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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTU®UKAT AHAJIM3A I'OTOBOI'O TIPOAYKTA
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Name of Product /
HanmeHoBaHue NpoAyKIMHI

MOMAT RINO
MOMAT PMHO

Generic name /
HenmaTeHTOBaHHOE HAMMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mowmera3oHa cipel HazaJbHBIH 103upoBaHHBIN 50 MKI/m03a

Active Ingredients /
JelicTBylo1mme BelecTsa

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

calculated for Mometasone Furoate 50.00 mcg

1 no3a CIIpEA COACPIKUT: ﬂeﬁCTBymmee BelecTBo: MomeTazoHa (bypoaTa MoOHOrugpar

51,72 mxr B iepecyere Ha MomerasoHa ¢ypoar 50,00 Mxr

Date of Mfg. / laTa

Strength / lo3upoBka 50 mcg/dose / 50 mxr/mo3a 08/2025
MPOHU3BOJCTBA
Dosage form / Metered-dvose nasal sprayf Crpeit Date of Exp. / Toaen 10 07/2027
JlekapcTBeHHas popma Ha3aJIbHBIN 103MPOBaHHBIN
Product code / Kox nmpoaykra SRUO0300071260401EJ Date of release / JlaTa Boinycka 25.08.2025
Batch No. / Cepust Ne 12251055A gty‘ Released / 63,200 BOT/
0JIMYECTBO BBIMYIIEHO (raxoHOB
Batch size / Pazmep cepun 69,444 BOT / ¢pmakoHOB Mifg.License No. / Jluuensus na MNB/10/832
MPOU3BOJCTBO (HOMep)
Inspection Lot NOL/ 040000614005 Mfg. License Date / JInnensusi Ha 30/04/2020
PerucrpannoHHblii HOMep aHaJu3a MPOU3BOJCTBO (1aTa)
GMP Compliance certificate Date
Package size / YnakoBka 60 Doses / 60 no3 / 18/06/2020

GMP ceprudukar (nata)

Market / PoiHok

Russia / Poccus

GMP Compliance certificate No./ | GMP-
GMP ceprudukar (Homep) 01556/20/IN

Reference Specification No. /
Cnenudgukanus roroporo
NMPOAYKTa Ne

SPC-CC-075514 Reference STP No. / CIIA Ne STP-CC-043443

API name / HaumenoBanue AD®C

Mometasone Furoate Monohydrate/

API Batch No / A®C cepus Ne

MFM-24416(JM-

MowmeTta3oHa GypoaTra MOHOTHApAT 01)-001
Manufactured by / Ilpon3BoauTtenas | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6e Jlumuren, nmus
Ne | TESTS/ITOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJIBTATBI

1. | Description / Onucanue

White to off white thick suspension of
semitransparent to non-transparent consistency. /
Ot Oenoro g0 Tmourd Oenoro IBeTa OT
MOJTYTIPO3PAYHOM 0 HEMPO3PAYHON KOHCHCTECHIHH
rycTasi CyCreH3usl.

Off-white thick suspension of
non-transparent consistency. /
[Mourn 6eroro BeTa
HEMpPO3payHONH  KOHCHCTEHIHH
rycTasi CyCIeH3HSL.

2. Identification / UnenTudukanus

a) Mometasone Furoate /

Mometa3ona ¢gypoart

The retention time of the main peak in the
chromatogram of sample preparation should
corresponds to the retention time of the main peak
in the chromatogram of standard preparation (refer
to Assay). / Bpems ynep>xuBaHHs OCHOBHOTO IHKa
Ha  XpOMaTorpaMMe HCIIBITYeMOrO  pacTBOpa
JOJDKHO COOTBETCTBOBAaTh BPEMEHH YIEpP)KUBAHHS

The retention time of the main
peak in the chromatogram of
sample preparation corresponds
to the retention time of the main
peak in the chromatogram of
standard preparation / Bpewms
YIep)KUBaHHUS OCHOBHOTO ITHKa

OCHOBHOI'O IIMKa Ha XpOMAaTOorpaMme CTaHAAPTHOIO | Ha XpoMarorpamme
pacTBopa (cm. pasnen «KonnyecTBeHHOE | UCTIBITYEMOIO pactBOpa
OTIPEICIICHUEY ). COOTBETCTBYET BPEMEHU
YIEpKUBAHUS OCHOBHOTO IHKa
Ha XpoMaTtorpaMmme
CTaHAAPTHOI'O pacTBOpA.
Prepared By / Iloaroroua Checked By / IIposepua Approved By / Ono6pua
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Name of Product /
HanmeHoBaHue NpoAyKIMHI

MOMAT RINO
MOMAT PMHO

Generic name /
HenmaTeHTOBaHHOE HAMMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose

