01.2023
Artworks of secondary package approved: MakeTbl BTOPpHYHOH yIaKOBKH yTBep:kaeHbl: 23.01.2023
PIL approved: / UMII yrBep:kaen: 22.02.2024

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 abovementioned site in full compliance with the GMP
requirements of the local Regulatory Authority and with the normative document no. JITI-Ne(001710)-(PI'-RU)-230123 in
market Authorization of Russia and submitted specification no. SPC-CC-075514. The batch processing, packaging and analysis
reviewed and found to be in compliance with GMP.”
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUO®OUKAT AHAJIN3A T'OTOBOT'O MPOAYKTA
Page 13 0of 13/ Ctp. 13 u3 13

Name of Product /
HaumeHoBaHHe MPOTYKIHHA

MOMATE RHINO
MOMAT PHHO

Generic name /
HenareHToBaHHOE HAUMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 pg/dose
MoMeTa30H cnpeil Ha3aubHBIH J03UpoBaHHBIN 50 MKT/m03a

Active Ingredients /
JeiicTBylouue BemecTa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 pg as
calculated for Mometasone Furoate 50.00 pg
1 no3a cripest CoepKUT: AeHCTBYIOMIEe BelecTBO: MoMeTa3zoHa ypoaTa MOHOTHUIPAT
51,72 mxr B iepecyere Ha MomerasoHa ¢ypoar 50,00 Mxr

Strength / lo3upoBka 50 pg/dose / 50 Mxr/mo3a Date of Mfg. / lata npousBoacTBa 04/2026
Dosage form / Metered-df)se nasal spray { Crpeit Date of Exp. / Toaen 0 03/2028
JlekapcTBeHHas popma Ha3aJIbHbIN 103UPOBaHHBIN
Product code / Kox mpoaykra SRU0300071260401EJ Date of release / J/laTa Boinycka 30.04.2026
Batch No. / Cepnst Ne 12260463A Qty. Released / KoanuecTBo 64,480 BOT /
BLINTYIIEHO (I1akoHOB
Batch size / Pazmep cepun 69,444 BOT / ¢nakonos Mig.License No. / MNB/10/832
JluneH3usi Ha NPOU3BOACTBO (HOMep)
Inspection Lot NO'.,/ 040000659810 Mfg. License Date / 30/04/2020
PerncrpanuoHHbIii HOMep aHAJIN3A JIMueH3Hsi Ha MPOM3BOACTBO (1aTa)
. GMP Compliance certificate Date / 18/06/2020
Package size / YnakoBka 60 Doses / 60 n03 GMP cepruduxar (1ara)
. GMP Compliance certificate No. / GMP-

Market / Poinok Russia / Poccust GMP cepruduiar (nomep) 01556/20/IN
Reference Specification No. / STP-CC-
CnenuuKanus roroporo SPC-CC-075514 Reference STP No. / CITA Ne 043443
MPOAYKTa Ne

Monohydrsie/ MEM-
API name / HaumenoBanne A®C Y API Batch No / A®C cepusi Ne 25415(JM-01)-

Mowmera3ona ¢ypoara 001

MOHOTHAPAT

Manufactured by & address /
IpousBonuTesn u aapec

Aarti Pharmalabs Limited, Unit-1V, Plot No. E-50, 50/1, & 59/1 M.L.D.C., Tarapur, Taluka &
District: Palghar, 401506, Maharashtra State, India / Aaptu ®apmiabe Jlumuren,
Monpasnenenue 1V, ygactok Ne E-50, 50/1 u 59/1 M.I.D.C. Tapanyp, Tanyka u okpyr: [lanrxap,

401506, mtat Maxapamrpa, Maaust

3akJIl0ueHne 0 COOTBeTCTBHM: HACTOSIINM ITOTBEPKAAI0, UTO MPECTABICHHAS BbIlle HH(POPMAIUS SBISIETCS] JOCTOBEPHOU
u ToyHOU. JlaHHas cepusi ObuIa Mpou3BeeHa (BKIIOYask YIaKOBKY/MapKUPOBKY M KOHTPOJIb KauecTBa) Ha YKa3aHHOW BBIILIE
MPOU3BOJICTBEHHOM ILIOIIAIKE B [TOJTHOM COOTBETCTBHU ¢ TpeboBanusmu Hamnexaeit [IpousBoacreennoii [Ipaktuku (GMP)
JIOKJIBHBIX PETrYJISITOPHBIX OPraHoB M TpeOoBaHMsIMH HopMmaTuBHOW nokymeHrtaruu JIIT-Ne(001710)-(PI'-RU)-230123 mis
poiHKa Poccnu u yrBepxnenHoi cnenudukarnueir No SPC-CC-075514. IIpoToKoIIbl TPOU3BOICTBA, YIIAKOBKH U ITOKa3aTeln
Ka4yecTBa JaHHOW cepuH ObLIM NPOAHAJIM3MPOBAHBI W CHEJAHO 3aKIIOYEHHE, YTO OHH COOTBETCTBYIOT TpPEOOBaHHAM
Hannexameit [Tpoussoncreennoit [Ipaktuku (GMP).
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