Mowmera3oHa cipel HazaJbHBIH 103upoBaHHBIN 50 MKI/m03a

Active Ingredients /
JelicTBylo1mme BelecTsa

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

calculated for Mometasone Furoate 50.00 mcg

1 no3a CIIpEA COACPIKUT: ﬂeﬁCTBymmee BelecTBo: MomeTazoHa (bypoaTa MoOHOrugpar

51,72 mxr B iepecyere Ha MomerasoHa ¢ypoar 50,00 Mxr

Strength / lo3upoBka 50 mcg/dose / 50 mxr/mo3a Date of Mfg. / Jlara 08/2025
MPOU3BOJCTBA
Dosage form / Metered-dvose nasal sprayf Crpei Date of Exp. / Toaen 10 07/2027
JlekapcTBeHHas (popma Ha3aJIbHBIN JO3UPOBAHHBIN
Product code / Kox nmpoaykra SRUO0300071260401EJ Date of release / JlaTa Boinycka 25.08.2025
Batch No. / Cepust Ne 12251055A gty‘ Released / 63,200 BOT/
0JIMYECTBO BBIMYIIEHO (raxoHOB
Batch size / Pazmep cepun 69,444 BOT / ¢pmakoHOB Mifg.License No. / Jluuensus na MNB/10/832
MPOU3BOJCTBO (HOMep)
Inspection Lot NOL/ 040000614005 Mfg. License Date / JInnensusi Ha 30/04/2020
PerucrpannoHHblii HOMep aHaJu3a MPOU3BOJCTBO (1aTa)
GMP Compliance certificate Date
Package size / YnakoBka 60 Doses / 60 no3 / 18/06/2020
GMP ceprudukar (nata)
. GMP Compliance certificate No./ | GMP-
Market / Peinox Russia / Poccust GMP cepruduiar (omep) 01556/20/IN
Reference Specification No. /
Cneuuduxanus roroBoro SPC-CC-075514 Reference STP No. / CITA Ne STP-CC-043443
NMPOAYKTa Ne
API name / Hanmenosanne AGC | Viometasone Furoate Monohydrate/ | by posoh No / ADC cepus N | MEM-24416(M-
MowmeTta3oHa GypoaTra MOHOTHApAT 01)-001
Manufactured by / Ilpon3BoauTtenas | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6e Jlumuren, nmus
Ne | TESTS/ITOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJIBTATBI

b) Benzalkonium chloride
/ BeH3aJIKOHUS XJIOPU]

The chromatogram of the sample solution should
contain peaks corresponding to the retention times
of peaks of benzalkonium chloride homologues Ci»
and Ci4 in the chromatogram of the standard
solution (refer to Assay). / Ha xpomarorpamme
HCIIBITYEMOTO PacTBOpa JOJDKHBI OOHAPYKUBATHCS

The chromatogram of the
sample solution contain peaks
corresponding to the retention
times of peaks of benzalkonium
chloride homologues C;, and
Ci4 in the chromatogram of the

UKW, o BpEMCHaM ynepxkuBaHus | standard  solution. / Ha
COOTBETCTBYIOILME TMKAM FOMOJIOTOB OSH3aIKOHUS | XPOMATOrpaMMe  HCHBITYEeMOro
xnopuna Ci2 m Ci4 Ha  XpomaTorpamme | pacTBopa O0OHAPYKHBAKOTCS
CTaHIapTHOTO pacTtBOpa (cm. pasner | IUKH, o BpeMEHaM
«Konm4ecTBeHHOE ONpeneeHue»). yIep)KUBAHUS
COOTBETCTBYIOIIIE IHKaM
TOMOJIOTOB OCH3aIKOHUS
xmopuna Cip umw Cis Ha
XpOMaTorpamMme CTaHAapTHOTO
pacTBopa.
3. [pH From 4.30 t0 4.90 / Ot 4,30 10 4,90 4.610/4,610

4. | Density / [IlnoTHOCTH

From 0.950 to 1.050 g/cm? /
Ot 0,950 mo 1,050 r/cm?

1.009 g/cm?/ 1,009 r /cm®

Prepared By / IloaroroBuJ Checked By / [1poBepu Approved By / Ono6pu

Signature / /4%[ % Atul Kumar /4 p Arun Patyal owm Onkar Mall
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Name of Product /
HanmeHoBaHue NpoAyKIMHI

MOMAT RINO
MOMAT PMHO

Generic name /
HenmaTeHTOBaHHOE HAMMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mowmera3oHa cipel HazaJbHBIH 103upoBaHHBIN 50 MKI/m03a

Active Ingredients /
JelicTBylo1mme BelecTsa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg

1 1o3a cripest COEPIKUT: ACHCTBYIOLIEE BelecTBo: MomeTazoHa (ypoaTa MOHOTUIpAT

51,72 mxr B iepecyere Ha MomerasoHa ¢ypoar 50,00 Mxr

Date of Mfg. / laTa

Strength / lo3upoBka 50 mcg/dose / 50 mxr/mo3a 08/2025
MPOHU3BOJCTBA
Dosage form / Metered-dvose nasal sprayf Crpeit Date of Exp. / Toaen 10 07/2027
JlekapcTBeHHas popma Ha3aJIbHBIN 103MPOBaHHBIN
Product code / Kox nmpoaykra SRUO0300071260401EJ Date of release / JlaTa Boinycka 25.08.2025
Batch No. / Cepust Ne 12251055A gty‘ Released / 63,200 BOT/
0JIMYECTBO BBIMYIIEHO (raxoHOB
Batch size / Pazmep cepun 69,444 BOT / ¢pmakoHOB Mifg.License No. / Jluuensus na MNB/10/832
MPOU3BOJCTBO (HOMep)
Inspection Lot NOL/ 040000614005 Mfg. License Date / JInnensusi Ha 30/04/2020
PerucrpannoHHblii HOMep aHaJu3a MPOU3BOJCTBO (1aTa)
GMP Compliance certificate Date
Package size / YnakoBka 60 Doses / 60 no3 / 18/06/2020

GMP ceprudukar (nata)

Market / PoiHok

Russia / Poccus

GMP-
01556/20/IN

GMP Compliance certificate No. /
GMP cepruduxar (Homep)

Reference Specification No. /
Cnenudgukanus roroporo
NMPOAYKTa Ne

SPC-CC-075514

Reference STP No. / CIIA Ne STP-CC-043443

API name / HaumenoBanue AD®C

Mometasone Furoate Monohydrate/

MFM-24416(JM-

API Batch No / A®C cepus Ne

MowmeTta3oHa GypoaTra MOHOTHApAT 01)-001
Manufactured by / IlpousBoaurens | Aarti Pharmalabs Limited, India/ Aaptu ®apmanadc Jlumuren, Uumus
Ne | TESTS/ITOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJIBTATHI
5. | Viscosity / Bsaskoctb From 30 to 130 cPs / Ot 30 mo 130 cII3 41.10 cPs /41,10 cII3
6. | Osmolality / From 250 to 350 mOsm/Kg 292 mOsm/Kg
OcMOJISTILHOCTH Ot 250 g0 350 MOcm/kr 292 MOcm/kr
7. | Net content / Macca Not less than 9 g / He menee 9 r 92g/92r

COACPKUMOT0 q)J'IaKOHa

8. | Number of deliveries per
container / KoauvectBo
1103

Not less than 60 doses (discard the first pumping) /
He menee 60 103 (He cuuTas NepBUYHYIO

MIPOKAUKY)

78 doses / 78 no3

Prepared By / IloaroroBuJ Checked By / [1poBepu Approved By / Ono6pu

Signature / /4%[ % Atul Kumar /4 p Arun Patyal owm Onkar Mall
Hopnuce 26 Aug 2025 14:57:48 ST m 27 Aug 2025 15:12:12 IST 27 Aug 2025 16:46:49 IST
Date / laTa
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Page40f9/Crp.4m39

Name of Product /
HanmeHoBaHue NpoAyKIMHI

MOMAT RINO
MOMAT PMHO

Generic name /
HenmaTeHTOBaHHOE HAMMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mowmera3oHa cipel HazaJbHBIH 103upoBaHHBIN 50 MKI/m03a

Active Ingredients /
JelicTBylo1mme BelecTsa

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

calculated for Mometasone Furoate 50.00 mcg

1 no3a CIIpEA COACPIKUT: ﬂeﬁCTBymmee BelecTBo: MomeTazoHa (bypoaTa MoOHOrugpar

51,72 mxr B iepecyere Ha MomerasoHa ¢ypoar 50,00 Mxr

Strength / lo3upoBka 50 mcg/dose / 50 mxr/mo3a Date of Mfg. / Jlara 08/2025
MPOU3BOJCTBA
Dosage form / Metered-dvose nasal sprayf Crpei Date of Exp. / Toaen 10 07/2027
JlekapcTBeHHas (popma Ha3aJIbHBIN JO3UPOBAHHBIN
Product code / Kox nmpoaykra SRUO0300071260401EJ Date of release / JlaTa Boinycka 25.08.2025
Batch No. / Cepust Ne 12251055A gty‘ Released / 63,200 BOT/
0JIMYECTBO BBIMYIIEHO (raxoHOB
Batch size / Pazmep cepun 69,444 BOT / ¢pmakoHOB Mifg.License No. / Jluuensus na MNB/10/832
MPOU3BOJCTBO (HOMep)
Inspection Lot NOL/ 040000614005 Mfg. License Date / JInnensusi Ha 30/04/2020
PerucrpannoHHblii HOMep aHaJu3a MPOU3BOJCTBO (1aTa)
GMP Compliance certificate Date
Package size / YnakoBka 60 Doses / 60 no3 / 18/06/2020
GMP ceprudukar (nata)
. GMP Compliance certificate No./ | GMP-
Market / Peinox Russia / Poccust GMP cepruduiar (omep) 01556/20/IN
Reference Specification No. /
Cneuuduxanus roroBoro SPC-CC-075514 Reference STP No. / CITA Ne STP-CC-043443
NMPOAYKTa Ne
API name / Hanmenosanne AGC | Viometasone Furoate Monohydrate/ | by posoh No / ADC cepus N | MEM-24416(M-
MowmeTta3oHa GypoaTra MOHOTHApAT 01)-001
Manufactured by / Ilpon3BoauTtenas | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6e Jlumuren, nmus
Ne | TESTS/ITOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJIBTATBI

9. | Pump delivery /
Macca n03b1

Individual dose mass: from 85% to 115% of the

theoretical dose mass /

WnnuBuayansHas Macca 1036l 0T 85 % 10 115 %

oT TeOpeTI/I‘IeCKOﬁ MacCcChI 103bI,

Average mass of the dose: from 90% to 110% of
the theoretical mass of the dose /
Cpeansist Macca 103bl: 0T 90 % 1o 110 % ot

TeOpCTHHGCKOﬁ MacCChl 103bI

Minimum / Muaumym: 89.0%
Maximum / Makcumym:110.0%
Average / Cpennee: 101.3%

10. | Particle size /
Pasmep wactun

Particles < 10pm in size: Not less than 90%
Yactuy pasmepom < 10 mxm — He Meree 90 %;

Particles < 30pm in size: 100%

Yacrun pazmepoMm < 30 mxm — 100 %

Particles > 30pm in size: Should be absent
YacTuusl pazmepoM > 30 MkM —

OTCYTCTBOBAaThH

JIOJKHBI

99.6% / 99,6%
100% / 100%

Absent / OTCyTCTBYIOT

Prepared By / IloaroroBuJ Checked By / [1poBepu Approved By / Ono6pu

Signature / /4%[ % Atul Kumar /4 p Arun Patyal owm Onkar Mall
Hopnuce 26 Aug 2025 14:57:48 ST m 27 Aug 2025 15:12:12 IST 27 Aug 2025 16:46:49 IST
Date / laTa

REASON: Prepared By REASON: Checked By REASON: Approved By

5c9bd63f-5159-4d1d-819f-f699447b9f27 c8185c2c-2e86-4590-9d65-3d03424bcall 0283dc3c-e8ca-46f7-89d6-ae255bc67173

Name / ®UO Atul Kumar Arun Patyal Onkar Mall
Designation / . .
JoamHOCTD Senior Officer- QA Senior Officer- QA Asst. Manager- QA

FCM/QA054/08.00

DocUUID : 23f77a08-4cc3-4887-88ce-€29992323528



mailto:glenmark@bom2.vsnl.net.in

G

glenmark

A new way for a new world

Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205, India
Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom?2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTU®UKAT AHAJIM3A I'OTOBOI'O TIPOAYKTA

Page 50f9/Crp.5m39

Name of Product /
HanmeHoBaHue NpoAyKIMHI

MOMAT RINO
MOMAT PMHO

Generic name /
HenmaTeHTOBaHHOE HAMMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose

Mowmera3oHa cipel HazaJbHBIH 103upoBaHHBIN 50 MKI/m03a

Active Ingredients /
JelicTBylo1mme BelecTsa

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

calculated for Mometasone Furoate 50.00 mcg

1 1o3a cripest COEPIKUT: ACHCTBYIOLIEE BelecTBo: MomeTazoHa (ypoaTa MOHOTUIpAT
51,72 mxr B iepecyere Ha MomerasoHa ¢ypoar 50,00 Mxr

Strength / lo3upoBka 50 mcg/dose / 50 mxr/mo3a Date of Mfg. / Jlara 08/2025
MPOU3BOJCTBA
Dosage form / Metered-dvose nasal sprayf Crpeit Date of Exp. / Toaen 10 07/2027
JlekapcTBeHHas popma Ha3aJIbHBIN 103MPOBaHHBIN
Product code / Kox nmpoaykra SRUO0300071260401EJ Date of release / JlaTa Boinycka 25.08.2025
Batch No. / Cepust Ne 12251055A gty‘ Released / 63,200 BOT/
0JIMYECTBO BBIMYIIEHO (raxoHOB
Batch size / Pazmep cepun 69,444 BOT / ¢pmakoHOB Mifg.License No. / Jluuensus na MNB/10/832
MPOU3BOJCTBO (HOMep)
Inspection Lot NOL/ 040000614005 Mfg. License Date / JInnensusi Ha 30/04/2020
PerucrpannoHHblii HOMep aHaJu3a MPOU3BOJCTBO (1aTa)
GMP Compliance certificate Date
Package size / YnakoBka 60 Doses / 60 no3 / 18/06/2020
GMP ceprudukar (nata)
. GMP Compliance certificate No./ | GMP-
Market / Peinox Russia / Poccust GMP cepruduiar (omep) 01556/20/IN
Reference Specification No. /
Cneuuduxanus roroBoro SPC-CC-075514 Reference STP No. / CITA Ne STP-CC-043443
NMPOAYKTa Ne
API name / Hanmenosanne AGC | Viometasone Furoate Monohydrate/ | by posoh No / ADC cepus N | MEM-24416(M-
MowmeTta3oHa GypoaTra MOHOTHApAT 01)-001
Manufactured by / Ilpon3BoauTtenas | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6e Jlumuren, nmus
Ne | TESTS/ITOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJIBTATBI
11. | Sedimentation Stability / Not less than 5 min / He menee 5 muH. Complies /
CenuMeHTAMOHHASA CooTBeTCTBYET
YCTOHYUBOCTH

12. | Impurities / Ipumecu

Impurity 8 DM /
ITpumecu § DM

Impurity DMC /
ITpumecu DMC

Impurity D /
Ipumecu D

Any individual unspecified
impurity / E mnuangaaO#
HEUICHTH(OUITUPOBAHHON
npUMecH

Total impurities /
CyMmMEI ipuMeceit

Not more than 0.15 % / He 6oiee 0,15 %

Not more than 0.15 % / He 6onee 0,15 %

Not more than 0.20 % / He 6omee 0,20 %

Not more than 0.20 % / He 6onee 0,20 %

Not more than 0.60 % / He 6onee 0,60 %

Not Detected/ He oOnapy»xxeno
Below LOQ / Hmwke LOQ

0.01%/ 0,01%

0.04%/ 0,04%

0.12%/0,12%

Prepared By / IloaroroBuJ Checked By / [1poBepu Approved By / Ono6pu

Signature / /4%[ % Atul Kumar /4 p Arun Patyal owm Onkar Mall
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Glenmark pharmaceuticals Ltd

Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205, India

Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom?2.vsnl.net.in
CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTU®UKAT AHAJIN3A T'OTOBOI'O NIPOAYKTA
Page 6 of 9/ Ctp. 6 M3 9

Name of Product /
HanmeHoBaHue NpoAyKIMHI

MOMAT RINO
MOMAT PMHO

Generic name /
HenmaTeHTOBaHHOE HAMMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mowmera3oHa cipel HazaJbHBIH 103upoBaHHBIN 50 MKI/m03a

Active Ingredients /
JelicTBylo1mme BelecTsa

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

calculated for Mometasone Furoate 50.00 mcg

1 no3a CIIpEA COACPIKUT: ﬂeﬁCTBymmee BelecTBo: MomeTazoHa (bypoaTa MoOHOrugpar

51,72 mxr B iepecyere Ha MomerasoHa ¢ypoar 50,00 Mxr

Strength / lo3upoBka 50 mcg/dose / 50 mxr/mo3a Date of Mfg. / Jlara 08/2025
MPOU3BOJCTBA
Dosage form / Metered-dvose nasal sprayf Crpeit Date of Exp. / Toaen 10 07/2027
JlekapcTBeHHas popma Ha3aJIbHBIN 103MPOBaHHBIN
Product code / Kox nmpoaykra SRUO0300071260401EJ Date of release / JlaTa Boinycka 25.08.2025
Batch No. / Cepust Ne 12251055A Qty. Released / 63,200 BOT/
KoanyecTBo BhINyIieHo (raxoHOB
Batch size / Pazmep cepun 69,444 BOT / ¢pmakoHOB Mifg.License No. / Jluuensus na MNB/10/832
MPOU3BOJCTBO (HOMep)
Inspection Lot NOL/ 040000614005 Mfg. License Date / JInnensusi Ha 30/04/2020
PerucrpannoHHblii HOMep aHaJu3a MPOU3BOJCTBO (1aTa)
GMP Compliance certificate Date
Package size / YnakoBka 60 Doses / 60 no3 / 18/06/2020
GMP ceprudukar (nata)
. GMP Compliance certificate No./ | GMP-
Market / Peinox Russia / Poccust GMP cepruduiar (omep) 01556/20/IN
Reference Specification No. /
Cneuuduxanus roroBoro SPC-CC-075514 Reference STP No. / CITA Ne STP-CC-043443
NMPOAYKTa Ne
API name / Hanmenosanne AGC | Viometasone Furoate Monohydrate/ | by posoh No / ADC cepus N | MEM-24416(M-
MowmeTta3oHa GypoaTra MOHOTHApAT 01)-001

Manufactured by / IlpousBoauTenns

Aarti Pharmalabs Limited, India/ Aaptu ®apmanadc Jlnmuten, Muans

Ne | TESTS/ITOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJIBTATBI
13. | Average Delivered Dose Not more than 2 of 20 doses (10 initial doses and 10 final doses | Beg / HauaJio:

and Uniformity of
Delivered Dose / Cpennsist
AocTaBJIsieMast 103a 1
OJHOPOIHOCTH
JAO0CTAaBJISIEMOH 103bI

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 6onee 2 u3 20 103 (10 HavaneHbIX 103 ¥ 10 KOHEYHBIX 703)
MOTYT HUMETh OTKJIOHEHHE OT CPEAHEro 3HaueHus Ooiee yeM
+20%, ¥ HU OfHA J03a HE JOJDKHA MMETh OTKJIOHCHHE OT
cpenHero 3HaueHust Oonee yeM * 25 %. CpenHee 3HayeHHE He
JIOJKHO TIPEBBIIIATH + 15 % OT 3asIBIIEHHOTO.

Ecaun ot 3 10 6 103 uMerOT OTKIOHEHUs Oojee dyeM + 20 %, Ho
MeHee 4eM + 25 %, To ucnbIThIBatoT cieaytomue 20 GIakoHOB.
He Gonee 6 u3 60 103 MOTYT UMETh OTKJIIOHEHHE OT CPEIIHEro
3HaveHus Ooiiee yeM + 20 %, U HU OJHA 7032 HE JODKHA UMETh
OTKJIOHEHHE OT CPEJHEro 3HaueHus Oonee yeM + 25 %. CpenHee
3HaYCHHE KKJIOTO OIPEICICHHUs He TOJDKHO mpeBbImarh + 15 %
OT 3asBJICHHOTO.

Minimum / Muaumym: 93%
Maximum / Makcumym: 102%
Mean / Cpemnee:100%

END / Konen:

Minimum / Muanmym: 96%
Maximum / Makcumym: 104%
Mean / Cpeanee: 100%
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CEPTU®UKAT AHAJIM3A I'OTOBOI'O TIPOAYKTA

Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom?2.vsnl.net.in
CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

Page 70f9/Crp. 7u39

Name of Product /
HanmeHoBaHue NpoAyKIMHI

MOMAT RINO
MOMAT PMHO

Generic name /
HenmaTeHTOBaHHOE HAMMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mowmera3oHa cipel HazaJbHBIH 103upoBaHHBIN 50 MKI/m03a

Active Ingredients /
JelicTBylo1mme BelecTsa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
1 1o3a cripest COEPIKUT: ACHCTBYIOLIEE BelecTBo: MomeTazoHa (ypoaTa MOHOTUIpAT
51,72 mxr B iepecyere Ha MomerasoHa ¢ypoar 50,00 Mxr

Strength / lo3upoBka 50 mcg/dose / 50 mxr/mo3a Date of Mfg. / Jlara 08/2025
MPOU3BOJCTBA
Dosage form / Metered-dvose nasal sprayf Crpeit Date of Exp. / Toaen 10 07/2027
JlekapcTBeHHas popma Ha3aJIbHBIN 103MPOBaHHBIN
Product code / Kox nmpoaykra SRUO0300071260401EJ Date of release / JlaTa Boinycka 25.08.2025
Batch No. / Cepust Ne 12251055A Qty. Released / 63,200 BOT/
KoanyecTBo BhINyIieHo (raxoHOB
Batch size / Pazmep cepun 69,444 BOT / ¢pmakoHOB Mifg.License No. / Jluuensus na MNB/10/832
MPOU3BOJCTBO (HOMep)
Inspection Lot NOL/ 040000614005 Mfg. License Date / JInnensusi Ha 30/04/2020
PerucrpannoHHblii HOMep aHaJu3a MPOU3BOJCTBO (1aTa)
GMP Compliance certificate Date
Package size / YnakoBka 60 Doses / 60 no3 / 18/06/2020
GMP ceprudukar (nata)
. GMP Compliance certificate No./ | GMP-
Market / Peinox Russia / Poccust GMP cepruduiar (omep) 01556/20/IN
Reference Specification No. /
Cneuuduxanus roroBoro SPC-CC-075514 Reference STP No. / CITA Ne STP-CC-043443
NMPOAYKTa Ne
API name / Hanmenosanne AGC | Viometasone Furoate Monohydrate/ | by posoh No / ADC cepus N | MEM-24416(M-
MowmeTta3oHa GypoaTra MOHOTHApAT 01)-001

Manufactured by / IlpousBoauTenns

Aarti Pharmalabs Limited, India/ Aaptu ®apmanadc Jlnmuten, Muans

Ne | TESTS /ITIOKA3ATEJIN

LIMITS / TPEBOBAHUS

OBSERVATIONS /
PE3YJIBTATHBI

14 | Microbiological Purity / MukpoOunosioruyeckasi YucToTa

Total aerobic microbial
count / OO1ee 4uciao
a’pOOHBIX
MHKpPOOPTaHH3MOB

Total yeast and moulds
count / Obmiee gncio
JPOACKEBBIX U INIECHEBBIX
rpuboB

Pseudomonas aeruginosa

Staphylococcus aureus

Not more than 102 cfu per 1ml of the product / He
6omee 102 KOE B 1 mMit npenapara

Not more than 10! cfu per 1 ml of the product / He
6osee 10' KOE B 1 mn npenapata

Absence per 1 ml of the product / OrcyrcrBue B 1

MJI IperiapaTa

Absence per 1 ml of the product / OrcyrcrBue B |

MJI TIpeTiapaTa

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

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

Absent / OTcyTcTBYyeET

Absent / OtcyTcTByer

15. | Assay / KoinyecTBeHHOe onpeiejieHHe

a) Mometasone Furoate /
Mowmetasona Gpypoar

From 85,0 % to 115,0 % of the labeled content / Ot
85,0 % 10 115,0 % ot 3asiBIEHHOr0 COAEp KaHMs

102.3% / 102,3%
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTU®UKAT AHAJIM3A I'OTOBOI'O TIPOAYKTA

Page 8 of 9/ Ctp.8m3 9

Name of Product /
HanmeHoBaHue NpoAyKIMHI

MOMAT RINO
MOMAT PMHO

Generic name /
HenmaTeHTOBaHHOE HAMMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose

Mowmera3oHa cipel HazaJbHBIH 103upoBaHHBIN 50 MKI/m03a

Active Ingredients /
JelicTBylo1mme BelecTsa

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

calculated for Mometasone Furoate 50.00 mcg

1 no3a CIIpEA COACPIKUT: ﬂeﬁCTBymmee BelecTBo: MomeTazoHa (bypoaTa MoOHOrugpar

51,72 mxr B iepecyere Ha MomerasoHa ¢ypoar 50,00 Mxr

Strength / lo3upoBka 50 mcg/dose / 50 mxr/mo3a Date of Mfg. / Jlara 08/2025
MPOU3BOJCTBA
Dosage form / Metered-dvose nasal sprayf Crpei Date of Exp. / Toaen 10 07/2027
JlekapcTBeHHas (popma Ha3aJIbHBIN JO3UPOBAHHBIN
Product code / Kox nmpoaykra SRUO0300071260401EJ Date of release / JlaTa Boinycka 25.08.2025
Batch No. / Cepust Ne 12251055A gty‘ Released / 63,200 BOT/
0JIMYECTBO BBIMYIIEHO (raxoHOB
Batch size / Pazmep cepun 69,444 BOT / ¢pmakoHOB Mifg.License No. / Jluuensus na MNB/10/832
MPOU3BOJCTBO (HOMep)
Inspection Lot NOL/ 040000614005 Mfg. License Date / JInnensusi Ha 30/04/2020
PerucrpannoHHblii HOMep aHaJu3a MPOU3BOJCTBO (1aTa)
GMP Compliance certificate Date
Package size / YnakoBka 60 Doses / 60 no3 / 18/06/2020
GMP ceprudukar (nata)
. GMP Compliance certificate No./ | GMP-
Market / Peinox Russia / Poccust GMP cepruduiar (omep) 01556/20/IN
Reference Specification No. /
Cneuuduxanus roroBoro SPC-CC-075514 Reference STP No. / CITA Ne STP-CC-043443
NMPOAYKTa Ne
API name / Hanmenosanne AGC | Viometasone Furoate Monohydrate/ | by posoh No / ADC cepus N | MEM-24416(M-
MowmeTta3oHa GypoaTra MOHOTHApAT 01)-001
Manufactured by / Ilpon3BoauTtenas | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6e Jlumuren, nmus
Ne | TESTS/ITOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJIBTATBI

b) Benzalkonium chloride /
benzankoHus xyuopug

From 80,0 % to 120,0 % of the labeled content / Ot
80,0 % 10 120,0 % OT 3asiBIIEHHOTO COACPIKAHMSI

92.3% /92,3%

16. | Package Size / YnakoBka

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. /
I[lo 60 no3 cycneH3um BO (JIAKOHE W3 TOJHATUIICHA BBICOKOW IUIOTHOCTH C
JO3UPYIOLIMM YCTPOMCTBOM M KOJNMAYKOM M3 MOJHITHICHA BBICOKOH mioTHOCTH. 1o 1
(1akoHY BMECTe ¢ HHCTPYKIIHEH 10 METUIIMHCKOMY NPUMEHEHHUIO B TAYKEe KAPTOHHOM.

Any deviation/Incident/OOS: Non-applicable
OTtknoHeHusi/HecooTBeTcTBUSA/OOC: HE MPUMEHHMO

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. JIIT-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.”

3akiil0ueHne O COOTBETCTBMHM: HACTOSIIMM MOATBEPXKIAI0, YTO IPEICTABICHHAS BbIIE WH()OPMAIUS SBISIETCS
JIOCTOBepHO# u TouyHoW. JlaHHasi cepusi ObLIa mpom3BeeHa (BKIOYAS YIMAKOBKY/MAapKUPOBKY M KOHTPOJb KayecTBa) Ha
yYKa3aHHOW BBIIIE [POM3BOJCTBEHHON IUIOMIAJKE B TIOJHOM COOTBETCTBUHM ¢ TpeboBanusiMu  Haiexariei
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Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTU®UKAT AHAJIM3A I'OTOBOI'O TIPOAYKTA

Page90of9/Crp.9m39

Name of Product /
HanmeHoBaHue NpoAyKIMHI

MOMAT RINO
MOMAT PMHO

Generic name /
HenmaTeHTOBaHHOE HAMMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mowmera3oHa cipel HazaJbHBIH 103upoBaHHBIN 50 MKI/m03a

Active Ingredients /
JelicTBylo1mme BelecTsa

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

calculated for Mometasone Furoate 50.00 mcg

1 no3a CIIpEA COACPIKUT: ﬂeﬁCTBymmee BelecTBo: MomeTazoHa (bypoaTa MoOHOrugpar

51,72 mxr B iepecyere Ha MomerasoHa ¢ypoar 50,00 Mxr

Strength / lo3upoBka 50 mcg/dose / 50 mxr/mo3a Date of Mfg. / Jlara 08/2025
MPOU3BOJCTBA
Dosage form / Metered-dvose nasal sprayf Crpeit Date of Exp. / Toaen 10 07/2027
JlekapcTBeHHas popma Ha3aJIbHBIN 103MPOBaHHBIN
Product code / Kox nmpoaykra SRUO0300071260401EJ Date of release / JlaTa Boinycka 25.08.2025
Batch No. / Cepust Ne 12251055A Qty. Released / 63,200 BOT/
KoanyecTBo BhINyIieHo (raxoHOB
Batch size / Pazmep cepun 69,444 BOT / ¢pmakoHOB Mifg.License No. / Jluuensus na MNB/10/832
MPOU3BOJCTBO (HOMep)
Inspection Lot NOL/ 040000614005 Mfg. License Date / JInnensusi Ha 30/04/2020
PerucrpannoHHblii HOMep aHaJu3a MPOU3BOJCTBO (1aTa)
GMP Compliance certificate Date
Package size / YnakoBka 60 Doses / 60 no3 / 18/06/2020
GMP ceprudukar (nata)
. GMP Compliance certificate No./ | GMP-
Market / Peinox Russia / Poccust GMP cepruduiar (omep) 01556/20/IN
Reference Specification No. /
Cneuuduxanus roroBoro SPC-CC-075514 Reference STP No. / CITA Ne STP-CC-043443
NMPOAYKTa Ne
API name / Hanmenosanne AGC | Viometasone Furoate Monohydrate/ | by posoh No / ADC cepus N | MEM-24416(M-
MowmeTta3oHa GypoaTra MOHOTHApAT 01)-001

Manufactured by / IlpousBoauTenns

Aarti Pharmalabs Limited, India/ Aaptu ®apmanadc Jlnmuten, Muans

IIpousBoacteennoil [Ipaktuku (GMP) noKaNbHBIX PEeryIsTOPHBIX OPraHOB U TPEOOBAaHUAMU HOPMATHUBHOM TOKYMEHTALUU
JITI-Ne(001710)-(PT-RU)-230123 nnst peinka Poccun u yTBepkaeHHo# crenudukanueir Ne SPC-CC-075514. IIpoTokosnsr
NPOU3BOJICTBA, YIAKOBKH U TIOKa3aTeIN KauecTBa JaHHOW CEpUM OBLIH ITPOaHAIM3MPOBAHbI U CJICIIAHO 3aKIIIOUEHHE, YTO OHH
cooTBeTCTBYIOT TpeboBanusaM Hamnexareit [IponsBoacreenHoit [Tpakriku (GMP).

Prepared By / Iloaroroua

Checked By / IIposepua

roved By / Ono6pua
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